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Safety analysis population® 7,283
Postmarketing study 6,413
. Bacterial pneumonia 730
Specified - -
. Atypical pneumonia 105
postmarketing study Legionella pneumonia 36
Reason for Exclusion”
Non-target disease 84
Efficacy analysis population® 6,710 Lost to follow-up 261
Postmarketing study 6,072 Not evaluated for clinical efficacy 125
Bacterial pneumonia 535 Contraindication 9
Specified Atypical pneumonia 72 Dosage deviation 13
postmarketing study . . Not evaluated for clinical efficacy
Legionella pneumonia 32 (Legionella pneumonia) 3
Inclusion or Exclusion criteria deviation 105
Reason for Exclusion”
Non-pneunomia 4,649
Efficacy analysis population with pneumonia 2,029 Legionella pneumonia 32
Postmarketing study 1,422
Specified Bacterial pneumonia 535
postmarketing study Atypical pneumonia 72

* One patient was enrolled in both the postmarketing study and Legionella pneumonia study

b Including patients with duplicated reasons for exclusion

Fig. 1. Distribution of patients

L 72 pharmacokinetics / pharmacodynamics (PK /

PD) O@irnrs, wHEZ 400mg 1 H 1 H#k5 &
BOE STz,

GRNX & 2007 4£ 10 B 0 %8762 5 10 4E & &l L
THEH, 3000 5 AL O #R 8 & OVH EEiER
SIRGERE IR SN, LAES M) —F /10
YELTEHWIMi 215 Tw5"Y, HEERTTO
LMD LR RE T 572012, FRFRALIH
o (2007 4E 7 H~20154E 7 J) \ZfEH R AL B
L3 oD A GBI 98 &2 o 5 &
L7-iitE, FFEBlliiedRe L7zfid, Lot 4
IMigExRE L) (LY, 4384) = %k
L7z LY AT EZRRE LIZHAIZOWTIE
LIF A TMREPHFENTHY), TUARS T4 T
WIEBI AR T 5 2 LR THLZ L L b1
ARG T A TIWE L7z AMEDORREB L84
fi] D PR A I P L ISR S 72 RIVEH B 305512
FOWVT 20154 10 HICHFELAPHE 217V, 2017
FEIRICHEEFRLELT, #7T)—1 K2
N72RhEe - MR, HEE - HETHWME - LarEdil
HHND) &5,

CNFEFTIAREDRERIIONT, TNENAEK
LTBHTY, SR nsofRE G,
GRNX 0% aths L AR 2 E L, R 2 s
BTOREMB L OEIEIZ OV THRE L 72,

F72, MAEZHET A BT 4 2017 TIIhfi%

BARMLFREFRMEE Vol 67 No. 1

O RBE I LT, GRNX (8 MR 23 B %
AT 2HBEY, BIOBENR/EEH - S B
45 (HAP/NHCAP) o x> ¥ ) v 7 iHE TH G
B BEDICH L CHRIN TV, L2 L
AL, HHEETTCOIET Y ARA R L, FHZ
ERE CTORBEMANELTWDEZ Ehs, 1Bz
PR A (COPD) 7 EOEMEREEELY AT 5
B, BIUOEHREE NMOEEE YHAEEERESR
EOBMED ) A7 WF =¥ 5 EZIIE L 72 %
2k 9% GRNX OF R EE R L7z

B, 4REE [EHEGOBEEBGEHOFT AL O
FROIEHEIZE T 5A 5] CPR16 4 12 H 20 HIE
BB 171 5) B L OZOMBIED:A4 % 45y
LCEMML 720
. #EEAE

1. BRMTRRDIBAL

GRNX O TSR HFICMHEH L2 4O £ %
PREMNT L, L&tk X OHEMEIC OV THRE L7z,
Thbht, WEWEMNTRIE 7283 61 (fF
A5 6,413 B, o2 A R AR A C UM TR PR 2 730
B, JEERING % 105 61, L o F & T hili % 36 61, 7z
72U, LIUF A TR 1 NI R A & W —
FEBI) T, ZD9H B 65 O L 2739 B
TEIkD 376% (2739/7283 %) TdH -7z (Fig. 1)o
A R RRAT A G 0d 6,710 B (5 Y B AR A 6,072
i, R i FH BSCfe  A C U R TR A 2% 535 B, FRSE



[FIREHEERE] AL/ FT2 > OBEEERICED(CwatbLUEME

BGR 7260, LA A IMi%E32H) T, 0O
T i 1 2,567 B0 T A1k D 383% (2,567/6,710 1)
Tdh o7

LU A Tl 98 % Bz < Wi 980k 3 2 A R PR REAT R
G213 2,029 1 (fF F BG4 1,422 B, o £ A A
TEIRASCIHI B R 2% 535 B, JEERIT %% 72 #91) T,
Z 09 LEWIFRZREES D 1L 619 1 (305%), 4
W) A7 & 0L 247 Bl (122%) TH o720
2. FHMEIER & FHlA A
(1) ZetHE

GRNX & O HEERIZ A b 59, O BI%
BRI A IC I L 220120 LS v E 23BN
U 70 e (BRIRIR A O SR 258, FAMEEIRS)
THEHRE L, €09 5 GRNX & ORRBHEIRA
BETS VWb DO ZEIEM & L7z %3, GRNX
DRIRAT I L DR GREEDOEALIZHERR D, S
Ak L 720

AEFRRT— 51, ICH EBERMAEEHARE
I MedDRA/] (Ver.180) ZfHi/H L7,
(2) BRPIEEEEHE

H Y E il % GRNX # 5-H O & OFEIR - T i 5
SUERRMAEME ) [8E], [WHEE] BX O [&E
fiE ] THIE L7z,
(3) BxMEHIE

HBE DT 54T - PIEREO AR A H5E L 72,
o G ER AR T U3 BARTEPT R 3 & O BRR A il o HE
BIZEY [H], TR B IO [HEARE] TH
5E U720 FEE M RGRGRA GRIERT 28, FRoe B
%) T, HRMEFREFRIZL D [WREREGE
(2B 2 HH PR o BRFHEE (P ERE) 1Y %
ZE 2, AR, TEX] B L0 [HEARR] TH
5E L7z FEEMARARA (L4 A TMi%) T,
BRI T 2R RIT H ARSI L D TR
S YT (2 BT B T BT A W 3 o B DR BT A 3
(F) %2312, TAE], TEY] BLO [HEAR
BE | CHIEL, FIRTRIII B R0 RG2S BE A7
(6% (kL) ], TER) (F#%d D) ] B L0 H
EARE] CHE L7,
3. HREtEEMT

RIVEFISEBIR B L OARERICRE 2 RITTHR &
Y¥ET A 7-®, Fisher D EFMERD: (G EKE X
M 5%) ZHWT, FREETRERTFOHT T —
M CRIEHZFEHEB L OAEMREZ B L2, 727201,

B 7 3) —$h54% { Fisher O E MR E CTEIER
LA O EE Ve BEMRIT Y 7 b
7% SAS® (Ver. 92) # w7z

CAIE = N0E 7 v s B I o e A 7 S W= 2
TAZ Ly 7BLPY I v 7S HT, 74~
P RA P BLOER - TR ERL, LI
& U CE b LsEpk et Tl = £k L 72,
([ 7S
1. SmEOREM
(1) BMERAEIIRR

EEE CORIWEH B3 4.75% (130/2,739 #1),
JEEHRE Tl 3.54% (161/4,543 Bl) T - 72 (Table
Do BEkETOREBE01% L LORITER L, IFkk
RE L7 062% (17/2,739 f81), F 91 0.58% (16/2,739
), 595 040% (11/2,739 1), IMEAT 0.26% (7/
2,739 1), HImERE A 0.22% (6/2,739 #1), &I
B L OIFREEDS 0.18% (5/2,739 1), IH 7 F
RSN 0.15% (4/2,739 %), Alfi, 95, BHERE
EE, A RFWINS & OB 254 0.11%
(372739 #81) Td o7z, FEFEEE TOREIE01%
D EoEIMERE, FH# 042% (19/4543 B1), BT #%
RE 528 040% (18/4,543 ), 395 0.35% (16/4,543
Bl), 79=T I/ b AT 2T —EHINA
0.22% (10/4543 #1), RBFREEdE B L O H MERER A 23
% 0.18% (8/4543 %), TANTF VM7 I/ NT
VAT =T —XHIN015% (7/4543 ), g
BLOEEDNK 013% (6/4543 61), =MIZ 0.11%
(5/4543 1) Th o7z, miiw# & IEmims TRIVER
OB L OSBRI RECE L LIEFRL, &
HE CRICHBEIREEEREAS N o 72,
(2) ReMICHEBERITTEEER
1) BEER

g OBEEERRTFOH T T —BlOE AL,
ABE2S 13.18% (361/2,739 1) T, FEE#GE D 4.14%
(188/4543 1) L V@<, BYWERITIIM%, B X
OV P I W 905 28 0 R R 4 25 2 L2 i 41.84%
(1,146/2739 f5) B & U8 13.73% (376/2,739 #1) T,
JEEEE O ZNZFN2584% (1,174/4543 B) B X
1N385% (175/4543 1) £ 0 & H - 72 (Table 2).
—7, EEETIERIRER B L ORkE (RPkE
g5, PR IR &2 &) 2SEn e 391% (107/
2739 %1) B X UN307% (84/2739 ) <, Ik &
HOZFNEIN1761% (800/4543 ) B &£ 1N 13.82%

BALFREFRMES Vol 67 No. 1

59



(BEREBEEERE] AL/ FT Y OBEERBRICE DRt JUEME

Table 1. Incidence of adverse drug reactions (ADRs)

Postmarketing study and specified postmarketing study

Up to approval
Overall Elderly* Non-elderly*
No. of patients in the safety analysis population 702 7,283 2,739 4,543
No. of patients with ADRs 292 291 130 161
No. of ADRs 572 366 156 210
Incidence rates of ADRs (%) 41.60 4.00 4.75 3.54
Category of ADRs No. of patients and incidence rates of ADRs (%)
Infections and infestations 5(0.71) 3(0.04) 2(0.07) 1(0.02)
Gastroenteritis — 1(0.01) — 1(0.02)
Gastroenteritis clostridial — 1(0.01) 1(0.04) —
Nasopharyngitis 2(0.28) — — —
Pharyngitis 1(0.14) — — —
Pneumonia staphylococcal — 1(0.01) 1(0.04) —
Pseudomembranous colitis 1(0.14) — — —
Oral herpes 1(0.14) — — —
Blood and lymphatic system disorders — 9(0.12) 4(0.15) 5(0.11)
Anaemia — 4(0.05) 3(0.11) 1(0.02)
Eosinophilia — 1(0.01) 1(0.04) —
Leukopenia — 4(0.05) — 4(0.09)
Thrombocytopenia — 1(0.01) — 1(0.02)
Metabolism and nutrition disorders 6 (0.85) 13 (0.18) 9(0.33) 4(0.09)
Dehydration — 1(0.01) 1(0.04) —
Glucose tolerance impaired — 1(0.01) 1(0.04) —
Hyperglycaemia — 5(0.07) 5(0.18) —
Hypoglycaemia — 3(0.04) 1(0.04) 2 (0.04)
Decreased appetite 6(0.85) 3(0.04) 1(0.04) 2 (0.04)
Psychiatric disorders 4(0.57) — — —
Insomnia 4(0.57) — — —
Nervous system disorders 30 (4.27) 16 (0.22) 4(0.15) 12 (0.26)
Ageusia — 1(0.01) 1(0.04) —
Dizziness 6 (0.85) 3(0.04) 2(0.07) 1(0.02)
Dysgeusia 5(0.71) 2(0.03) — 2(0.04)
Headache 12 (1.71) 3(0.04) 1(0.04) 2(0.04)
Hypoaesthesia 3(0.43) 1(0.01) — 1(0.02)
Hypogeusia 1(0.14) — — —
Somnolence 6(0.85) 4(0.05) — 4(0.09)
Tremor — 1(0.01) — 1(0.02)
Visual field defect — 1(0.01) — 1(0.02)
Eye disorders 4(0.57) — — —
Conjunctival haemorrhage 1(0.14) — — —
Conjunctivitis allergic 1(0.14) — — —
Eye pain 1(0.14) — — —
Eyelid oedema 2(0.28) — — —
Ocular hyperaemia 1(0.14) — — —
Eye pruritus 1(0.14) — — —
Ear and labyrinth disorders — 1(0.01) — 1(0.02)
Ear pain — 1(0.01) — 1(0.02)
Cardiac disorders 7 (1.00) 14 (0.19) 9(0.33) 5(0.11)
Atrial fibrillation 1(0.14) 2(0.03) 2(0.07) —
Bradycardia 2(0.28) 1(0.01) 1(0.04) —
Cardiac failure 2(0.28) 1(0.01) 1(0.04) —
Extrasystoles 1(0.14) — — —
Palpitations 1(0.14) 5(0.07) 2(0.07) 3(0.07)
Sinus arrhythmia 1(0.14) — — —
Sinus bradycardia — 2(0.03) — 2(0.04)
Supraventricular extrasystoles — 2(0.03) 2(0.07) —
Ventricular extrasystoles — 1(0.01) 1(0.04) —
(Continued)
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Table 1. (Continued)

Postmarketing study and specified postmarketing study

Up to approval
Overall Elderly* Non-elderly*

No. of patients in the safety analysis population 702 7,283 2,739 4,543

No. of patients with ADRs 292 291 130 161

No. of ADRs 572 366 156 210

Incidence rates of ADRs (%) 41.60 4.00 4.75 3.54

Category of ADRs No. of patients and incidence rates of ADRs (%)

Vascular disorders 2(0.28) 5(0.07) 2(0.07) 3(0.07)
Hypertension — 2(0.03) — 2(0.04)
Hypotension — 3(0.04) 2(0.07) 1(0.02)
Hot flush 2(0.28) — — —

Respiratory, thoracic and mediastinal disorders 12 (1.71) 8(0.11) 3(0.11) 5(0.11)
Alveolitis allergic — 1(0.01) 1(0.04) —
Asthma 2(0.28) — — —
Dyspnoea — 3(0.04) 1(0.04) 2(0.04)
Eosinophilic pneumonia — 1(0.01) — 1(0.02)
Epistaxis 1(0.14) — — —
Haemoptysis 2(0.28) — — —
Interstitial lung disease — 1(0.01) — 1(0.02)
Nasal congestion 1(0.14) — — —
Pleural effusion — 1(0.01) — 1(0.02)
Pneumothorax 1(0.14) — — —
Rhinorrhoea 1(0.14) — — —
Upper respiratory tract inflammation 2(0.28) — — —
Nasal discomfort 1(0.14) — — —
Fosinophilic pneumonia chronic — 1(0.01) 1(0.04) —
Oropharyngeal pain 1(0.14) — — —

Gastrointestinal disorders 65 (9.26) 69 (0.95) 24 (0.88) 45(0.99)
Abdominal discomfort 2(0.28) 5(0.07) 1(0.04) 4(0.09)
Abdominal distension 4(0.57) 2(0.03) 1(0.04) 1(0.02)
Abdominal pain 3(0.43) 3(0.04) 1(0.04) 2(0.04)
Abdominal pain lower 1(0.14) — — —
Abdominal pain upper 2(0.28) 6(0.08) — 6(0.13)
Abnormal faeces 1(0.14) — — —
Aphthous stomatitis — 1(0.01) — 1(0.02)
Cheilitis 3(0.43) 1(0.01) — 1(0.02)
Constipation 8(1.14) 1(0.01) — 1(0.02)
Diarrhoea 34 (4.84) 35 (0.48) 16 (0.58) 19 (0.42)
Dry mouth 1(0.14) — — —
Dyspepsia 1(0.14) — — —
Enterocolitis — 1(0.01) — 1(0.02)
Glossitis 3(0.43) 2(0.03) — 2(0.04)
Lip oedema — 1(0.01) — 1(0.02)
Lip swelling — 1(0.01) — 1(0.02)
Nausea 7 (1.00) 5(0.07) 1(0.04) 4(0.09)
Oral mucosal eruption — 1(0.01) — 1(0.02)
Stomatitis 3(0.43) 2(0.03) 1(0.04) 1(0.02)
Tongue coated 1(0.14) 1(0.01) 1(0.04) —
Tongue discolouration — 1(0.01) 1(0.04) —
Tongue disorder 2(0.28) — — —
Vomiting 5(0.71) 4(0.05) 1(0.04) 3(0.07)
Chapped lips 1(0.14) — — —
Epigastric discomfort 1(0.14) — — —
Hypoaesthesia oral — 1(0.01) — 1(0.02)
Faeces soft — 3(0.04) — 3(0.07)

(Continued)
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Table 1. (Continued)

Postmarketing study and specified postmarketing study

Up to approval
Overall Elderly* Non-elderly*
No. of patients in the safety analysis population 702 7,283 2,739 4,543
No. of patients with ADRs 292 291 130 161
No. of ADRs 572 366 156 210
Incidence rates of ADRs (%) 41.60 4.00 4.75 3.54
Category of ADRs No. of patients and incidence rates of ADRs (%)
Hepatobiliary disorders — 48 (0.66) 22 (0.80) 26 (0.57)
Hepatic function abnormal — 35(0.48) 17 (0.62) 18 (0.40)
Liver disorder — 13 (0.18) 5(0.18) 8(0.18)
Skin and subcutaneous tissue disorders 14 (1.99) 55 (0.76) 21(0.77) 34 (0.75)
Cold sweat — 1(0.01) 1(0.04) —
Dermatitis 1(0.14) — — —
Drug eruption — 9(0.12) 3(0.11) 6(0.13)
Eczema 3(0.43) 5(0.07) 2(0.07) 3(0.07)
Erythema 1(0.14) 2(0.03) 1(0.04) 1(0.02)
Erythema multiforme — 1(0.01) — 1(0.02)
Erythema nodosum — 1(0.01) — 1(0.02)
Papule 1(0.14) — — —
Pruritus 3(0.43) 2(0.03) — 2(0.04)
Rash 7 (1.00) 27(0.37) 11 (0.40) 16 (0.35)
Stevens-Johnson syndrome — 1(0.01) 1(0.04) —
Swelling face — 2(0.03) — 2(0.04)
Urticaria — 6 (0.08) 1(0.04) 5(0.11)
Pruritus generalised — 1(0.01) 1(0.04) —
Musculoskeletal and connective tissue disorders 9(1.28) 4(0.05) — 4(0.09)
Back pain 5(0.71) 1(0.01) — 1(0.02)
Muscle spasms 1(0.14) 1(0.01) — 1(0.02)
Muscular weakness — 1(0.01) — 1(0.02)
Musculoskeletal pain 1(0.14) — — —
Myalgia 1(0.14) — — —
Neck pain — 1(0.01) — 1(0.02)
Plantar fasciitis 1(0.14) — — —
Renal and urinary disorders 1(0.14) 10 (0.14) 8(0.29) 2(0.04)
Dysuria — 1(0.01) 1(0.04) —
Pollakiuria 1(0.14) — — —
Renal disorder — 3(0.04) 2(0.07) 1(0.02)
Urinary retention — 1(0.01) 1(0.04) —
Renal impairment — 4(0.05) 3(0.11) 1(0.02)
Acute kidney injury — 1(0.01) 1(0.04) —
Congenital, familial and genetic disorders 1(0.14) — — —
Colour blindness 1(0.14) — — —
General disorders and administration-site conditions 12 (1.71) 16 (0.22) 5(0.18) 11 (0.24)
Chest discomfort 1(0.14) 1(0.01) — 1(0.02)
Chest pain 1(0.14) — — —
Chills — 2(0.03) 1(0.04) 1(0.02)
Face oedema — 1(0.01) 1(0.04) —
Feeling abnormal 2(0.28) 1(0.01) — 1(0.02)
Feeling hot 1(0.14) 1(0.01) 1(0.04) —
Malaise 3(0.43) 5(0.07) 2(0.07) 3(0.07)
Oedema peripheral — 2(0.03) — 2(0.04)
Pyrexia — 4(0.05) 2(0.07) 2(0.04)
Thirst 5(0.71) 1(0.01) — 1(0.02)
(Continued)
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Table 1. (Continued)

Postmarketing study and specified postmarketing study

Up to approval
Overall Elderly* Non-elderly*
No. of patients in the safety analysis population 702 7,283 2,739 4,543
No. of patients with ADRs 292 291 130 161
No. of ADRs 572 366 156 210
Incidence rates of ADRs (%) 41.60 4.00 4.75 3.54
Category of ADRs No. of patients and incidence rates of ADRs (%)
Investigations 211 (30.06) 64 (0.88) 35(1.28) 29 (0.64)
Alanine aminotransferase increased 72 (10.26) 12 (0.16) 2(0.07) 10(0.22)
Amylase increased 29 (4.13) — — —
Aspartate aminotransferase increased 58 (8.26) 8(0.11) 1(0.04) 7(0.15)
Bilirubin conjugated increased 5(0.71) - — -
Blood bilirubin increased 8(1.14) — — —
Blood chloride decreased 3(0.43) — — —
Blood creatine phosphokinase increased 9(1.28) 1(0.01) — 1(0.02)
Blood creatinine increased 6(0.85) 2(0.03) 2(0.07) —
Blood glucose decreased 9(1.28) 3(0.04) 1(0.04) 2(0.04)
Blood glucose increased 12 (1.71) 5(0.07) 4(0.15) 1(0.02)
Blood lactate dehydrogenase increased 9(1.28) 2(0.03) 1(0.04) 1(0.02)
Blood potassium decreased 2(0.28) — — —
Blood potassium increased 13 (1.85) — — —
Blood pressure decreased 6(0.85) 7(0.10) 7(0.26) —
Blood pressure increased 1(0.14) — — —
Blood sodium decreased 1(0.14) — — —
Blood urea increased 2(0.28) 3(0.04) 3(0.11) —
C-reactive protein increased 1(0.14) — — —
Cold agglutinins positive 1(0.14) — — —
Electrocardiogram QT prolonged 3(0.43) 3(0.04) 1(0.04) 2(0.04)
Fosinophil count increased 19 (2.71) 5(0.07) 3(0.11) 2(0.04)
Gamma-glutamyltransferase increased 24 (3.42) 1(0.01) — 1(0.02)
Glucose urine present 4(0.57) — — —
Haematocrit decreased 3(0.43) — — —
Haemoglobin decreased 4(0.57) 1(0.01) 1(0.04) —
Liver function test abnormal — 2(0.03) 1(0.04) 1(0.02)
Lymphocyte count decreased 1(0.14) — — —
Lymphocyte count increased 2(0.28) — — —
Monocyte count increased 1(0.14) — — —
Neutrophil count decreased 4(0.57) 1(0.01) — 1(0.02)
Platelet count decreased 1(0.14) 2(0.03) 2(0.07) —
Prothrombin time prolonged — 1(0.01) 1(0.04) —
Red blood cell count decreased 1(0.14) — — —
Red blood cells urine positive 1(0.14) — — —
Urinary casts 1(0.14) — — —
White blood cell count decreased 9(1.28) 14 (0.19) 6(0.22) 8(0.18)
White blood cell count increased — 1(0.01) 1(0.04) —
White blood cells urine positive 2(0.28) — — —
Electrocardiogram P wave abnormal 1(0.14) — — —
Platelet count increased 6(0.85) 1(0.01) 1(0.04) —
Eosinophil percentage increased — 1(0.01) — 1(0.02)
Neutrophil percentage decreased 1(0.14) — — —
Protein urine present 14 (1.99) — — —
Muscle enzyme increased — 1(0.01) — 1(0.02)
Blood alkaline phosphatase increased 19 (2.71) 1(0.01) 1(0.04) —
Hepatic enzyme increased — 2(0.03) 1(0.04) 1(0.02)
Electrocardiogram ST-T change 1(0.14) — — —
Renal function test abnormal — 1(0.01) 1(0.04) —
Lymphocyte morphology abnormal 1(0.14) — — —
Urobilinogen urine increased 2(0.28) — — —

ADRs: Adverse drug reactions.
Incidence of ADRs (%) = Number of patients with ADRs/Number of patients in the safety analysis population.
2Excluding one patient of unknown age.
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The safety and efficacy of garenoxacin (GRNX) was evaluated by combined analysis of the data col-
lected from four postmarketing surveillance studies. Especially the safety and efficacy of the drug in eld-
erly patients were evaluated.

The incidence of adverse drug reactions (ADRs), including of abnormal laboratory values, in elderly pa-
tients was 4.75% (130/2,739). The patient demographic characteristics affecting the incidence of ADRs
were the inpatient/outpatient status of the patient, diagnosis, presence/absence of liver function impair-
ment, presence/absence of renal function impairment, presence/absence of drug allergy, use/non-use of
antimicrobials in advance, and concomitant use/non-use of antimicrobials. However, no specific ADRs
were associated with any demographic characteristics in the elderly patients Neither the types nor the in-
cidence of ADRs differed between elderly patients and non-elderly patients.

The efficacy rate at the end of treatment in elderly patients was 93.9% (2,345/2,498), and exceeded 90%
in all cases where the indications were respiratory tract infections or otorhinolaryngological infections.
The efficacy rate was 90.5% (363/401) in elderly patients with chronic respiratory tract disease as an un-
derlying disease/complication, and 90.1% (173/192) in patients with the risk of aspiration. The adult pneu-
monia clinical practice guideline published in 2017 recommends use of respiratory quinolones as the drugs
of first choice for the treatment of pneumonia.

These results indicate that GRNX, a respiratory quinolone, can be a useful antimicrobial drug for the
treatment of elderly patients with respiratory tract infections and otorhinolaryngological infections.
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