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Mean plasma concentration (symbols) and predicted (line) versus time profile

of faropenem sodium following multiple oral doses.
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LB PER - BRI L CRFP 2 PU A7 MV & il
WL %A L, %2 Enterococcus faecalis % & Tolif
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0.96+0.46h, T.s; 0.76+0.14h, AUCo-2; 3.95+2.06
ug-h/mLo 300 mg BEEHEIZG5 DHE, Cuw 4.25%
1.58 ug/mL, Ta; 2.08%0.49h, Tis; 1.01%0.22 h,
AUCo-55; 9.75*4.63 ug-h/mL L FhES LT 5BY, F
72, BEBEMNCBT HEFICL L EEORNE, APUH
300 mg Z ERICHERG L7z &, Tuw i35 1R
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Table 2. Patients profiles

Dosage Adverse event
Case| Age Di . S it B.T. CRP
iagnosis everity | . Duration| Total 1
no. |Gender (C) |(mg/dL) | Puration lota symptoms severity ca.usa )
(days) | (g) relationship
83 37.2 4.7
1 M Laryngopharyngitis mild } ! 6 2.25 none
37.2 5.7"
85 36.4 0.3
2 F Laryngopharyngitis mild } ! 5 1.8 none
36.1
89 36.2| 0.6" abnormal neutrophils| mild none
3 M Pneumonia mild } ! 7 2.55 | abnormal lymphocyte | mild none
36.6 0.1 abnormal basophils | mild none
87 38.9 4.7 vomiting mild none
4 F Pneumonia mild } } 8 3.15 diarrhea mild | unknown
36.7 0.5 heartbum mild none
90 Acutely 38.1| 4.74*
5 M exacerbated chronic mild } } 4 1.35 none
bronchitis 36.7| 2.52%
L. 37.0 1.54%
86 Infection in .
6 . K mild } } 8 3.3 none
F bronchiectasis
37.0 0.11
- 36.4| 6.07"
7 87 Infection in 1d I ! 8 9.95
m . none
M bronchiectasis .
36.2 0.39
38.0 6.13*
84 Exacerbated
8 . . moderate | | } 6 2.1 none
F chronic bronchitis N
36.8 0.83
7 37.5 0.87*
9 M Pneumonia moderate | | } 7 2.25 none
37.0 1.5%
70 Respiratory tract infection due 37.7| 10.78*
10 F to late effects of old mild } } 7 2.85 none
pulmonary tuberculosis 36.5 | 17.58"
66 36.1| 2.57* injuries from falling
11 M Pneumonia mild } } 5 1.95 | (right eycbrow and | mild none
35.9| 0.86" right knee)
70 Secondary infection 35.9| 0.95%
12 F to chronic mild } } 4 1.5 none
respiratory disease 36.0 | 0.44
79 37.2| 6.12%
13 M Acute bronchitis moderate | | } 5 1.65 none
36.8 0.33
38.5 | 19.41%
80 . increased GOT mild probably
14 Pneumonia moderate | | } 6 2.1 . .
M . increased GPT mild | not related
37.5 | 22.44
71 36.7 0.63*
15 F Cystitis mild } } 4 1.5 none
36.8 0.68*
68 37.2 4.94%
16 M Pneumonia moderate | } 6 2.1 none
36.8 | 3.98"
38.2 | 17.88" i.ncreased GOT m?ld
17 68 Acute b hiti derat I ! 5 L8 increased GPT mild probably
cute bronchitis moderate .
M " ™ 36.8 | 10.25° increased ALP mild || not related
) ) increased BUN mild
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Escherichia
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coli V25§ 2 ABLH D MICs, 13 £ N Z 1 0.20 ug/mL,
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1 JE R B 0 MICs % B 2 2 A h i o L7235 R
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END, i ONEHEICBUT 2 BED S K T
DEGSE R L TRENEDE VR E Z 2 Shlz,

IvV. #& B
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FRPM 150 mg % 101 1$¢, 1 H 310, 4~8 H R i %
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L%ﬁ)éb\liiﬁbﬂﬁ‘é”@”? tcéﬁii ETH o 72, L?ﬁ‘
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R B MAETRED EAPE SN, 24 KHZIZIZ 16
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K TORRKRRECTHE SNNE L IZIZRKO D DT
% D f:o

WSS TIEARHAREEAME T LT Y, FIfERDS
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FRPM S EHEMR OFAITH 5 Z L Hh 5, BHEEICH
95 LIZNETH S5, FRPM 150 mg 1 H 3 %
5X, BEEONRHHIROBIED b PFE F TORYUE
WCHHT, DOoREROEHAIHETH L EEZ LN,
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A study on the pharmacokinetics and safety of faropenem sodium in elderly patients

Takaya Shiba", Akira Kajiki”?, Yasuko Harada®, Susumu Harada?,
Masaki Takamoto?, Mitsuhiro Miyazaki®, Masaru Koyama®”, Yosuke Yamada®,
Mamoru Senda”, Toshinobu Yamamoto”, Mikizo Suzuki®
and Yusuke Tanikawara®

VJikei University School of Medicine, Department of Internal Medicine, 3-25-8 Nishi—Shinbashi, Minato
—ku, Tokyo 105-8461, Japan

?National Omuta Hospital, Department of Internal Medicine

“Hitachi Ltd., Mito General Hospital, Department of Internal Medicine

“Tokyo Kyosai Hospital, Departments of Internal Medicine, Digestive System Diseases, and Respiratory
System Diseases

®Koseiin Medical Welfare Center, Department of Internal Medicine

®School of Medicine, Keio University

A new penem oral antibacterial agent, faropenem sodium, was orally administered to 17 elderly
hospitalized patients, whose ages averaged 78.4 years, with a confirmed infection at a dose of one tablet
(150 mg) 3 times a day for 4-8 consecutive days, as part of a postmarketing clinical trial. Changes in blood
concentration and its safety were studied and the following results below obtained.

1. Pharmacokinetic parameters

Pharmacokinetic parameters in elderly patients were Cp.x 1.0920.43 ug/mL, Tu.2.29+1.16 h, T 2.42+
3.09 h and AUC, 5.08+2.57 ug+h/mL. Compared to healthy adult volunteers, a low Cu. and extended Tuax
and T were found together with a trend toward slightly increased AUC_s.

2. Safety

Only 1 of the 17 patients experienced any side effects, symptoms of slight diarrhea. Slight abnormalities
in laboratory test results with a possible positive relationship to this drug included elevated GOT and GPT
in 1 patient and elevated GOT, GPT, ALP, and BUN in another. These changes were minimal in both cases.



