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1.4 BULOYALIR - T ATIAIREROTE L HEEHAOISH
1.4.1 A IBER

S - B LR 4 VA EONI RO S S BB L T B 00, BRI LD S0
YA WA BRI 5 S L RPELFTHTH Y (RSN TR I VA4S
PAFETA), MEREIREL L YR s G, FEOTIRE TR, SHHEHCERIA Y
B A N2 OHEEGOE 2 RIS 4 VA O - HEMRTELTRCTAH L v
HFROWEETT

BEROERE ST, SOV THATHH5 I LML LTS HBY, HCV, HIV,
HTLVIEMB G R Y BRRNE EET A0, L0450V 7 s 4 7ERiTa 23ka
ST OERTET A L LB FRREE (DT I A - TO—THRAT BT
Ty 2 APCRIBFILA Lz 37, BEROARENENET S 2 L L AEEOPMEE L
W, BE% 8 well striplo @Al & X L IBIMLT 2 REL AL (1), BEEoTi
Botkb oy 7y — - EEERZEEEUT VI v 2 AL ORI BB LSBT A 80T
MR S LN TH S (FHACRIILEIRT 6 » AP EEE) . BIEHEIZIXDNA 4
WA RNAYA WA - L PO AN ANEENLORT-PCROSKECHELRMT A0, 20
& 9 %8E T H PCR & RT-PCREUEA BRI #E b 72 O OBEE OIS RIS H - OFE R T2 Tw
2%,
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F1 Pltor P13 Ra1 R g, 0. BUCCAE, M. Faucruims, M, TIOIANS, A, Grone, Ad, Somvanm
1 Pi-tor P13 R4-2 M M Epop ), M.
1 P1- R4-3 M. hyortinis
Ft 713 nr M, syoviae
F1 Pra 23] M. genitatism, M. poeumoniae
F1 P11 r2 A, pldiawd!
F1 P R2 U, urealyticun
£ Piz R M. gatselpticem
£2 P2 RS S. et

F2 BREUALIMNYC D7 XVREHE

1.4.2 ®AATIXIRER

w4 377 X iEMollicutes#BIZB L, MHNICIET A Acholeplasma, Ureaplasma®? Spireplasma
LIFFERAOBROFRE 0, BOTPREERBHCERS Ty 9l s L, <
4379 XGOS FRBMIE T E AR RO LD L NE (REITIRI A
SEBIHLTYA 273 X% LY), B%6OBRE T, IMERFEMO 9 10% 41142
MASRE TR CRETRR, S OHfE) 20 7Y 4 APCRNEL M LA (82), &k
BERETT A1 L 70~ 7 5 8% 1 DORIGRCEAT L= NF T L v 7 APCRIET,
BAFRWD 9 MBI TEMTHERD 4 275 X 10 cfu/miOIREE T e & & 200
BLTwh,

1.4,3 IANZ - oA 7T XTERHRER

L LIco A N AR v 4 077 AR BT A Z L S WRETH B, B3 1imm
L AR L 2Rt WHHIO V'S f~— 70— 7 &80T B v 4 279 X<l
FE Iwell B, 2well B2 % 6 wel SN S TV D Y4 VA%, 7 well BICHIETRE
ERBANRAY A NABDT A WAOBHEFERLT0H, SOWHERTRBASGBOY Y
FTVy 2 APCRBER E roTwih, TTRRLAL I A WABERS YA 275 A~k
RN T I A T— - FO =T EGLYNF TV y 2 APCR/RT-PCRETH B, Mfit
BEEEE - 2y 77— - BISGRBRIIT A L0 LY RN TITH 5o ARIERE LN
Bl 4 W A B FBHE U A2AFEREE (HHVI-S, BKY, JCV, AdV, B19, HBV) & & skl
HRHAOREERTOBCBRBE OB Y 4 W ABBEORRCH VTV 2,
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A A F~ ¥ AL TwD S EFEERO—0Thh. T, MMM, METE 2y - e
IR RAT AA Ty P ERELLVROIE Y IR v &, (ERoBERGIEO
BEFEICHT D8 A B G CE vew, BRRIEEIT WSy 4 M ARAOBRECHE
BERTOY A MAMBOHEBEL LS PIIL, VAL LTEIT AL TEE
PREIEADECH B, TOBIIL, BP0 A4 W ARIES Y A A AREO B EY
AR L, YA NV HERREERNCE A By A M AT A T - R BRI LTE L
WIHECTH L,

WH OGO, FARERORME BT EHRE LA & o EIR E LT, B0
o AR - Y A TBVERE AR O B I - HERITIE Iy L M R BT Ay
A WAASE SRR L, A4 P ATHROUE, SIERISASEE EERTOYL v
AW A9 4 RS - BT ARALEN TV, SR TOBR TR, FHELLRA
FEHEYAHAL LTEBV, HHVE, BIOGMIEN S I, S dihipis i Tieeims o
BRI EER TR OMY OISR T & 2k, AL IIE 2 Twnd,

1.6 HbUKI

FATOHEA L S RESPNTE RS L T A L OB EHARAT 3 ERiE L T
&, LGRS L RN TV EEROBEE L BB L CEEER ORI RS
VERAH A LWL, EEICHIELA LS, “EM%ww4wx»w4zvaw&
7 & QWA L WA ¥ - B0 FM R OB A 7 B8 2 X ) REE I -
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Y22 FEL LTS DO F— 5 U,

SELR, TSR (ST) SUUE R OBEREMSIRA L v b7 — s B MEE

196

H1om RUNE
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Current Status and Issues of Biologicals
in Japanese Pharmacopedia
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Abstract

Because of recent changes in the therapeutic regimens for various diseases, the Japanese Phar-
macopoeia (JP) monographs have begun to include more biotechnological drugs and syuthetic
peptides. Insulin glargine and leuprorelin acetate have been listed in the latest version as the ninth
biotechnological drug substance and the sixth synthetic peptide drug, respectively. Meanwhile, state-
of-the-art science and technology, including NMR, capillary electrophoresis, and i vitro assay, have
been utilized for the quality conirol in the drug monographs. International harmonization is under-
way for some of the test methods, including electrophoresis and peptide mapping. Specifications in
some of the existing monographs will be partially revised, such as purity tests for human menopaus-
al gonadotropin and vasopressin. Glycan analysis and biological activity tests are being drafted by
industry-government-academia research gmhi:s. The next challenges in JP Biologicals will be adapt-
ing a quality-by-design approach to the JP monographs, and providing quality control for the mono-
clonal antibodies that are not listed in the JP monographs.
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BERBESTOESREEBL T, JPERICIRENE N TEESPERATF FOFHEIFHE R Tw
5, BTAUESEIEHCRIREHORETERABRERTHEA VRV VIIVF L, 6RHE
DEBRTFFTHH) =2~-70 L) VEREZ IR EINLTFETHS. BEIR, BEREETH
Fx ¥y —-ERKE NMR, RUSSEHBZAA LLRBELY, HLWERFS BV AL LI Rk
TETWA, $h, BERUERSATF Py 7EORECEG ZEBEREED, TEAEEREECRLE
RNV T VY ORERB R FEIRESOBSUE, RUHHERRERLEDERRRERVEES
HEIZ L2 EHERTEOREERPEA TS, SBROBEER, 7FUF4 -8 - 9L YT
BHEANLIEEG~OFE, B, FLIBEATWRWHEAEESOREEEFEL PO LI ITRL
T HTHSS.
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