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Mecobalamin 500 mcg film-coated tablet

1. ¥981 Mecobalamin 500 mcg film-coated tablet
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3. pruanUAnIumaina

3.1 Finished product specification:
& Test Items Specifications
3.1.1 | Identification Complied with finished product specification
3.1.2 | Assay 90.0 - 110.0% of the labeled amount of Mecobalamin
3.1.3 | Uniformity of dosage form unit* | Complied with finished product specification
3.1.4 | Dissolution Not less than 70%(Q) of the labeled amount of
Mecobalamin is dissolved in 45 minutes

3.2 Drug substance specification: USP 39

£ Test Items Specifications
3.2.1 | Identification Meet the requirement
3.2.2 | Assay 98.0 - 102.0% of the labeled amount of
Mecobalamin (on the anhydrous basis)
3.2.3 | Residual on ignition Not more than 0.4%
AIIUNIT ; ag
W i et R PRI . Lo Eins o SO (- o AU
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3.2.4 | Related compounds

- Individual impurity Not more than 0.5%
- Total impurities Not more than 2.0%
3.2.6 | Water content Not more than 12.0% w/w

wanewe - *seyiade Dissolution U Uniformity of dosage units Wikuuienansuansigazidunna
mMsnsiaset wndlaudalilulu CoA
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UANANAMYBINARTsInAITUNzLTau (finished product specification)
uazdorvuaRAMYBYIRgAU (drug substance specification) nsdiilegszwing
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W50 finished product specification waz/vm3e Drug Substance specification
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421 nydfewdslulsemelng fuaadosiduunnmaenideiusewnsgiunindn
HAMUNENINIISNSTIRLNSRERE PIC/S (Pharmaceutical Inspection Co-
operation Scheme) Tneviieau PIC/S participating authorities nindlianans
fuseaNAIFIUNMIRAREIMLVANINAYILAE IS MsTRlum KA R sd N
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wannaeTIansTilun1swERen PIC/S (Pharmaceutical Inspection Co-
operation Scheme) Tngmuaeau PIC/S Participating authorities atuanganiu
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432 waMIATIMRUNWIngAUYDIINEATY (Certification of analysis drug
substance) Aldlunsuanenuiidadufegiisuosnansuwasdningiu

433 eaansvisnangiubuduanuduiusseningunsninvesingivuesienddny
(Drug substance) 48 4.3.2 fuguNsHAnVEINENMIENTIFY (finished
product) 98 4.3.1

43.4 wan15An¥ Long term stability #13 ASEAN guideline on stability study of
drug product maamhamqmmm‘ﬁlﬁ%umL‘ﬁﬂuli'ﬁuﬁwﬁ’mwuﬂmsns‘mn’ﬁ
IMTUALET NTENTNANTITNGY
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