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Cyanocobalamin 1 mg coated tablet

1. Fown Cyanocobalamin 1 mg coated tablet

2. AmEANUAN
2.1 Uy

2.2. dulsznau
2.3 MYULUITY
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specification  Wag Drug  substance

3.1 Finished product specification: Cyanocobalamin tablets

Test Items USP 41

BP 2016

1.Identification

Meet the requirements

Meet the requirements

2.Assay

90.0 - 110.0% of the labeled amount 90.0 — 115.0% of the stated amount

3 Disintegration

NMT 30 minutes

4.Disolution

Meet the requirements

Meet the requirements

5.Uniformity of dosage form unit* | Meet the requirements

Meet the requirements

3.2 Drug substance specification: Cyanocobalamin

Test Items USP 41 BP 2016
1.Identifications Meet the requirements Meet the requirements
2.Assay 96.0-102.0% calculated on the dried basis 96.0-102.0% (dried substance)
3.Impurities - 7B.,8B-Lactocyanocobalamin: NMT 1.0% - Total impurities: NMT 3%

- 50-Carboxycyanocobalamin: NMT 0.5%
- 34-Methylcyanocobalamin: NMT 2.0%
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Test Items USP 41 BP 2016

- 32-Carboxycyanocobalamin: NMT 1.0%

- B-epi-Cyanocobalamin: NMT 1.0%

- Any other unidentified impurity: NMT 0.5%
- Total impurities: NMT 3.0%

Loss on drying NMT 12.0% Maximum 12.0%
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Cyanocobalamin 1 mg coated tablet
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5..nu9iUsHiuysEansnwaasian (Price Performance)
Cyanocobalamin 1 mg coated tablet
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AMANBIANIZUDIYN
sodium chloride 900 mg/100 mL solution for injection/infusion, 100 mL bag

1. %981 sodium chloride 900 mg/100 mL solution for injection/infusion, 100 mL bag

2. AuaudRvily

21 gluwu Duasazanglaunanndle Wid dmsudadmmasndens
22  dwlsgnau Usenausie  Sodium chloride 900 mg/100 mL
23 waussy 100 mL
24  ANYULUITNY

. ﬁﬂﬁ%’UUi‘iqﬂ'}aﬂU'jﬁﬂmﬂL?{a mMaugnanainytia polypropylene %38 polyethylene
ndudien Wumsiusesndinnunasgu wdnfusigaanvnssy wen.) dnuvazaela
anunsaguililagliddldiduenimagiivauagidsunsiusesnnnainetmansnisuwme Tu
nstivaawanain vi3e gawanainussqlivhuiiseetheuwazuasadusofld

- flavziloumunsyylisgnadmauuuussine

- UUNMUEUTIEN FoesryTosvdedoniinsd lwnzilewh Susrduusznouuas
MIRAILSDIENATIHAR TuAueY TRy

3. quaudAntanaia

nan1395993ATeRn mulURY Finished product specification wag Drug Substance
specification fig1e8snnundussuatudiertu SeldaansidousedineuAnenssunIseImswasen nsEns
as1snugy elndushiuiilitrdeeatuatuiiiisurimielminiunnsgunduiiuladiunis anu
USEMANSENTHASITOUAY 1309 SPYTUET WA 2561 asiufl 6 Sunnan 2561 (aeUsenialusAvayunm
Fuil 12 nunwus 2562)

3.1 Finished product specification: USP 41

99 Test Items Specifications

1 Identification Meet the requirements

2 Assay: Sodium Chloride | 95.0%-105.0% of labeled amount of sodium chloride (NaCl)
3 Iron Not more than 2 ppm.

! pH 4.5-7.0

5 Bacterial endotoxin Not more than 0.5 USP Endotoxin Unit/ml.

6 Particulate matte Meet the requirements
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3.2 Drug substance specification: USP 41

Sodium Chloride

10 Test Items USP 41

1 Identification Meet the requirements

2 Assay 99.0-100.5% of NaCl (on the dried basis)
3 Arsenic NMT 1 ppm

4 Barium Meet the requirements

5 Ferrocyanide Meet the requirements

6 lodides Meet the requirements

7 Iron NMT 2 ppm

8 Bromides NMT 100 ppm

9 Phosphates NMT 25 ppm

10 | Potassium NMT 500 ppm

11 Magnesium and alkaline Earth metals NMT 100 ppm (calculated as Ca)
12 | Nitrates NMT 0.01

13 | Sulfates NMT 200 ppm

14 | Appearance of solution Clear and colorless

15 | Acidity of alkalinity Meet the requirements

16 Loss on drying NMT 0.5%

17 Bacterial endotoxins Meet the requirements

18 Sterility test Meet the requirements

Water for injection

99 Test Items Specifications

1 Total organic carbon Meet the requirements

2 Water conductivity Meet the requirements

3 Bacterial endotoxin Not more than 0.25 USP Endotoxin unit/ml.

o -
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“ 5.1nueiUsntiuUszansnIweesIan (Price Performance)
sodlum chloride 900 mg/100 mL solution for injection/infusion, 100 mL bag
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AMANYLIANITYDIEN
sodium chloride 900 mg/100 mL solution for infusion, 1 L bag

1. w81 sodium chloride 900 mg/100 mL solution for infusion, 1 L bag

2. puaundavly

2.1
2i2
2.3
2.4

JULuY Wumsasanslaumannide LiTE dviudadvmaaendend
duusenau  Usznaume  Sodium chloride 900 mg/100 mL

WINUTIY 1,000 mL

AYULUTIY
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wam TR Uulunu Finished product specification waz Drug Substance
specification fig19deanundusiiuatuideatiu SeldenmeidoudodinauanenssunIemIsuaze NENs
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3.1 Finished product specification: USP 41

U9 Test Items Specifications
1 Identification Meet the requirements
2 Assay: Sodium Chloride | 95.0%-105.0% of labeled amount of sodium chloride (NaCl)
3 Iron Not more than 2 ppm.
a4 pH 4.5-7.0
5 Bacterial endotoxin Not more than 0.5 USP Endotoxin Unit/ml.
6 Particulate matte Meet the requirements
AITUNS
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3.2 Drug substance specification: USP 41
Sodium Chloride

19 Test Items USP 41
1 Identification Meet the requirements

2 Assay 99.0-100.5% of NaCl (on the dried basis)
3 Arsenic NMT 1 ppm

4 Barium Meet the requirements

5 Ferrocyanide Meet the requirements

6 lodides Meet the requirements

7 Iron NMT 2 ppm

8 Bromides NMT 100 ppm

9 Phosphates NMT 25 ppm

10 | Potassium NMT 500 ppm

11 | Magnesium and alkaline Earth metals NMT 100 ppm (calculated as Ca)

12 Nitrates NMT 0.01

13 [ Sulfates NMT 200 ppm

14 | Appearance of solution Clear and colorless

15 | Acidity of alkalinity Meet the requirements

16 Loss on drying NMT 0.5%

17 | Bacterial endotoxins Meet the requirements

18 [ Sterility test Meet the requirements

Water for injection

L0 Test Items Specifications

1 Total organic carbon Meet the requirements

2 Water conductivity Meet the requirements

3 Bacterial endotoxin Not more than 0.25 USP Endotoxin unit/mL.
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.5.na9UTEuUTEANSAINADIIA1 (Price Performance)
sodlum chtonde 900 mg/lOO mL solution for |nfu5|on, 1 L bag
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ﬂmﬁnvmzmms‘umm
Dextrose 5 g/100 mL solution for injection/infusion, 100 mL bag

1. F9e1 Dextrose 5 ¢/100 mL solution for injection/infusion, 100 mL bag
2. quandAaly
21 guuy Wuasazsanslavsiennde Lilld dwsudndmasadons
22  dwsznou  Usenausme Dextrose 5%W/V
wazlaiil antimicrobial agents (Judiulszneu
23 waussy 100 ml
24 pwurusTy  UsIluAurUTIRendaUTImnndenuunaaindmiuldaiasen
- faungdaumiuen st adanuuuussyim
- UUMTUEUTIYEN Fessvyliaviedeniensi tamsidoushiue
AIUUTENBULATILIAAIULSIVBILN LauTikan Tuduenglidaiay

3. uandanunaina
Nam'imS?ﬂﬁhﬂiﬂzﬁﬂmﬂWWLﬂulﬂmﬂu Finished product specification Wag Drug Substance
specification figneBaannundushiuatiuidieatiu sldaanafouredninnuanenssumsemsuwasen
nIENTIEITNAY MeEndwhfuilisedsniuatuiifisusimielmindiunasgundasiiiuladiu
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3.1 Finished product specification:

Test Items USP 41 BP 2016
1.Identification Meet the requirement Meet the requirement
2.Assay 95.0%-105.0% of the L.A. of Dextrose 95.0%-105.0% of the L.A. of Glucose
3.Bacterial endotoxins NMT 10.0 USP endotoxin Unit/g of dextrose | NMT 0.25 IU/ml
4.pH 3.2-65 3.5-6.5
5.Limit of 5- NMT 0.25 NMT 0.25

hydroxymethylfurfural and
related substances

6.Sterility Meet the requirements Meet the requirements

7.Particulate matte Meet the requirements Meet the requirements
-size 210 ym: NMT 6,000
particles/container

-size 225 um: NMT 600
particles/container

8.Volume in container Meet the requirements Meet the requirements
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3.2 Drug substance specification:
3.2.1 Dextrose (C6H12069 HzO)

Test Items

USP 41

BP 2016

1.ldentification

Meet the requirements

Meet the requirements

2 Assay

97.5-102.0% of Dextrose (on the
anhydrous basis)

3.Related substances

- Maltose and isomaltose: NMT
0.4%

- Maltotriose: NMT 0.2%

- Fructose: NMT 0.15%

- Unspecified: NMT 0.10%

- Total impurities: NMT 0.5%

4.Color and clarity of
solution/ Appearance of

Clear

Clear

solution
5.Conductivity NMT 20 uS/ecm at 25° =
6.Dextrin Meet the requirement Meet the requirement

7.Soluble starch, Sulfites

Meet the requirement (NMT 15
ppm)

- Soluble starch: meet the requirement
- Sulfites: Maximum 15 ppm

Foreign sugars

Meet the requirement

8.Acidic or alkalinity

Meet the requirement

9.Specific optical rotation

+52.5° to 53.3° (anhydrous substance)

10.Chloride - Maximim 125 ppm
11.Sulfates - Maximim 200 ppm
12.Arsesic = Maximim 1 ppm
13.Barium - Meet the requirement
14.Calcium - Maximim 200 ppm
15.Lead - Maximim 0.5 ppm
16.Water 5 Maximim 7.0 - 9.5%

17.Sulfated ash

Maximim 0.1%

= al
. Roulvdu 9

4.1 nansn1sesuougntunsdowshfusiiesmingluussmalne wazduns (declare) undardn
411 luddymstunadous$ue (ne.2 ve.3 ve.d vie 8.2 udusinse)
012 ludwetunsdeu ve.1/s.1 veseniiiaussia wiouseazdeaiadenisarunuamam
voawdnininuiitungidou (finished product specification) wagdaimunaunwyes

Lo Dalm DXmy 2.l T 3.0 7"‘”"8) ..............

(ney.01As Mued)

N33UNTT

(ney.antinn aazn1?) (ney. v IgYYUN 53%8)

GPU 528579 [V2602]



at -

5 . S ' o P =
@ (Drug Substance specification) nItiniagseninamsiasuuyasunluiiuda
WADIUUULBNAIINTVOUNLY (8.5) W mau finished product specification wag/m3e

Drug Substance specification
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Dextrose 5 ¢/100 mL solution for injection/infusion, 100 mL bag
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Dextrose 5 ¢/100 mL solution for injection/infusion, 100 mL bag
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