
Description of content： 

 

 

The Sixteenth edition of the Japanese Pharmacopoeia shall be established as follows： 

 

１．To amend 11 articles under the section of General Notice（List 1） 

 

２．To amend 1 articles under the section of General Rules of Crude Drugs（List 2） 

 

３．To establish 1 articles under the section of General Rules of Preparation（List 3） 

   

４．To amend 15 test methods under the section of General Tests, Process and 

 Apparatus（List 4） 

 

５．To establish 106 monographs under the section of Monographs（List 5） 

 

６．To amend 330 monographs under the section of Monographs（List 6） 

 

７．To delete 15 monographs under the section of Monographs（List 7） 

 

８．To establish 4 paragraphs under the section of General Information（List 8） 

 

９．To amend 10 paragraphs under the section of General Information（List 9） 

 



List 1  １，２，３，４，８，９，１６，２０，３１，３３，４４ 

 

List 2  １ 

 

List3  General Rules of Preparation  

Preparations 

1． Preparations for Oral Administration 

1．1． Tablets 

1．1．1． Orally Disintegrating Tablets/Orodispersible Tablets 

1．1．2． Chewable Tablets 

1．1．3． Effervescent Tablets 

1．1．4． Dispersible Tablets 

1．1．5． Soluble Tablets 

1．2． Capsules 

1．3． Granules 

1．3．1． Effervescent Granules 

1．4． Powders 

1．5． Liquids and Solutions for Oral Administration 

1．5．1． Elixirs 

1．5．2． Suspensions 

1．5．3． Emulsions 

1．5．4． Lemonades 

1．6． Syrups 

1．6．1． Preparations for Syrup 

1．7． Jellies for Oral Administration 

2． Preparations for Oro-mucosal Application 

2．1． Tablets for Oro-mucosal Application 

2．1．1． Troches/Lozenges 

2．1．2． Sublingual Tablets 

2．1．3． Buccal Tablets 

2．1．4． Mucoadhesive Tablets 

2．1．5． Medicated Chewing Gums 

2．2． Sprays for Oro-mucosal Application 

2．3． Semi-solid Preparations for Oro-mucosal Application 

2．4． Preparations for Gargles 

3． Preparations for Injection 

3．1． Injections 

3．1．1． Parenteral Infusions 



3．1．2． Implants/pellets 

3．1．3． Prolonged Release Injection 

4． Preparations for Dialysis 

4．1． Dialysis Agents 

4．1．1． Peritoneal Dialysis Agents 

4．1．2． Hemodialysis Agents 

5． Preparations for Inhalation 

5．1． Inhalations 

5．1．1． Dry Powder Inhalers 

5．1．2． Inhalation Solutions 

5．1．3． Metered-Dose Inhalers 

6． Preparations for Ophthalmic Application 

6．1． Ophthalmic Preparations 

6．2． Ophthalmic Ointments 

7． Preparations for Otic Application 

7．1． Ear Preparations 

8． Preparations for Nasal Application 

8．1． Nasal Preparations 

8．1．1． Nasal Dry Powder Inhalers 

8．1．2． Nasal Solutions 

9． Preparations for Rectal Application 

9．1． Suppositories for Rectal Application 

9．2． Semi-solid Preparations for Rectal Application 

9．3． Enemas for Rectal Application 

10． Preparations for Vaginal Application 

10．1． Tablets for Vaginal Use 

10．2． Suppositories for Vaginal Use 

11． Preparations for Cutaneous Application 

11．1． Solid Dosage Forms for Cutaneous Application 

11．1．1． Powders for Cutaneous Application 

11．2． Liquids and Solutions for Cutaneous Application 

11．1．1． Liniments 

11．1．2． Lotions 

11．3． Sprays for Cutaneous Application 

11．3．1． Aerosols for Cutaneous Application 

11．3．2． Pump Sprays for Cutaneous Application 

11．4． Ointments 

11．5． Creams 



11．6． Gels 

11．7． Patches 

11．7．1．Tapes/Plasters 

11．7．2．Cataplasms/Gel Patches 

 

Preparations Related to Crude Drugs 

1． Extracts 

2． Pills 

3． Spirits 

4． Infusions and Decoctions 

5． Teabags 

6． Tinctures 

7． Aromatic Waters 

8． Fluidextracts 

 

List4 

(1) 2.01 Liquid Chromatography (2) 2.46 Residual Solvents Test 

(3) 2.51 Conductivity 

    Measurement 

(4) 2.54 pH Determination 

(5) 2.58  X-Ray Powder 

    Diffraction Method 

(6) 3.01 Determination of Bulk and 

Tapped Densities 

(7) 4.01 Bacterial Endotoxins 

    Test 

(8) 4.05 Microbial Limit Test 

(9) 4.06 Sterility Test (10) 5.02 Microbial Limit Test for 

     Crude Drugs 

(11) 6.03 Particle Size Distribution 

    Test for Preparations 

(12) 6.07 Insoluble Particulate Matter 

     Test for Injections 

(13) 6.08 Insoluble Particulate 

    Matter Test for Ophthalmic 

    Solutions 

(14) 7.02 Test Methods for Plastic 

     Containers 

(15) 8.01 Sterilization and Aseptic 

    Manipulation,and Reverse 

Osmosis-Ultrafiltration 

  

 

List5   

(1) Aciclovir Syrup (2) Aciclovir Injection 

(3) Aciclovir for  (4) Acetylcystein 

(5) Atorvastatin Calcium Hydrate (6) Atorvastatin Calcium Tablets 



(7) Amikacin Sulfate for Injection (8) Alendronate Sodium Hydrate 

(9) Alendronate Sodium Tablets (10) Alendronate Sodium Injection 

(11) L-Isoleucine ， L-Leucine and 

L-Valine Granules 

(12) Ebastine 

(13) Ebastine Tablets (14) Ebastine Orally Disintegrating 

Tablets 

(15) Carvedilol (16) Carvedilol Tablets 

(17) Candesartan Cilexetil (18) Candesartan Cilexetil Tablets 

(19) Quinapril Hydrochloride (20) Quinapril Hydrochloride Tablets 

(21) Glimepiride (22) Glimepil'ide Tablets 

(23) L-Glutamic Acid (24) Sarpogrelate Hydrochloride 

(25) Sarpogrelate Hydrochloride Fine 

Granules 

(26) Sarpogrelate Hydrochloride  

Tablets 

(27) Diazepam Tablets (28) Purified Water in Containers 

(29) sterile Water for Injection in 

Containers  

(30) Spironolactone Tablets 

(31) Zolpidem Tartrate Tablets (32) Tamsulosin Hydrochloride 

 Extended-release Tablets 

(33) Tamoxifen Citrate (34) Precipitated Calcium Carbonate 

Fine Granules 

(35) Precipitated Calcium Carbonate 

tablets 

(36) Temocapril Hydrochloride 

(37) Temocapril Hydrochloride Tablets (38) Terbinafine Hydrochloride 

(39) Terbinafine Hydrochloride  

Solution 

(40) Terbinafine Hydrochloride Cream 

(41) Terbinafine Hydrochloride Spray (42) Doxazosin Mesilate Tablets 

(43) Donepezil Hydrochloride (44) Donepezil Hydrochloride Fine 

Granules 

(45) Donepezil Hydrochloride Tablets (46) Trehalose Hydrate 

(47) Nateglinide (48) Nateglinide Tablets 

(49) L-Lactic Acid (50) Sodium L-Lactate Solution 

(51) Haloperidol Fine Granules (52) Pioglitazone Hydrochloride  

Tablets 

(53) L-Histidine (54) L-Histidine Hydrochloride Hydrate 

(55) Famotidine Injection (56) Fexofenadine Hydrochloride 

(57) Butenafine Hydrochloride (58) Butenafine Hydrochloride Solution 

(59) Butenafine Hydrochloride Cream (60) Butenafine Hydrochloride Spray 

(61) Pravastatin Sodium Solution (62) Pravastatin Sodium Fine Granules 



(63) Pravastatin Sodium Tablets (64) Fluconazole 

(65) Fluvoxamine Maleate (66) Fluvoxamine Maleate Tablets 

(67) Flecainide Acetate (68) Flecainide Acetate Tablets 

(69) Propiverine Hydrochloride (70) Propiverine Hydrochloride Tablets 

(71) Probucol Fine Granules (72) Probucol Tablets 

(73) L-Proline (74) Betamipron 

(75) Pemirolast Potassium (76) Pemirolast Potassium Tablets 

(77) Pemirolast Potassium for Syrup (78) Beraprost Sodium 

(79) Beraprost Sodium Tablets (80) Mupirocin Calcium Ointment 

(81) Methotrexate Capsules (82) Mosapride Citrate Powder 

(83) Rabeprazole Sodium (84) Risperidone 

(85) Risperidone Fine Granules (86) Risperidone Tablets 

(87) Risperidone Oral Solution (88) Sodium Risedronate Hydrate 

(89) Sodium Risedronate Tablets (90) Roxatidine Acetate Hydrochloride 

Extended-release Tablets 

(91) Roxatidine Acetate Hydrochloride 

for Injection 

(92) Orengedokuto Extract 

(93) Aluminum Silicate Hydrate with 

Silicon Dioxide 

(94) Koi 

(95) Brown Rice (96) Sesame 

(97) Saikokeishito Extract 

 

(98) Saibokuto Extract 

(99) Shakuyakukanzoto Extract (100) Juzentaihoto Extract 

(101) Shosaikoto Extract (102) Shoseiryuto Extract 

(103) Mukoi-Daikenchuto Extract (104) Chotosan Extract 

(105) Bakumondoto Extract (106) Rikkunshito Extract 

 

 

List6   

(1) Zinc Oxide Ointment (2) Ajmaline Tablets 

(3) Ascorbic Acid Powder (4) Ascorbic Acid Injection 

(5) Aspirin Tablets (6) Acetylcholine Chloride for  

Injection 

(7) Azelastine Hydrochloride Granules (8) Adrenaline 

(9) Adrenaline Solution (10) Opium Tincture 

(11) Opium Alkaloids Hydrochlorides  

Injection 

(12) Opium Alkaloids and Atropine  

Injection 

(13) Opium Alkaloids and  (14) Weak Opium Alkaloids and  



Scopolamine Injection Scopolamine Injection 

(15) Meglumine Sodium Amidotrizoate  

Injection 

(16) Amitriptyline Hydrochloride  

Tablets 

(17) Aminophylline Injection (18) L-Alanine 

(19) L-Arginine Hydrochloride Injection (20) Allopurinol 

(21) Sulfur and Camphor Lotion (22) Sodium Iotalamate Injection 

(23) Meglumine Iotalamate Injection (24) Isoniazid Tablets 

(25) Isoniazid Injection (26) Idoxuridine Ophthalmic Solution 

(27) Imipramine Hydrochloride (28) Irsogladine Maleate Fine Granules 

(29) Indigocarmine Injection (30) Insulin Human 

(Genetical Recombination) 

(31) Indometacin Capsules (32) Indometacin Suppositories 

(33) Ursodeoxycholic Acid Granules (34) Ecabet Sodium Granules 

(35) Estradiol Benzoate Injection (36) Estradiol Benzoate Injection 

(Aqueous Suspension) 

(37) Estriol Tablets (38) Estriol Injection 

 (Aqueous Suspension) 

(39) Etacrynic Acid Tablets (40) Ethanol for Disinfection 

(41) Etizolam Fine Granules (42) Ethinylestradiol 

(43) Ethinylestradiol Tablets (44) Etilefrine Hydrochloride Tablets 

(45) Edrophonium Chloride Injection (46) 10% Ephedrine Hydrochloride  

Powder 

(47) Ephedrine Hydrochloride Tablets (48) Ephedrine Hydrochloride Injection 

(49) Ergometrine Maleate Tablets (50) Ergometrine Maleate Injection 

(51) 10% Sodium Chloride Injection (52) Hydrochloric Acid Lemonade 

(53) Compound Oxycodone Injection (54) Compound Oxycodone and  

Atropine Injection 

(55) Fructose Injection (56) Potash Soap 

(57) Carmellose (58) Carmellose Calcium 

(59) Carmellose Sodium (60) Xylitol Injection 

(61) Diagnostic Sodium Citrate  

Solution 

(62) Sodium Citrate Injection for  

Transfusion 

(63) Glycerin and Potash Solution (64) Absorptive Ointment 

(65) Hydrophilic Ointment (66) Clindamycin Hydrochloride 

(67) Cresol Solution (68) Saponated Cresol Solution 

(69) Clofibrate Capsules (70) Clomifene Citrate Tablets 

(71) Chlordiazepoxide Powder (72) Chlordiazepoxide Tablets 

(73) Chlorpheniramine Maleate Powder (74) Chlorpheniramine Maleate Tablets 



(75) Chlorpropamide Tablets (76) Chlorpromazine Hydrochloride  

Injection 

(77) Ketoconazole Solution (78) Ketoconazole Cream 

(79) 1% Codeine Phosphate Powder (80) Codeine Phosphate Tablets 

(81) Compound Salicylic Acid Spirit (82) Oxygen 

(83) Diazepam (84) Digitoxin Tablets 

(85) Diclofenamide Tablets (86) Distigmine Bromide Tablets 

(87) Dydrogesterone Tablets (88) Zinostain Stimalamer 

(89) 1% Dihydrocodeine Phosphate 

Powder 

(90) Dimenhydrinate Tablets 

(91) Silver Nitrate Ophthalmic Solution (92) Water 

(93) Purified Water (94) Sterile Purified Water  

in Containers 

(95) Water for Injection (96) Dried Aluminum Hydroxide Gel 

Fine Granules 

(97) Suxamethonium Chloride Injection (98) Suxamethonium Chloride for  

Injection 

(99) Spironolactone (100) Sulpyrine Injection 

(101) Sulfobromophthalein Sodium  

Injection 

(102) Isotonic Sodium Chloride Solution 

(103) Cefaclor (104) Cefaclor Compound Granules 

(105) Cefaclor Fine Granules (106) Cefazolin Sodium Hydrate 

(107) Cefatrizine Propylene Glycolate  

for Syrup 

(108) Cefalexin 

(109) Cefalexin for Syrup (110) Cefalotin Sodium 

(111) Cefixime Hydrate (112) Cefepime Dihydrochloride  

Hydrate 

(113) Cefcapene Pivoxil Hydrochloride 

Hydrate 

(114) Cefcapene Pivoxil Hydrochloride 

Fine Granules 

(115) Cefditoren Pivoxil Fine Granules (116) Cefdinir Fine Granules 

(117) Ceftibuten Hydrate (118) Cefteram Pivoxil Fine Granules 

(119) Cefpodoxime Proxetil (120) Cefroxadine for Syrup 

(121) Sevoflurane (122) D-Sorbitol Solution 

(123) Tacrolimus Hydrate (124) Talc 

(125) Sodium Bicarbonate Injection (126) Simple Syrup 

(127) Thiamazole Tablets (128) Thiamine Chloride Hydrochloride 

Powder 

(129) Thiamine Chloride Hydrochloride (130) Thiopental Sodium for Injection 



Injection 

(131) Sodium Thiosulfate Injection (132) Nitrogen 

(133) Tipepidine Hibenzate Tablets (134) L-Tyrosine 

(135) Testosterone Enanthate Injection (136) Deslanoside Injection 

(137) Dehydrocholic Acid Injection (138) Dopamine Hydrochloride Injection 

(139) Triclofos Sodium Syrup (140) Trihexyphenidyl Hydrochloride  

Tables 

(141) Trimethadione Tablets (142) Tolnaftate Solution 

(143) Tolbutamide Tablets (144) Droxidopa Fine Granules 

(145) Troxipide Fine Granules (146) Rape Seed Oil 

(147) Naphazoline and  

Chlorpheniramine Solution 

(148) Nicardipine Hydrochloride  

Injection 

(149) Nicotinic Acid Injection (150) Nicomol Tablets 

(151) Carbon Dioxide (152) Nicergoline Powder 

(153) Nitroglycerin Tablets (154) Neostigmine Methylsulfate 

(155) Noradrenaline Injection (156) Norgestrel and Ethinylestradiol  

Tablets 

(157) Baclofen Tablets (158) Papaverine Hydrochloride  

Injection 

(159) Calcium Paraaminosalicylate  

Granules 

(160) Bisacodyl Suppositories 

(161) Hydralazine Hydrochloride Powder (162) Hydralazine Hydrochloride Tablets 

(163) Hydralazine Hydrochloride for  

Injection 

(164) Piperazine Phosphate Tablets 

(165) Famotidine Powder (166) Faropenem Sodium for Syrup 

(167) Phenytoin Powder (168) Phenytoin tablets 

(169) Phenobarbital (170) 10% Phenobarbital Powder 

(171) Liquefied Phenol (172) Phenolated Water 

(173) Phenolated Water for Disinfection (174) Phenol and Zinc Oxide Liniment 

(175) Phenolsulfonphthalein Injection (176) Glucose Injection 

(177) Prazepam Tablets (178) Flurazepam Capsules 

(179) Prednisolone Tablets (180) Prednisolone Sodium Succinate 

for Injection 

(181) Procaine Hydrochloride Injection (182) Prochlorperazine Maleate Tablets 

(183) Propylthiouracil Tablets (184) Flopropione Capsules 

(185) Probenecid (186) Probenecid Tablets 

(187) Flomoxef Sodium (188) Betamethasone Valerate and  

Gentamicin Sulfate Cream 



(189) Betamethasone Sodium  

Phosphate 

(190) Pethidine Hydrochloride Injection 

(191) Perphenazine Tablets (192) Perphenazine Maleate Tablets 

(193) Benzalkonium Chloride Solution (194) Benzyl Alcohol 

(195) Benzethonium Chloride Solution (196) Formalin Water 

(197) Mercurochrome Solution (198) D-Mannitol Injection 

(199) Yellow Beeswax (200) Minocycline Hydrochloride 

(201) Minocycline Hydrochloride Tablets (202) Minocycline Hydrochloride for  

Injection 

(203) Alum Solution (204) 10% dl-Methylephedrine  

Hydrochloride Powder 

(205) Methyltestosterone Tablets (206) Methyldopa Tablets 

(207) Metenolone Enanthate Injection (208) Metronidazole Tablets 

(209) Mepivacaine Hydrochloride (210) Mefruside Tablets 

(211) Meropenem Hydrate (212) Morphine Hydrochloride Tablets 

(213) Morphine Hydrochloride Injection (214) Morphine and Atropine Injection 

(215) Folic Acid Tablets (216) Folic Acid Injection 

(217) Meglumine Sodium Iodamide  

Injection 

(218) Iodine Tincture 

(219) Dilute Iodine Tincture (220) Dental Iodine Glycerin 

(221) Compound Iodine Glycerin (222) Iodine, Salicylic Acid and Phenol  

Spirit 

(223) Latamoxef Sodium (224) Lanatoside  C Tablets 

(225) Liothyronine Sodium Tablets (226) L-Lysine Hydrochloride 

(227) L-Lysine Acetate (228) Lidocaine Injection 

(229) Rifampicin Capsules (230) Riboflavin Powder 

(231) Riboflavin Sodium Phosphate  

Injection 

(232) Zinc Sulfate Ophthalmic Solution 

(233) Magnesium Sulfate Mixture (234) Magnesium Sulfate Injection 

(235) Ringer’s Solution (236) Dibasic Sodium Phosphate  

Hydrate 

(237) Reserpine Tablets (238) Reserpine Injection 

(239) Levallorphan Tartrate Injection (240) Levothyroxine Sodium Tablets 

(241) Sweet Hydrangea Leaf (242) Aloe 

(243) Powdered Aloe (244) Foeniculated Ammonia Spirit 

(245) Epimedium Herb (246) Fennel Oil 

(247) Turmeric (248) Powdered Turmeric 

(249) Bearberry Leaf (250) Uva Ursi Fluidextract 



(251) Corydalis Tuber (252) Powdered Corydalis Tuber 

(253) Polygala Root (254) Powdered Polygala Root 

(255) Pueraria Root (256) 加味逍遙散エキス 

Kamishoyosan Extract 

(257) Glycyrrhiza Extract (258) Crude Glycyrrhiza Extract 

(259) Agar (260) Platycodon Fluidextract 

(261) Catalpa Fruit (262) Apricot Kernel 

(263) Apricot Kernel Water (264) Bitter Tincture 

(265) Keishibukuryogan Extract (266) Safflower 

(267) Red Ginseng (268) Magnolia Bark 

(269) Powdered Magnolia Bark (270) Goshajinkigan Extract 

(271) Euodia Fruit (272) Condurango 

(273) Condurango Fluidextract (274) Bupleurum Root 

(275) Saireito Extract (276) Saffron 

(277) Gardenia Fruit (278) Powdered Gardenia Fruit 

(279) Cornus Fruit (280) Jujube Seed 

(281) Eleutherococcus Senticosus  

Rhizome 

(282) Sodium Bicarbonate and Bitter  

Tincture Mixture 

(283) Cimicifuga Rhizome (284) Magnolia Flower 

(285) Shimbuto Extract (286) Senega Syrup 

(287) Toad Venom (288) Atractylodes Lancea Rhizome  

(289) Perilla Herb (290) Alisma Rhizome 

(291) Powdered Alisma Rhizome (292) Uncaria Hook 

(293) Powdered Polyporus Sclerotium (294) Citrus Unshiu Peel 

(295) Capsicum (296) Powdered Capsicum 

(297) Capsicum Tincture (298) Peach Kernel 

(299) Powdered Peach Kernel (300) Orange Peel Syrup 

(301) Orange Peel Tincture (302) Ipecac 

(303) Powdered Ipecac (304) Ipecac Syrup 

(305) Eucommia Bark (306) Ginseng 

(307) Powdered Ginseng (308) Hachimijiogan Extract 

(309) Honey (310) Mentha Water 

(311) Glehnia Root and Rhizome (312) Hangekobokuto Extract 

(313) Angelica Dahurica Root (314) Atractylodes Rhizome 

(315) Poria Sclerotium (316) Belladonna Extract 

(317) Sinomenium Stem and Rhizome (318) Saposhnikovia Root and Rhizome 

(319) Moutan Bark (320) Powdered Moutan Bark 

(321) Hochuekkito Extract (322) Nux Vomica Extract 



(323) Nux Vomica Extract Powder (324) Nux Vomica Tincture 

(325) Oyster Shell (326) Powdered Oyster Shell 

(327) Ryokeijutsukanto Extract (328) Scopolia Extract 

(329) Scopolia Extract Powder (330) Royal Jelly 

 

List7 

(1) Astromicin Sulfate (2) Isophane Insulin Injection 

(Aqueous Suspension) 

(3) Insulin (4) Insulin Injection 

(5) Insulin Zinc Injection 

(Aqueous Suspension) 

(6) Crystalline Insulin Zinc Injection 

(Aqueous Suspension) 

(7) Amorphous Insulin Zinc Injection 

(Aqueous Suspension) 

(8) Sisomicin Sulfate 

(9) Cefapirin Sodium (10) Cefuroxime Sodium 

(11) Netilmicin (12) Bufexamac 

(13) Bufexamac Cream (14) Bufexamac Ointment 

(15) Insulin Zinc Protamine Injection 

(Aqueous Suspension) 

 

 

List8 

Inductivity Coupled Plasma Atomic Emission Spectrometry 

Mass Spectrometry of Peptides and Proteins 

On the Scientific Names of Crude Drugs listed 

Water to be used in the Tests of Drugs 

 

List9 

Guideline for Residual Solvents and Models for the Residual Solvents Test 

Test for Trace Amounts of Aluminum in Trans Parenteral Nutrition (TPN) Solutions 

Powder Flow 

Particle Size Analysis by Laser Light Diffraction 

Rapid Identification of Microorganisms Based on Molecular Biological Method 

Media Fill (Process Simulation) 

Preservatives-Effectiveness Tests 

Purity Tests on Crude Drugs Using Genetic Information 

Quality Control of Water for Pharmaceutical Use 

International Harmonization Implemented in the Japanese Pharmacopoeia Sixteenth Edition 

 


