Japanese Pharmacopoeial Forum

Vol. 31 No. 1

March 2022

Contents

Revision Drafts

Revision Drafts for First Supplement to JP 18
1. General Tests, Processes and Apparatus
(1) Revision
3.04 Particle Size Determination ««-«-«-vcvoeeee 264
9.41 Reagents, Test Solutions «=««-wrereeeeerereeeees 267
2. Official Monographs
(1) Revision

Bthanol --ccvrrrrrrrrerree i 267
Anhydrous Fthanol -« cccceereeerremmeeeemaneeeanann.. 267
Magnesium QtEaATaAtE - v s s 268
Voglibose Tablets <« cvvvrrrrrrrrrreeeeeeeee., 268
3. Official Monographs —Crude Drugs
(1) REVISION +# v errereereseeseei e 268
CardamoOmn - rrrrrrrrrrr e 268
Nutmeg .................................................... 268

Cancel of Revision Drafts for First Supplement to JP18
1. General Tests, Processes and Apparatus
(1) Revision
6.07 Insoluble Particulate Matter Test for Injections 269
(2) Deletion
6.17 Insoluble Particulate Matter Test for Therapeutic
Protein Injections «++++««««««xxrsreerrrrrre 269
2. Official Monographs
(1) Revision

Carmellose Sodium ...................................... 269

Sucrose ..................................................... 269
3. Infrared Reference Spectra

Carmellose SOdium ...................................... 269

Revision Drafts for Second Supplement to JP 18
1. General Tests, Processes and Apparatus
(1) Revision
501 Crude Drugs Test ................................... 270
2 . Official Monographs —Crude Drugs
(1) Revision
Artemisia Capillaris Flower ............................. 270
Chrysanthemum Flower ««-«--+-«wweereereenereeniens 271

Nelumbo Seed ............................................ 271
Revision of the description concerning microscopic
examination of crude drugs (official monographs)

Akebia Stem .............................................. 272
Hedysarum Root ......................................... 272
Processed Aconite ROOt ................................ 272
Puerarla ROOt ............................................. 273
Quercus Bar .............................................. 273
Salvia Mlltlorrhlza ROOt ................................ 273
Senna Leaf ................................................ 273
Useful Information

Disclosure of Information about Columns for Japanese
PharmacopoeiaDraft Monographs for Crude Drugs -- 274

Reference Standards

PMRJ Reference Standards Ordering Information for
Foreign Users ............................................ 2‘77

Pharmacopoeial Harmonization

1. Harmonized Document
(1) Tests
1)Addition
(DChromato graphly - --eoeer e 124
2) Correction
D Particle Size Distribution by Analytical Sieving

(COITECHON) «+v v+ rermeessermmis e 147
(2) Monographs
1)Addition
@Petrolatum ............................................. 153
@White Petrolatum -« - rrrrrrrrrrrr e 163

1)Revision * Correction * Correction of Sign-off Cover
Sheet

@Stearic ACid(ReViSion ) IRRRERTELTRLPRLPRRRPRRRPY 171
@Cellulose, Powdered(Correction) ««-«--=---x-++- 178
(®Hypromellose Phthalate (Correction 1) =+-++++++ 182

(@®Ethanol (Correction of Sign-off Cover Sheet) -+ 187



(®Ethanol, Anhydrous (Correction of Sign-off Cover

Sheet) ...................................................... 1 89
©® Anhydrous Dibasic Calcium Phosphate (Correction
of Sign-off Cover Sheet) ................................ 191
(D Cellulose, Microcrystalline (Correction of Sign-off
COVCI‘ Sheet) .............................................. 193
®Cellulose Acetate Phthalate (Correction of Sign-off
COVer Sheet) .............................................. 195
@ Crospovidone (Correction of Sign-off Cover
Sheet) ...................................................... 1 97
0OHydroxyethylcellulose (Correction of Sign-off Cover
Sheet) ...................................................... 1 99
@ Hydroxypropylcellulose (Correction of Sign-off
COVer Sheet) .............................................. 201
@ Hydroxypropylcellulose, Low-substituted
(Correction of Sign-off Cover Sheet) =+« +w-weveeee 203
@ Hypromellose (Correction of Sign-off Cover
Sheet) ...................................................... 205

(®Methylcellulose (Correction of Sign-off Cover Sheet)

.............................................................. 207
@ Sodium Starch Glycolate (Correction of Sign-off
COVer Sheet) .............................................. 209
Wheat Starch (Correction of Sign-off Cover
Sheet) ...................................................... 211

Gelatin (Correction of Sign-off Cover Sheet) -+ 213
(@®Mannitol (Correction of Sign-off Cover Sheet)---215

(3) Others
1)Revision
(DPDG Statement of Harmonisation Policy (Revision
October 2021) ............................................ 217

@PDG Working Procedure (Revision version 3) ---220

Publishing Schedule (Vol.31, No.2): June 2022






