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Cases evaluated for safety . 11,082

Cases excluded from evaluation : 270

Reasons Patients
No visit after initial consultation 171
Duplication 53
No request document 32
Age unknown 1
No collection of investigation card 12
Different formulations (fine granules) 1

Cases evaluated for efficacy . 9,449

Cases excluded from efficacy evaluation : 1,633

Reasons Patients
Insufficient observation 602
Off-label use or use in plural disease 567
No definite sign of infection 210
Effect of preceding chemotherapy 134
*Intermittent administration 84
Efficacy unevaluable 36

* . 1-day or more interval

Fig. 1. Case distribution.
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Table 1. Patient safety profiles
Characteristics Cases (%) Characteristics Cases (%)
Gender male 4,875 (44.0) || Diagnosis folliculitis 150 ( 1.4)
female 6,207 (56.0) furuncle, etc. ' 254 ( 2.3)
Age (year) <16 422 ( 3.8) impetigo contagiosa 70 ( 0.6)
16=-<30 2,062 (18.6) erysipelas, etc.” 446 ( 4.0)
30=-<50 3.092 (27.9) subcutaneous abscess, ete. 551 ( 5.0)
50=-<65 2,555 (23.1) mastadenitis 84 (0.8)
65=-<75 1,698 (15.3) perianal abscess 75 (0.7
75< 1,253 (11.3) superficial secondary 485 ( 4.4)
_;{e—z;nstSD 48.7+20.3 year_“ infection, etc. *
median 49 year pharyngolaryngitis, etc. 2,336 (21.1)
range 3-103 year acute bronchitis 1,611 (14.5)
In/Outpatient in 1,449 (13.1) pneumonia 402 ( 3.6)
out 9,390 (84.7) pyelonephritis 245 ( 2.2)
in-out 243 ( 2.2) cystitis 1,827 (16.5)
Type of disease acute 9,273 (83.8) gonorrheal urethritis 85 (0.8
chronic 598 ( 5.4) uterine adnexitis 97 (0.9
advance stage in 1,195 (10.8) intrauterine infection 119 (1.1
chronicity bartholinitis 117 ( 1.1
unknown 16 blepharitis 69 ( 0.6)
Severity mild 4,450 (40.2) hordeolum 230 ( 2.1)
moderate 6,204 (56.1) tarsadenitis 53 ( 0.5)
scvere 412 ( 3.7) otitis externa 144 ( 1.3)
unknown 16 otitis media 558 ( 5.0)
Underlying disease absent 6,752 (61.0) sinusitis 324 (2.9
and/or complications | present 4,323 (39.0) periodontitis 194 ( 1.8)
Eunknown 7 pericoronitis 55 ( 0.5)
Allergy absent 10,110 (94.2) jaw inflammation 178 ( 1.6)
present 623 ( 5.8) others 455 ( 4.1
unknown 349 Largest daily 250 256 ( 2.3)
Hepatic disorders absent 5,641 (90.1) || dose (mg) 251299 0 0
mild 504 ( 8.0) 300 10,354 (93.4)
moderate 98 ( 1.6) 301349 0o 0
severe 21 (0.3 350-600 472 ( 4.3)
unknown 4,818 601- 0oC 0
Renal disorders absent 5,832 (94.4) ;T;EE;HS +SD ) 308.1+56.9 m‘g"
mild 270 ( 4.4) median 300 mg
moderate 35 (0.6) range 100600 mg
severe 37 ( 0.6) || Duration of 3 637 ( 5.7)
unknown 4,908 || administration | 4 7 5,675 (51.2)
Time of after meal 10,907 (98.4) || 'days from 814 3651 (32.9)
administration before meal 71 (0.6 | Mitationto 1521 768 ( 6.9)
adverse
between meals 65 ( 0.6) reaction onset) 22~ i I 351 (3.2)
others 38 (0.3 means +SD 8.4 + 6.4 days
unknown 1 median 7 days
Largest daily 1 1 (0.0 range 1-169 days
number of 2 258 ( 2.3) || Concomitant absent 2,737 (24.7)
administrations 3 10.773 (97.2) | drugs present 8,345 (75.3)
=4 49 ( 0.4) || Concomitant absent 8,672 (78.3)
unknown 1 therapy present 2,410 (21.7)

"furuncule, etc.: furunculosis, furuncle, carbuncle

*erysipelas, etc.: erysipelas, phlegmon, lymphangitis, felon, paronychia

*subcutaneous abscess, etc.: subcutaneous abscess, hidradenitis, infective atheroma, pyoderma chronica

“Superficial secondary infection.: superficial secondary infection of injury and operative wound

" pharyngolaryngitis, etc.: pharyngitis and laryngitis, tonsillitis
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Table 2-1. Adverse reactions
Investigated period Up to . 6 y.ear'
investigation Total

Item approval after approval

No. of investigated institutions 264 2,435 2,654

No. of cases investigated 2,633 11,082 13,715

No. of patients with adverse reactions 230 124 354

No. of adverse reaction cases 321 188 509

*Incidence of adverse reactions (%) 8.74 1.12 2.58

Types of adverse reaction No. of adverse reaction cases (%)

Skin and appendages disorders 18 (0.68) 13 (0.12) 31 (0.23)
perianal itching 0 1 (0.01) 1 (0.01)
eczema _ 0 _“1 (0.01) 1 (0.01)
urticaria 2 (0.08) 1 (0.01) 3 (0.02)
pruritus 2 (0.08) 0 2 (O.(-)ili)"i
exanthema 13 (0.49) d“6 (0.05) 19 (0. 14)h>
facial eruption » o 1"(_(;:01) “1 (0.01)
toxicoderma _ 1 (0.04) 1 (0.01) o 2 (;)».E(—)—l-)_“
eruption o 0 2“(-(;.-62) ----- 2 (0.01)

Central and peripheral nervous system disorders 2 (0.08) 1 (0.01) 3 (0.02)
light-headedness 2 (0.08) 1 (0.01) 3 (0.02)

Psychiatric disorders 1 (0.04) 0 1 (0.01)
**sleepiness 1 (0.04) 0 1 (0.01)

Gastrointestinal system disorders 67 (2.54) 43 (0.39) 110 (0.80)
nausea 5 (0.19) 7 (0.06) 12 (0.09)
vomiting L 00 | 1 (0.01)" _ 2 (0.01)
**angular stomatitis 0 1 (0.01) 1 1 (0. 0-1-)”7
diarrhea 30 (1.14) 23 (0.21) 53 (0.379;0
loose stools 10 (0.38) 3 (0.03) 13 (0.09)"
stomatitis 5 (0.19) 2 (0.02) - 7 (0.05)
heavy stomach 2 (0.08) 2 (0.02) 4 (0_._(_);)_“
heartburn 1 (0.04) 0 1 (0.01)
anorexia 3 (0.11) 1 (0.014;" 4 (0.03)
abdominal pain 5 (0.19) 5 (0.05) 17(;“(‘0“._(")—77)”7
stomach discomfort - 11 (0.42) A 4 (0.04) 15 (0.11)
lower abdominal pain 1 (0.04-1) B 1 (0.01) 2 (0.01) -
constipation 2 (0.08) 0 N - 2 (0.01)
epigastric pain 1 (0.04) -2 (0.02) 3 (0.02) _
**gingivitis o 1 (0.01) 1 (0.01)
discolored feces 1 (0.04) 0 1 (0.01)

Liver and biliary system disorders 90 (3.42) 56 (0.51) 146 (1.06)
**increased LAP 1 (0.04) 0 1 (0.01)
hepatic function disorder 0 3 (0.03) - 3 ((;.>6-2-)-_-

*Incidence of adverse reactions (%) = No. of patients with adverse reactions/No. of cases investigated x 100

**unexpected from package insert precautions



VOL.49 NO.8 Cefdinir o i W # i A BT 505
Table 2-2.  Adverse reactions
\Investigated period Up to ' 6 yAearA
investigation Total
Item approval after approval
hepatic damage 0 1 (0.0D) 1 (0.01)
increased AST (GOT) 54 (2.05) 35 (0.32) 89 (0.65)
777777777 iirilcreased AL';T&PT) - - 7 77 (2.92) 49 (0.44) - 126 (0.92)
-------- igl;reased bi]irub;;lﬁ - N 2 (0.08) 1 (0.01) 3 (0.02)
© “urobilinogen 0 1 .01 1 (0.0
- **increased Y"GTPH __________ 4 (0.15) 1 (0.01) 5 (0.04)
Metabolic and nutritional disorders 14 (0.53) 11 (0.10) 25 (0.18)
increased Al-P 12 (0.46) 11 (0.10) 23 (0.17)
_______ **incr;i-s:?(-:l LDH _ - 1 (0.04) o 0 1 (0.01)
**urine su;ar positive - o 1 (0.04) 0 h 1 (0.01)
Red blood cell disorders 3 (0.11) 2 (0.02) 5 (0.04)
**decreased RBC 3 (0.11) 2 (0.02) 5 (0.04)
7 **decreased hematoc;i_tA -------- - 3 (0.11) 2 (6:52) 5 (0.04)
o Vr'iti;eicir;aased hemaoglobin 3 (0.11) 2 (0.02) 5 (0.04)
White cell and res disorders 44 (1.67) 3 (0.03) 47 (0.34)
neutropenia 1 (0.04) 0 1 (0.01)
777777777 ;)‘s“i;;);};;l‘i-a 40 (1.52) 1 (0.01) 41 (0.30)
leucopenia 3 (0.11) 2 (0.02) 5 (0.04)
- **lymphocytosis 1 (0.04) 0 1 (0.01)
Platelet, bleeding and clotting disorders 1 (0.04) 0 1 (0.01)
**prolonged prothrombin time 1 (0.04) 0 1 (0.01)
Urinary system disorders 9 (0.34) 6 (0.05) 15 (0.11)
**increased serum creatinine 1 (0.04) 0 1 (0.01)
**urinary protein positive 7 2 (0.08) 0 2 (0.01)
**urinary sediment positive 7 3 (0.11) 0 3 (0.02)
© urinaryeasts 0 1 (.00 1 .01
“increased urine WBC 0 1 (0.01) 1 (0.01)
increas;e_(i—};-IJN - 4 (0.15) 4 (0.04) 8 (0.06)
Body as a whole - general disorders 4 (0.15) 3 (0.03) 7 (0.05)
rigors 0 1 (0.01) 1 (0.01)
________ faceedema ) 0 1 (.00 1 (.00
chest press_l;;e““ - 2 (0. 08-)— 0 2 (0.01)
dull headache - 2 (0.08) 0 2 (0.01)
fever 1;0 04) 0 1 (0.01)
**generalized fatigability 1 (0.04) 1 (0.01) 2 (0.01)
Resistance mechanism disorders 0 1 (0.01) 1 (0.01)
super infection 0 1 (0.01) 1 (0.01)

*

*unexpected from package insert precautions
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Table 3. Stratified analysis of clinical safety
Adverse
Total reactions
Characteristics Statistical analysis
cases no. of rate
cases (%)
Gender male 4,875 56 1.15 N.S.
female 6,207 68 1.10 Fis: P=0.786
Age (year) <16 422 3 0.71
16=-<30 2,062 21 1.02
30=-<50 3,092 37 1.20 N.S.
50=-<65 2,555 30 1.17 x test: P=0.957
65=-<175 1,698 19 1.12
75= 1,253 14 1.12
In/Outpatient in 1,449 36 2.48 ¥ test: P=0.000"""
out 9,390 80 0.85 Tukey multiple comparison:
in-out 243 8 3.29 [in]. [in-out]>[out]™*
Type of disease acute 9,273 104 1.12
chronic 598 8 1.34 N.S.
advance stage in 1,195 11 0.92 ¥’ test: P=0.710
chronicity
Severity mild 4,450 46 1.03 ¥’ test: P=0.035"
moderate 6,204 68 1.10 Tukey multiple comparison:
severe 412 10 2.43 [severe| >[moderate|,[mild]*
Underlying absent 6,752 54 0.80
disease and/or present 4,323 70 1.62 Fis: P=0.000"**
complications
Allergy absent 10,110 111 1.10 N.S.
present 623 10 1.61 Fis: P=0.238
Hepati bsent 5,641 76 1.35
cpatie absen Fis: P=0.008"*
disorders present 623 18 2.89
Renal absent 5,832 83 1.42 N.S.
disorders present 342 9 2.63 Fis: P=0.100
Time of after meal 10,907 123 1.13
administration before meal 71 0 0 N.S.
between meals 65 1 1.54 x> test: P=0.719
others 38 0 0
No. of daily 1 1 0 0
administration 2 258 1 0.39 N.S.
3 10,773 123 1.14 ¥ test: P=0.601
=4 49 0 0
Largest =250 256 2 0.78 N.S
daily dose (mg) 300 10,354 117 1.13 ) o
X test: P=0.865
350=~=600 472 5 1.06
Concomitant absent 2,737 24 0.88 N.S.
drugs present 8,345 100 1.20 Fis: P=0.175
Concomitant absent 8,672 97 1.12 N.S.
therapy present 2,410 27 1.12 Fis: P=1.000
Fis: Fisher’s exact probability test
***P<0.001, *"P<0.01, *P<0.05
IRELRBEE Lo 2 WITEHIE 2,951 B 33 61 W#?&onwﬁsﬁﬂ%?um&& I1 300 mg
(1.12%) 12 54 fFb S A B A BUE L2 350 VB S e, I 5 -yov) 7.
TE5 A OHER & ORIZEITED SN h o Tf*:;%ﬁ# WAL 623 BT S
(Table 7)o 54 fEOHIE X AST (GOT) L5 14 1, Wtery 11 il 308.3 mg, PN I 8.8 H

ALT (GPT) k

14 fr T,

WD EE F 2ol

T, NFHEGE IS

m I&'\ 1/

VR s 1 g n

308.1 mg,
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Table 4. Incidence of adverse reactions by stratified analysis of cases excluding symptoms caused, by other factors than treatment of

cefdinir
Adverse reactions
Total Statistical analysis
Factor rate )
cases no. of cases %) x —test
0
in 1,449 8 0.55
, . N.S.
In/Outpatient out 9,390 46 0.49
P=0.271
in—out 243 3 1.23
mild 4,450 20 0.45
) N.S.
Severity moderate 6,204 37 0.60
P=0.191
severe 412 0 0.00
Underlying absent 6,752 30 0.44 N.S
disease and/or o
complications present 4,323 27 0.62 P=0.221
Hepatic absent 5,641 34 0.60 N.S.
disorders present 623 7 1.12 P=0.182

Skin and appendages

disorders 100% (13/18)

Gastrointestinal system

o (
disorders 9.4% (5/53)

90.6% (48/53)

Liver anq biliary system 85.7% (78/91) 14.3% (13/91)
disorders

Metabolic and nutritional

disorders 72.7% (8/11) 27.3% (3/11)
Others* 95.0% (19/20) 5.0% (1/20)
Total 88.3% (166/188) 11.7% (22/188)

1 1 1 I | 1 1 1 1
0% 10% 20% 30% 40% 50% 60% 70% 80% 90% 100%

O mild
B moderate

#] case of central and peripheral nervous system disorders, 6 cases of red blood cell disorders, 3
cases of white cell and res disorders, 6 cases of urinary syitcm disorders, 3 cases of body as a
whole-general disorders, and 1 case of resistance mechanism disorders

Fig. 2. Severity of adverse reactions.

PRI 8.4 11) L OBIZKERME T RD -7 BT vboo, FEEEFLRE CFYRa1H
IV L 623 B 18 B (2.89%) 12 31 TR RITEH 23 h%' 308.3mg, ‘TIMHINHM 84 ) LOMIZHL
s SN 7z 31 fEofENE ALT (GPT) 15 11 fF, VLo 7z, BITEANE 342 Bl 9 B (2.63%) 12 17
AST (GOT) L5 91k, Al-P L5 31, %% 2k & ﬂm%bfm‘ A3, BREERE I RE ORI B L o
L, F#iI, y—GTP L.5h, WffEEKHE%, BUN L5, 4 ICEE#Ro S5 kd o7 (Table8). 17 {0 EIEIX
B E 1 ThH- 720 AST (GOT) b4 71k, ALT (GPT) L4 6ff7% & T
e Ifﬁfl,%:{m“ W, 342 st TR EET 23T ERETH - 72,
0, RSO R P TR AN E AL S 7230 3. Axhtk

H”’EEJuJuuTZ»J:’M&EJ il _aﬁk’snfux 1) s BB AR 4
A, ZAUS RN E L A o e 1 H A7 N PE AT 0 G i ) 9, 449 B BT B o # B o

294.6 mg, “VIMEAIHINIZ 9.9 11T, heei 114K l}"k’f BRIRANH % Table 9 12/ L7z 1ZE A LEDKBIZHENT
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Table 5. Interval between onset and recovery or remission of adverse reactions
No. of cases Days Shortest Longest
interval interval
Item 0 1 -3 -7 -14 15— Total (days) (days)
Skin and appendages disorders 0 0 4 5 4 0 13 2 14
Gastrointestinal t
'as rointestinal system 0 6 19 16 s 9 51 1 31
disorders
Li d bili t
tver and briary system 0 0 5 10 19 36 70 2 102
disorders
Metabolic and nutritional
. 0 0 0 2 2 4 8 4 32
disorders
Others 0 2 0 1 2 3 8 1 58
Total 0 8 28 34 35 45 150 1 102
(cumulative %) (5.3) (24.0) (46.7) (70.0) (100)
Table 6. AST (GOT), ALT (GPT). and Al-P transition in cases of severity grated moderate
Value
Case Parameters
pretreatment during or after treatment follow—up
day 8 day 14
1 AST (GOT) 40 104 59
Al-P 1,744 2,018 1,693
day 23 day 57
2 AST (GOT) 21 61 22
ALT (GPT) 29 102 33
day 5 day 22
3 AST (GOT) 20 52 9
ALT (GPT) 13 151 7
Al-P 8.5 44.1 14.4
day 8 day 36
4 AST (GOT) 25 208 14
Al-P 9.3 41.4 12.6
day 3 day 10
5 AST (GOT) 17 68 21
ALT (GPT) 28 141 40
day 15 day 47
6 AST (GOT) 34 70 38
ALT (GPT) 42 97 44
day 30 day 81
7 AST (GOT) 39 62 38
ALT (GPT) 53 102 45
day 9 day 22
8 AST (GOT) 25 32 111
ALT (GPT) 20 40 285
Table 7. Incidence of adverse reactions in elderly (65 and over) Table 8. Comparison of incidence of adverse reactions between
and nonelderly (under 65) patients with and without renal disorders
Adverse reactions Statistical Adverse reactions Statistical
A Total Ivsi Renal Total Ivsi
ge rate analysis disord rate analysis
€a8€S 1 no. of cases (%) Fisher’s exact test 1sorder | €ases | no. of cases (%) Fisher’s exact test
65= | 2,951 33 1.12 without | 5,832 83 1.42
’ P=1.000 ’ P=0.10
<65 | 8,131 91 1.12 with 342 9 2.63 0
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Table 9. Clinical efficacy by diagnosis
- T "
. . . Remarkably | moderately Slightly Efficacy
Infection Diagnosis improved improved improved Unchanged | Aggravated | Total %)
folliculitis 69 57 10 2 0 p
(50.0%) | (41.3%) (7.2%) (1.4%) (0%) 138 | 91.3%
2 ; .
5 furunculosis, furuncle, carbuncle / 137, 90, 13/ 2 1 943 93.4%
< (56.4%) (37.0%) (5.3%) (0.8%) (0.4%)
=
b7 impetigo contagiosa 44 17 1 2 0 64 95. 39
g (68.8%) (26.6%) (1.6%) (3.1%) (0%) e
w
g erysi;')e.las, phlegmon, . 180 183 32 7 2 404 89.9%
2 lymphangitis, felon, paronychia (44.6%) (45.3%) (7.9%) (1.7%) (0.5%)
& subcutaneous abscess
2 . . o 222 267 28 6 3 9
hidradenitis, infective 42.2%) | (50.8%) | (5.3%) (1.1%) (0.6%) | P2 | 93:0%
atheroma, pyodema chronica
mastadenitis 24 50 2 0 0 o
(31.6%) | (65.8%) | (2.6%) (0%) (0%) | 97.4%
= .
S perianal abscess 23 43 5 1 0 0
2 (3L.9%) | (59.7%) | (6.9%) (1.4%) (0%) 2| 9LT%
i superficial secondary infection 92 123 20 5 0 240 89. 6%
of injury and operative wound (38.3%) (51.3%) (8.3%) (2.1%) (0%) o
pharyngolaryngitis, tonsilitis 727 1,148 151 32 5 )
;) (35.2%) | (55.6%) (7.3%) (1.6%) (0.27) | 2083 | 90.9%
=}
gy
© 2 acute bronchitis 440 815 118 37 10
= 9,
25 (81.0%) | (57.4%) | (8.3%) (2.6%) (0.77) | L420 | 88.4%
Q
2 :
pneumonia 127 178 38 17 9 P
(34.4%) | (48.2%) | (10.3%) (4.6%) 2.4%) | 569 | 827%
pyelonephritis 104 82 15 8 0 o
3 (49.8%) | (39.2%) | (1.2%) (3.8%) (0%) 209 | 89.0%
o
‘; cystitis 938 599 97 52 5 o
g (55.5%) | (35.4%) | (5.1%) (3.1%) (0.37%) | 16O | 90.9%
5 gonorrheal urethritis 54 21 0 0 0 0
(12.0%) | (28.0%) (0%) (0%) (0%) 75| 100.0%
uterine adnexitis 16 52 6 1 0 0
g (21.3%) | (69.3%) | (8.0%) (1.3%) (0%) | 90.7%
=] . o . .
2 intrauterine infection 34 58 4 1 1 .
§ (34.7%) (59.2%) (4.1%) (1.0%) (1.0%) 98 93.9%
>
&) bartholinits 36 53 5 4 0 o
36.7%) | (54.1%) | (5.1%) (4.1%) 0%) 9% | 90.8%
blepharitis 7 49 4 1 0 0
9 (11.5%) (80.3%) (6.6%) (1.6%) (0%) 61 91.8%
£
= hordeolum 65 119 20 3 0
2] 9
§ (31.4%) (57.5%) (9.7%) (1.4%) (0%) 207 | 88.9%
& tarsadenitis 15 28 1 0 0 w | 97.7%
(34.1%) (63.6%) (2.3%) (0%) (0%) S
otitis externa 52 62 14 1 0 o
) 40.3%) | 48.1%) | (10.9%) | (0.8%) (0%) 129 | 88.4%
< . .
s otitis media 143 268 59 26 2 o
2 28.7%) | (53.8%) | (L8%) | (5.2%) (0.47%) | 498 | 82:5%
Q
S o
o sinusitis 7 149 39 7 0 o
(98.3%) | (54.8%) | (14.3%) | (2.6%) 0% | ¥T? | 8317
—_ periodontitis 70 93 12 3 0 0
g 39.3%) | (2.2%) | (6.1%) (1.3%) (0%) 178 | 91.6%
B
=] pericoronitis 16 24 3 0 0 s
wn
- 87.2%) | (655.8%) | (1.0%) (0%) (0%) 48| 93.0%
s
= . .
3 jaw inflammation 58 86 12 0 0 o
= $7.2%) | (65.1%) | (1.1%) (0%) (0%) 156 | 92.3%
3,770 4,714 709 218 38 0
Total (39.9%) (49.9%) (7.5%) (2.3%) (0.4%) | 49| 89.8%

*Efficacy (%) = ([remarkably improved] + [moderately improved]) /No. of cases X 100
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90% L L ORI S, IS AT 8% 2 5 L
7oRige, hH %, RlRERIZBWTLENEFNR 82.7%,
82.5%, 83.1% TH -1

2)  WiHEHE

ARG R A, R A R L R M A D3
Bt S N FAER) F 73 GE L7272 O BRIRATERINT & 77 o
ToREGI 2 R E U CRIHIE 2 M L7z WA
AP SRR &S [ S-S e m bR /
(P 5 MR AR E) 1 x100% & L CHM L 7- (Table
10),

100 #RDL FAR Sz i, o7 Mo sk, Jak 7
PRk, L oHERRE, KGR, 7L 7217/ TH
LH, TNHORHRIZENEN 96.5%, 94.1%, 96.3
%, 98.3%,95.4% TdH 72 TDOMOHIZ BT L 85.7
~100.0% D RFEE R L7z,

e H TR A0 LS R 9 B o0 T e 38 & Table 111278 L
Too Wt 7 N BRI ORIL RO F 2o 7oL, TFE (W)
R, Eonl, (BYVERGIE, JhEL X o KA LI
BB, RTEMETURIE S, WIS &, AR %, %
THH, INHOREONKFIL 93.8~100.0% TH -
Too F 7o, MHMEEZ AR ECTRINE & SN T K Ek
W, fEBRTEL W ERH, L o ERRE oM SKIRE N2
11.96.1%, 94.9%, 96.9% T, AMEAAE KL TIEMi%
Bll, 17V o HH, 7L 72 5m0MlERIE
94.1%, 100.0%, 100.0%, T LERB L OER % TIE
KR OHERFIT TN 98.2% Th -7z,

4. EMEM AW GEEIER)
T o 5 SRR A 11, 082 B2 35T f A Ze il AE
RO LN Ao 72h%, AR XN EIEN H 38 el

E LT 124 B 198 FF D B IEIERI A AR A L b L&
S (FESRASHGERE D o B AulEINE, KM -
i ) 2 i 5B 53 rF%ﬁixff—TyX-”

JEEL S (172 &), AT 20 11 (A1
ImPE KNI % 5 117 &), WG g 5 Bk
VL I e i 13 11 (il NG > 9 147
MR 12 15 CHUR BRI A 10 7 &)

a7 16},
PE XKW % 6 11,
13, I/ -
&)y IHEk -

T&)’J f:c
. £ =
AFNE, KGEREE ToJERIA R B X OIA SRR 1R

N5, RO & 2 2 I YE 0 R S 1k
LCHWIIE 2132 2 &0 s, A5 $ To gy
ui&tiﬂﬂﬂwxﬁa%%m+r7lzv%kmu}&itﬁ“”f
Al JE il U 72 i B 6 AF W o0 i AR Wi & 0 Al oo i e
PR UARGERT & WSS AT PSR S 7z, FRIoA
RO BILH LD S HINMEGEIZE, W%, SRR X4k,
e, B MRS S ST A AT AL F R E 1 90.9
% (K i 93.9%), 90.9% (82.9%), 88.4% (81.2
%), 825% (11.7%), 93.0% (85.0%) TdH Y, ¢
NOFHEL D KEH O FIILK L TS %> Tuhn s
EDVHIHIL 720 SH0 YR ERTH S 007 7 Ek
W, 257 PR, L oS ERIE, AW, 2L T
I I DT RHFILZNZEN 96.5%, 94.1%, 96.3%, 98.3
%, 95.4% L WITNH PR TH 720

ARIPTIET— 5 240 L7225, FRld e LTl
TR IR — N4 5 2 Z D& B TlX, CFDN ©
FEISRFEDIT & A LBV TUREIE & L~ o 2
RSN Do T2
FEAE MR AY ISR & 72 > T B PRSP AR IZ B0
TOWMEINZH Y, 1K 5~6 40> 4 B 17 i
HZ L D L, PRSP D412 40% (23T 5 2 &9
I Twad, o, BSOS VT 1995
+u%mw4i R OB PE o LR Y T PRSP
DEERE XML TBY, okl 7 = 283
CFDN&'Wﬁ-hLHOHKPﬁmebiLaw7~

U HEMERE 14 18, R 2 B0 6 1 I =, RSB B ENE BRI 1.12% TH D,
g - ARAERBEE 36 1 (MFREE 13 71, NFHRE 1:mﬂ W E o B T ld AST (GOT) L% - ALT (GPT)
nl), RN ELRESE (TF T TFI— Fo e E ORI - AT REE (0.51%), FHiZe & il
Table 10. Bacteriological effects
Isolated organisms Elimination* Isolated organisms Elimination*
S. aureus 416/431 (96.5) N. gonorrhoeae 48/ 49 (98.0)
S. epidermidis 177/188 (94.1) M. catarrhalis 11/ 11 (100

Coagulase negative
Staphylococei except 95/ 98 (96.9)

S. epidemidis

E. coli 745/758 (98.3)

S. pyogenes 55/ 57 (96.5) Klebsiella spp. 104/109 (95.4)
S. pneumoniae 89/ 91 (97.8) P. mirabilis 32/ 32 (100)
Streptococcus spp. 260/270 (96.3) Providencia spp. 6/ 7 (85.7)
Peptostreptococcus spp. 14/ 16 (87.5) H. influenzae 94/ 96 (97.9)
Propionibacterium spp. 2/ 2 (100)

*Elimination (%)

=No. of eliminated strains/No. of isolated strains x 100
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Table 11-1. Bacteriological effects in diagnosis
. . . . . Urinary .
Infection Skin and skin structure Surgical Respiratory tract tract Urinary
rac
o 4 z 5
~ g o o4 @ "g é .2 0
2 3 ® g |2 2 g | £ % z k= p=
] 2 S ‘1)» = B o g ) S =} = ®
= - = o 4= . ) < 2 -E o =] =] "g- =
Isolated organisms 3 < 8 = ] < = ~ 3| 2 2 g Q g=
= & g g, =R 2 IS R & © = 2 g 2
& 2 s @ 8 o g 8 B g 8 <3 = o
5 7} o i g 5 5 o 3 & 2
A g* o 2 &, g, s ©
E : | %
11/11 | 39/39 | 13/13 | 34/36 | 51/51 8/8 21/22 | 49/51 | 16/16 | 9/10 ) 19/20
S. aureus 2/2 4/4
(100) | (100) (100) | (94.4) | (100) (100) (95.5) | (96.1) | (100) | (90.0) (95.0)
9/9 6/6 11/11 | 53/55 4/5 6/6 26/29
S. id idi 2/2 0/1 2/2 3/3 0 4/4
epraermids (100) | (100) (100) | (96.4) | (80.0) (100) (89.7)
Coagulase
nagative
6/6 5/6 17/17 36/38
taphyl i 2/2 0 1/1 0 0 1/1 0 0 0
staphyiococa 21 (100 (83.3) | (100) / (94.7)
excluding
S. epidemidis
8/8 37/39
S. 1/1 0 0 0 4/4 2/2 0 0 0
pyogenes 0 / (100) 0 4 ene | Y
. 11/11 | 32/34 | 26/26
S. pneumoniae 0 0 0 0 0 0 0 0 0 1/1
(100) | (94.1) | (100)
10/10 6/7 63/65 | 13/13 47/49
Strept "us spp. 1/1 2/2 2/2 4/4 4/4 2/2 3/4 3/3
reprococeus Spp / 4 oo | Y 2 | 5.7 | (96.9) | (100 31 95.9)
4/5
Peptostreptococcus spp. 0 0 0 0 (80.0) 0 2/2 2/2 0 0 0 0 0
Propionibacterium spp. 1/1 0 0 0 0 0 0 0 0 0 0 0 0
N. gonorrhoeae 0 0 0 0 0 0 0 0 0 0 0 0 0
. 5/5
M. catarrhalis 0 0 0 0 0 0 0 0 0 2/2 0 0
(100)
5/5 13/13 5/5 54/55 | 615/626
E. coli 2/2 3/3 0 0 2/2 2/2 3/3 1/1
con aon | ¥% oo | oo / (98.2) | (98.2)
7/7 27/27 | 11/13 42/43
Klebsiell . 0 1/1 0 4/4 1/1 0 3/3 0 3/4
costetta spp / 4 (1000 | (1000 | 8a.6) | V* |97
. . 18/18
P. mirabilis 0 0 0 0 2/2 0 0 1/1 0 3/3 1/1 3/3 )
(100)
Providencia spp. 0 0 0 0 0 0 0 0 0 0 0 1/1 2/3
16/16 | 34/34 | 20/22
H. influenzae 0 0 0 0 0 0 0 0 ) 0 0
(100) | (100) | (90.9)

() =elimination

Elimination (%) = No. of eliminated strains/No. of isolated strains x 100

! furuncule, etc. : furunculosis, furuncle, carbuncle

* erysipelas, etc. : erysipelas, phlegmon, lymphangitis, felon, aronychia

' subcutaneous abscess, etc. : subcutaneous abscess, hidradenitis, infective atheroma, pyoderma chronica

* pharyngolaryngitis, etc. : pharyngitis and laryngitis, tonsillitis



512 H AL 4 % % 7 & M ek AUG. 2001
Table 11-2. Bacteriological effects in diagnosis
Infection Urinary Gynecologic Ophtalmologic Otorhinologic Dental surgical
2 g
= ) el =}
‘B pe} o © . =
3 g0 €| 8| 2 e | £ E | 8| . | E | £ | %
5 g T £ £ 2 g g g = £ g g
Isolated organisms = « <] S £ ] Tz 8 g 3 < 3 g
3 s | £ | £ £ % 5 z | 3 E | B | 2| &
£ £ < z 2 2 5 = g g & 5 £
5 g z S = s g ° & 2 >
<] =1 B <
& £ -
9/10 24/25 | 91/97 | 10/10
S. < 0 0 2/2 0 1/1 0 1/1 1/1 1/1
aurets (90.0) / (96.0) | (93.8) | (100)
5/6 5/5 26/29 71
S. idi idi 1/1 1/1 0 0 0 4/4 1/1 0 1/1
epraermids (83.3) | (100) (89.7) | (100)
Coagulase
nagative
22/22
staphylococci 0 0 1/1 1/1 1/1 0 0 1/1 (100) 1/1 0 0 0
excluding
S. epidemidis
S. pyogenes 0 0 1/1 0 0 0 0 0 1/1 1/1 0 0 0
s ) 0 0 0 /1 0 0 0 0 9/9 | 9/9 0 0 0
. pneumoniae
P (100) | (100)
5/5 20/21 6/6 8/8 28/29 5/5 24/25
Strept . 0 0 0 0 2/2 2/3
replococcus Spp (100) | (95.2) | (100) "1 (100) | (96.6) | (100) | (96.0)
Peptostreptococcus spp. 0 0 0 1/1 0 0 0 0 0 0 1/1 1/1 3/4
Propionibacterium spp. 0 0 0 0 0 1/1 0 0 0 0 0 0 0
48/49
N. gonorrhoeae 0 0 0 0 0 0 0 0 0 0 0 0
(98.0)
M. catarrhalis 0 0 0 0 0 0 0 0 1/1 3/3 0 0 0
E coli 0 4/4 11711} 21/22 0 0 0 0 3/3 1/1 0 0 0
. €O
! (100) | (95.5)
Klebsiella spp. 0 0 0/1 0 0 0 0 0 2/2 2/2 1/1 0 0
P. mirabilis 0 0 0 1/1 0 0 0 0 3/3 0 0 0 0
Providencia spp. 0 0 0 0 0 0 0 0 3/3 0 0 0 0
, § 17/17
H. influenzae 0 0 0 1/1 0 0 0 0 3/3 (100) 0 1/1 2/2

() =elimination

Elimination (%) = No. of eliminated strains/No. of isolated strains x 100
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Cefdinir: A postmarketing surveillance review of 11, 352 cases

Tokiko Hamamoto, Osamu Utsunomiya, Hisanori Horita,
Yoshiko Yokota and Sadao Higuchi

Postmarketing surveillance, Development Division, Fujisawa Pharmaceutical Co., Ltd.,
1-6, Kashima 2-chome, Yodogawa-ku, Osaka 532-8514, Japan

The 6-year cefdinir (CFDN) postmarketing surveillance program (1991-1997) was completed and an
application was made for CFDN reapproval in 1997. CFDN safety and efficacy were reconfirmed by
reexamination resulting in reapproval in 1999. The surveillance program included 11,352 cases from
2,448 institutions nationwide. Of these, 11,082 were evaluated for safety and 9,449 for efficacy. The
summary is as follows:

1. The incidence of adverse reactions including abnormal laboratory findings was 1.12% (124/
11,082), lower than the incidence (8.74%, 230/2,633) in premarketing studies. Frequently observed
adverse reactions were liver and biliary system disorders (0.51%), e.g., increased AST (GOT) and ALT
(GPT); gastrointestinal system disorders (0.39%), e.g., diarrhea; skin and appendages disorders (0.39
%), e.g., exanthema; and metabolic and nutritional disorders (0.10%), e.g., increased Al-P.

2. Clinical efficacy by diagnosis in 9, 449 cases ranged from 82.5% to 100.0%, with a mean of 89.8%.
Elimination of pathogenic microorganisms exceeded 90% for almost all bacteria. Both efficacy and
elimination were approximately equivalent to those in premarketing studies.



