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4 Grade Grade3 Dl t £ Grade Grade3 DL |
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LB 9 (10.2) 0 1 (34 0
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R EREES

ALT H#1 ) i 3 (34) 1 (1.1 2 (6.9) 1 (34)
BE, FHEBLUABEUHE

EAIHES KIS 13 (14.8) 0 4 (13.8) 1 (3.4)
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BER BRI 5 (57) 0 1 (34) 0

B, N= b ARV Sk BIZBWTENEN, BIEMEMES 16 (1.1%) %080 f.
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JP17 table of errata

November 17, 2017
Preface
Page Line Correction Error

Draft revisions covering subjects in General | Draft revisions covering subjects in General
Notices, General Rules for Crude Drugs, Notices, General Rules for Crude Drugs,
General Rules for Preparations, General Tests General Rules for Preparations, General Tests
and Monographs, for which discussions were | and Monographs, for which discussions were

i left 123 finished between October 2013 and July'2015, finished between October 2013 and July 2015,
were prepared for JP 17. They were examined | were prepared for a supplement to the JP 17.
by the Committee on JP in' August 2015, | They were examined by the Committee on JP
followed by the PAFSC in September 2015, | in August 2015, followed by the PAFSC in
and then submitted to the Minister of Health, | September 2015, and then submitted to the
Labour and Welfare. Minister of Health, Labour and Welfare.

iii right 19 (13) Manufacture (13) Manufacturing requirement
(1) Paragraph 12: The item “Manufacture” was | (1) Paragraph 12: The item “Manufacturing
newly added in monograph in order to specify | requirement” was newly added in monograph

. . the requirements that should be noted on | inorderto specify the requirements that should

iv right 116 , ) : .
manufacturing processes such as control of | be noted on manufacturing processes such as
intermediates and manufacturing processes. control of intermediates and manufacturing

processes.

vi loft 15 Lansoprazol¢ Delayed-release Orally | Lansoprazole Delayed-release Orally
Disintegrating Tablets Disintegration Tablets

xiii right 725 | Satoshi Tanaka Tomoyuki Tanaka

General Notices
Page - Line Correction Error

Law on Securing Quality, Efficacy and Safety | Low on Securing Quality, Efficacy and Safety

2 left |4 of Products including Pharmaceuticals and | of Products including Pharmaceuticals and

Medical Devices.

Medical Devices.

General Tests | 2.57 Boiling Point and Distilling Range Test

B: Thermometer with an immersion I
line 25 mL,

C: Immersion line =1t

D: Cork stopper l

E: Condenser g
F: Adapter g
G: Volumetric cylinder

(25 mL, graduated to 0.1 mL}

Page Line Correction . Error
L
‘w@m
S
78 Fig. 2.57-1 A: Dietilling flask A: Distilling flask —

B: Thermometer with an immersion
line

C: Immersion line

D: Cork stopper

E: Condenser

FrAdapter . 5

G Volurnetric cylinder
(25 mL, graduated to 0.1. mL)

The figures are in mm. The figures are in mm.
General Tests / 5.01 Crude Drugs Test
Page Line Correction Error
136 left |3 filter paper for quantitative analvsis filter paper for assay
136 left |16 filter paper for quantitative analvsis filter paper for assay




General Tests / 6.09 Disintegration Test

Page Line Correction
20.7 ~ 23
1.0~28—|—
Fig. 6.09-1
1
e upper left

88~ 02

General Tests /9.41 Reagents, Test Solutions

Page Line Correction ‘Error
Achyranthes root for thin-layer | Achyranthes root for thin-layer
: chromatography A heatdried, pulverized root chromatography A heatdried, pulverized root
195 left |17 of Achyranthes fauriei H. Léveillé et Vaniot | of Achyranthes fauriei Leveillé et Vaniot
(Amaranthaceae) meeting the = following (Amaranthaceae) meeting the following
additional specifications. additional specifications.
199 right | 24 | Refractive index <2.45> n2°: 1.450 — 1.455 Refractive index <2.45> n2%: 1.450 — 1.455
Artemisia- argyi for purity test Powder of the Artemisia-argyi for purity test Powder of the
207 let T3 leaf and twig of Artemisia argyi H. Léveillé et | leaf and twig of Artemisia argyi H. Léveillé et
Vaniot (Compositae). Vaniot.
229 right |5 Digital resolution: 0.25 Hz or lower. Digital resolution: 0.25 or lower.
259 left |27 Digital resolution: 0.25 Hz or lower. Digital resolution: 0.25 or lower.
282 left |19 Digital resolution: 0.25 Hz or lower. Digital resolution: 0.25 or lower.
283 left | 10 | Digital resolution: 0.25 Hz or lower. Digital resolution: 0.25 or lower.
] 4-Methoxybenzaldehyde-sulfuric  acid-acetic 4-Methoxybenzaldehyde-sulfuric  acid-acetic
286 right | 27 . . .
acid-ethanol TS for spraying acid-ethanol TS for spray
288 left 727 | Refractive index <2.45> n2: 1.420— 1.425 Refractive index <2.45>: 1.420 — 1.425
299 right 123 | Digital resolution: 0.25 Hz or lower. Digital resolution: 0.25 or lower.
318 right |9 Digital resolution: 0.25 Hz or lower. Digital resolution: 0.25 or lower.
320 left T22 Digital resolution: 0.25 Hz or lower. Digital resolution: 0.25 or lower.
322 left 122 Digital resolution; 0.25 Hz or lower. Digital resolution: 0.25 or lower.
352 left |1 zinc iodide-starch TS zinc iodide-starch paste TS

General Tests / 9.43 Filter Papers, Filters for filtration, Test Papers, Crucibles, etc.

Page Line Correction Error
355 left |11 filter paper for quantitative analysis filter paper for volumetric analysis
Official Monographs ,
Barium Sulfate  #ffg %Y 7 A
Page Line Correction . Error
473 right | 16 | filter paper for guantitative analysis filter paper for assay
Anhydrous Dibasic Calcium Phosphate 7k J L BEKFE DL 7 A
Page Line Correction Error
- 557 left 115 filter paper for quantitative analysis filter paper for assay




Dibasic Calcium Phosphate Hydrate

Y B E AN T LK

Page Line Correction Error
558 left |28 filter paper for quantitative analysis filter paper for assay
Candesartan Cilexetil ¥ > F YN F o LEREFIV
Page Line Correction Error
the area of the peak other than candesartan | the area of the peak other than candesartan
cilexetil and the peaks mentioned above from | cilexetil and the peaks mentioned above from
565 right |2 the sample solution is smaller than 1/10 times | the sample solution is not smaller than 1/10
{he peak area of candesartan cilexetil from the | times the peak area of candesartan cilexetil
standard solution, from the standard solution,
Diflorasone Diacetate 7 a7 Y VEfEfT A7 /v
Page Line Correction Error
792 right | 4 6a,9-Diﬂuoro-.1IB,17,21-tr'i}1ydroxy-l6‘ﬁ-me‘§h 6(1,9-Diﬂuoro-'1IB,17,2l-tfihydroxy-16'[3-meth
ylpregna-1,4-diene-3,20-dione 17,21-diacetate ylpregna-1,4-diene-3,20-dione 17,21-diaceate
Docetaxel Injection &% ¥ £ /A EHK
Page Line Correction Error
It contains not less than 93.0% and not more | It contains not more than 93.0% and not less
822 right 121 | than 105.0% of the labeled amount of | than 105.0% of the labeled amount of

“docetaxel (C43HssNO,,: 807.88).

docetaxel (C43Hs;NO,4: 807.88).

Docetaxel for Injection {EHNAH R Xk

Page Line Correction Error
It contains not less than 93.0% and not more | It contains not more than 93.0% and not less
823 right 727 | than 105.0% of the labeled amount: of | than 105.0% of the labeled amount of

docetaxel (C43H53N0142 80788)

Doxifluridine Capsules

docetaxel (C43H53N014: 807.88 ).

R 7VY) P TRV

Page Line Correction Error
836 left 120 = Mg X Aplds X VIVX 1/C X 45 = Mg X Agfdg X VIV'X 1/C X 45
Ebastine T/3RAF ./
Page Line Correction Error
846 eft 119 with exactly 10 L each of the sample solution | with exacty 10 pL each of the sample solution

and standard

and standard

Ergometrine Maleate

AR RY LA BRI

Page Line Correction Error
(8R)-N-[(1S5)-2-Hydroxy-1-methylethyl]-6-met (88)-N-[(1S)-2-Hydroxy-1-methylethyl]-6-met
883 left |4 hyl-9,10-didehydroergoline-8-carboxamide hyl-9,10-didehydroergoline-8-carboxamide
monomaleate monomaleate
Guanethidine Sulfate 27 3 F 2l BRiE-
Page Line Correction Error
1003 right T2 zinc iodide-starch TS zinc iodide-starch paste TS
Heparin Calcium _~/3Y > /L2 7 A
Page Line Correction Error
Tt contains not less than 180 Heparin Units | It contains not less than 180 Heparin Units
' ) . ) ) ¥ 2. col
1009 right 15 (antifactor Ila activity) per mg and not less (antifactor ITa activity) per mg. calculated on

than 8.0% and not more than 12.0% of calcium

(Ca: 40.08). calculated on the dried basis.

the dried basis. and not less than 8.0% and not
more than 12.0% of calcium (Ca: 40.08).




Isomalt Hydrate -1 L7k Fndy)
Page Line Correction Error
. Separately, weigh exactly 10.0 mg of Separately, weigh exacty 10.0 mg of D-sorbitol
1098 right T15 . . .
D-sorbitol and 10.0 mg of D-mannitol, and 10.0 mg of D-mannitol,
Magnesium Silicate 71 B~ 7/ % A
' - Page Line Correction Error
1187 right T2 filter paper for guantitative analysis filter paper for assay
Methylergometrine Maleate = X F/Lx LT A f ) L~ LA L FLHE
Page Line Correction Error
, (BR)-N-[(15)-1 -(Hydroxymethyl)propyl]-6-met (B89)-N-[(15)- 1'-(Hydroxymethyl)propyl]-6-met
1233 left T20 hyl-9,10-didehydroergoline-8-carboxamide hyl-9,10-didehydroergoline-8-carboxamide
monomaleate monomaleate
Noscapine / AW B
' Page Line. Correction " Error
Spray evenly dilute bismuth | Spray evenly dilute bismuth
1327 left T18 subnitrate-potassium iodide TS for spraying on subnitrate-potassium iodidé TS for spray on
the plate: the plate:
Peplomycin Sulfate 27 11w A o L Bk
Page Line Correction Error
1379 right | 32 | in 10mL of diluted nitric acid (1 in 100) in exacty 10mL of diluted nitric acid (1 in 100)
Pipemidic Acid Hydrate £~ 3 RER/KFndp
Page Line Correction Error
It is freely soluble in acetic acid (100), very | It is freely soluble in acetic acid (100), very
1414 left |18 slightly soluble in water, and practically slightly soluble in water and iniethanol (99.5),
insoluble in methanol and in ethanol (99.5). and practically insoluble in methanol.
Povidone HE Ky
Page Line Correction Error
1441 left |19 More than 18 and not more than 95 More than 18 and more than 95
Sevoflurane BRI 15
Page Line Correction Error
1550 left T11 | Refractive index n2’: 1.2745 — 1.2760 Refractive index n23: 1.2745 — 1.2760
Sodium Chloride #E{b7 b U 7 A
Page Line ‘ Correction Error
Separately, to 20 mL of the sample solution Separately, to 20 mL of the sample solution
add 0.1 mL of bromothymol blue-sodium | add 0.1 mL of bromothymol blue TS and 0.5
1569 right | 27 | hydroxide-ethanol TS and 0.5 mL of 0.01 mL-of 0.01 mol/L sodium hydroxide VS: the
moV/L sodium hydroxide VS: the color of the | color of the solution is blue.
solution is blue. )
To 7.5 mL of the sample solution obtained in | To 7.5 mL of the sample solution obtained in
1569 right {30 | (2) add water to make 30 mL, and use this | (2) add water to make exactly 30 mL, and use

solution as the sample solution..

this solution as the sample solution.

Crude Drugs and Related Drugs

Achyranthes Root =%/
Page Line Correction Error
Achyranthes Root is the root of Achyranthes Achyranthes Root is the root of Achyranthes
1792 left |24 Jauriei H. Léveillé et Vaniot or Achyranthes Jauriei Legveillé et Vaniot ‘or Achyranthes
bidentata Blume (dmaranthaceae). bidentata Blume (Amaranthaceae).




Mentha Hertb N 7
Page Line Correction Error
Spray evenly 4-methoxybenzaldehyde-sulfuric | Spray evenly 4-methoxybenzaldehyde-sulfuric
acid-acetic acid-ethanol TS for spraying on the | acid-acetic acid-ethanol TS on the plate, and
plate, and heat at 105°C for 5 minutes: one of | heat at 105°C for 5 minutes: one of the spot
1914 right T15 | the spot among the several spots obtained from | among the several spots obtained from the
the sample solution has the same color tone sample solution has the same color tone and Rf
and Rf value with the spot obtained from the | value with the spot obtained from the standard
standard solution. solution.
Peony Root ¥/¥ 27 ¥ 7
Page Line Correction Error
System repeatability: When the test is repeated | System repeatability: When the test is repeated
6 times with 10 pL of the standard solution | 6 times with the standard solution under the
1936 left |12 under: the above operating conditions, the | above operating conditions, the relative
relative standard deviation of the peak area of standard deviation of the peak area of
paeoniflorin is not more than 1.5%. paeoniflorin is not more than 1.5%.

relative standard deviation of the peak area of

paeoniflorin is not more than 1.5%.

Powdered Peony Root ¥/ 7 ¥ 73R
" Page Line Correction Error :
System repeatability: When the test is repeated | System repeatability: When the test is repeated
| 6 times with 10 pl. of the standard solution | 6 times with the standard solution under the
1936 right T6 under the above operating conditions, the | above operating conditions, the relative

standard deviation of the peak area of
paeoniflorin is not more than 1.5%.

Ultraviolet-visible Reference Spectra

Dexamethasone
Page ¢ Line Correction Error
2280 240.0 220.0
General Information / Biotechnological/Biological Products
SDS-Polyacrylamide Gel Electrophoresis
Page Line Correction Error
_ (Deleted) Sodium Dodecyl Sulfate Polvacrylamide Gel
2469 right |15 Electrophoresis
(SDS-PAGE)—Uniform Percentage Gels _

General Information / Crude Drugs
Scientific Names used in the JP and Those being used Taxonomically

Page

Line

Correction

Error

2521

112

Achyranthes fauriei H. Léveillg et Vaniot
= Achyranthes fauriei H. Lev. & Vaniot

Achyranthes fauriei Leveillg et Vaniot
= Achyranthes fauriei H. Lev. & Vaniot

Purity Tests on Crude Drugs using

Genetic Information

by comparison with the coded gene region
nucleotide  substitution is more often

undertaken.

Page Line Correction Error
In particular, it is very easy to classify closely | In particular, it is very easy to classify closely
related species using the internal transcriber related species using the intergenic transcriber
2516 right 117 space (ITS) region of the rDNA region, since | space (ITS) region of the rDNA region, since

by comparison with the coded gene region
nucleotide  substitution is more often
undertaken.




=2 K #E %
YRK 298 11 A 17 H

BEENREEEER (B) KEEFR H+

BANSBEER - AEHERERREEEER

B+ LYWERAERFERROEMFIZONT (F02)

FHLRERAERS (PR 2B EEEFBEERE6LE) TS5 F LT, —Iic
PHEERH Y E LD THMRD & B0 EEEH M= LET,



"w D W PR H‘ﬁ ST W EER
[
1—L93 [ =21} FhE v RO WA M W LSS

W I IVRRNE) g% ¥ il e

Ty — "2

i/ S T A By e« 4 81| F2)¥ H 4 WE

IO R UM OY G IO R UM OYT 6T | ©Ve YH
2 . ELl ) ITNVE| gy " I

YEHET 1

(@ 0x) %%Hwﬁ@%um H A9+



1 Y1680 : WL 5 a2 L A YAZHGE0 WL g 2 L LT 5 °Gzg HEZ
QAT L Y - YO TR6
i M=V Lo >o s 8
(#<£5) 0,097 (#FHL)D,093 & g1 e 744 . )
v GNEA AL Le P TY6
JOTuEA J0 JOTUBA 19 9[[16AT] R AN
. Vg 1 7 ‘833
OTOAST] ISLINE] SOPUBIAYOY Ly / J g (7 "H oMy sOmMUelfyoy Ly /)4 (7 . SO LEE LAr P ¥ TE6
1Y798°0 : L gL L AYAZHEGT 0 ¢ LA 5 4 L 0z | T ‘122 HEZ J Afr=g g -3 1976
— HE
173930 - WiHL s i L A YIZHSE0 - L 5 4L g3 | I 613 .
_ L W4 —) M- N TV6
MNES2RBYGTOIT 0s—AT N PRYGTOVL QEH 4 —AT g7 o8t AMBLAAVL W - W TH6
. Nmmu.md.mmsbm By Em ‘b
JOTURA 10 Q[[IoAe] “H I451e pIstmagryy 81 I 181
JOTURA 30 S[[1eAY] H ILS1® pIsTmrapry VL LATLAL Y26
AU—( &
U (9T) selbm w97 Sl g1 I p8l
L—T—/7 T L—-F ¥y ¥ TP6
-3
3 3
i T T :
» ) H 0pT FEEVEEY 609
o 1—609 [7

[ e -

P i, >
_ = -8z ~01
£a




| -g-ourjoB001pAYpIp-0 [ “6-1AyIoW-9-[[AMIAoW- | -AX0IPAH-C-(S DI-N-(58)

SYEs[RWOUOUI SPIUEXOGIRD

27eS[RUIOUOW SPIIIEX0GIBd-8-AUL[o

81003pAYOPIP-01 ‘6-1AowW-9- [AYIAow-  -Ax0IPAH-Z-(S DIN-(F8)

B
0z | =965 | Wiraan

4 ¥eu=x
NS
Mgl cgesT "R TORBILQOIUNBHEREY | A1 £ gLAU= "B CLBEIRIOD YN HEZ WY LTl 5 "69¢
; %N\p\_\V\H
e Bl LUt | 5FE He Rz

(Hu¥kLd) ¥HEHE €

YEeE
(ZV2ednL — HAAANAUSAL—AALY

_ ol (81, 007 ~ 00¢ W 9800°0 17 k) 81 T eve i < e
Y) (3,007 ~ 00g ‘W g800°0 %'1EG1k) Bl b £ L 4N >0 4 KR
SYBH— Vs to e g GV6
A 2]

A Y1980 : BV L AL A YAZHSE0 LU & A& 61 o ope
B CWA2xno HeE-ETIV6
1739870 WMLV £ AL L A7HGE 0 © WML £ AL 92 1 7 '8ge HED AL B BRIV
7T B

Y3630 WML G AL A YA7HGT 0 © BN K L4 8T Y 618
B v—n 4> P¥E-HETVE
ML HEZ G0

AYige0: MOV LS L AL YAZHEE 0 - B H L L 6l 5 "81¢
LEAGRL L2 - TV6
AT 980 : BWILE H L L YA7HSE0 : WG gL | 08 o 'L08 WED A— K PR TV6
GEBY € KT AL TAL LEBY
SIS el —AMpN=TELEL | T 508 | SEHEIHEASAS—ANLY A
LY LNEEE PR TT6




SPIWIEX0QJed-£-3]0ZBLY="F T ‘- | -[Asoueinjoqry-q-¢-1 SPIEX0QIed-¢-3[0ZBLY-F T -H [ -[AsouBIgoqry-q-¢-1 A% #
“1L9T A MAN
- LY R T
$101qR], WONRIFSIUISI(] A[[e0) ased[ar-pake[a(q ojozerdosue| $191qe], SULRISIIUISI( A[[eI() a5es[21-poke[o(] sjozerdosue ql H R e —
*8991
LeLinc
B )
SJEs[RWOUOW SpIuexoqes- JJBS[EWOUOW SPIUIEX0GIRI-R-0UT[O =4
; . . 917 A2 ¥
w-%__owsecé%%énm-asua-c-:Eeaﬁeoixe?:v-75:.2.@@ 98%2%%-2,@-_Ess-e-:Ee%a%iéﬁ%-iwE.z.@a 8861
CAUTAL K
LI IR ¢ TS S MLV RN — 7 E TR K A— i 4 Gy
. g
L RENG66) 1 — £ =EIXK ¢ > L ARANOODFELITY | /4 € S > AAT QI > X LISADN00T) F R gy 6061 | NS T2
a ] @ . #
<P ST EHH eP SO EH 17
0%01 LEOAH
wl  SelEm U seGH | o1 5966 | <cacwa
STB33RIP-[ 7°L [ SUOIP-OZ°E SJBISRIP- [ 7°L | SUOIP-OZ°E AU L T FHH
) L o7 ‘668
~ouRIp-y* [ -euBardiAyiow- g9 1 -Ax0IpAYL- | 7°L [ ‘g ] T-010n[1(T-6D9’ ~oudIp-*] -euBaidiAyow-g9 [ -AX0IpAyL- [ 7° [ g | [ -olongig-609 J VIS -V
. . (e N B 3 B
T1A%0T0T ~ 0°86 %0'T0T ~ 0'86 9] 2 909
AdeEAxk
- 7
‘1R TWOE T D F UL B N Tw gy, IO Q) By () 1 7 TWoE 2 LA N2 T G L SO () BN (8) %5 | I 009 4oL
L
-
MR~V LN~ £ L W 4 (N RN —7 £= - VLA~ 0 L Gg | % 009

G L%




‘G ALY E O BIT 7 TTT ¢ 8G~€4 ‘G YT I g~L | g 0092 0103 STYSIoA ITWO)y PIEPUEIG
L ar Ll =22 = | HEBR%E
W 9

JOTUEA 30 JOTUEA 19 JMAAT] LAE 2\

. _ i 9%¥3
B[[IeAT] IoLINEY SOPURIAYIY Ly = [ ) & A "H Iomngyf soueIltpy Ly = /) 442 COIEE YRR F L WY H
¥

“p10 Xt (199ds paquosURI [ STUSEISI]) S1I £ firHi(1e0edS paquosuel, [EIIUT) SIT =14 T “GeYg :
VI OME T & 6B % BB
[IXNox §90AmoIy 00850347 IIXNOT S924TOTBYIIBS0TAT AP 84 T ‘€eVe TN [ (G E K
= ar A =" - | W Rz
&g "¢
KEODHE HEODEHER g1 T ‘gle6l ¥ T T
WA — & W — = -
Ll I 9881
W WY - ALV LL A 48 - FY . § A LAULY A Ax] K=V HER Lo
RO\ RC2TINOT Mg o1} 5 8181 ML ALAA
RO EE RC2TIN 0T pahay g1 T ‘8181 LA b rn
JOTUBA 38 JOTUEA 30 OT[IAT]
. , . , g1 5 g6LI

O[IOAT'] IOLINE] SOPUBIAYIY L = ([ ) 442 | 'H PHRE SOUBIAPY L ¥ = [ ) &3 LAE
= il L 9m " L g

(%) ¥EHuEH Vv




FRIZEQ R OY T FREQ W oY v1 L 999 FREQ R U O
PHBNVLLTEWANARAL LW | WHETE (I LVLY =8 (43 Lo vl o 'gL92 WHERV LY TR A (A2 L LN
{ AR Lo M AL LN
H N
ELl oln 5% "H = R e
|G DYH "L







