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Baseline (minimum approach) approach
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mProcess Validation/Evaluation, Controls
s Manufacturing Description
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MHLW'’s Expectation to ICH

Comprehensive approach for quality management

Throughout the product life cycle
- From development to post-marketing

Includes;
- Risk management
- Technology transfer

- Change control, etc.
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Quality of substances for pharmaceutical use: The EDQM Certification
of Suitability to the EP monographs (CEP)

(S. Keitel KMo D FHRIE4L)

n BRNICHEITOREDEFZFIBICZIEIIDDFIENHD
1. REOHETLEFHRZI N THFEMITGEEH

2. RS IRAA—D74 )L (ASMF)DEFH

3. Certification of Suitablility to the EP monographs (CEP)

m CEPEASMFMDELY

CEP: EP&ZEmMmB DA, [RZE. HMNF|. ASMF: [RE
ASMF.ZEEGRREC LI, FE T L.
CEP:&ZEHFEL(XIMTI. EDQOMIZKAEFEER. BES
[FEURE R UEDQMEE & ($9604) . GMPERE

)lmt
S
F




Certificates Results 1.1

— — — F Certification

alanine".

D records matching wour search string:
liclke on the hwperlink{=) 1in colurmn®” Substance FMurmber” below to aobtain a more detailed
informm ati on on the substance monograph.

Issue date - Indicates date ofissue of the CTertificate number listed)!’

Twpe - The tvpe of certificate 12 giwven as TEE or Chermical or TDouble and indicates swhether a
certificate 15 concerned by TEE msk evaluation ("T2EET or evaluati on of chhermical and
microbiological qualitys (Chern ') or both ("TDouble'!
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Zubstance Issue
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[ i U i N et B I i [
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FE5E Sl anine B 1002125 E ew 00O 14/08/2005 W AT ITr Chemistrwy
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Ewowa Halcloo FE1-CEP 1999 _05<_

FE2 Fhenvlalanine Hogyoe o, T4 T Foew 01 2001 2/2007F R ATITr Chermistrss
100-2185 Tolcy o
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i Fexim A2 F EF12EFRP 1227-053- :
FToL=2 Al anine SOoAa00 BT E e O 27022007 AT ITr Chermistrw
AT AT ST EED
FE2 Fhenvyvlalanine O E 2283573 e e oy 11/0Z2/2008 W AT ITr Chermistrs
F.ew Q0
Frellstedt
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11 records matching vour search stning: " itraconazole”.

Cliclk on the hyperlink(s) in column" Substance Mumber" below to obtain a more detauled

information on the substance monograph.

Issue date - Indicates date of 1z5ue of the Certificate number listed.’

Type - The type of certificate 12 given as T2E or Chemical or Double andindicates whether a
certificate 15 concerned by TSE nisk evaluaton ('T3E" or evaluation of chemical and

microbiclogical quality ("Chem.") or both ("Thouble®!

Hew Search
substance : . Izzue
e Substance Certificate Holder Certificate Mumber Tiie Status Twpe
Choongwae
Pharma EO-CEFP 2003-03%- :
1235 Itraconazcle e R ew 00 12A10/2004 WATLID Chemistry
156-757 Zeoul
Itraconazcle Janssen
method 2 Pharmaceutica E1-CEF 2001-140- :
535 (alternative NV B 2340 R ew 00 111002007 WATLID Chemistry
swnthesiz)  Beerse
HMETLAND
LABOEATORIES
1335  Ttraconazele LIMITED IND S U e S rn R AT it
Eev 01
500016
Hyderabad
Hetero Drugs
Limited IND E0O-CEP 2005-289- .
i R, Ttraconarcle 5017313 Iledak Few 00 12/12/2008 VATLID Chemaistry
Dhstrict
Jatissen
Pharmaceutical ~ RO-CEP 2001-150- ML _
1235 Itraconazcle 1641142004 EY Chemistry
Ltd IEL County Eewv 01
HOLDEE
Cork
Sreenivasa
Pharma Private EO-CEP 2005-061- ;
1335 Itraconazcle Lirmited TND 500 R ew 00 101 2/2008 WALID Chemistry
028 Hyderabad
Mlatn=
TR25 Trraranaral o LAbOTatories RO-CEP 2005-26%- ooiqionng w7AT T (hern ot
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{alternatve
synthesis)

Liraconazole

Liraconazole

Liraconazole

Liraconazole

Liraconazaole

Liraconazcle

Method 1

Liraconazole

hethod 1

Liraconarole

MW E 2340

Eeerse

HNETL AT
LABOEATORIES
LINMITED IHND
00016
Hyvderabad

Hetero Drugs
Limited I
502313 Medalk
Dhrstrict
Jansszen

Fharmaceutical
Ltd IEL County
Clorle

Sreenivasa

Fharma Private
Lirmited I 500
035 Hyderabad

Mdlatris
Laboratories
Limited IND 500
00= Zecunderabad

Janszen

FPharm aceutica
MW E 2340
Eeerse
Janszen
Fharmaceutica
MW E 2340

Eeerse

Albemarle
Clorporation 1TS54
49090 South
Hawven

Cuimica Sintetica

R ew 00 1102007 WVALID Chetmnistry

EO-CEP 2003-220-

S 29/07/2008 VALID Chemistry
ROGEE 200-28 1or1 /2008 VALID Chemistry
ROCEP 2001190 1611112004 ey Chemistry
HOLDER
ROCEP 2005061 1011212008 VALID Chemistry
B 0 o Si07/a00R VAL Chemistry
R P o AT Chemistry
RI-CEP 1799092 9311012007 VALID Chemistry
RI1-CEP 1595-136- 4 0101/2008 VALID Chemistry

Eewv 02



" J
ERJMEDQMD R EBLEFEEE DO

m CEPOHE
? D?D : I\%TD’I‘%:‘:@?&% (RIZTSUREB)EE .EU. SIME WHFA).

GMPEZ W E(IZILLE
m CEPOE#H
35005, 6400MDRE. 2200 AMEEE. 760, E
900N EIEFT: BRI (41%) . 727 (38%) . 7 A)H(15%) . KT
F(4%) . FER-7I)HENFN1%
m CEPDOF =
—[E-AFIENT-BE. ASMFORE . KEDAHDUPDATE
n BUNER G (EP)D A&

ICH Q3A(RERMMAARSADERH, BHARETOLRAEHEET S,
RO ETOCANREEZ T-EUBRE LBIXEPAREEELAH D,

TR DEEE S U E R R R 1E R D55




= Jﬁé@%iﬁj TRARAEHALSA42(QLI)A~

—&m&%wwwﬁbﬁu L
n EEMMEATLQLO)DEE
—mBE AT LDIXRE
m EDQMIRE B SRR E BT
—ITIERA - EI 5 E HE D 47451




