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AMANWMZIANIZVB981 Betamethasone 50 mg/100 mg+ Calcipotriol 5 mg/100 mg ointment, 15 g

1. Foen Betamethasone 50 mg/100 mg+ Calcipotriol 5 mg/100 mg ointment, 15 ¢
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1. Betamethasone Dipropionate 0.643 mg/g

2. Calcipotriol 50 mcg/g
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3. gruauUANImALia

3.1. Finished product specification: Calcipotriol hydrate + Betamethasone dipropionate ointment

Test items

Specifications

1. ldentification

Meet the requirement

2. Assay
- Calcipotriol anhydrous shelf life 45.0-52.5 mce/g
- Calcipotriol anhydrous release 48.0-52.5 mcg/e

- Betamethasone dipropionate

- all-rac-a-tocopherol

0.611-0.675 mg/g
20-40 mcg/g

3.0rganic impurities of Calcipotriol
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Test items

Specifications

3.1 Total shelf life

laifiu 6.00%

3.2 Total release

laiAu 2.00%

3.3 24-epi-calcipotriol shelf life

Ty 3.50%

3.4 24-epi-calcipotriol release

st 3.50%

3.5 5,6-trans- calcipotriol

Talfiu 1.50%

3.6 unspecified,single shelf life

lalifiu 0.70%

3.7 unspecified, release

i 0.50%

d. Organic impurities of Betamethasone d

ipropionate

4.1 Total shelf life

T3y 1.50%

4.2 Total release

ey 1.00%

4.3 Unspecified, single

13Au 0.50%

5. Viscosity

1.6-3.5 Pa.s

6. Particle size

90% < 15 um

7. Microbiological quality

Meet the requirement

3.2 Drug substance specification:

3.2.1 Calcipotriol Monohydrate
(A) Calcipotriol Monohydrate BP2016

Test items

Specifications

1. Identification

Meet the requirement

2. Assay

95.5 - 102.0 % labeled amount of anhydrous substance

3. Related substances
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Test items

Specifications

3.1 Thin-layer chromatography
- Impurity A TaltAu

- Impurity G and H

0.25%

wasaulubiy 0.25%

-unspecified impurities TaliAu 0.10%
3.2 Ligquid chromatography
- Impurity B : TaliAiu 0.50%
- Impurity C, D: TsivAu 1.00%
- unspecified impurities LsikAu 0.10%
- Total impurities LadiAu 2.50%
- Disregard limit LaiAiu 0.05%

4. Water

3.3% to 5.0% (determined on 0.1 ¢)

(B) Calcipotriol Monohydrate European Pharmacopoeia 9.0

1. Identification

- Infrared absorption

Meet the requirement

2. Assay

95.5 - 102.0 % labeled amount of dried substance

3. Related substances

3.1 Thin-layer chromatography
- Impurity A
- Impurity G and H

-unspecified impurities

13t 0.25%
nas iy 0.25%
134 0.10%
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- Impurity B

- Impurity C, D

- unspecified impurities
- Total impurities

- Disregard limit

laiAiu 0.50%
Taifiu 1.00%
TaliAiu 0.10%
laiAiu 2.50%
TaliAiy 0.05%

4. Loss on drying

3.7y 1.00%

3.2.2 Drug substance specification: Betametethasone dipropionate

(A) Betametethasone dipropionate : USP40

Test items

Specifications

1. Identification

- Infrared absdrption

- Thin layer chromatographic identification

Meet the requirement

Meet the requirement

2. Assay

97.0- 103.0% on the dried basis

3. Impurities

3.1 Residue on ignition

LabAins 0.2% (using a platinum crucible)

3.2 Organic impurity
- Individual impurities

- Total impurities

laivAiu 1.0%

T3y 2.0%

4. Specific tests

4.1 Loss of drying

Taivfiu 1.00%

4.2 Optical rotation

+63o to +70o

(wgamdvnn $rafian)

ABENTTUMTMVUARMN YA T YD

(GRE) N /Q ............... UE5IUNIIUNG

(AN @19@nna)

AIIUMST

ATIUNTT

NITUNTT

(84T0)........ CG\ZS!W .................

(e NagIuwaLing)

N3I3UNNT

A33UNTT

NITUNTUBSAYVIYNTT

(UeanTEiins s a3enyasel)

ﬂmﬁnwmmawvmadm Calcipotriol + Betamethasone ointment T 2562



(B) Betamethasone dipropionate: BP 2016

Test items

Specifications

1. Identification
- Infrared absorption

- Thin layer chromatographic identification

Meet the requirement

Meet the requirement

2. Assay

97.0~ 102.0% on the dried basis

3. Specific Rotation

+84° to +88°

4. Related substances

- impurity C

- impurity B, H

- impurity D, E, G

- unspecified impurities
-Total impurity

- Disregard limit

TaliAiu 0.50%
1aiAu 0.30%
TalLAu 0.20%
TallAu 0.10%
Taitfiu 1.00%
1ailAu 0.05%

5. Loss on drying

Tl 1.00%

(C) Betamethasone dipropionate: European Pharmacopoeia 9.0

Test items

Specifications

1. Identification
- Infrared absorption

- Thin layer chromatographic identification

Meet the requirement

Meet the requirement

2. Assay

97.0- 103.0% on the dried basis

3. Specific optical rotation

+84° to +88°
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Test items Specifications

4.Related substances

- impurity C laiAu 0.50%
- impurity B, H 1aiiAu 0.30%
- impurity D, E, G 1alifiu 0.20%
- unspecified impurities Talifu 0.10%
- Total impurity T4t 1.00%
- Disregard limit 1siiAu 0.05%
5. Loss on drying iy 1.00%
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