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qmé’nwm:mww‘umm ergocalciferol 20000 unit capsule, hard

1. o8 ergocalciferol 20000 unit capsule, hard
2. gruandAialy
2.1 Uuuu \ugdaualgadmsusuusenu
2.2 d@ulsznou Usznaumediie ergocalciferol 20000 unit Tu 1 in
2.3 nurussq ussgluuslnaiviastumuiy ussyiuridesiuuas
2.4 287N
- sey@ern dauusznaumediAyuazauuse Jundn "i’ua‘vumq \viindn uaziaunzideusiy
elipg N TRIUUULTIYA A
- UUNUEUSIQEIRt Nafe st tasmieTon1sfn AIuUTENULATIUIRAAILTNTEEN 1Y
wAn Yudueny 1aiau
3. AuaNUANIumALiA
Nan"l'ﬁLﬂ'i']::ﬁqmn'lmflu‘lﬂmm Finished product specification uag Drug substance
specification i$148enindusisuatuiiieadu ddldsanudourediniuanenssunsomisuase
NIENTNATITUGY ﬁqﬁmﬁ%ﬁw%’uﬁ‘lﬁé’wﬁaﬁmLf]uaﬁ'uﬁtﬁﬂuwiwﬁa“lmj'ﬂ'hmmsgwumﬁ'ﬁﬁ'ﬁ'ﬁlmﬁﬁu
vila mudsEnIAnTENTIIEsIsAY 1389 3 WA 2561 astuil 6 Sunieu we. 2561 (awsvnialy
s1wAIIURYY Sull 12 NUATUS 2562) WagUsznMANSENTIEsISEY 1389 spysisen (@dufl 2) wa.
2562 av¥udl 3 nsngiAu WA, 2562 (asUsenialussRvyune uil 26 nInNYIAN 2562)

3.1 Finished Product specification: Ergocalciferol capsule (USP 41)

h) Test Items Specifications

1 | Identification Meet the requirements

2 | Assay 100.0 - 120.0% of the labeled amount
3 | Disintegration 45 min

4 | Uniformity of dosage units* Meet the requirements

3.2 Drug substance specification: Ergocalciferol (USP 41)

b} Test Items Specifications

1 | Identification Meet the requirements

2 | Assay 97.0 - 103.0% of the labeled amount

3 | Reducing substances Meet the requirements

4 [ Melting range or temperature | 115° - 119°

5 | Optical rotation +115° to +119°
n33UN13
1é .............................. T 111 ——— - @Wg .................
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1. s¥yte Dissolution fiu Uniformity of dosage units Wiuulenatsuanisisazidoananisasavdiasizvivnile
wislilulu coa

2. Drug substance specification #1301 0 lUAATIZ1MUBHAN drug substance W3BlUAATIYW drug substance
voufuanedsagy avulaatumil Selmsmnsiiessinsuynidodidivun

3. manwamn’ums’nzﬁqmmwwl Julumu Finished product specification wag drug substance specification
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AMANYUZIANIZVDIEN
calcium chloride dihydrate 514.5 mg/100 mL + lactic acid 540 mg/100 mL + magnesium chloride
hexahydrate 203.3 mg/100 mL + sodium bicarbonate 309 mg/100 mL + sodium chloride 645
mg/100 mL solution for haemodialysis/haemofiltration, 5 L bag (GPU 1118036)

1. %081 calcium chloride dihydrate 514.5 mg/100 mL + lactic acid 540 mg/100 mL + magnesium
chloride hexahydrate 203.3 mg/100 mL + sodium bicarbonate 309 mg/100 mL + sodium chloride 645
mg/100 mL solution for haemodialysis/haemofiltration, 5 L bag
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22 @wlszneu  Usenaumae calcium chloride dihydrate 514.5 mg/100 mL + lactic acid
540 mg/100 mL + magnesium chloride hexahydrate 203.3 mg/100 mL +
sodium bicarbonate 309 mg/100 mL + sodium chloride 645 mg/100 mL
U539 5,000 mL/ga
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Solution Formular

wAALTE Calcium (MEg/L) 3.5
wuniliduy Magnecium (mEqg/L) 1.0

9ifes Sodium (mEg/L) 140

Aaelss Chloride (MEg/L) 109.5

NsSUNTS 6% g
. . 2o (083, s Cllrmisl
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Solution Formular
luarsueium Bicarbonate (mEgy/L) 32
waALv Lactate (mEg/L) 3
poalua3H Osmolarity (mOsm/L) 287
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calcium chloride dihydrate 514.5 mg/100 mL + lactic acid 540 mg/100 mL + magnesium chloride

hexahydrate 203.3 mg/100 mL + sodium bicarbonate 309 mg/100 mL + sodium chloride 645
mg/100 mL solution for haemodialysis/haemofiltration, 5 L bag (GPU 1118036)
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5.nu9iUsHiulsEan5n e I1A1 (Price Performance)

calcium chloride dihydrate 514.5 mg/100 mL + lactic acid 540 mg/100 mL + magnesium chloride
hexahydrate 203.3 mg/100 mL + sodium bicarbonate 309 mg/100 mL + sodium chloride 645
mg/100 mL solution for haemodialysis/haemofiltration, 5 L bag (GPU 1118036)
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