&

PMRJ

ERR B : 20254 6 H 25 B (5 1 i)
P dh = — K: 1083000021

B EWBNXE

sk sk sk sk sk sk sk sk sk sk sk sk sk sk sk sk sk sk sk sk sk sk sk sk sk sk sk sk sk sk sk sk sk sk sk skeoske skeoske skeoske sk sk sk sk sk sk sk sk sie sk sk st sk sk sk sk sk sk skeosie sk sfeoske sk sk sk skeosie sk sk sk sk st sk st sk sk sk sk sk sk sk sk sk sk sk sk sk sk sk sk stk skeoskoskoskok sk

H AR
FRYP AR pEHEL
Lot DXMO06A

sk sk sk sk sk sk sk sk sk sk sk sk sk sk sk sk sk sk sk sk sk sk sk sk sk sk sk sk sk sk sk sk sk sk sk skeoske skeoske skeoske sk sk sk sk sk sk sk sk sie st sk sk sk sk sk sk sk sk skeosie sk skeoske sk sk sk skeosie sk sk st sk st sk st sk sk sk sk sk sk sk sk sk sk sk sk sk sk sk sk stk skeoskoskoskok sk

(¢35 9)
#1100 mg

(PR A8 A1)
B L, 25°CLLF TIRAF.

Ot )
CRJR TFERY ALY ) HERRRER GRS EERE i, RN A~ FVRIER) ROERE (LO)

(HIETEE )
WIEFR% - 0,998 (E&E¥HE (LC) )

<RBREOKS >
LC: ks a~ o7 40—, GC: HAIZ/u~w T 74—, TLC: BE@ru~ 777 4 —

SOP-B073-A01-01



<HEREOEE>

1.

2.

YA T DEEMIE, ETOMAORIETYT. EELHLWVIIBRZHETILY EHEADT, AMEHD
WIFEIICHWS ZEiIFTE AL

Y 23984 T DA ML, AERKEECHESNTEHBEORBRICANDOIC#E 2 EE2H 4252 &2 RiEL
ZbDOTY. HESNEARIL, SEELRORMCED (HE) IR HBLTWET. 26 ORBRICHEN S
no%EaEid, REORIEZTHY FEAOTIERELSEI V.

FEMBILERICLERZAFTL, AFRITIFMNCEDO (REXRM) BLUOSET ~ IR L T L RE KM
> THUNCRFL T, @R THEACZ . ERICRF SN EELORBEITRIENTZLETA.

4.@%L@ﬁmﬁ&%$%i WP HEREARE L X —Web VA FD [FEHEORE] 2 RIS,

5. SO SDS X, T A VA NT OB ON— TR EZS V.

6. EHELORBRT —Z I T LEXA. FERABREBEZEIRITVELETA.

< fE ORI RR >

1. MR EA T AAEE L OMF AR R, HiZe v boEM (HAH) K T»b6 1E%RELET GUIRET S
LOERLS) . EEL, THAZI Yy hOEARKTT228350 F30T, Z0HAOME AR
HWIERIX, CHASOHMNS 1ERICTRVET. o T, THALSREOMH HRIEHEE TOHBITH 1 £H
Wm0 EY. ek, EERIIVLERICLERZATL, AFRIIEBEESINZEETRE LT, HHAKRIEHRNT
HoThH, TELHEFHESHZIHEHALIZI .

2. FAUTA VA NTOKEBELOR—IZ, FEAFOr Yy N (BlfTery ) OFZE2 7L, EANKT Lze vy R
WOWTIH M ASREHROFEA B ZMHRLLET. £/, JIEET 2L OO0 T, SEBELLO— DM
PR LET.

<BEFEEEICONT>

T 2 16 1. JEE 4 R
E R 1 ~ 30°C
25°CLLF 1 ~ 25°C
% (8°CLAT) 1 ~ 8°C
W (—20°CLLTF) —20°CLL F
wa (=20 ~ -30°C) =20°CLAF. 272 L, BREBOMHEEMED S 5-30°CL D EWIRE COREL
BT EW.
% (—=80°C) —-80 + 10°C
<BlWw&bii>

—HRMEEAN EELERES L X 2T P -V = XA
EIFEAENL T 7 —  FERES R
X EEMLEELEZ—Web ¥4 PO TBRWEDbE T+ —24] oBMVWEbEEZZMIT TVET.

sfe e sfe sk sk she sk sk sk st ske st ske sk she sk s ske st ske st sfe s sfe sie sk sie st sk sk sk sk sk sk st ske sk sk sk she sk st ske st ske sk sk sie sk sie st sie st sk sk sk sk sfe sk sk sk ke sk sk s ske sk ske sk she sk st ske st she st ske st sk sk sk ske s sk sk sfe sk sfe sl st ske sk sk sk sk steske ke sk sk sk sk

(B3 - A ]

—H AN EREBERES LY 2T b =Y = R
AAEGEER 2 MET2FOREKICHT 285 CER 19 FELEGBHETE 117 %) BN
BINMIAR L BEREMZRET 28 ORI T DHE (VR 16 FIEAEFME HRE 219 %) BEHKH
HWE 7 n~ b7 7 EELR ZRGET 2 H OREICHET BN CERL 16 fFEAETBE 5 86 %) BEHKE

SOP-B073-A01-01



@ Date of issue : June 25, 2025 (1st version)

PMRJ Product Code : 1083000021

Reference Standard - LEAFLET
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Japanese Pharmacopoeia
Dexamethasone Reference Standard
Lot DXMO06A
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{Unit Quantity)
approximately 100 mg

{Storage Conditions)
Protect from light and store at temperatures of not more than 25°C.

{Intended Uses)
+ JP Dexamethasone: Identification (Ultraviolet-visible Spectrophotometry, Infrared Spectrophotometry) and Assay (LC)

{Correction Information)
Correction factor: 0.998 (Assay (LC))

<Test Method Abbreviations>
LC: Liquid Chromatography, GC: Gas Chromatography, TLC: Thin-Layer Chromatography
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Precautions

1.

TN

All the reference standards distributed by PMRIJ are analytical reagents. They are not drugs or clinical diagnostic drugs, so
they must not be used in humans or animals.

The reference standards distributed by PMRIJ are guaranteed to be suitable for uses specified in the official compendia. The
specified uses are given in the Intended Uses section of the leaflet for each reference standard. Please be aware that the
quality of the reference standards is not guaranteed if they are used in tests other than those in which their use is specified.
Order only quantities that can be used immediately. After receipt of the reference standards, immediately store each
reference standard according to its exterior label and the Storage Conditions section of its leaflet and use it. The quality of
a reference standard cannot be guaranteed if it has been stored after opening.

For details on how to use, please check the "Instructions for Use" on the PMRJ website.

The Safety Data Sheet (SDS) for each reference standard can be accessed from the reference standard’s webpage .

Test data of the reference standards are not disclosed, and certificates of analysis for the reference standards are not issued.

Valid use date
1. The valid use date assigned for the reference standards distributed by PMRIJ is one year from the end of distributing a lot

(excluding items specified separately). Once the distribution of the lot ends immediately after your purchase, one year,
which is the shortest term, is assigned as the valid use date from the shipping date of the items you purchase. Please order
only the required amount of the reference standards that can be used immediately and store the reference standards under
the specified conditions after their receipt. Please use the reference standards as soon as possible even if it is still within
the valid use date.

2. The current lot number being distributed can be found on the webpage for each reference standard in the PMRJ online store.

Once the distribution of a lot ends, the valid use date for the lot can be found on the webpage in the PMRJ online store. For
items specified separately, the details can be found on the webpage for each reference standard.

The storage temperatures are defined as follows:

Designated temperature Temperature range
Room Temperature 1 —30°C
<25°C 1 -25°C
Refrigerate (<8°C) 1-8°C
Freeze (£-20°C) <-20°C
Freeze (—20 — —30°C) <-20°C. Avoid storage below —30°C because the container may not withstand
such low temperatures.
Freeze (—80°C) —80 + 10°C

Contact Details
Pharmaceutical and Medical Device Regulatory Science Society of Japan

Pharmaceutical Reference Standards Center

Department of Reference Standards
e-mail : jprslab-std@pmrj.jp
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Production and Distribution
Pharmaceutical and Medical Device Regulatory Science Society of Japan (PMRJ)
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