Japanese Pharmacopoeial Forum
- A Gl > T

Vol. 22 No. 1

Contents

Revision Drafts

Revision Drafts on Dissolution and Disintegration for
Second Supplement to JP 16
1. Official Monographs
(1) Addition
Brotizolam Tablets -« «cexrrrerrrmmmiiiiiniiiiinis
C||n|d|p|ne TabletS ceeeerereiai i
C|Opid0gre| Sulfatae Tablets «-«ccerrrrerrrrmmriineennnnn.
Colestimide Granules -« seerrrrerriniriiniiiiiinin
Diltiazem Hydrochloride Extended-release Capsules
Ethy| |Cosapentate Capsu|e ...............................
Tacrolimus Capsu|es .......................................
Telmisartan Tablets «-«ccevrererrimmiiiiiiiin
Teprenone Cap5u|e5 ........................................
Terbinafine Hydrochloride Tablets -« «vveveveenenns
Revision Drafts for Second Supplement to JP 16
1. General Tests, Process and Apparatus
(1) Revision

6.06 Foreign Insoluble Matter Test for Injections -- 148
7.02 Test Methods for Plastic Containers «--«------- 148
7.03 Test for Rubber Closure for Aqueous Infusions
............................................................. 152
2 . Official Monographs
(1) Addition
Azelnidiping Tablets -« ««c-eovvvreeeriiiiiiniiiiiies 157
C|0nazepam Fine Granules ««++ceevreerreniiiiniinninn, 159
C|0nazepam Tablets ccccveeiriiiiiiiiiiiiiiiiiiiiiiiiin, 159
Fluconazole Capsu|e3 ...................................... 161
10PAMIOl INJECHION -+ +++vveervvvrreeniiiiieeiiiiiie 162
Losartan Potassium and Hydrochlorothiazide Tablets
............................................................. 163
Loxoprofen Sodium Tablets ««-ceeverrmrrareininiiinnn, 167
Mecobalamin Tablets -« vceereeimimiiiin, 168
Pilsicainide Hydrochloride Hydrate -+« -eenevnene. 170
Pitavastatin Calcium Hydrate -+ -veveeeeeeennens 171
Pitavastatin Calcium Tablets -+« veveveieiiinnnns 173
Sivelestat SOAIUM Hydrate -« ««««-+vvveeeeevvrreennin. 175
Sivelestat Sodium for Injection -« xvevvereneiennnnns 177

March 2013
(2) Revision
Calcitonin(Salmon) «««-reeeeerrerii, 178
Celmoleukin (Genetical Recombination) -----«-+-+----- 178
Etizolam Tablets - reevrremeiiii s 179
Filgrastim (Genetical Recombination) «-«-«------e-vo 181
Insulin Human (Genetical Recombination) -« 181
10hEXOl INJECHION «+vvrrrvrrerrereiieni e, 181
Mexiletine Hydrochloride: -+« +reveeeeriiiininiiinnn, 181
Zaltoprofen Tablets «+-«««vreeeerreermreei 182
3. Official Monographs— Crude Drugs
(1) Addition
Daisaikoto EXtraCt -« ««coxrreerermmrrinniiiiiiiiiiiin 182
Maoto EXtract -« «-«correrrmrni 185
OtSUJit0 EXLrACE -+ -rvvvrrrrnerennriiniiis 187
(2) Revision
EXSICCAted GYPSUM «-vvvrrrrrersrrerrnienniinieniinnn, 190
GlyCyrrhiza e« e oveeereeeei 190
Powdered GlyCYIThiza ---««« e oeeeeereeeiii, 191
MOULAN Bark «««-eerrerererreineiiiiiiiiiineine, 192
Powdered Moutan Bark ««««-eeeereereeieriiiiiieniiininn. 192
NULMEQ -« -revemeerrerne e, 193
Scutellaria ROOt: -+« v vrerrerermeriiiiiiiiiieaans 193
Powdered Scutellaria ROOt: -+« « s errererieiirieriiians. 194
SESAIMIE ++ v+ vrrrrrrnnrnestene et ttins e atenseeiteaaaeanenes 195
4 . Infrared Reference Spectra
Mexiletine Hydrochloride:----««eeeoeeeeermeeiiiinnn. 196
Pilsicainide Hydrochloride Hydrate «- -« eveveeens 196
Pitavastatin Calcium Hydrate ««--«« -eeeverereeeennn. 197
Sivelestat Sodium Hydrate -« -+« eerrerenneniinnnn. 197
5. Ultraviolet-visible Reference Spectra
Pilsicainide Hydrochloride Hydrate «---«--eeeennenen 198
Pitavastatin Calcium Hydrate ............................ 198
Sivelestat SOdium Hydrate -« -+« verrvreninrniinnn. 198

Additional Revision of the Revision Drafts for Second
Supplement to JP 16
1 . Official Monographs

(1) Addition
O|0patadine Hydroch|oride ............................... 199
Paroxetine Hydrochloride Hydrate -+« -oeveveeens 199



2 . Official Monographs— Crude Drugs
(1) Revision

Moutan Bark «««-ceeemrrrmmmiiiiiiiii i 200
Powdered Moutan Bark ««««««ceereermmmiiiiiiiii, 201

Useful Information

Pharmacopoeial Harmonization

1. Official Inquiry Stage Draft
(1) Revision
(DSDS Polyacrylamide Gel Electrophoresis ««««««««++-
2 . Harmonized Document
(1) Revision + Correction
(DCapillary Electrophoresis (COIr.2):«-««eeveeseernnanns
@Citric Ac|d Anhydrous (Revz) .........................
@Citric Acid Monohydrate (ReV.2) «+++wxerrersrrenanns
@Butyl Parahydroxybenzoate (ReV.1) «++--eeeeennennn
@Dissomtion (Revg) .......................................

PMRJ Reference Standards Ordering Information for
Foreign LUSBIS rvvrrerrrnnrsesnenaasserianssennnansaanes 203

Publishing Schedule (Vol.22, No.2): June 2013

ii



