TES —ILREFER 100mg

BT HEH

FEHICRBIN-BRICERIENRVABTOERE VY - T30HK
SHIZEEITLSIOTHY ., SHFEREZFEFERUNOENBMICFIAT S C
ERXTEFEA

ox ) - J5oKRKEsH
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B K

W 4 R
AA B EMIRIE (anaplastic astrocytoma)
AIC 5-amino-1H-imidazole-4-carboxamide
AUC EE —HFRE A TimfE (area under concentration-time curve)
BA NAFTXA )T 4
BE AR FEE N
Cmax EEMAFRE (maximum observed plasma concentration)
CRC Cancer Research Campaign
FDA KEAEMEEMLT (Food and Drug Administration)
GBM B HE (glioblastoma multiforme)
IV AE BRI 5 (intravenous)
MTIC 5-[(1Z)-3-methyltriazen-1-yl]-1H-imidazole-4-carboxamide (7
0 I RO L)
PO B 7 EARBEOERES (per os)
TMZ TE oI F (temozolomide)
WHO AR M (World Health Organization)
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1S5S ERXREIEROEERUVHEAREDER

151 BRERXEERDOERE

1.5.1.1 ER{EHK

EEMEBIE (malignant glioma) & id, JHEEOWEBEE (glioma) (CHEHINAHIE
B S LEMEOSCIEEORECH Y, RMEEO WHO IS ED 7 L — R4 T,
EIEOEMEERN 7 L — F I~V AT o hEBRES TR S TWAS, 71— NI
MiEkEmTPEBIEREL, FL—F I B IV OBEEREEMEE (anaplastic
astrocytoma ; LLF TAA] ) |, JBIHE (glioblastoma multiforme ; LATF TGBM] ) , iR
tEZF EE EMIBIE (anaplastic oligoastrocytoma) 72 I P#EBE CEEMBRBIE - &
PREAD. AA & GBMIZRI—EBOHEFETH Y, AA T GBM ~ L BT @RI 5
5.

AA EREMEOENEETHY, GBM IR AT HREBHEMEZEOT TR H % A2
Sh, ORLEMHEERSVEENRLTWS, BRECBT ANBEEOEBEABEEIZH
16,000 ATH Y, FOHbMEBREZ 25% - RESNTHE Y

1.51.2 B HEBEODAR

T RBIEL, BHAENCBELBBEOMEENCEELLXORET L. ARG
OISR R RO D IR SRR S, BREMEESE RIS TER
Ly,

ek, BEMRBEOEEL, AABRFENR, WEEEEE, MMt PEEREEES
GhwEigENhT e —-FRtoh T BN TRARENT-ZRFAMERDES LT,
it OB (L FEE T, MEES GBM R C#EILE /T 5 =2 25 (Fhsb :
=RZY), FEARFY (@FERA A AVY) , A F =Tz 3 (Fmbh: 7T
o, IFNB €5 4) BHVWeRA. £, 2005 1013, EBE=L2AF v, EBET b
AV (b EBBET o ALYy WEBEECZVRAFY (b Aragy) @
3ﬁ+lf#ﬁﬁsﬁ§?£ (PAV ¥{k) 2EMEMMIE I Z REBERS 28T 5 MEBE ST 5

BRELTRHLENTWA

# LT 2006 4 7 H, IEIP‘*J B MEESBEEOMEIC AR OFESL LTI 194FE 50 (2
TE IR (AR TEXY =7 L) BHRCEEMERBE- BN EBEFED
EEEY LT, RFTAERERN - oA ERUFEOROBEMERE, F/-8%0BEMNRIEBIE

LW s BEOREEL U TER SN,

1513 TEVRE FOBEH
T oI K (JAN) iF, ZE Cancer Research Campaign (CRC) #:@ Stevens 52
L0 1984 FUZHEHINEZAIFT IV UFEEETREY, TARARIISEIND
HEEREA CHD Y. TESU I NG 4 MOIAR=VEORERTIE ﬁﬁ%mw
T:?kﬂé—?’f@?:ﬁfibé Lot MR ARG T CEELORSIZIVESCH
GEEENA. ZOMKRSHIE-TT M7V CEBEEAL, ﬁv‘fﬁ_éﬂﬁﬁ@%ilib
AF A FITTECEREEKTH D 5-[(12)-3-methyltriazen-1-yl]-1H-imidazole-4-
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carboxamide (MTIC)IZZE#L X 5. MTIC (ZIEEARE (AFATT V=0 b4 r) @
HFEETHOBOD TCREETHAZ Eon, EONWIATFAYT S =g b4 5
amino-1H-imidazole-4-carboxamide (AIC) (G ENE. ZDATF AT I = bAoA
VIST AR AR E L CER L, BEMROBEENRHTLE ST

A AR N = A (o : N a1 7 0 £ i e e s R kﬂ%aéﬂfwé * 7z,
TEY D R EFERRSREC LD MTIC ILEBRARA, LEB-T, €Y 0I FO
BT, REMEL L TEMNMMICBITLEBICERES N D MTIC &R ME S0 L
THER (FEE) SBALICBATT D MTIC OB AEET5 L& 2 oh, YFEA T MTIC
GRREANTEERBEY THIATFAS T S = bl F 270, MNTHIEENR 2 %
HEiat&E20nTN5D.

1.52 AEDER
1.521 BAICEITHBEROER

TEYU I FIBIALTEANAEEDFHBOEEZR1.5-1IRLE, 7Y 03
FoEAE, BEENEESICHESEL IRHC LD TFE Y 02 FOh 7' AR ER A
D BE, MEORIEOR BTSSRSO AR AR LSBT A
OWETANERRECH2BE R Y, BEMRBEOCROAZEBIICHT 2HE ORI
FLTHEBRTHDIEEZ, BIRNES 2SR 58EE UTHE LE.

19.$7b=6 20.$ IHTTTREY = Uy - 7T ol FDA L, BRIRNIEH T
EF -y Sy r-viconTlix h@marab LTz mad offE e, o
T B R OBIRNIES OEHRA 2 #2850, H00ERK T AUC BTR Cpa D AE
MERRERD, 7€ vl FEFOFERBY THSLH MTIC TRT I EFTENE
FORBICE SN THERAZRFERFT LA ETTRETHLLORBEL T LI,

U EDRBBERE A, RKE =V 7 - 770, 720 I FOERA (FRAEK
) LA7EAA (BOEE) O A4 3745007 ¢ iR B (FRAR
P02466) | RO TAEMSFEREERRE (KFEB  Po2467) | o 2H B2 Fhe L7

INLORBBERE S LICAME, 200841 H 10 BRI, R4E 1 H 23 BickE, %
LTRIETH2AMUEBICIT Y, =a-Y = FEBGS-ZA 7D TI0B80WT, ZhF
NERMORFERF LT, BRIN T 20004 20 178, KEERE2H 278, -4
ERFE1TH6ARTA-RA N7 U7 CiERFESH 10 BICEREREARENT.

1.522 BRIZBT5HEOEE

AL BTLHTE oI FOERAOHEBICENT, BEABRT —F Xy 5y —J L LT
FHERCEZSEFEBEL LLBERRBILERES, A CAEAZSSEE L TERLE
NRAFTTAAZEDT o WERE (FRAR : P02466) RUEMFHMASHERAT (AR
B P02467) A AH CTORBER S L CHEMAMELHLE, TOBBLZL IR LE.
TEVOI RO T EARRERCERL-ARORSEREERART — ¥ s, TV
T3 FEW MTIC OEPEIE o7 1~V AERALABATELT S Z EAREBER
TW5 (TEF—ILATEILERRBED CTD 53> 27.23.4) . £, 7€ /23
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ik, FRELE S MTIC ~OEMERE TN MTIC 755 AIC & AF AT =0 hg 4D
ARIZT TR EFESTERIETHAZ L, ROBRERHICBI AR, T N1 7
VT 4 2FE 100% THhdHIE, EMEELCHEHEBETHREESED AL, &
BHOBRCCHEN pH 2 P O4ABEPERIZL - TR T TSA 7507 0 OB ICHEER 21
BB RNTZ b S oEhEh RS %%%%ﬁ?%:k#%,k@%%@i%i%%ﬁm
L AHEMEME~OF RS ZTTH A EREEL N E. d Kﬁi%%ﬁ%’iofﬁ
%%%%?51@,HKA&%@A@W@%%Xmﬁw i%%%%%m@ A= Fn¥iiE=
o, kB, MEREVCESFEZIAAANEABATR—-TEHS.

Fi, SEIERE LZAAFTT AL T DT g B (TR P02466) RTUAEY
FHIREMER R (RRB  P02467) THX, 5, 20, 100 2 TF 250 mg @ 4 ko & B LA
RS, BATIIING 4REOEREAII T <A TAR I TWD A, K TOAGE
20 mg ETUP100 mg @ 2 BB OEBERAOALTHES, LarLlids, ZThogEHA
9% 5, 20 B TOV100 mg BLAl & AW B EME R EEB 2 5 UM 5 BT 250 mg BA| (TR &
R AHWEREHERERB OSSR, NTAORBICBNTL, TT0E EHEEA
TRBBLEE 15 450AIC 85% L LT 0 I FOBEHRBEOLR, Zhb 48E0E
BRAOEH T 7 0 —VIRAETH S EHrEhiz, Z o), SEFE L ESFR
MEERHBIIAR TORBER S LTLAImLES EBEX N,

WA TER S A PR SERE (RKEE  P02467) BT, TEYRI FD
MEHMO 1.5 BRERNES) & 7 eAafloRoks) TEAMFENCRETH S &
DFEFm/TEONE. Lo T, AHIIBNTLHERBRERFA W THET S Z LI
BETHD LML, AHFEICEST.

Fwitichio T, murErAEgaEraneswls o s Be s
BE (EELAZFAMR 2FEEL T 5D,

1.5.3 EEERABOFELRE

1.5.3.1 B

I T EAHORERBRCRBB LY (TES—LATELEERO CTD 523>
24 R0 2.6)

1.5.3.2 EY) ARG ER

FTEY I FICoWTiE, £O# (272 AH) BERICBNT, 7y FETA X
%fﬂiF%%%W&@%D%%Lk%%@%ﬁﬁ%aﬁf&&#%%ﬁﬁ%imbk.
IheoRBTELNLTE Y 0 FOERBIREDEIE 07 r— o0, 27k
NAIOAGERERCENLEBHLE (TFEF—LATELEBEO CTD 9332 2.4
RU2.86) .

SEOTE e I FERAORFCBWTIE, 272 ORGEREFICERL - AR
TEEIZ T v P RO XICERA RS L 2BEOoEREEIH S E o TN, #Hik
IR Eh R B T E L e o7, HL, BEMRBRIHEO—ELLT, Ty hiZT
E/EIRE S AR (1 7—n) SHEFEIRNES L X adxT 07 2 (TK) #HB
ZEME L. SEORGE T, 27 EAABERFCE O TV A IEREEDEERSR 7 —
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¥ (A7 EAAHERRERERSE) s, LTy b TK #8 (92332 264
BU 265) RCt FTEMLEZEAMFHREERR (7232 2.71) OfRCED
, TEVu I FORNRECLAEGELEBERARBR T —F A — AP EHRA OB B
THLHAAFMEECTH D & HMF S h i,

1.5.3.3 % HER

TEY v I FOFRERBIZOWTE, 8OA (FEF—AD L) ORGERIC—ED
BERBE T — ¥ Ny -0 (HEESEERE, KELKSSERR BEEEAR, £H
FAFERE, T OREERSEERBEVEREERS) ORBESEICEESLTY
D (TEF—LATELEEFEOCTD S 324KV 26) .

Fio, ROREHOTE o FEEORIEEZRL, SAAT<4 72807 10 L
BUEHONTNICENTHIER 100% THo7m. T2, EMFEHRSERBRICB W T,
ERAOBRERERE (15 BREEREKS) - ARL I—HEORDAZERELEZES
EREFREAMAFREHES (Cha, AUC) ZRTZEP#HEEENE (V32 2.71) 0 =
Dz, REORNEES (1.5 BERFHES) ORFERFCET, RUEERELOZNDE
Bk HOBEMHRABOERBFOEEMNHETEALEZLNE.

FEY I FERAOBERE T — ¥ Sy =025, BN R ORE OB YN R
TTINTEY, REEALZAWERERSER (7 b 1 7 - EBIRNER S EER
Bh) . RPTPNEMERS (SR SREIC X S IREMERE, EREE) KU in vitro IBmE
RESHFICBMTEBESNLE (2320248026 .
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1.5.4 B&

RERDERE

1.5.41 BRREBT— 2/ v F5—2

FTEY o FERGABERRRBIT 1995 Ex0Fkah, £0H
) OHERCVERERERBR T - o =V RKEELTH A
AREHO CTD #4232 25 RU 2.7)

(7€ &% —AH 7t
(FEHF—NLATENL
S|, T oI FiERA (BIRARESE) ©

AEREICBIABERB T — 2 S0 =02, FEV I FERA (BIERARES) L7
o RHETEAL (BOBEE) O R4 45TS,4 78057 4R B (FRAR
P02466) | RU TAEHFHREERE (KEE  P02467) | @ 2 H B THS., 20D

BRI S A e SR T

BE A 5% 1.5-1 171 L7,

WE LB AT BV TR (SRR O IR I8 T R R R B I

B URRMETREMER) o ANELZRS) 2B L LTEBSAL. ZREAORER O]

Fz1.5-1 BERAB—EBR  NMATARASEVT s EBABBRRUVEDEMRESEHE
il AR E Y WEEE IE 7] 4 wEHIEY =5 HM
P AT LESEE RS | @A (UE 13 1, 2B 0sHE : TMZ®200 mg/m¥% B | #5581
PR EAFMEBA® | A) GERME | AR TH | $EOBS (PO) L. B B S
4 MBI R a1 HFIEHERE | B 3 6 IBU4HE : TMZ®150 mg/m*/ H T®23HM
(B el B 2TMZ FHFE | HEERE ¥, 24 a-FiciE-T, —F
P2466) HEESCZE £ H (FEEME PR CREHCIEFEE»TFCHRKRARERES
BORAES S HFER T N (V) L, 95 —Ho5HICED
DREEE HE B O 5 (PO) L=,
EHERIE LiEHREFIERT B A (- 22 fi 1, 2% 7SHE : TMZ®200 mg/m*/H ®BE5. 5HM
LR +ILH D BE @ Ay OFE®EME [ AR 116 | #EE0#ES5 (PO) Li. BB S
(o at B i HEMHERE |BHE:11H |3RD4HE © TMZ®150 mg/m¥H | T#k23 HE
P2467) 2TMZ EHAC | HEERE 2, 5S4 Aa-FicliE-T, — A
EEIBRE DR (I F i R CREHIZLSEE»T THEAR S
BEEMEDOWETE HFER T N (V) L, 95 —Ho5HICED
I #Fx {0 5 (PO) L.

BA=RAF T4 5T g
FRTVAESHTE, 20 mg k100 mg D2 45D
a FHBUEI 2 EMENFRSESIESCERE IEINB S SESEEMN,

P BE=SFREREN  IV=SRBIRNES

s TMZ=7 &YV 1 3 F

1542 NAFTARAZE) T« b8 FRFAB (P02466)

A GHEA) TR ZEPE PR AR R B IE R 13 4 s,

Al (B &) EARE) ORA AT AT 7 Ol EZRETE L

& d 7= A

FES

=
~

PO=# 7L LHEDORS (FHTEHER

BEROAEMF FRREE L/

R E R

=, ZryFafh, FEESHBEERSE / uA4—"— 3HBL 4HA) ABEA2EK L.

TEYoI R, BE1HA, 2HEBRUGSHBICHZEAR L LT 200 mg/m* ZWE L,
RAFTHRAZENT o FFMBFEORSE3IEERC4ABCERAT 7 EZAH (F1H
o) L LT 150 mgim® 245 L7n. Ak, BIRNES IO 2 EE AR 1 iR
L7 BEZHARUV 4ARAIEEBTATE Y oI FEG MTIC o mEdEer sz L,
FENFE T A —F (AUC BT Cua) 10 DWVTFEM L 7%

FORER, AUC (RAFT_A 77T 4 OBROKEE) >WTik, 7EYVrI FE
T MTIC & B IZAEMFREEOEE RHFEMEO 0% EHEEKM : 80%~125%) #*fE/
LTWED, Chax (WRAFTTAAZEVT7 s OFEEOQEE) (2250WTiE, 7€/ ui Mk

10
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T MTIC & b IZERAOFERMES 0 REERERT) Ty TEHETFRWELZR L.
e, BeEEIZOWTE, BIRNESEOFEREFEMIBTA2FAEEEFIREREALEZLOD
WTNOESLBRE T #BEODESETH-~. ERFBEMIKEUAOFEEERERIE, WIRd
VAR i U 7= 72 VB OB RERB UIHEEOBFEH B TEMORESETH Y,

FHLERWESORBBRITFRO bl -oi.

1.5.4.3 AYFHRFHRE : A5 (P02467)

oA (PFEAN) O RBETIRMEREEEERE 22 A28, TEY I FOESH
o O(BIRNIES) Lh S (ROBE) ofmERRSEORIEARE L, T
ok, EHRSEMEE /R A — - B3HBE 4HH) BRBEEBLE 7E 2
IR, BE51AE, 2AEEUSABICH 7 EAME LT 200 mg/m* 2385 L, ~AA4A4
TR T ENT f O RS 3SHBRC 4 HBIICERA iZH S EAH (&1 HTD)
L LT 150 mg/m® RS L. 2B, FHRABROHKEROCEDESET TV /L3
L=y a rOERICESE, BIRREBE BT AHESHEEEIL 1 SBMERELE. B
SE3HARUVA4HBIEBTATEY o FEO MTIC @R REZHZ L, EipdhE
sRT A= (AUC BR Cpa) 1 2WTEEE L 7.

FORER, AUC (R4 T4 7807  DBEORE) B Cpax (DA ATA4 7
V7 4 OFEDOFE) OWTIiconTh, TEY eI FEU MTIC & &A% FHE
EMEORE (SHEEMED 00%EHKM @ 80%~125%) F iz LTV,

ZEREIZODWTIL, BIRNESOERBRCBT2F8EFFEBRBELEZLOD, 122 A
EOREEPEETHY, EHETHEIBBAUNICERLE L. ERHEBHRRIGUAAOEEES
i3, Wb RN E ke L2 e Al OBERRB I EE o B EFEH B W TR A O
FRTHY, THLELRWAEFEORBIIFRO bR -T2,

LEoAHFEHRERRBOKBERE, [Ty o I FEREO 15 BESBRARS) &

2/ vl FA7EAROREONERE) ZEMFCRETHL Z L8 BIEsh, 7€
ol NERBOGEHEROZEMNE (M) BT ABRFHLRAEESHEREINL. £
o, EREICRTARFIRGCE LT, AFEMIHFESREANTH S LH S h .

1.5.5 ek - IR RUVHAE-AE
1.5.5.1 38 - R

Sl ABEHBELITOTEY 2 FERA FEIRNES) o - 2RE, TEER
BHE) THY, Z7EAH (BROKRS) LERETHED.

BEE - 2R () BEMRBE

1552 A% - BHE

Ty el FEHAO 15 BEEIRRES ) & T2l 2728080k
| 1ZAPENCRE CTHAZLPWIRShZZIcXy, HiE HE#LU T LBV E
E L7,

11
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M- AR ()
TRD LB AHE 00 M2 TEHIRWIES T 5.

. MREOBE : REEBH - OHMRICT, B, RATETEY 23 FE LT 75 meg/m’
(EFEmE #1011 @42 HEHREL, 4 BBEET S,

FOis, RAEMIZC, FEY eI FELTI50me/m® (EEHHE) 41 H
1E S5 HETE L, 23 ABRET S, o2& 17— 4L, kRy—1
T2 1 [E 200 mg/m® I BT A LB TE 5,

2EEDBE  WmE, KRATIEZFEY o I FELTI150mey/m® ((ERAERH) %1 H1HS
A5 L, 23 0BKETAS, Zo2H% 17— 80, Rky—AT1H
200 mg/m> BT A LB TE S,
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1.5.6 3& XM

1)

2)

The Committee of Brain Tumor Registry of Japan. Report of Brain Tumor Registry of
Japan (1969-1996) 11th Edition. Neurologia Medical-Chirurgia 2003; 43 supplement.
Stevens MFG, Hickman JA, Stone R, Gibson NW, Baig GU, Lunt E, et al. Antitumor
imidazotetrazines. 1. Svynthesis and chemistry of 8-carbamoyl-3- (2-
chloroethyl)imidazo[5,1-d]-1,2,3,5-tetrazin-4(3H )-one, a novel broad-
spectrumantitumor agent. ] Med Chem 1984.27:196-201
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1.61 ABEIZEB T HFERIKR

Temozolomide (—f%%& : 7€ v I F) (3, Z[FE Cancer Research Campaign (CRC)
XD N4 FILERENEAIF T 7V U0FERTHY  TAIAALAIICZEENS
BRI THA V. 2008 £ 1 BEAE, TV 0 Fos T e, HEZ i
R0 HELETHEFEEIN TS (HERIZBI A EMG : 7€ F4— A7 EA 20 mg B
100 mg) . 7E v FOFEHRANIZ, HEAEELERCHFIEL RO FEY I
RO I 2 MBI A D IR B, B s~ O BB IR O B ST S O AARHEI AL E - K
HEEBCL0 2T EAAOBETARELRRECEIBER Y, EEMBEBECIRL LA
BT HEEORIREE LTARREAN THL LEZ DN, Z0ED, REY 2
7T ottiE, FE e VERAERFSCHEAE L, BENEERET ABAN) 248
(BT EA EERBOSA G TS TN T g R (P02466 ¢ TR RUAE
MERRSEERE (P02467 1 ARB) 2 FEw L. D Eo4AHFHREEABOMLE,
TEVu I FOROERERA (2724 /) LERNESEA ERAD Z4ADFEICH
FTHHZEPRHAES N, TE v NERAOFDER G2t (280 2BT 515
WERIRREERER EREZ, (B2 32 2.7.1) .
VEn#EBREEZBELC, KEY =V 7« 777 94b3 2008 1 A CEIN RO E
CEWTTEY v I NERAOERFERBELIT 72,

HYE, 78/ 03 FERFZBRINRUORERHS 33 TETEAR I TVWS (R 1.6.1-
1) . 2B, VoI R0l eAdl (FEL—1H T2 OABRCET S RBEERER
—EBEAR1.6.1-2105 L7,
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#* 1.6.1-1 ENAOTEA—IWEFREZBRE—E (2009 F 8 AR
No. s # 3 #E A H
1 el ntd 20004 1 B 6 R
2 d—2 U 7 FnE 2000 2 A 17 H
3 AL F—FF 200042 417 H
4 SAF VT EIE 200052 A 17 H
3 7oA nE 200052 A 17 H
6 F = 3L E 200052 A 17 H
7 F v — 7 FEH 200052 A 17 H
8 T A b= T HFIE 20092 A 17 H
9 7T FIEFE 20092 A 17 H
10 7 F A FE 20092 A 17 H
11 b EH L E 20092 A 17 H
12 F ) o e FN[E 2000 2 A 17 H
13 ) — e FnE 2000 2 A 17 H
14 TA AT FiFoE 2000 2 A 17 H
15 FTANT R 200042 A 17 H
16 A &2V 7 HFnE 2000 2 A 17 H
17 ST EINE 200042 A 17 H
18 UV F7 =7 dfnE 2000 2 A 17 H
19 N TN T RN E 2000 2 A 17 H
20 = 7 FnE 2000 2 A 17 H
21 F 5 A EE 200042 417 H
22 St = —FE 200052 A 17 H
23 B—Z P4 E 200052 A 17 H
24 |FEA P HAEFE 200052 A 17 H
25 (p—==7 200052 A 17 H
26 21 A% T L E 200052 A 17 H
27 |ru~=oTFHAE 200052 A 17 H
28 2ol 20092 A 17 H
29 217z —F o EE 200052 A 17 H
10 Fl— 7V F e Lodn i 200042417 H
TANT Y FEETEE
31 7 A B ERE 2000452 A 27 H
32 e Al AV 20004 7 A 24 H
33 =2 FF 0T 200048 A 10 H
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{1 of 2)

#16.1-2 BAOTEF—LATLILFXBRE—E (2009 F 8 ARHE)
No. e R E A H
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&, FEFEEAREIF TS,

DREEME GEEFR)  BEEEABLPRAZ L5k
2O, FEE, gk, FREESORFER S+ SIrE8EL
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L, FHlOHESEFIETEE LGz —F L AF AR E
DERIZET (3-D Fh o OHES) £FEICANEY:
MBAEITH 2 &,

HH 0%R®EEY ) B P EABOE S L o MR R
FROEFCRELAS bbbt OREXRH LD T, 8
BEFSIDITV, BENED B ASIC BT AE LT
5T,

Y7+ 74 FFL—ER REFHEEY) FFIFFY
—HERSESHLDORAT BB EIOT, BEL S5IZTW,
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7 AR, KB g, BT, MERE, HOER, W, LEEsE, E

0] BITEARERIEEE N I AH DR

BRI D <
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Foiio—, HEE, BEER, HPEE, Bho, REE, HRE
¥, ABAF, AmRE, ILEW, EUM, EE TLAF-K
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TEZLD,
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8. NREA~DHRS
EHAFER, AR, LA, DEXE/BRICHT A el iiE
ZLTWaY, [ERiCBiTaERgSss s, ] ([EhERe]
M IR RT 2 HEMERENTES )

1 HAERs
i, fEH  EACBWT, A7 EAROBERS (10,000 mg,
SHEEOE— 2 —AToREES) (2L 0 LoEkE
b, FE, EEBTEFS|EERILET LEEOR
ERBE, T, A7ELROEHES GBS H
B L, BF TERE 64 B ) 0 L v BEEsm S
REZELS| &I LET L EOWMERSH D,
an B BEERSEAE. - -8BEE, IRRESTIL &
W, BMBIG DURHEEEET I L,
8 ERALOIE
(1) R BLB%
DAF #FE4 208, FELFERT L L, FHESEBI LS
Bz L 2 BE, EGIIKRUAETHSIZES 2 &,
NAFILER (30 25°C) CHREEERL, FELEIT 14 BRLA
WS EETTAE, Ef, BEEEALRVWIE,
NEEEEE, EEPCESMTEDOIBEESREA LV L,
(2) 50
DAEFEETERNES L L, 8FESE TR &, £,
BT, FEAICEES Lsvwo b ([RAE- A2l 0B .
NAFF HEER T 2BV, 90 SN TEBESETs L,
BEIZEEL, MMoERA L CRE X EERETheN L,
NAEF| LMOERBIOR LEHE 7T 2BV REBEELTE
Rz E (o EHF L OES R L ERE LTy
NEHEFHERRCEST 2L RAOEBESEZEZ T 2486
AH0C, AN EMIRR AL S ITEERICRST S DL,
9. THHDHIE
(WA P EOREECEETEEEMIT 27458 5 LI Bk
FEOERMNEDLNE L ORERH LY,
(QEHERE (7 b, BNEE) CLABRCEESRIIEERE
ELEORENRSHD D,
(MEMHER (70 FRUPA X, BOEE) ©, EREELED
fo b DL EHE M

[E¥EEE]
1. M iRE
() ERFE D T LFOEREHRE S
iR REEERESEE (194, ABRA) 7€ oI FE
RER A7 AR 150 mgm?® 22 hEhs 2 Ad—S—ik
ik BRI S (15 BRERHEEA) RURR O01RS (ZRIERE)
Lzt &, mM#EPRREAER FFERED MIC
( 5-[(12)-3-Methyltriaz-1-en-1-yl]-1H-imidazole-4 -carboxamide )
BEHGE PEREE T A —F LTI RT &80 TH-S
Fe. TESFIO 1S REBRAREEA & TH 7 AR OR
05 LAMFEMIZEE TH D 2 L BER IR,

10 7 Temozolomide

—a— IV Injection
—O— Oral Capsule

MeartSD (n=19)

Temozolomide (ugmL

o
2

Time ¢hr)
TEVO I FOnEFREERE

600 1 MTIC
500 4
=8/ Injection
ZE' 400 4 —o—Oral Capsule
Is)
Z a004 Mean+SD (n=19)
9]
=
=
200 4
100 A
R T T T d
0 2 4 ] 8
Time (hr)

T IC i 4 Fhie L 45

P REARREEEEEE RIS TEV/ O FRY
NTIC DERBREAS A —F

FEJOEF
2] - Crnax by ATTCq,
(32 54BRE) Chr) (ug/mL) Chr) (g he/mL)
T 150 744 181 234
(BEAR ) (0.92-2.00) €3] az 18
1 e 1.00 7.68 191 220
(o) (025-2.00%) (19 (13) (143
FHEE () 0 _ 97 _ 106
(S0 IEHE E ) (91-102) (103-10%)
MTIC
2] - Crnax by ATTCq,
(32 545RE) (hr) (ng/ml) Chr) (ng - hrimL)
T 150 320 180 241
(BEAR ) (1.25-1.75) (61 16) (53)
& 7 AH 1.00 333 177 944
o) (0.25-2.00) (62 an (60)
FAREE () P _ 98 B 103
(ooveiEREIE ) (91-105) (98-108)

TR ©0CV,n=19) [BL t,, P (EHE ]
a A FERPEE) S TRAA Bogk)

@hFENLFOEERFRERSE
EnmEBEOEREAE (64) 1I2H 7EAAID 150 Xk 200
mg/m’ ZZEEEC 1 H1ES BRARERAHES L 2ol
1 BB RS B BB 2 K E SR TRMTIC O Fm8Re 7
A—ZEUFIZRT LB THY, RELERT MTIC & ¢
[CEEREIL L A EES RS s o,

EmRBEOBRERICRET AN TELAD
HEMBEEIN T A— &

o BEE [ #5 | b Cona tyhz AUCy,
w8 | et | ® | @ [en | @ |eghen| ¥
: 142 7.87 2.14 257 _
150 (52) (39 (25) (15)
(645) s 0.96 238 2.9 25.2 0.986
FEF (53) (38) (35 (10) 3
rIF ! 058 153 2.03 351 B
200 25) ©) ) O]
(348) . 092 140 2.02 36.0 1.03
(57) (30) (5) @) (3)
: 142 | 0145 1.98 0426 _
150 (52) (38) (24 (15)
(645) s 108 | 01%4 1.3 0425 1.00
A43) (28 (12) (12) (16)
MTIC
. 075 | oo 1.93 0.594 _
200 (33) (15 () &
(348) . ooz | o284 1.87 0.636 1.07
(57) (33) (3 @ 1

* AUCy o, 10 E-5 < FLARE S FEIE (95CV)




Eie, BITHEAF 264, AEA) 12 100,150,200, 250, 500,
750 X id 1,000 mg/m’® £ EENE Q%S Li- L X, MAETREL
EBRED Copy FTFAUC HERIZHF L TLER L, ERERRD
HEEt e o,

(DIFHRERERE

R R (PFREEE (Child-Pugh &38 1 BOA 1D OIFSRERE 25
(FFrafamsE o, BN (A7 EAH G 150mg/m? & 8
B QL Lzl &, miERFREFERT MTIC BE T4
BEERFLEZLEDLo, B, EEOCITMHEESS
FETOEPHREIZ 2V TSR AER IR TV,

) BEEEERE Y

SREETHEERE AEN) FHGEE LEITEAFOE I
FECE I ERETE OB 45 20 NP RE/FE
B — 25 RWieBEMAENEREHITOEE, FEor 07T
FUALI VLTI VT T AOBIZEEESESE S S
hiemoi, o8, EEOCEMEESEFTERICMAESS
PEABREIBT S EAESRORMNEER ST,

By MRIZEiT SEmERE ™0

NEOETHESE (FE  3~17 =, 19 4, AEA) (IHh
FE BN 100, 120, 160, 200 3 £ 240 mg/m? 2 ZEHEEEC 1 B 1
Es EEREROFES LE-LE, 5 5 A BomEPRE L
{EIRE O by td 1.3~19 BFFR, tphz 12 14~18 B TH D,
Coexe B TF AUC (TR LREEIZHMLTER LA, 200
me/m S HD AUC I oW TR BAER SBOMA L it 5
L NRTRACHIAEERESTLE,

7N FSLRIZRETEEAOZERF P

EEETEESE HEA) d&EE LEFZTEAROHE |
FECE I HERE THR O3 359 A0 NP RE/ TR
EF—¥z B EEAERERRETOER, FEOs DT
FUAL, OV X (EEDHE, BE) RUWS (ZotEn
BEHEUS%NEES DT ARETLE) 2L A2BEEZ 0
L, Fin (19~78ER), BE, BEH8, 74731y, B
AE, ALP, GOT, GPT ERURZ LT F=12 DT 0 A D
L ABELZ Tk,

5. BEMIAE fE
(VEMPpHOER 7

EITHEEEE (124, AEAN) (24 FE2AHD 150 mgm? £ 1
Hl1ES BERREZORS L, FREL LT =F 2D 150
mg &l B2EBOHE LicLE, REGERERICIES =F
DL LIEMATE A A, BEIORINE CEHEREIZ
HTEHEN pH LR &7 =F Pl I 5BE T LA VRN
e s,

(BT LRICRETHAEOEE Y

ERETHESE WBEAN) 28 LEITEAROGE I
HEUSE T ERE TR O ER 359 £ o i RE{biER
EF—F AV EEFENERERTOER, S 7ok
DA TIE 2 VT S AR ATET LM, FEFA2Y
V, TxmhA Y, Tz E e AT,
H, ZEEZRE, 4t horXiE7F oy ol2520 0
LOFRIC L v BELSZ TS0k,

[B& AR AkHR]

1 EBENRsCORE (EREERRR ©

FIEEROERASEEMEEAE L FEL LT, ¥ 7 EARE
BfEizkad—7rBBEER L, 3-2TOBEERNEE
WALEEEERZ T T, BWERE - BERIZ8EXL 2 —
LU, AERSEE LTH AR 1R 1S0mgm’ %1 B 1[ES
EEREO&ESL, 23 BEAEL L, 227 — A LR EEH
BELMEZ RV, 2 EAH L [E 150 Xid 200mg/m £ 1 H 1 E 5
EEROTEL, 6 7 —AWTEHICESMEE M L, &8,

IRBR IR SR O TRERY A2 e o BT A S LS, ek
SFEFFIRE L Adaf, 7L, kB OAT oA FEH
EAREE LR, FOER, EEREEARERE SRS LY
EAERERBREEO Y L, hREREIEER LB LSS,
ENEFERBROZTNE (EW A0 34% 9% +25%) TH
0, A RBERED 30% (6% +24%) & FIEEE Th o7, ([E8
AR THEME s CoE EARERR) ) CESE)

. 2 BMEORETORS CEASEFRED ¥
() migEedEa TERROEYAEEAREE £ SRR LT, 7S EARE

E Rz ¥ FE S oI B 200 mg 2EEZEOFESLELE,
HHEEOMMEA/BEE (hvw) 1 12%~16%THo7,

(2) i BT h ~OFg4T 19

WREESE (AEA) oA FEAH O TS me/m? & H B
EEOMARIZEIY 1 1E42~49 FREEROEE L L2
(234) BUF200 mgm?% 1 B1[ES AMEERAFEELE
E#E (324), MEHEP~ORENEOCHITARD OGN, M
BEER MO AUC T TR FN 206% R T 203% THh o7z,
T, PEErITAEMRBAESRE 04, ABAMN) BT
TAFG 150 mg/m? &1 B 1E S AEREEROERELE &2,
HEHEPRELEREL MR RE L IGIEPITLTHREL,
SHAREE TR, M8 AUC H R 30% T F - /o,

3. {5 110

FTESOI FOZESEFENETRE, TR VB0 44O
AAR=ABET BT S pH FESNASE L RRECL S
MTIC -~ @ % # & , & T # = 3% AC
(5-amino-1H-imidazole-4-carboxamide) -~ @S THT, Z@
MTIC 72 & AIC ~ D453 8ERFE TDNA O T - F LS T TH S
AFAVT =g Al Ay REAEAEND, TRO—HEOREE
RN REEER KT LRV EERIE TH S,

4 e P

HEITHESEE 64, AEAN) 2 ¥C-FE 22 N 200 mg
FHENZEORS LA LEZ, £5E 7 HATREVEFRIZFR
FhAE S LI R 2 0H 38% R T 0.8%MEIN S i,

BElo—rbl, PEESEE LT, (WEEEHSEHTH
H7EAE 1 E 150 mgim? A, AL SR T 1 E 200

mgm?z 1 B 1ES EREN&ESL, 23 BREHIEL L, &2

7 =L BEEEEE IRy, 27K 1 B 100, 150
Hif200mgm’ % LB LESEM@EOEEL,6 7 — A HiTHRIC
B EE L, B5ERERE 2 E-BIIHE - TERIRE,
FOER, EuE (EpHaw) i, (LSE RERIGER T 30%
(6%1-24%) , (LB ERIGER T 43% (11%+32%) T -/,

S R AT (FFR)
AR BE n Fh+E g | 64 5AES
SHMIEER | (g | oneEEER
AR - 34 a1 40 4
(FAS) 18.6%~-53.2% : 23.6%~57.6%
ERS I
AR
ARFERRTE - 27% 30 31.8%
=il oty 10.7%~502% 12.4%~51.3%
AR 35%% 45%%
ITT) 162 28%~43%% >4 385~ 54%
(LR o7 30 ‘sz 44%
W n | SERGEREE 21%%~-40% : 34%54%
R {hrpEh &5 43% 62 5094
RIGER 31~ 5e0 : 38%~63%
SBTERRIE " 3585 55 48%
EirpESRE 26230, ' 395~ 58%




; WEEAT (PFD)
o
e BE n FE+AED sl | 64 HaEE
SAMEWER | gy | oswimmEm
bR - 26% - 45%
MEFIE 48 BEG R 16%~38% 3355794
L {bER i 50% i 5484
G 3%~ 66%% IO

s E N TE LB OHBARETORE GEBNBRERHR O
PIBEOBEFERE B SN BF STI R 2RI, HHRERE
E BE (n=286) &L, #7EHEBIHRNESEREE

n=287) X B5FBEOCBEFERE LHEL LFE 1 HER
EHBEZEE L, RITHERERL1 B 1E2Gy s H#E®
6 HRE & L, AR REER T 72 A% 1 B 1 [E 75 mg/m’
FCHEMEAROREL (BE490), BNEEERTERIE
MORERBERTE, 0E, 12 A TEA7204801
[E 150 mg/m?, 22 7 —ALIFE, 100, 150 X% 200 mg/m¥ H
F1H1IES EEENEERE, 23 AMEECH 2B EE 1 77—
Ak L, 6 F—AWT L, BATENREE SO BB
Za— T AFARKIIHTEFHLE (¥ 3 2Dk A
RHiF DAY b ATy A R4/ BlEOERE) &
EETER L, VoD AREDOREFICE, JhaE
4 3 (CTC Grade 1 L) ¥ TFHABLMET S L &L
Fro M, RETHAE S OMATIZE, S-HT: 2EERREX
(AR 7 I Nk AR FHEESEERIRE, i,
HF AR ERORERI G SHT 2 EESREC L A5 ET
BEENSE L SN, FOER, 2745 0fRHEER
EHE BB T bt 2 TFHAR (Overall Survival : O8) =8E
[ZIEREEA, PRERDI 7 AR OHEBEHETI46 3 A, &
FHRBEMEET 121 # H THh ot (p<0.0001), ~¥F— Fiid,
HASRE BT LT 1.59 (95%EEREM =133~191) Tk
B, 2EETEREFAT AL L OHBEET26%, HEHEEImE
T 0% Thof, £, EHELAT (PFS) HIMOPRME LD
FTEAEEOFEET6 » A, AN RERBE TS0 A TH-
7= [p<0.0001),

10 = M- Pl (5%EARM) =152 (1.33-121)

Logrankigie  pe00001

o 4 8 1z 18 Eal 24 - a2 £ an
EfESE D LOME (2B

05 iR (RAFMHALERR

[EHEE)
WA T M7 A F AL TH D, £ pH L0 T THEESR
BN MTIC 2R, AF AT = A F 0 k720 DNA
EAFNALT AL LI D IREERE AT,
1. FLEERER D
FHEIE in vitro IZBWT B MEMEREES AR LT
FaEFEMEER AR Li-, £, At b ERsEEE DR

HIFREEEN B~ 7 AL BW TEF HEL LR I (invive),

2. fEAMERE 2
EHEIXDNA DX T = O 6 MOBERF T AF 432 L
(2 DNA BELSI¢EZ L, MREMHOEIEREFTHE B—
VARFES D C L 0 AREENEEA ST (nvitr),

(6)

(BaE ICHT 2B EENHR]
—f&  FEY oI (JAN)
Temozolomide (JAN)
{54 : 3-Methyl-4-0x0-3,4-dihydroimidazo[5,1-d][1,2,3,5]
tetrazine-8-carboxamide

===,
0
HoN
= N"’-‘N
N |
A N“"r:H3
o]
SFF 0 CeHgNO;
ST 19415

PR BRI A RBERAORET, PAFLALTS
DRI BTz, K, A=, TERY, X
7= RDAZETIZ L, =& /0 (95) 12fE
HTETIZ W,

Bt E H206°C (55EE)

SR (1-F 2 % /7 — 4 /7 KF) 208 ~ 224

0.1 molL U > ERHEf2EE (pH 7.0) : 22.0

0.1 mol/L. HEEFLHE 1208
K 2224
[@Z]
FES — A STEREER 100mg 1 1 /34 T
[EECHBEUOXHERE]

<EEED
D =y - 75 0Es GFPERED - o R o FEs el
FE EARE ) < 2006070035
2) Doyle TJ, etal.: TClin Onco 2005, 23, 1546 € 2005200398 »
3) DS FIOER (Fy FREFSELERR)

€ 2006070048 >
4 =D FTTE (A XRERSEEER)
2006070025
5) Diez BD, et al.: Cancer Chemother Pharmacol (in press)
€ 2009070318 >
6) Aoki T, et al.: Int J Clin Oncol 2007, 12, 341 € 2007100068 2
7) Brada M, et al.: Br J Cancer 1999, 81, 1022 € 1999060108 »

8) Rudek MA, et al.: Pharmacotherapy 2004, 24, 16
£ 2004010378
9) = )T T 2 EE HHERF OB 2 e (8
FREE ) £ 2006070063 >
10) Jen JF, et al.: Pharm Res 2000, 17, 1284 < 2000100098 >
11) Estlin EJ, et al.: Br J Cancer 1998, 78, 652 € 1998050148 >
12) = D w2 7 B (BEFEDEREHER GEARE) )
€ 2006070078 %
13) Baker SD, et al.: Clin Cancer Res 1999, 5, 309 <199902006S >
14) Ostermann S, et al.: Clin Cancer Res 2004, 10, 3728

€ 2004060268 %
15) 2= D w2 - T EE (BRI~ ORI GBS )

€ 2006070098 3
16) Denny BI, et al.: Biochemistry 1994, 33, 9045 €1994202708 >

17) Beale P, et al.: Cancer Chemother Pharmacol 1999, 44, 389
€ 1999050088 >
18) Bl FiFns B & RS E 2006, 33, 1279
€ 2006090128 3
19) Yung WK, et al.: J Clin Oncol 1999, 17, 2762 € 1999090058 >
20) Stupp R, et al.: N Engl J Med 2003, 352, 987 £ 2005030188 >

21) D T ER (invitro RUIRIETEIHIIERin vivo

mEEER) € 2006070108
22) Wedge SR, et al.: Br J Cancer 1996, 73, 482 £ 1996040578 2
23) Plowman J, et al.: Cancer Res 1994, 54, 3793 €1994070378 %

24y oz DS I ER (nvitre \2BIT S & EEH A
FROIEFHIZ R 2 /EA) € 2006070118 >
25) D*Atri 8, et al.: Mol Pharmacol 1998, 54, 334 € 1998020075
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Temozolomide-TV
Section 1.8.2 Draft “Indication”. “Dose” and “Contraindication/ Precaution/ Warmning”
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1.82 %ha8 - 2% () , Hik-HE (B RUFOBRERB. 3
1.82.1 #hEE « B8 (D) . B BB (B 3
L8 2 2 B T Rl . 3
1823 H EOEE (3) BT O ERI . 3
L8 2 3 L B 3
1823285 (ROBEFEIITIRE LAV T &) e, 4
1.8233 i BRI AR E OB 4
18234 HERE (ROBEFCIEEEIIRSTDHIE) 6
18235 B R B B . 7
182 3.6 BB . 8
1823 7 BB E R 8
1823 8 O D BB . 9
18 2 3 0 B O o 12
1.8.2.3.10 4B, FER, BOEM S~ G 12
18 2 3 1l A R DB G 12
18 2 3 L R 13
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Section 1.8.2 Draft “Indication”, “Dose” and “Contraindication/ Precaution/ Waming”
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Section 1.8.2 Draft “Indication”, “Dose” and “Contraindication/ Precaution/ Waming”
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Temozolomide-TV
CTD 1.9 Documentation of Non-Proprietary Name
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ltemozolomide (¥4 ) | <International Nonproprietary Names for Pharmaceutical
Substances (INN}: WHO Drug Information Vol. 1, No. 4, 1987 {(Recommended INN: List
27>
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(A& 1)

ﬁf:ﬁ‘%% ;. 16-1-A2
JAN (H&£) "N TH >
JAN (ZE4) : Perflubutane



(B1% 2)

BixES ©15-4°Bl 7.
JAN (HEA) : AVVEBEHL . F332 K0
JAN (%5&) : Garenoxacin Mesilate Hydrate

HFEkTEE ¢ 15-4-B2
TJAN (A%E4) Ta¥AFYER
JAN (@&4) : Dutasteride

BExFES . 15-4-B3
JAN (H&4) 5E£JO3FR
JAN (FE4)  : Temozolomide



BRES . 154B4
JAN (HE4) :¥vUTLA (88m) L¥ROFLFFYTL
JAN (FE4) : Samarium(153Sm) Lexidronam Sodium
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HEFES 1 15-4-B6 . _
JAN (H&4£) :&®ZR7>TLFELBNTY LK
JAN (FE4) : Fosamprenavir Calcium Hydrate

HEES : 16-1-Bl :
JAN (HER) : LYo BBk
JAN (3E4)  : Pidimycin  Hydrochloride Hydrate
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(A& 3)

BixdEs 1 14-2-A1

(22 i)

JAN (HE4) 7MUAYT GHEETHEEX)
JAN (#%£) : Atlizumab (Genetical Recombination)

X ,
JAN (H&E4) : FoUZXx7 CGEETEER)
JAN (3%E4) : Tocilizumab (Genetical Recombination)



WHO Drug Information Vol. 1, No. 4, 1987

International Nonproprietary Names
for Pharmaceutical Substances

In accordance with paragraph 7 of the Procedure The inclusion of a name in the fists of recom-

for the Selection of Recommended International mended international nonproprietary names does
Nonproprietary Names for Pharmaceutical Sub- not imply any recommendation for the use of the
stances,' notice is hereby given that the follow- substance in medicine or pharmacy.

ing are selected as recommended international

nonproprietary names.

Recommended International Nonproprietary Names

(Rec. INN): List 272

Recommended Infernational
Nonproprietary Name (Latin, English}

Chemical Name or Description and Molecular Formuiae

acidum piridronicum
piridranic acid

acitretinum
acitretin

adibendanum
adibendan

albendazolum oxidum
albendazole oxide

aloxistatinum
aloxistatin

ampiroxicamum
ampiroxicam

[2-(2-pyridyl)ethylidene]diphosphanic acid
C,H{ (NOGP,

(all-E)-8-{4-methoxy-2,3,6-trimethylphenyi)-3,7-dimethyl-2,4,6,8-
nonatetraenoic acid
C!1 HZKOJ

3.7-dihydro-7 7-dimethy|-2-(4-pyridyl)pyrrolo[2,3-lbenzimidazol-6(3H)-one
C1I H thAO

methyl 5-(propylsulfinyl)-2-benzimidazolecarbamate
CaH.sN, 0,5

ethyl {(+ )-(25,35)-2,3-epoxy-N-[(S}-1-(isopentylcarbamoyl)-3-
methylbutyl]succinamate
CITHJDNZOS

{£)-4-(1-hydroxyethoxy)-2-methyl-N-2-pyridy[-2H-1,2-benzothiazine-3-
carboxamide ethyl carbonate (ester), 1,1-dioxide
CEDH21N.‘!OTS

' Off, Rec. Wid Hith Org., 1955, 60, 3 (Resolution EB15 RT), 1963, 1973, 10 (Resolution EB43.R9).
2 Dther lists of recemmended international nonproprietary names can be found in Cumulative List No. 6, 1382.



Recommended International
Nonproprietary Name (Latin, English)

Chemical Name or Descriplion and Molecular Formulae

anaritidum
anaritide

arbekacinum
arbekacin

arnoloium
arnolol

artemisininum
artemisinin

azumolenum
“Zumolene

baquiloprimum
baquiloprim

bazinaprinum
bazinaprine

bemarinonum
bemarinane

benexalum
benexate

beperidii iodidum
beperidium 1odide

bermoprofenum
bermoprefen

wifermelanum
bifemelane

bifeprofenum
bifeprofen

bisfentidinum
bisfentidine

brefonalolum
brefonalol

L-arginyl+-seryl-.-seryl-L-cysleinyl-.-phenylalanylglycylglycyl-.-arginyl-.-meth-
ionyl--aspartyl+-arginyl-L-isoleucylglycyl-L-alanyt-t-glutaminyl--serylglycyl-
L-leucylglycyl-c-cysteinyl-L-asparaginyli-.-seryl-.-phenylalanyl-.-arginyl-
L-tyrosine cyclic (4—20)-disulfide

Ci12HarsN3015S,

O-3-amino-3-deoxy-g-o-glucopyranasyl-(1—4)-0-[2 6-diamino-2,3,4,6-tetra-
deoxy-a-o-erythro-hexopyranosyl-(1—6}]-N'-[ (25)-4-amino-2-hydroxybutyryl]-
2-deoxy-L-streptamine

CaaHaaNOoo

(+)-3-amino-1-[p-(2-methoxyethyl)phenoxy]-3-methyl-2-butanol
CiH;NO,

(3R,5a8,6R,8a8,9A,128,12aR)-octahydro-3,6,9-trimethyl-3,12-epoxy-12H-
pyrano[4,3-]-1,2-benzodioxepin-10{3H)-one
C15H2205

1-[[[5-(p-bromophenyl}-2-oxazolyljmethylene]amino]hydantoin
C,.H,BriN,0,

5-[(2,4-diamino-5-pyrimidinyljmethyl]-8-(dimethylamino}-7-methylquinoline
CortiggN,

3-[(2-morpholinoethyl)amino]-6-phenyl-4-pyridazinecarbonitrile
Ci;H.N,0

5,6-dimethoxy-4-methyl-2(1H)-quinazolinone
C|1H12N203

benzyl salicylate, frans-4-(guanidinomethyl)cyclohexanecarboxylate
CZJHZTNlol

cis-1-ethyl-4-hydroxy-1-methylpiperidinium iodide (+)-a-(hexahydro-1H
azepin-1-yi})-1,2-benzisoxazole-3-acetate, mixture with trans-1-ethyl-4-
hydroxy-1-methylpiperidinium icdide (+)-a-(hexahydro-1H-azepin-1-yl)-1,2-
benzisoxaxole-3-acelate (1:1)

Ci3HalIN, O,

(+)-10,11-dihydro-a,8-dimethyl-11-oxodibenz[b floxepin-2-acetic acid
Cq |H1504

N-melhyl-4-[ (a-phenyl-o-tolyl}oxy]butylamine
C1aHaaNO

(+)-2'-chloro-a-methyl-4-biphenylacetic acid, ester with 1-glycoloyl-4-
methylpiperazine
szstclNzOJ

N-isopropyl-N’-[p-{2-methylimidazol-4-yl)phenyllformamidine
CH.H |lNl

{£)-6-[2-[(1,1-dirmethyl-3-phenylpropyl)amino]-1-hydroxyethyl]-3,4-dihydro-
carbostyril
CZZHZINIOZ



Recommended International
Nonproprietary Name (Latin, English)

Chemical Name or Description and Molecular Formulae

budotitanum
budctitane

cefempidenum
cefempidone

cefepimum
cefepime

cefmepidii chloridum
cefmepidivm chloride

cefpodoximum
cefpodoxime

clazurilum
clazuril

clopidogrelum
clopidogrel

daltrobanum
daltroban

dalelliptii chloridum
datelliptivm chloride

dembrexinum
dembrexine

detirelixum
detirelix

axamelhasoni acefuras
Jexamethasone acefurate

diclazurilum
diclazuril

difloxacinum
difloxacin

disuprazolum
disuprazole

ditiocarbum natricum
ditiocarb sodium

disthoxybis{1-phenyl-1,3-butanedionato)litanium
CaH,, O, Ti

1-[[(6R.7R)-7-[2-{2-amino-5-thiazolyl)glyoxylamido]-2-carboxy-B-oxo-5-thia-1-
azabicyclo[4.2.0]oct-2-en-3-ylJmethyl}pyridintum hydroxide, inner salt, 72-(E})-
[O-{2-ox0-F-pyrrolidinyljoxime]

C23H21N70Isa

1-[[{6R,7 A)-7-[2-(2-amino-4-thiazolyl)glyoxylamido]-2-carboxy-8-oxo-5-thia-1-
azabicyclo[4.2.0]oct-2-en-3-yl]melhyl]-1-methylpyrrolidinium hydroxide, inner
salt, 7*-(2)-(O-methyloxime)

C1yH2NO:S,

4-[[[{6R,7 R)-7-[2-(2-amino-4-thiazolyl}glyoxylamido]-2-carboxy-8-oxe-5-thia-1-
azabicyclo[4.2.0]oct-2-en-3-yl]methyi]thio]-1-methylpyridinium chloride

72-( Z)-|O-(3—carboxy-1-methylethyljoxime] S-oxide

C2aH5CINGO,S;

{ +)-(BR.7A)-7-[2-(2-amino-4-thiazolyl)glyoxylamido]-3-(methoxymethyl}-8-
oxo-5-thia-1-azabicyclo[4.2.0)oct-2-ene-2-carboxylic acid, 7*-(2)-(0-
methyloxime)

CaH17Na04S,

{ £)-[2chloro-4-(4,5-dihydro-3,5-dioxo-as-triazin-2(3H}-yl)phenyl]-
{p-chlorophenyljacetonitrile
Gy/HoCLNO,

methyl (+)-(S)-a-{o-chlorophenyl}-6,7-dihydrothieno[3,2-¢clpyridine-5{4H)-
acetate
G HuCINO,5

[p-[2-(p-chlorobenzenesulfonamida)ethyi]phenyl]acetic acid
C1eH1sCINO,S

2-[2-(diethylamino)ethyl]-9-hydroxy-5,11-dimethyl-6H-pyrido[4,3-b]-
carbazolium chioride
C23sHz4CIN,O

trans-4-[(3,5-dibromosalicyl}amino]cyclohexanol
C,sHy BraNO,

N-acetyl-3-(2-naphthyl}-o-alanyl-p-chloro-o-phenylalanyl-o-tryptophyl-
w-seryl-u-tyrosyl-N*-(N,N’'-diethylamidino)-o-lysyl-L-leucyl-L-arginyl--
prolyl-o-alaninamide

GCraH10sGING 04y

9-fluoro-11pB,17,21-trihydroxy-16a-methylpregna-1,4-diene-3,20-dione 21-
acetate 17-(2-fuoralte)
CayHaaF O,

{+ )-(p-chlorophenyl)[2,6-dichloro-4-(4,5-dihydro-3,5-dioxo-as-triazin-2(3H)-
yl}phenyllacetonitrile
CrH,CI,N, O,

6-fluore-1-(p-flucrophenyl)-1,4-dihydro-7-(4-methyl-1-piperazinyl)-4-oxo-3-
quinolinecarboxylic acid
021 H l!F2N103

2-[[(4-(ethylthio)-3-methyl-2-pyridylimethyl]sulfinyl]benzimidazole
C1IH1 :rN:osz

sodium diethyldithiocarbamate
C,iH,,NNas,



Recommended international
Nonproprietary Name (Latin, English)

Chemical Name or Description and Molecular Formulae

dobupridum
dobupride

donetidinum
donetidine

dramedifolum
dramedilol

droxidopa
draoxidopa

dulozafonum

dulozafone

biratidum
biratide

ebrotidinum
ebrotidine

ecastololum
ecastolol

edifolonum
edifolane

eltoprazinum
eltoprazine

elziverinum
elziverine

enrofloxacinum
enrotloxacin

eperisonum
eperisone

epinastinum
epinastine

epsiprantelum
epsiprantel

eptaloprostum
eptaloprost

4-amine-2-butoxy-5-chloro-N-{1-(1,3-d toxolan-2-ylmethyl)-4-piperidyl|benz-
amide
CaoHaeCIN,O,

5-[{1,2-dihydro-2-oxo-4-pyridylymethyl]-2-[ [2-[[5-[(dimethyl-
amino)methyl}furfuryl]thiolethyllamino]-4(1H)}-pyrimidinone
CoH2z5N, 0,5

acetone (1)-[6-[3-[(3.4-dimethoxyphenethyl)amino]-2-hydroxypropoxy]-3-
pyridazinyijhydrazone

CanHalN;0,

(—)-threo-3-(3 4-dihydroxyphenyl}-.-serine
Can Nos

2-[bis(2-hydroxyethyl)amino]-4'<hloro-2’-(o-chlorobenzoyl)-N-methyl-
acelanilide
C!UHZZ(:lZNZOl

L-methionyl-L-glutamyi-L-histidyl-L-phenylalanyl-o-lysyl-N-(B-amino-
octyl)-.-phenylalaninamide S S-dioxide
CleT:!NHO“IS

p-bromo-N-[[[2-[[[2-{(diaminomethylene)amino]-4-thiazolylmethyl]-
thiolethyllaminolmethylenelbenzenesulfonamide
CrH1zBriNgO,S;

(£ )-4"-[3-[(3,4-dimethexyphenethyl)amino]-2-hydroxypropoxy]-3'-(5-isoxaz-
olyl)butyranilide
c!lH33NJoI

10-(2-aminoethyl)estr-5-ene-3,17-dione, cyclic bis(ethylene acetal)
C.'MH:"NO!

1-(1,4-benzodioxan-5-yl}piperazine
C12H10N202

S,T—dirnethoxy~4-[[4-(o-methoxyphenyl)-1-piperaziny!]methyl]—1-veralry|iso-
quinoline
C!ZH!TNJOS

1-cyclopropyl-7-{4-elhyl-1-piperazinyl)-6-fluoro-1,4-dihydro-4-oxo-3-quinoline-
carboxylic acid
CisH2.FN,0,

4’-ethy!-2-methyl-3-piperidinopropiophencone
CiHLNO

3-amino-9,13b-dihydro-1H4-dibenz[ ¢, flimidazo[1,5-a| azepine
CO‘H1 ENJ

{1)-2-(cyclohexylcarhonyl)-2,3,8,7,8,12b-hexahydropyrazino[2,1-a][2]benz-
azepin-4{1H}-one
C!UHZGNZOZ

4-[2-[(2£,3a 5,45,5R,6a 8)-hexahydro-5-hydroxy-4-[(3$,48)-3-hyd roxy-4-methyl-
1,6-nonadiynyl]-2(1H)-pentalenylidene]ethoxy]butyric acid

C:qH:-oO:



Recommended International
Nonproprietary Name (Latin, English}

Chemical Name or Description and Molecular Formuiae

erdosteinum
erdosteine

erythromyeini stinopras
erythromycin stinoprate

esllurbiprofenum
esflurbiprofen

etanidazolum
etanidazole

etofenproxum
etofenprox

exametazimum
exametazime

azarabinum
tazarabine

fleroxacinum
fleroxacin

flosequinanum
flosequinan

fosinoprilum
fosinopril

fotemustinum
fotemustine

ganciclovirum
ganciclovir

~oserelinum
Loserelin

guaisteinum
guaisteing

Ibacitabinum
Ibacitabene

ilmofosinum
ilmofosine

(£ )-[[[({tetrahydro-2-oxo-3-thienyl)carbamoyi)methyllthiaJacetic acid

ClH-nNO-!Sz

erythromycin 2’-propionate, compound with N-acetyl-L-cysteine (1:1)
CuoH: (NO,, - C,H,NO,S or CisHwN:0,,5

(S)-2-fluoro-a-methyl-4-biphenylacetic acid
G.H.iaFC,

N-(2-hydroxyethyl)-2-nitroimidazole-1-acetamide
CrHN.O,

a-[(p—elhoxy-]},ﬂ-dimethyIphenethy!)oxy]—m-phenoxytoluene

z5' '28%3

(+)-(3RS, I’AS)-3,3"- (2.2-dimethyltrimethylena)diimino]di-2-butanone
dioxime
C13H28N402

4-amino-1-f-o-arabinofurancsyl-s-triazin-2{14)-one
CIleNIOS

6 8-difluoro-1-(2-fluoroethyl)-1,4-dihydro-7-{4-methyl-1-piperazinyl)-4-oxo-3-
quinolinecarboxylic acid
GyzHuFaN;0,

7-fluoro-1-methyl-3-(methylsulfiny!}-4{1H)-quinolone
C,H,,;FNO,S

(43)—4-cyclohexyl-1—[[[(RS)-1-hydroxy—2—melhylpropoxy] (4-phenylbutyl)-
phosphinyllacetyl]-.-proline propionate (ester)
CiHaaNO,

{ L )-diethyl [1—[3-(2-ch|oroethy|)-3-nitrosoureido]ethyl]phosphonate
C.H,,CIN;O,;P

9-[[2-hydroxy-1-(hydroxymethyl)ethoxy]lmethyljguanine

L LRRE R )

1 -(5—oxo-L-prolyI-L-histidyI-L—tryptophyl-L-seryH-lyrosyI-O-rert—butyl-o-seryl-
L-leucyl--arginyl-L-prolyl}semicarbazide
C!!HBON 1‘01 -+

thicacetic acid, S-ester with {+)-3-{mercaploacetyl)-2-[{o-
methoxyphencxy)methyljthiazolidine
C1sH1aNO, S,

2'-deoxy-5-todocytidine
CyH,,IN,O,

choline hydroxide, {~}-3-(hexadecylthio)-2-(methoxymethyljpropyl hydrogen
phosphale, inner salt
C1eHssNOLPS



Recommended Inlernational
Nanproprietary Name {Lalin, English)

Chemical Name or Description and Molecular Formulae

indolidanum
indolidan

iobenguanum (¥}
iobenguane (**')

iprotiazemum
iprotiazem

itazigrelum
itazigrel

lacidipinum
lacidipine

levofenfluraminum
levofenfluramine

levoprotilinum
levoprotiline

limaprostum
limaprost

liroldinum
liroldine

lixazinonum
lixazinone

lodaxaprinum
lodaxaprine

laperamidum oxidum

loperamide oxide
lorcinadolum
rcinadol

lorglumidum
lorglumide

lovastatinum
lovastatin

loxigiurmidum
loxiglumide

mafoprazinum
maloprazine

3,3-dimethyl-5-(1,4,5,6-tetrahydro-86-oxo-3-pyridazinyl}-2-indolinone
C14H |5N302

{m-iodo-"*'Lbenzyl}guanidine
CHie™IN,

(+)-(R)-2-isopropy|-4-methyl-2-[o-[4-[4-{3,4,5-trimethoxyphenethyl)-1-
piperazinyllbutoxy]phenyl]-2H-1,4-benzothiazin-3(4H)-one
CarHaaN, 0,5

4,5-bis(p-methoxyphenyl)-2-{triflucromethyl}thiazole
C M FaNO,S

4-[o-[(E)-2-carboxyvinyljphenyl]-1,4-dihydro-2, 6-dimethyl-3,5-pyridine-
dicarboxylic acid, 4-fert-butyl diethy! estar
CZEHSJNOS

(—)-(R}-N-ethyl-a-methyl-m-{trifluoromethy!)phenethylamine
Cy.HqFsN

(-)-{R)-a-[{methylamino)methyl]-9,10-ethanoanthracenea-9(10H)-ethanal

ZOHZJ

(E)-7-[(1R,2R 3R}-3-hydroxy-2-[{E}-(35,58)-3-hydroxy-5-methy|-1-nonenyl]-5-
oxocyclopentyl]-2-heptenoic acid, compound with e-cyclodextrin
CIZHJCOE

2,2°-[(3,3’-dilluoro-4,4"-biphenylylene}dinitrilo]dipyrrolidine
C!OHZDFZNAC

N-cyclohexyl-N-methyl-4-[(1,2,3,5-tetrahydro-2-oxoimidaze[2,1-b]quinazolin-7-
yl)oxylbutyramide
CarHaeNLO,

1-[6-{o-chlorophenyl)-3-pyridazinyl]-4-piperidinol
C1aH,:CIN,O

trans-4-(p-chlorgphenyl)-4-hydroxy-N,N-dimethyl-¢,a-diphenyl-1-piper-
idinebutyramide 1-oxide
C2oHa3CIN,O,

{E£)-3-chloro-6-(4-cinnamy!-1-piperazinyl)pyridazine
Cy7H1sCIN,

{1 )-4-(3,4-dichlorobenzamido)-N,N-dipentylglutaramic acid
CZZHJZCIZNioi

(§)-2-methylbutyric acid, B-ester with {4R,6R)-6-[2-[(15,25,6R,85,8aR)-
1,2,6,7.8,Ba-hexahydro-8-hydroxy-2,6-dimethyl-1-naphthyl]ethyl]tetrahydro-4-
hydroxy-2H-pyran-2-one

CauH30s

{+)-4-(3,4-dichlorobenzamido)-N-(3-methoxypropyl)-N-pentylglutaramic acid
C21H30ClaN,Os

4'-[3-[4-(o-flucrophenyl)-1-piperazinyl]propoxy]-m-acetanisidide
CazHzaFN, O,



Recommended International Chemical Name or Description and Molecular Formulae

Nenpraprietary Name (Latin, English)

methylprednisoloni 7-{methyl{2-sulfoethyljcarbamoyl]heptancic acid, C-21-ester with 11§,17,21-
suleplanas trihydroxy-6a-methylpregna-1,4-diene-3,20-dione, monosodium sait
methytprednisoclone CaHNNaQ, S
suleptanate
metrenperanum 3-[2-[4-{p-fluorobenzoyl}piperidino]ethyl]-2,7-dimethyl-4H-pyrido[1,2-a]-
metrenperone pyrimidin-4-one

mezacopridum
mezacopride

midaglizolum
midaglizole

modafinilum
modafinl

1olfarnatum
aolfarnate

mometasonum
mometasone

nanafrocinum
nanafrocin

nerbacadolum
nerbacadol

niguldipinum
niguldipine

nilutamidum
nilutamide

nonathymulinum
anathymuhin

nuclemedonum
nuclomedone

orbutoprilum
orbutopril

ornoprostilum
arnoprostil

CaHyWFN,O,

{ £ }-5-chloro-4-{methylamine)-N-3-quinuclidinyl-c-anisamide
G4 HazCIN, O,

{ £}-2-[a-(2-imidazolin-2-yImethyl}benzyllpyridine
CisHaaNg

2-[(diphenylmethyl)sulfinyl]acetamide
Ci;H,sNO,S

3,7,11-trimethyi-2,6,10-dodecalrieny| 4,8,12-trimethyl-3,7,11-tridecatrienoate

CSVHSDOZ

9,21-dichlore-114,17-dihydroxy-16a-methylpregna-1,4-diene-3,20-dione
C22H20C10,

(15,3R)-3,4,5,10-tetrahydro-3-hydroxy-1-methyl-5,10-dioxo-1H4-naphtho-
[2,3-c]pyran-3-acetic acid

CnHuol

1-[(5-methyl-4-isoxazolyljcarbonyl]lpiperidine
CleHuNO,

{£)-3-(4,4-diphenylpiperidine)propyl methyl 1,4-dihydro-2,
8-dimelhyl-4-(m-nitrophenyl)-3,5-pyridinedicarboxylate
CBIHJQNJDE

3,5-dimethyl-3-(a,a,a-trifluoro-4-nitro-m-tolyllhydantoin
C12 HYCIFJNJOI

N2 [N-[N-[N-[N*-[N-[N*-[N~(-5-0x0-L-protyl)-i-alanyl]-.-lysyl]-L-sery(}-
t-glutaminyl]glycyl]giycyl]-.-seryl]--asparagine

CBJ 347 %2y

(t)-8-(p-chlorobenzy!})-2,3-dihydro-5H-thiazola[3,2-alpyrimidine-5,7 (6H)-dicne
C.aHy,CIN, 0,8

(253a5,7a8)-1-[({5)-N-[{§}-1-carboxypentyl]alanyl]hexahydro-2-indoline-
carboxylic acid, 1-ethy! ester
CZUH:MNZOE

methyl (—)—[1R,2R,3R)-3-hydroxy-2-{[E}-(38.58)-3-hydroxy-5-methy|-1-
nonenyl)-g,5-dioxocyclopentaneheptarcate
CZ! H:IID‘



Recommended International
Nonproprietary Name {Latin, English)

Chemical Name or Description and Molecular Formulae

oxaliplatinum
oxaliphatin

pantenicatum
pantenicate

pazelliptinum
pazelliptine

pelanserinum
pelanserin
perindoprilatum

perindoprilat

pimonidazolum
imonidazole

pirtenidinum
pirtenidine

pravastatinum
pravastatin
prinomidum
prinomide
quinaprilum

quinapril

ramoplaninum
ramoplanin

ranolazinum
ranotazine

atelliptinum
atelliptine

rilmenidinum
rilmenidine

rilopiroxum
rilopirox

rimeproginum
rimeprogin

risperidonum
risperidone

[{1R,2R)-1,2-cyclohexanediamine-N,N’][oxalato(2-}-0,0 ]platinum
CyH,,N,O Pt

[R-(R*.,R")]-3-pyridylmethyl hydrogen succinate, tetraester with NN~
{dithiobis(ethyleneiminocarbonylethylene)]bis[2,4-dihydroxy-3,3-dimethyl-
butyramide]

ClerlNlozusa

10-[{3-(diethylamina)propyl]amina]-6-methyl-5H-pyrido[3’,4":4, 5]pyrrolo[2,3-
glisoquinoline
CZ!HITNI

3-[3-{4-phenyl-1-piperazinyl)propyl]-2,4(1H,3H)-quinazolinedione
CZ1 Hledo!

{25,3a8,7a8)-1-[(S)-N-[(8)-1-carboxybutyl]alanyl]hexahydro-2-indoline-
carboxylic acid
C17H2IN20!

(+)-a-[{2-nitroimidazal-1-yl)methyl]-1-ptperidineethanol
CnHquO:

1,4-dihydro-1-octyl-4-(octylimino)pyridine
C!IH:lNZ

{+)-(PR.5R,15,25,65,85,8aR)-1,2,6,7,8,8a-hexahydro-p,3,6,8-tetrahydroxy-2-
methyl-1-naphthaleneheptancic acid, 8-{(25)-2-methylbutyrate]

CZBHJIOT

a-cyano-1-methyl-S-oxopyrrole-2-propionanilide
CI !H|!NJOZ

{S)-2-[{S)-N-[(8)-1-carboxy-3-phenylpropyllalanyl]-1,2,3,4-tetrahydro-3-
isoquinolinecarboxylic acid, 1-ethy| ester
CISHMNZOS

factor A of the antibiotic complex A/16686 produced by Actinoplanes sp,
ATCC 33076
empirical malecular formula C,,y3H,5,CIN;, Oy

(+}-4-[2-hydroxy-3-(o-methoxyphenoxy)propyl}-t-piperazineaceto-2',6'-
xylidide
CasHaaN:O,

1-[[3-{diethylamino)propyllaming]-9-methoxy-5,11-dimethyl-6H-pyride[4,3-b)-
carbazole
C2sHg NG

2-[{dicyclopropyimethyljamino]-2-oxazoline
CioH1eN,O

6-[[p-(p-chlorophenoxy)phenoxylmethyl]-1-hydroxy-4-methyl-2(1H)-pyridone
CeH1sCINO,

&-[(3-iodo-2-propynyljoxy]-2-{methylthio)pyrimidine
C,H;IN,OS

3-[2-[4-{6-fluoro-1,2-benzisoxazol-3-yl)piperidinolethyl]-6,7,8,9-tetrahydro-2-
methyl-4 H-pyrideo[1,2-a]lpyrimidin-4-ane
CHSHZTFNJOE



Recommended International
Nonproprietary Name (Latin, English}

Chemical Name or Description and Molecular Fermulae

ritiometanum
riliometan

rocastinum
rocastine

ronactololum
ronactolol

rufloxacinum
rufloxacin

sabeluzolum
sabeluzole

saterinonum
aterinone

savoxepinum
savoxepin

- sedecamycinum
sedacamycin

seganserinum
seganserin

seglitidum
seglitide

sequifenadinum
sequifenadine

sermorelinum
“ermorelin

sgrtaconazolum
sertaconazole
setiptilinum

setiptiline

sevitropii mesilas
sevitropium mesilate

siagosidum
siagoside

(methylidynetrithio)triacetic acid
CTH1°Ol83

{+)-2-[2-(dimethylamino)ethyl)-3,4-dihydro-4-methylpyride[3,2-]-1,4-0x-
azepine-5(2H)-thione
CiaHeN;08

{+)-4’-[2-hydroxy-3-{isopropylamino)prepoxy]-p-anisanilide
CaoHzeN2O4

9-fluoro-2,3-dihydro-10-{4-methyl-1-piperazinyl)-7-oxo-TH-pyridoi{1,2,3-de]-1,4-
benzothiazine-6-carboxylic acid
CH yFN3OyS

{ £ )-4-(2-benzothiazolylmethylamino)-a-[(p-fluorophenoxy)methyl}-1-
piperidineethanol
Co:HoeFN,O5

{1)-1,2-dihydro-5-[ p-[2-hydroxy-3-[4-{o-methoxyphenyl}-1-piperazinyl]-
propoxylphenyl]-6-methyl-2-oxonicotinonitrile
27! 1301 Ve

3-{cyclopentylmethyl)-2,3,4 5-tetrahydro-1H-dibenz[2,3:6,7]oxeping[4,5-d]-
azepine-7-carbonitrile
CayHy N O

(—¥N-[(15,2R,3E,5E,75,9E,11E,138,15R,19/)-7,13-dihydroxy-1,4,10,18-
tetramethyl-17,18-dioxo-16-oxabicyclo[13.2.2]nonadeca-3,5,9,11-tetraen-2-
yllpyruvamide 13-acetate

CZIH;,,NO,

3-[2-[4-[bis(p-fluorophenyl)melhylene]piperidinolethyl]-2-methyl-4+-
pyrido[1,2-alpyrimidin-4-one
C!IHEJ'FENEO

cyclo(N-methyl-i-alanyl-L-tyrosyl-o-tryptophyl-c-lysyl-i-valyl-.-phenyl-
alanyl)
CIIQHEIN.OT

a.a-di-o-tolyl-3-quinuclidinemethanol
C;:HzNO

growth hormone-releasing factor (human)-{1-29)-peptide amide
C!AleliNllodlS

(£)-1-[2.4-dichloro-f-[(7-chlorobenzo[b]thien-3-ylimethoxy]phenethyl]-
imidazole
GzoH,4ClI,N,OS

2.3.4 9-tetrahydro-2-methyl-1H-dibenzo[3,4:6,7Jcyclohepta{1,2-c]pyridine
C1IH 1IN

(£)-3e-[(8,11-dihydrodibenzo[b.e]thiepin-11-yi)oxy]-64,7 f-epoxy-B-methyl-
Tan,Sax-tropanium methanesulfonate
CrHuNO,S,

N-(IP-N-acetylneuraminosylgangliotetrasyljceramide, intramolecular ester
CTJH'H!N!O!D



Recommended international
Nonproprietary Name (Latin, Engtish)

Chemical Name or Descriptron and Molecular Formulae

sibutraminum
sibutramine

sizofiranum
sizotiran

somatorelinum
somatorelin

somatropinum
somatropin

spiraprilum
spirapril

talipexalum
talipexole

imeridonum
tameridone

temozolomidum
temozolomide

teniloxazinum
teniloxazine

tetronasinum
tetronasin

tiengxalolum
tienoxolol

tifuracum
tifurac

tigemonamum
tigemonam

tilisolotum
tilisolol

tilmicosinum

tilmicosin

tiospirenum
tiospirone

tipratimadum
tiprotimod

{+)-1-{p-chlorophenyl)-a-isobutyl-N, N-dimethylcyclobutanemethylamine
C7HuCIN

Schizophyllan or Poly[3—{O-p-o-glucopyranosyl-{1—3)-0-[B-o-
glucopyranosyi-{1-+8)]-0-p-o-glucopyranosyl-{1—3)-0-B-o-glucopyr-
anosyl)y—1]

(CE4HAOOZD) n

growth hormane-releasing factar {human)
CZI!HESINFZOHIS

growth hormone {human) or somalotropin (human)
CnnHulezszo:ma57

(B5)-7-({S}-N-[{S5)-1-carboxy-3-phenylpropyl]alanyl]-1,4-dithia-7- -
azaspiro[4,4]nonane-8-carboxylic acid, 1-ethyl ester
CZZHMNEOSSZ

6-ailyl-2-amino-5,6,7,8-letrahydro-4H-thiazclo[4,5-d]azepine
CWHHN:S

7-[2-(4-indol-3-ylpiperidino)ethyl]theophylline
CazH2eNe O,

3,4-dihydro-3-methyl-4-oxoimidazo[5,1-d]-as-tetrazine-B-carboxamide
C H N O,

4-hydroxy-3-(25)-2-{(15,28,6R)-2-[(1E)-3-hydroxy-2-[ (2R 3R 65)-tetrahydro-3-
methyl-6-[(1E,35}-3-[{2R, 35 5R)-tetrahydro-5-[(15}-1-methoxyethyl|-3-
methyl-2-furyl]-1-butenyl]-2H-pyran-2-yllpropenyl]-6-methylcyclohexyi]-
propionyl]-2(5H)-furanone

33 H54Ol

(+)-ethyl 2-[3-(tert-butylamino)-2-hydraxypropoxy]-5-(2-
thiophenecarboxamido)benzoate
C!1 HZINZOSS

7-[p-{methylthio)benzoyl]-5-benzoturanacetic acid
C1IH140-IS

[[[{(Z)-{2-amino-4-thiazoly|)[[(35)-1-hydroxy-2,2-dimethy|-4-0x0-
3-azetidinyllcarbamoyl]methylene]aminc]oxylacetic acid hydrogen sulfate
(ester)

C|2H15N50982

{ £)-4-[3-(tert-butylamino}-2-hydroxypropoxy]-2-methylisocarbostyril
C 17H24N203

4A-0-de{2,6-dideoxy-3-C-methyl-a-.-riba-hexapyranosyl)-20-deoxo-20-( cis-3,5-
dimethylptperidino)tylasin
CuHooN:04,

N-[4-[4-(1,2-benzisothiazol-3-y))-1-piperazinyl]butyl]-1, 1-cyclopenlanediacet-
imide
CZAHsthozs

2-[(3-carboxypropyljthio]-4-methy!-5-thiazoleacetic acid
C\GHIJNoisE

10



Recommended International
Nonproprietary Name {Latin, English)

Chemical Name or Description and Molecular Formulae

tomoglumidum
tomoglumide

lopiramatum
topiramate

torbafyllinum
torbafylline

trigevalolum
trigevolol

triptorelinum
triptorelin

ubenimexum
ubenimex

ulinastatinum
ulinastatin

urofollitropinum
urofollitropin

vadeocainum
vadocaine

vesnarinonum
vesnarinone

vinorelbinum
vinorelbine

zidovudinum
zidovudine

{ £)-4-(3,4-dimethylbenzamido)-N,N-dipentylglutaramic acid
CRlHSINQOI

2,3:4,5-di-C-isopropylidene-f-o-fructopyranose sulfamate
Cy2H, NG, S

7-(ethoxymethyl)-1-{5-hydroxy-5-methylhexyl)-3-methylxanthine
C'IIHZIN404

( £)-5-[2-[[2-hydroxy-3-[p-{2-methoxyethoxy)phenoxy]propylJamino]ethoxyi-
salicylamide
CZIH!IN=07

5-oxo-t-prolyl--histidyi-L-tryptophyl-L-seryl-.-tyrosyl-o-tryptophyl-L-leucyl -
arginyl-.-prolylglycinamide

a4’ 'az' V113

{(-)-N-[(25,3R)-3-amino-2-hydroxy-4-phenylbutyryl]-.-leucine
C1|Hch204

a glycoprotein of molecular weight about 67,000 isolated from human urine,
inhibiting mainly protealytic enzymes

a preparation of menopausal gonadotrophin extracted from human urine,
but possessing negligible luteinising hormone (LH) activity

{ £)-6'-methaxy-2-methyl-1-piperidinepropiono-2' 4-xyhdide
C1BH2IN202

1-{1,2,3,4-letrahydro-2-oxo-6-quinolyl)-4-veratroytpiperazine

CZZHZSN:IOI

3".4’-didehydrc-4’-deoxy-8’-norvincaleukoblastine
045H54 Ndol

3-azido-3'-deoxythymidine
C1GH13N=01



AMENDMENTS
TO PREVIOUS LISTS

WHO Chronicle, Supplement to Vol. 35, N. 5, 1984
International Nonproprietary Names (Rec. INN): List 21

p. 4 defibrotidum the description should be replaced by:

defibrotide Polydeoxyribonucleotides from bovine lung or other mammalian argans with
molecular weight between 15,000 and 30,000

p. 8 omaconazoium in the chemical name repiace “(E)” by "2}”
omoconazole

WHO Chronicle, Supplement to Vol. 18, N. 6, 1984
International Nonproprietary Names (Rec. INN): List 24

p. 1 ademetioninum the amendment in List 24 rec. is superseded and the chemical name should
ademetionine be replaced by:
{£)-5-{(A")-{(A*)-3-amino-3-carboxypropyllmethylsutionio]-5-deoxy-
adenosine hydroxide, inner salt

12
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