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PRECAUTIONS

Pregnancy

Teratogenic Effects: Pregnancy Category C.

Corticosteroids have been shown to be teratogenic in many species
when given in doses equivalent to the human dose. Animal studies
in which corticosteroids have been given to pregnant mice, rats
and rabbits have yielded an increased incidence of cleft palate
in the offspring. There are no adequate and well-controlled
studies in pregnant women. Corticosteroids should be used during
pregnancy only if the potential benefit justifies the potential
risk to the fetus. Infants born to mothers who have received
substantial doses of corticosteroids during pregnancy should be
carefully observed for signs of hypoadrenalism.

Nursing Mothers

Systemically administered corticosteroids appear in human milk
and could suppress growth, interfere with endogenous
corticosteroid production, or cause other untoward effects
Because of the potential for serious adverse reactions in nursing
infants from corticosteroids, a decision should be made whether
to discontinue nursing or to discontinue the drug, taking into

account the importance of the drug to the mother.
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FDA 4348 : Pregnancy Category

Category C :

Animal reproduction studies have shown an adverse effect on the fetus and there are

no adequate and well-controlled studies in humans, but potential benefits may

warrant use of the drug in pregnant women despite potential risks

A=A FZ U T DO5FE : An Australian categorisation of risk of drug use in pregnhancy
Category A :

Drugs which have been taken by a large number of pregnant women and women of
childbearing age without any proven increase in the frequency of malformations or

other direct or indirect harmful effects on the fetus having been observed
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(201945 ) Pediatric Use

The efficacy and safety of corticosteroids in the pediatric
population are based on the well-established course of effect of
corticosteroids, which is similar in pediatric and adult
populations. Published studies provide evidence of efficacy and
safety in pediatric patients for the treatment of nephrotic
syndrome (patients >2 years of age), and aggressive lymphomas and

leukemias (patients >1 month of age). Other indications for
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pediatric use of corticosteroids, e.g., severe asthma and
wheezing, are based on adequate and well-controlled trials
conducted in adults, on the premises that the course of the
diseases and their pathophysiology are considered to be
substantially similar in both populations

The adverse effects of corticosteroids in pediatric patients are
similar to those in adults. Like adults, pediatric patients
should be carefully observed with frequent measurements of blood
pressure, weight, height, intraocular pressure, and clinical
evaluation for the presence of infection, psychosocial
disturbances, thromboembolism, peptic ulcers, cataracts, and
osteoporosis. Pediatric patients who are treated with
corticosteroids by any route, including systemically administered
corticosteroids, may experience a decrease in their growth
velocity. This negative impact of corticosteroids on growth has
been observed at low systemic doses and in the absence of
laboratory evidence of hypothalamic—pituitary-adrenal (HPA) axis
suppression (i.e., cosyntropin stimulation and basal cortisol
plasma levels). Growth velocity may therefore be a more sensitive
indicator of systemic corticosteroid exposure in pediatric
patients than some commonly used tests of HPA axis function. The
linear growth of pediatric patients treated with corticosteroids
should be monitored, and the potential growth effects of
prolonged treatment should be weighed against clinical benefits
obtained and the availability of treatment alternatives. In order
to minimize the potential growth effects of corticosteroids
pediatric patients should be titrated to the lowest effective
dose.

DOSAGE AND ADMINISTRATION

In pediatric patients, the initial dose of dexamethasone may vary
depending on the specific disease entity being treated. The range
of initial doses is 0.02 to 0.3 mg/kg/day in three or four
divided doses (0.6 to 9 mg/m?bsa/day).
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4.2 Posology and method of administration

Paediatric population

The excretion of dexamethasone is approximately equal in children
and adults if dosage is adjusted to their body area.

Dosage should be planned bearing in mind possible effects upon
growth and development and for signs of adrenal suppression.
4.4 Special warnings and precautions for use

Paediatric population

Corticosteroids cause a dose—dependent inhibition of growth in
infancy, childhood, and adolescence since corticosteroids may
give rise to early closing of the epiphyses, which may be
irreversible. Therefore, during long—term treatment with
dexamethasone, the indication should be very strongly presented
in children and their growth rate should be checked regularly
Available evidence suggests long—term neurodevelopmental adverse
events after early treatment (< 96 hours) of premature infants
with chronic lung disease at starting doses of 0.25mg/kg twice
daily.

4.8 Undesirable effects

Paediatric population

Corticosteroids cause a dose—dependent inhibition of growth in
infancy, childhood, and adolescence since corticosteroids may
give rise to early closing of the epiphyses, which may be

irreversible

27




XI. &

1. SR - REIZEICER L TERHRZETS ICH->TOSEHER
(1) ¥
RHER R L

(2) i - WAL R OB 5 F = — 7 DB
LB L

2. FOMOBEEES
o LS HBELLEWMED LFRfEWSG (X, 5. BENMTEM] OESR)

BEXAN SESELLEEEOLELELS

O VEEEE 05 Bl DR BIEEEE TR T AL,

(CERSEEEE T TORTIEEICE), D258 ERLET.
AL THRVGAERVT T EW (BERICfT L TVEIICTIHRL
THNET)

BERBMELIESS (H309 ) B EXIT T AL,
(72, P T AR URTY)

(@R mHBERASIEFHENETH, TCCRICES G
¥, AP F-11TD




[\ 35 1p s B SR A

2020441
(1-20AYM)



	Ⅰ．概要に関する項目
	１．開発の経緯
	２．製品の治療学的特性
	３．製品の製剤学的特性
	４．適正使用に関して周知すべき特性
	５．承認条件及び流通・使用上の制限事項
	６．ＲＭＰの概要

	Ⅱ．名称に関する項目
	１．販売名
	２．一般名
	３．構造式又は示性式
	４．分子式及び分子量
	５．化学名（命名法）又は本質
	６．慣用名、別名、略号、記号番号

	Ⅲ．有効成分に関する項目
	１．物理化学的性質
	２．有効成分の各種条件下における安定性
	３．有効成分の確認試験法、定量法1)

	Ⅳ．製剤に関する項目
	１．剤形
	２．製剤の組成
	３．添付溶解液の組成及び容量
	４．力価
	５．混入する可能性のある夾雑物
	６．製剤の各種条件下における安定性2)
	７．調製法及び溶解後の安定性
	８．他剤との配合変化（物理化学的変化）
	９．溶出性
	10．容器・包装
	11．別途提供される資材類
	12．その他

	Ⅴ．治療に関する項目
	１．効能又は効果
	２．効能又は効果に関連する注意
	３．用法及び用量
	４．用法及び用量に関連する注意
	５．臨床成績

	Ⅵ．薬効薬理に関する項目
	１．薬理学的に関連ある化合物又は化合物群
	２．薬理作用

	Ⅶ．薬物動態に関する項目
	１．血中濃度の推移
	２．薬物速度論的パラメータ
	３．母集団（ポピュレーション）解析
	４．吸収
	５．分布
	６．代謝
	７．排泄
	８．トランスポーターに関する情報
	９．透析等による除去率
	10．特定の背景を有する患者
	11．その他

	Ⅷ．安全性（使用上の注意等）に関する項目
	１．警告内容とその理由
	２．禁忌内容とその理由
	３．効能又は効果に関連する注意とその理由
	４．用法及び用量に関連する注意とその理由
	５．重要な基本的注意とその理由
	６．特定の背景を有する患者に関する注意
	７．相互作用
	８．副作用
	９．臨床検査結果に及ぼす影響
	10．過量投与
	11．適用上の注意
	12．その他の注意

	Ⅸ．非臨床試験に関する項目
	１．薬理試験
	２．毒性試験

	Ⅹ．管理的事項に関する項目
	１．規制区分
	２．有効期間
	３．包装状態での貯法
	４．取扱上の注意
	５．患者向け資材
	６．同一成分・同効薬
	７．国際誕生年月日
	８．製造販売承認年月日及び承認番号、薬価基準収載年月日、販売開始年月日
	９．効能又は効果追加、用法及び用量変更追加等の年月日及びその内容
	10．再審査結果、再評価結果公表年月日及びその内容
	11．再審査期間
	12．投薬期間制限に関する情報
	13．各種コード
	14．保険給付上の注意

	ⅩⅠ．文献
	１．引用文献
	２．その他の参考文献

	ⅩⅡ．参考資料
	１．主な外国での発売状況
	２．海外における臨床支援情報

	ⅩⅢ．備考
	１．調剤・服薬支援に際して臨床判断を行うにあたっての参考情報
	２．その他の関連資料


