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(adjuvant to Helicobacter pylori eradication)

5.3 The efficacy of Helicobacter pylori eradication therapy for advanced stage gastric MALT lymphoma has
not been established.

5.4 For idiopathic thrombocytopenic purpura, eradication treatment should be given only in cases where
Helicobacter pylori eradication treatment is deemed appropriate by referring to guidelines.

5.5 The efficacy of Helicobacter pylori eradication treatment in preventing the development of gastric
cancer has not been established except in the endoscopically treated stomach for early—stage gastric
cancer.

5.6 When used for Helicobacter pylori gastritis, the patient must be positive for Helicobacter pylori and the

presence of Helicobacter pylori gastritis must be confirmed by endoscopy.
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Drug A is also given as an adjunct to insulin therapy | Z=2&| A (3 1 BUHERBOIREEEZICA VAV BED
in obese patients with type 1 diabetes. FENELTIRESNBELHD.
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The H. pylori eradication effect observed in a clinical R TEROONE=AYINDI—-FOUBRE IR
study is considered to be a consequence of increased | (3. Z & A ([CLHTEHONTZBE AN pH ICEERET 50
activities of antimicrobial agents due to gastric pH BHEDEREROERETHD., HE| A DEEMNE

increased by Drug A, but not a direct pharmacological | ZIE{ERTIIRBLEEZDND,

action of Drug A.



http://i-honyaku.life.coocan.jp/iitomosite/index.htm
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The safety and efficacy of Drug A in non—Caucasian

patients have not been established.

FEANBECHBIZER ADZTEMERUVAEMLER
HEILSN TV,

(e Vg A CRSEN)

The contents of specifications and test methods in
approval applications must include the required test

items in reference to the specified test guidelines.
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reference to the opinion of the Center.

The outcome is decided on a case—by—case basis with | EIFld. B IA—-DERESZ(ICLT. b—AI\15F
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Additional visits may be scheduled by the
investigator, if deemed appropriate, to follow—up on

treatment compliance.
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However, many people other than combat soldiers

are potentially susceptible to PTSD.
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Other than the abnormal laboratory changes reported
as adverse events, there were no clinically relevant

laboratory or vital sign abnormalities.
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patients with cancer that has spread beyond the

prostate
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Of the Full Analysis Set (FAS), patients who did not
undergo endoscopy post—dose and patients who
underwent endoscopy 2 10 days after the end of

treatment were excluded from the analysis.
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