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q"@-nU"3b@"13fl@`ul   Betamethasone 50  mg/100  mg+ Calcipotriol 5  mg/100  mg  ointment,  15 9

1.  @@UI  Betamethasone  50  mg/100  mg+  Calcipotriol  5  mg/100  mg  ointment,15  9

2.  q"aouuor@Mdiw:   i@u@gr#griafli"aoi  fit  a"aoio'ou

2.2  d"U53n@u:     tls3n@u®"?umay"ia°ifluou.®~iflu

2.3 fl"u3U55q:

2.4  @@in53¥:

3.  q"awuuavmmflfifl

1.  Betamethasone  Dipropionate  0.643  mg/g

2.  Calcipotriol  50  mcg/g
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3.1.  Finished  product specification:  Calcipotriol  hydrate  +  Betamethasone  dipropionate  ointment

Test items Specifications

1.  Identification Meet the  requirement

2. A(ssay

45.0-52.5  mcg/g-Calcipotriol  anhydrous  shelf life

-Calcipotriol  anhydrous  release 48.0-52.5  mcg/g

-  Betamethasone  dipropionate 0.611-0.675  mg/g

-allrac-a-tocopherol 20-40  mcg/g

3.Organic  impurities  of Calcipotriol
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i                             Test items Specifications

I   3.1    Total  shelf life tu'lfiu6.ooo/o

3.2 Total  release ttl,lfiu  3.ooo/o

3.3  24-epi-calcipotriol  shelf life t3j'iau3.5OOzO

3.4  24-epi-calcipotriol  release tu'bfiu  3.50%

3.5  5,6-trans-calcipotriol
'a

tuinu  1.5oo/o

3.6  unspecified,single  shelf life ttl'lfiu  o.7o%

3.7  unspecified,  release
'a

tiJlnu  o.5o%

4.  Organic  impurities  of Betamethasone  dipropionate

4.1  Total  shelf life tu'lfiu  1.5oo/o

4.2 Total  release
'a

tubnu  1.000/o

4.3  Unspecified,  single
'Q

t3Jlnu  o.5o%

5.  Viscosity 1.6-3.5  Pa.s

6.  Particle  size 900/o  <  15  urn

7.  Microbiological  quality Meet the  requirement                                                                           I

3.2  Drug substance specification:

3.2.1  Calcipotriol Monohydrate

(A)  Calcipotriol Monohydrate  BP2016

Test items Specifications

1.  Identification Meet the  requirement

i`     ``-`<-`,` 95.5  -  102.0  %  labeled  amount  of anhydrous  substance

3.  F`elated  substances

flru3mstlmsn°i"®fl"@avnu"3ia"i3;6uo"i

(@{@o)..-.. `2,- .     tj596ium53jms

(uiui6MOui   aiiiamfia)

(a{fio)

(@{€o)

\`+`,          '`,``'Q)

(uiuq5fleyn@    a5fl-yis"-u6`)

r\•fl-
(u"@5"ifl`   ql5S"ufgflVIS)

£;*\c;oAun    g`>\son

(uNamfimm #iii#on)

nsstlnl5

ns5oun1i

n5sunis

(uiio3fuoouovi    nu@uiou"®u`"5)

(ai@o)

tuii@3u  9j3ai3@j

VJ

nss3jnls

n55unls

n55tlni5ii@8I@6uiunis

(uiqaii53fiVli5"  q?ulua5"`)

qfu@Vnuru3i@"1g"oiul  Calcipotriol  +  Betamethasone  ointment fl  2562



Test items Specifications

3.1  Thin-layer  chromatography-ImpurityA

tan'ifiu  0.25%

-Impurity G  and  H W@Slut3J'lfiu  0.25%

-unspecified  impurities tu'lfiu  o.1o%

3.2  Liquid   chromatography-Impurity8:

ulfiuo.5oo/o

-  Impurity  C'  D: t3J'lfiu  1.ooo/o

-  unspecified  impurities talbF\uO.loo;O

-Total  impurities talifiu  2.5OOzO

-Disregard  limit tallfiuo.o5o/o

4.  Water 3.30/o  to  5.00/o  (determined  on  0.1  g)

(8)  Calcipotriol Monohydrate  European  Pharmacopoeia  9.0

1.  Identification

Meet the  requirement-Infrared  absorption

2. A(stay 95.5  -  102.0  0/o  labeled  amount  of dried  substance

3.  Related  substances

3.1  Thin~layer  chromatography

tu'bfiuo.250/o-Impurity A

-  Impurity  G  and  H W@513Julfiuo.250/o

-unspecified  impurities talLfiuo.ioozo

3.2  Liquid   chromatography flae3n 53Jmsm"flf!"@nurua;ia"i36uO"i
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-Impurity  8 talifiuo.5OOzO

-  Impurity  C,  D talbfiu  1.oo%

-  unspecified  impurities talbfiuo.loo/o

-Total  impurities talLfiu  2.5OOzO

-Disregard  limit tu'lfiu  o.o5%

4.  Loss  on  drying bJ'bfiu  1.oo%

3.2.2  Drug  substance specification:  Betametethasone dipropionate

(A)  Betametethasone dipropionate :  USP40

Test items Specifications

1.  Identification

Meet the  requirement-  Infrared  absorption

-Thin  layer  chromatographic  identification Meet the  requirement

2 . AtssRlry 97.0-103.0%  on  the  dried  basis

3.  Impurities

3.1  Besidue  on  ignition tallfiu  0.20/o  (using  a  platinum  crucible)

3.2  Organic  impurity-Individualimpurities

[alLfiu   1.OO;0

-Total  impurities talLau2.OOzO

4.  Specific  tests

4.1  Loss  of drying tallau  1.oo%

4.2  Optical  rotation +63° to  +7o°
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(8)  Betamethasone dipropionate:  BP 2016

Test items Specifications

1.  Identification

Meet the  requirement-  Infrared  absorption

-Thin  layer chromatographic  identification Meet the  requirement

2. A:ssay 97.0-102.0%  on  the  dried  basis

3.  Specific  Rotation +84° to +88°

4.F`elated  substances

tu'lfiu  o.5oo/o-impurity  C

-  impurity  8,  H talLfiu  o.3o%

-  impurity  D,  E,  G tu'bfiuo.200/o

-unspecified  impurities [u'ifiuo.loo/o

-Total  impurity t3J'lfiu  1.oo%

-Disregard  limit tu'Lfiuo.o5o/o

5.  Loss  on  drying ttl'lfiu  1.ooo/o

(C)  Betamethasone dipropionate: European  Pharmacopoeia 9.0

Test items Specifications

1.  Identification

Meet the  requirement-Infrared  absorption

-Thin  layer  chromatographic  identification 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.F{elated  substances

-  impurity  C

-impurity  8,  H

-impurity  D,  E,  G

-  unspecified  impurities

-Total  impurity

-Disregard  limit

tar'lfitto.5oo/o

ttl'lfiu  o.3o%

tu'ifiuo.2oo/o

t3J'lfiuo.1oo/o

lalLfiu   1.000;0

ubfiu  o.o5%

5.  Loss  on  drying talbfiu  1.ooo/o
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