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E| R FAINDXT IS (PDG)

> BERM=ZFEBFAHRETE:E (PDG: Pharmacopoeial Discussion Group)
BRINZE BT (Ph. Eur), RKEEBAUSP) RV BARERAUP)DHERESE EE LRI
YEEICODWTCEHRHFIEEZTY. =ZERAICET =&

> BEBRADAESIT
» Ph. Eur. (European Pharmacopoeia)
F1T#B#8  European Directorate for the Quality of Medicines and HealthCare(EDQM)
(1964FBIFX . LRSS RT—)L) . BRMEEEZESNOEEREERRE M, CLEF(T:
R SRS DENICE DEERTESIN . EURBTICELWTSHBIN TS REE
» USP (United States Pharmacopeia)
F4T#%E : USP Convention (18205 &I|3L, KA —FRM) . FREI BB EITIHIILT-
NPO;E A, SIEfT(T:FDC Act IZEWWTSHBINTWHEEE
> JP (Japanese Pharmacopoeia)
RITHE: EEFEBE. MEM T EREFNEICE I EEFBRESLE TR

> FAMEEDHE(Q2021F10ARE)
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PREAFNEAEREZ D B B EGAH

ICH-Q6ARS &

Dissolution

Disintegration™

Uniformity of Content/Mass

Tests for Specified Microorganism
Microbial Enumeration

Limits for Non-sterile Products

— &S BRI

Analytical Sieving

Bulk Density and Tapped Density *2
Conductivity

Gas Pycnometric Density of Solids
Powder Flow *?
Tablet Friability™
Elemental Impurities
Optical Microscopy
Powder Fineness

*2 %3

YR B ERER A

Amino Acid Determination
Capillary Electrophoresis*!
Isoelectric Focusing

*1:PDG Stage 2ERAHEEMED SERERETFTE

*2:Stage 2R R AHEERFH . RAFEEF
*3: AR FNEE P
2021 FEFARBAMEEES

* Bacterial Endotoxins

« Color (instrumental method)

* Extractable Volume

« Particulate Contamination™

* Residue on Ignition

« Sterility Test

» Specific Surface Area

2021 10A %

* Laser Diffraction Measurement of Particle size

* 1

- X-Ray Powder Diffraction*?
« Water-solid Interaction

* Thermal Analysis

- Chromatography **

* Dynamic Light Scattering

*2 %3

« Peptide Mapping *?

« Polyacrylamide Gel Electrophoresis
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PDG Harmonisation item
E-01 Alcohol
E-02 Dehydrated Alcohol
E-03  Benzyl Alcohol
E-04 Calcium Disodium Edetate
E-05 Calcium Phosphate Dibasic

Calcium Phosphate Dibasic

= Anhydrous
E-07 Carmellose Calcium

E-08 Carmellose Sodium
E-09 Croscarmellose Sodium

E-10 Microcrystalline Cellulose

E-11 Cellulose, Powdered

E-13 Cellulose Acetate Phthalate

E-14  Citric Acid, Anhydrous

E-15 Citric Acid, Monohydrate

E-16 Crospovidone

E-17  Ethylcellulose

E-18 Hydroxyethylcellulose

E-19 Hydroxypropylcellulose

E-20 Hydro?(ypropylcellulose, Low
Substituted

E-21  Hypromellose

Hydroxypropylmethylcellulose

Phthalate

E-23 Lactose, Anhydrous

E-24 Lactose, Monohydrate

E-25 Magnesium Stearate

E-26 Methylcellulose

E-27 Methyl Paraben

E-28 Petrolatum

E-29  Petrolatum, White

E-30 Polyethylene Glycol (Macrogol)
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€7 LD

E-31
E-32
E-36
E-37
E-38

E-39

E-40
E-41
E-42
E-43
E-44
E-45
E-46

E-48

E-49
E-50
E-51
E-52

E-55
E-56
E-58
E-59
E-60
E-61
E-62
E-64
E-65
E-66
E-68
E-69

-9m B

Polysorbate 80
Povidone

Silicon Dioxide

Silicon Dioxide, Collodial
Sodium Chloride

Sodium Starch Glycolate

Starch, Corn
Starch, Potato
Starch, Rice
Starch, Wheat
Stearic Acid
Sucrose

Talc

Ethyl Paraben

Propyl Paraben
Butyl Paraben
Glycerin
Carmellose

Gelatin

Glucose Monohydrate/Anhydrous
Mannitol

Propylene Glycol

Sodium Laurylsulfate

Starch, Pregelatinized

Sterile Water for Injection in Containers
Isomalt

Isostearyl Alcohol

Myristyl Myristate
Polysorbate 65
Calcium Silicate
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HLAEFRRFIARFF=HEA (1)

> PDGERAILI—YH—ADFERMYIER <RI ED RO >

[ % ﬁ % ﬁ ' : B (j— é EH *D %ﬁ 0) Eﬂ H_t CORRECTION OF THE SIGN-OFF COVER SHEET

E-64 ISOMALT

(Correction of the sign-off cover sheet Corr, 2 signed on 29 November 2016)

. BENXEOREDABICED. B }
=ERAICETLAMERD == = = =)

Identification

BUA AR R E R T

Reducing sugars

BREREERAICETS. EH%EI%IE(DHS(UJ‘AJ%%’R]‘/
N\ -

will not stipulate

( A vill adopt and implement ;
QFEH *D $ IE ( E * Bk E % % ﬁ _GEH *D é %-: ‘ : E é : t « Noni]l'la(i:nmjeﬂ aiributes
. b‘ —Cs% j—d: h\ O 1-: $ IE : ‘ . ' : -'X-t\j- ,;.6 ) % O) ,I‘% $E Description (incl. test for optical rotation)/Characters, Packaging and storage

Local requirements

_ EP P UsP |
Second identification (TLC, Identification (colour reaction); | Identification by TLC; assay

(BEENERBRE=ERHTANSEES | L o v

A _— s = -

_— N .g—*‘ —_ sE —_—— 3 Ri i
'ts % = eagents and reference materials

— t b\ N % ~ E =] ‘ — L 7]” E"] ( — HE ﬁ é *Il é $ IE b Each pharmacopoeia will adapt the text to take account of local reference materials and reagent specifications.

. - Ky - 1 =3
\gﬁ: <><> (2 ‘j J'L-\)‘»ﬁt%)lﬁ*& )

o FRAFIXEEXNDAE (20205128 & L)

ERERE : https://www.pmda.go.jp/rs—std—jp/standards—development/jp/0021.html
RN https://www.pmda.go.jp/rs—std—jp/standards—development/jp,/0020.html 38
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https://www.pmda.go.jp/rs-std-jp/standards-development/jp/0020.html

AT

E

PRERFA~R] T 7= HEGR A (2)

BAFRLSNDER A EDEE(Z M T - FBH SR
(IMWP) TOPDGOEENIR R D EHAR LGRS
o FAFMIXEDIMWPSIMERANDIRMZE/N\/OVFTEE

— 20207 A LI DPDGIZH T AT (ERAEEE)ZIZ#L. AX
BRUSDERFEMLBRERER
ICH-Q4B{Ht B X E A TF 2 AN il & F - Hhig D 3 K

- WMRERATZE

202041 :

o ICHIZEITAAVN\N—E/H DI KRFEFEZ . PDGKY B KR LIS D
REI LA N—DEFRAZFICH-QABHEXEZE A TF 2 XD EL1i 5t
RIZMY ANSTOLEREZIRZELT-,

202011 BICH7 TR/ \—F¥ILE &

« ICHXY.PDGOREMNTHEIMNT-,

« PDGIREMNTOLXIZLY. 3DNDICH-Q4B1/EILZE (Annex 6: BF 5
— M ER L. Annex 78 ERE . U Annex 8: EEEERE) DA
T FUOREENRITHICE RSN A EIZEHT =,

PDGT LAY —X:TICH Q4Bf1BXEATFHF U ATARRIZE TAMOERALEDOEESD-6ODPDGIZLARTYFEA |

https://www.pmda.go.jp/files/000241303.0df 39O
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