O

PMRJ

ERR B : 2026 453 H 2 A (55 1 fR)
P dh = — K: 1059700021

B ESB N XE

sk sk sk sk sk sk sk sk sk sk sk sk sk sk sk sk sk sk sk sk sk skosk 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 skeosk skeoske sk stk skeosk skeosk sk sk sk sk sk sk sk sk sk sk sk sk sk sk skeoskosk sk sk sk sk sk stk stk skoskok sk ok sk

AARIERS
BB 7 2 1 1B
Lot RS1c06A

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 skeosk sk sk sk sk sk sk sk sk sk sk sk sk sk sk sk sk sk skosk sk sk sk skeosk sk sk sk sk sk sk sk sk sk sk sk sk sk sk sk sk skeoskosk sk sk sk sk sk stk stk skoskok sk ok sk

(&)
Bi12mL/ & 3%/ 5)

ABIEVAFNVANVEX Y RICTRIBREZEGLIEZLOTH S,
N €2 10.01 mg/mL
VU kiR % : 20.02 mg/mL
12—y Z7wvnm=X 2500 mg/mL
,LI—YZ7wvnwv=7 Y :40.07 mg/mL
LI,I— U Zmue=xX& 5003 mg/mL

(PR A8 2D
L, |IRTRE. 2L, BEZETS.

(&)
- BR—MERBRIE 1246 REBEE] 1. RBHEEOHR, E&E
¥ FRoRBRIcB T 270~ s 723K 1 EOK2DEEBY THD. B, FHRitoLzZHHE LTS,

(EFEEFEHE)
A IIBRERIICECIEVIRES Z &

il 1:4)
< wmW L OB L (51)
CHPIE (ERBEIWE B A E ERERIL KB KK AT ALALEFUR)

<RBREOKS >
LC: kv~ 777 4—, GC: HAZu~ 77 4—, TLC: @E@ru~ b 777 04—

SOP-B073-A01-01



<EREOEE>

1.

2.

Y3984 D EMIE, ETOMAORIETT. EELHLWVIIHRZEHETEILY THEALDT, AMEHD
WIFEIICHWS Z L IETEERA.

Y 23984 DA R, AEBEECHESNTEHEORBRICHNDDIC#E 2264252 L2 RkiE L
ZbOTT. HEINZARIL, SEELORMCED (AR) CRELTVWET. oA ORBRICHER S
no&EaEid, REORIETHY EFHEAOTIERELSEI V.

MBS ERICLEREEATFTL, AFRBBMALED (RERME) BLUOAET VIR L TO D RE S

WA > THUNCRFL T, BRI THEACZ . HERICRFESNEELOMEITRIENTZLETA.

4. ﬁﬂij:@uifﬂiiﬁ&ﬁ?@i HWHERZEELRE X2 —Web VA b TEH EOEE] 2 THEFREIIZES V.

5. AL O SDS L, AU T A VAT ORERELOR—D T IHRL I E V.

6. EHEF OB T — X IFHERLEFTA. FRBAEEIRITOHZLERA.

< i FA AR R >

1. MR EAAT HAEEL OB AREMRE, BiZe vy boEA (Hi) KT 1E%RELET GHUIEET S
HOERS) . ZEL, THMAZETSICYE Ry NOBEANKTT22ER/HYVETOT, ZO8%E ORI
BRI, THEAMOHM NS 1HEBZIZRZDET. /o T, THEANOREOEAMKRIEMEE TOHBIZHN 1 FRH
220 FE9. ok, EEHBILERICKLERSAFTL, AFRIIBESNTESMECTRE LT, EHALEHMIEANT
HoTh, TELREIFTHSMZIHEHLIZS V.

2. AU ITA VA RT OB O R—V, Wi or vy b (BitTey b)) OFSERL, EARKT Ly b
WZOWTIEEHAREMBEOFEA BEZHR LET. /2, BICEET 2 LI O TIE, SEAELOX— JIZFEM
R LET.

<BREEREIZONT>

6 & IR T i
E=$i 1 ~ 30°C
25°CLLTF 1 ~ 25°C
i (8°CLAT) 1 ~ 8§°C
% (—20°CLLTF) —20°CLL F
wa (-20 ~ —30°C) —20°CLLF. 7272 L, BEBOMMEEMED A1 5-30°Ck W IKWEBE TOREFEZE
BELTTL 72 &0,
7 (-80°C) —-80 + 10°C
<fWnwEbEE>

—RM AN EELERES L X2 T B Y —F A = XY

EIRAEUE T o H—  FEUE R R
X EREAES T X —Web A b [TBREWEDEZ r—24] HOEBMWAEbLEZZAMIT TV ET.

sk sk sk sk sk sk sk sk sk sk sk sk sk sk sk sk sk sk sk sk sk skosk 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 skeosk skosk sk stk skeosk skeosk sk sk sk sk sk sk sk sk sk sk sk sk skeosk skeoskosk sk sk sk sk stk stk skoskok sk ok sk

(B3 - pEA ]
AN EIEGERESR L X 2T b =Y A R
AR SR 2 ST 2 F ORI 285 CER 19 FEAEFMETH 117 5) BEHEE
BN D EREMZIGET 28 OREKICE T DR CFk 16 FIRAEFWE SR 219 %) BERKE
g v~ b7 7 HBEELERET 2HEOBRBICHET2H S CFk 16 B ASME 5 86 5) B

SOP-B073-A01-01



&,

Date of issue : March 2, 2026 (1st version)
PMRJ

Product Code : 1059700021

Reference Standard - LEAFLET

sk sk sk sk sk sk sk sk sk sk sk sk sk sk sk sk sk sk sk sk sk skosk sk sk sk sk sk sk sk skeosk sk sk sk sk sk sk sk sk sk sk sk sk sk sk sk sk sk sk skeosk skeosk sk sk skeosk sk sk sk sk sk sk sk sk sk sk sk sk sk sk sk sk sk sk sk sk sk sk ook stk stk skosk ok sk ok sk

Japanese Pharmacopoeia
Residual Solvents Class 1 Reference Standard
Lot RS1c06A
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{Unit Quantity)
approximately 1.2 mL/ampoule (3 ampoules/box)

This reference standard contains the following solvents in dimethylsulfoxide.
Benzene: 10.01 mg/mL

Carbon Tetrachloride: 20.02 mg/mL
1,2-Dichloroethane: 25.00 mg/mL
1,1-Dichloroethene: 40.07 mg/mL
1,1,1-Trichloroethane: 50.03 mg/mL

{Storage Conditions)

Protect from light and store at room temperature avoiding freezing.

{Intended Uses)

- JP General Tests ‘2.46 Residual Solvents’:II. Identification and quantification of residual solvents™
* The chromatograms obtained by above test are shown in Fig.1 and Fig.2, and those are supplied for information only.

(Handling Note)
Mix thoroughly before opening.

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

SOP-B073-A01-01



Precautions

1.

TN

All the reference standards distributed by PMRJ 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 PMRJ 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 PMRJ 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 PMRIJ online store.

Once the distribution of a lot ends, the valid use date for the lot can be found on the webpage in the PMRIJ 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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HEAEISR1ZE R (Lot RS1c06A) DHYOTRI T L
Chromatograms of Residual Solvents Class 1 Reference Standard (Lot RS1c06A)
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Fig.1. JP General Tests '2.46 Residual Solvents”: II . Identification and quantification of residual solvents, Procedure A
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Fig.2. JP General Tests '2.46 Residual Solvents": II . Identification and quantification of residual solvents, Procedure B
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