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), 1998 413 3.3% (HHTFE) TH Y, 6F[H
TO0.5%BP L Tw5s, —7F, BHEEROKE wiE
THIZ D TR, 1993 FE 289.4% (H #i%F 1),
1998 4£13 17.29 (BMEY)) ThHD, 7.8%HEML T
Vw3 (BIEE 1999, 2000 DATA BOOK), T4bb,
WHRERENL, 2ETkbTriEd, Efod
ETRILEVEMLTWEZEEZRLTWS, —F,
FREZ VTN TRBAMERICH B 2 L BRB LT
BY, BROHEMZEOHEINEEL 2HBMELDODH
ZZERERLTCVBZBDEEZOND, F1ICHIER
HEREZE DI~ OB HEEDHERE 2 7R T,

8.3 AXTHEINIA-EEROEATORX}
£5—

HAR TR S W EERK O TORFFED A b
101F, B2RERTEBYTHY, ZORFHEIL, ©
ThLbHAENTORGEEEZ2RKES EA>Tw3
(Scrip, Feb. 4, 98), Zhix, HED~>—4 v by =
7B, RO —7 v bO20%THB I LEEZ
3L, HRTORFGED 5 EH 25 iz Zhll EDFEDS
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% 2 BHATHFEINWEEROBNTORFTEDNA b 10 (FH), (AL : $million)

.. World Japan

Product/company Type/Indication Sales Sales
Lansoprozole/ Takeda PPI anti-ulcer 2,150 141.7
Ang II antag/hypertension 1,600 299.2

candesartan/Takeda immunosuppressant 1,450 133.9
tacrolimus/Fujisawa AChE-inhibitor/Alzheimer’s 1,250 94.5
donepezil/Eisai antidiabetic 1,150 236.2
troglitazone/Sankyo antibacterial 1,100 433.0
levofloxacin/Daiichi immunosuppressant 1,050 204.7
TAK-603/Takeda antidiabetic 950 299.2
rabeprazole/Eisai PPI-anti-ulcer 950 126.0
tamsuiosin/ Yamanouchi alpha-antag/BPH 900 354.3

#£ 3 1997 F£ IR EEE LR TR LA 25 BT HE
BB RS

o XERTE o
i H FRMSRE (og million) T UNRHL
(1) =AR— F1) v 585 6
2 73592 KIE 420 11
3) Va—7rv>r HH 379 5
(4) A»xoFv =3t 376 16
(5) ~VRY — 2zpyl 353 19
(6) HAF— ilpdy| 344 21
(N 2o Fav HH 265 24
@8 77>~ FV 260 25
x4 EIFERFERE

=4 B%% HmEd PO PI P1
RHEER 3 3 1 4 1
=4t 2 — 1 2 3
Wz BEE 3 2 1 5 6
T —¥ 2 1 1 2 —
s 3 1 2 2 —
BEES, 4 1 4 3 2
EEERENE 1 1 — — 2
oS3 1 1 — — 1
Fho SR 3 — 1 — 2
PR 1 — 1 1 —_
INEFEE S, — — 1 — 2
SREE — — — — 2
I AT RBIEE — — — — 1
ER A 1 — — — — 1
Ellfbz — — — 2 2

BREFERA T -V OREHKE, RRCTILTHETLTREX
TV B, [BERPEORRE L PHIRE] 99 FiR

ENATHRESNL TR Z 3SR EFEZON S, &
B, 1997 £ _EHADOKEEZERRERE EA7 25 @ H D
T, BHESZ OIS L EERIZFE 3 IRT
EBh, 8@mBEIESTWE, ZhdDIEdrd,
HAOHZEMRZEDOH I b ERWICERE T 2 BEISHA

8

(By Scrip Feb. 4, 1998)

% 5 Company Rankings by US Sales ($mill)

Rank Company US sales’ % change 9% of mkt
1 Merck & Co 7,174 +18 6.4
2 BMS 7,063 +20 6.3
3 Pfizer 6,882 +13 6.1
4  AstraZeneca 6,486 n/a? 5.8
5 J&J 6,156 +27 5.5
6 Glaxo Wellcome 6,015 +15 54
7 Lilly 5,119 +16 4.6
8 S-Plough 4,971 +16 4.4
9 W-Lambert 4,778 +34 4.3

10 AHP 4,607 +10 4.1
11 S Beecham 4,352 +15 3.9
12 Novartis 4,317 + 7 39
13 Abbott 3,409 0 3.0
14 TAP 2,872 +43 2.6
15 Amgen 2,734 +21 2.4
16  Searle 2,641 +89 2.4
17 Roche 2,442 + 7 2.2
18 P&U 2,107 +16 1.9
19 HMR 1,901 +17 1.7
20 Bayer 1,774 +20 n/a

'excludes mail order; ?Astra and Zeneca merger completed
in April 1999.
Scrip No. 2516, Feb. 23, 2000

BDTWBEIENRI hibhb,
8.4 RALEXDBATOMERERE
BERFEMmIcinZ ¢, BaEmS CHESED STy
ZEEMII, ARERICEDE, B4DEBVTH
D, HFEFLWLEBREEORE b LEY OREICE
> TEBY, SBROFKENPHRFIN S,
8.5 ¥ &
WMEERBRAOHEA, ZThIZE bk SBHNAREED
KIEEH»F K T, HROBEDOWH TOEEIL X
BIERKCR->TETWREELOND, £z, HA
DI5D—7y bVCEE D, 5fEODY—r v bIZ
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® 6 HATHREIWEEROKRT GBI

Product/Company Type/indication W’wide* Japan**
lansoprazole/ Takeda PPI anti-ulcer 35 26
NESP!/Kirin-Amgen anaemia 1.8 34
candesartan/Takeda ang Il antag/hypertension 1.7 38
S-4522/Shionogi? HMG CoA reductase inhib/hypolipaemic 1.68 80
tacrolimus/Fujisawa immunosuppressant 1.45 38
donepezil/Eisai AChE-inhib/Alzheimer’s 14 18
rabeprazole/Eisai PPI anti-ulcer 1.3 22
NK-104/Sankyo? HMG CoA reductase inhib/hypolipaemic 1.26 80
tamsulosin/Yamanouchi alpha-antagonist/ BPH 1.2 45
pioglitazone/Takeda oral antidiabetic 1.2 36
zenarestat/Fujisawa* aldose reductase inhib/diabetic complications 1.1 32
TAK-677/Takeda® oral antidiabetic 1 26
YM-992/Yamanouchi SSRI/depression 1 22

'novel erythropoiesis stimulating factor; 2licensed to AstraZeneca worldwide; 3licensed from Kowa/Nissan Chemical;
‘licensed to Warner-Lambert worldwide; ®licensed from Dainippon.

*: $billion, **: ¥billion

Scrip No. 2516, Feb. 23, 2000

Dr. K. Nakamura: Forecast by the Pharm Forum Institute

% 7 Product Ranking by 1999 US Sales ($mill)

Rank Product Company US sales 9% change
1 Prilosec AstraZeneca 3,538 +21
2 Lipitor W-Lambert/Pfizer 2,420 +57
3 Prozac Lilly 2,281 + 5
4 Prevacid TAP 2,030 +63(x1)
5 Epogen Amgen 1,831 +26 (% 2)
6 Zocor Merck & Co 1,720 +16
7 Zoloft Lilly 1,546 +11
8 Zyprexa Lilly 1,416 +34
9 Paxil S Beecham 1,375 +16
10 Claritin S-Plough 1,352 +18
11 Norvasc Pfizer 1,257 +16
12 Celebrex Searle/Pfizer 1,218 n/a
13 Augmentin S Beecham 1,160 +25
14 Procrit Ortho Biotech 1,147 +69
15 Glucophage BMS 1,109 +52
16 Risperdal Janssen 988 +31
17 Pravachol BMS 950 + 8(x3)
18 Premarin AHP 925 + 8
19 Cipro Bayer 907 +16
20 Neupogen Amgen 879 +12(%4)

Scrip No. 2516, Feb. 23, 2000
HE% %1, 770 %2, TAR— %3, ANO0F> x4, 7T

EHT B EE2EZED, WTHIZLTY, EEVX
FADERBLBERL T Z EIFEREVWS W, B
WERBETOERERE - FHROAF, FRFNOE - #1  PDA Letter Sept.-Dec. 1999

BTOEEZFIORELNIETH D LEZ LN, PDA/FDA Joint Conference, Bethesda, MD, USA, Sept.
27-30, 1999

ICH Website: www.ifpma.org/ichl.html
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FDA Website: www.fda.gov/cder/meeting.ich Jones, DL, Brailsford, A and Drocourt, J-L: US Phar-
PDA/FDA Joint Conference Bethesda, MD, USA, Sept. macopeia Forum 25: pp. 7626-7645
27-30, 1999 1SO14644-1 (1999), Classification of air cleanliness
ISO 12B9 ¥ 2 HAitEE: 1999 ££ 9 H ISO/TC198 o w >~ K Famulare JC: PDA/FDA Joint Conference, Sept. 27-29,
vEmER 1999

Molin O, Nilsson L, Ansehn S: Rapid detection of bacte- Schwemer WL: AAC Analysis & Advisory, Dec. 31, 1999
rial growth in blood cultures by bioluminescent assay Fry EM: PDA ] GMP Validation Jpn 1: 4, 1999

of bacterial ATP. J Clin Microbiol 18: 521-525, 1983 8131 Data Book 1999 3 & 0¥ 2000 (H AU T2k 2)

Current International Topics of GMP and Activities of Japanese
Pharmaceutical Companies in the World

Kunio KAWAMURA

Harmonization of GMP has been intensively discussed in ICH, and the result is expected to emerge by the end of
this year. Such kind of international harmonization is a pressing issue in the pharmaceutical industries, since the
development of technology sometimes causes de-harmonization of regulations in various counties and area.
Harmonization of regulations for pharmaceuticals have significance in deploying the worldwide research and
development of new pharmaceuticals effectively. According to the harmonization of regulations for pharmaceuti-
cals, activities of pharmaceutical industries have become rapidly global. In the area of quality control, “How to
establish specifications” has been discussed in Q6A, and “Skip test,” “Process control” and “Parametric release”
have reached to the agreement. These subjects were firstly discussed in the Joint Conference of Japan PDA and
Association of Japan Pharm. Sci. in 1997 in Japan. “Parametric Release” has a close relation with validation, or
it is a natural consequence of validation. It can be said, “Where there is Validation, there is Parametric Release.
It should not be limited to “Sterility Test”, but should be applied to all of other specifications to determine the
quality. As future issues of GMP in Japan, “Consultant” in ICH GMP Section 3(6), and FDA GMP Section 211-34
should be discussed in Japan, since there is no this section in Japan GMP. “Contract Manufacturing and Contract
Laboratory” should also be discussed in future in Japan, since the concept of “Contract” is very much limited in
the Japan GMP. “Complaint and Recall” should also be discussed from the view points of “Safety”, and results
should be informed to the world with sound basis of safety. GMP inspection system should also be discussed in
the world, after the agreement of written GMP. There seems to be significant differences in the written GMP, but
there seems to be much differences in the implementation of GMP between men to men, area to area, country to
country. Audit experiences of ISO 9000s show the importance of worldwide auditors’ training. CTD (Common
Technical Document), and various kinds of ISO Technical Requirements would have much influence to GMP. We
have to watch these discussions. Under these circumstances, pharmaceutical industries in Japan are now expanding
their activities from domestic to the world. Keywords: ICH, GMP, CTD, ship test, parametric release, ISO
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