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2.1  §tlituu                   i@uuiLfifliifltl%@  a°"s"usfuu5gmu
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3.  q"awu-@yiiqtvmfifl

3.1.  Finished  product specification  : Alfacalcidol capsule
I,eye

Test items Specifications

1 Identification Complied  with  finished  product  specification

2 Assay 90.0  ~  110.00/o  labeled  amount  of alfacalcidol

3 Uniformity of dosage  units* Complied  with  finished  product  specification

4 Disintegration Complied with finished  product specification

Vloul"fl             -"Orl""0  uniformity of dosage  unlts lM"lluuonal5Llafld"@316uflNam53bfls"`   Vl|n@tflgrb|ogri

s"@gL6ufllllulu  COA

3.2  Drug substance specification:

(A) Alfacalcidol  European  Pharmacopoeia  9.0
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aye Test items Specifications

1 Identification Meet the  requirement

2 Assay 97.0  -  102.00/o  of alfacalcidol

3 Releated  substances-lmpuritiesA

talifiu  0.5OOzO

-Impurities  B 1u'lfiuo.5oo/o

-Any  unspecific  impurities tu'bfiuo.loo/o

-Total  impurities tou'ifiu  1.ooo/o

-Disregard  limit tou'ifiuo.o5o/o

(8)  Alfacalcidol  BP2016
„eye

Test items Specifications

1 Identification Meet the  requirement

2 Assay 97.0  -  102.00/o  of alfacalcidol

3 F`eleated  substances-lmpuritiesA

tallfiu  o.5o%

-Impurities  B tallfiu  o.5o%

-Any  unspecific  impurities talbfiuo.ioozo

-Total  impurities talbfiu   1.oo%

-Disregard  limit talLfiuo.05OzO
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