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FHNAETORTKRA
TS NETORIEE - IR LK OME - HEF %2, MEICBT 20 CEITESWTU TR,
(2019 4% 2 A KR
Hi i KRETATE (2009 4F 1 A) J:[E SPC (2018 4= 3 H)
214 | GlaxoSmithKline GlaxoSmithKline UK
Ar5e44 FLONASE nasal spray Flixonase Aqueous Nasal Spray
RERAEH (1994 410 H 1990 4 3 A

AT - Mk

FLONASE nasal spray is an aqueous suspension.
Each 100-mg spray delivers 50 mcg of

Aqueous suspension of 0.05% w/w micronised
fluticasone propionate. Each metered dose

fluticasone propionate. contains 50 micrograms of fluticasone
propionate.
ZhEe - 205 | 1 INDICATIONS AND USAGE 4.1 Therapeutic indications
FLONASE nasal spray is indicated for the|The prophylaxis and treatment of seasonal
management of the nasal symptoms of perennial | allergic rhinitis (including hay fever) and
nonallergic rhinitis in adult and pediatric patients | perennial rhinitis. Fluticasone propionate has
aged 4 years and older. potent anti-inflammatory activity but when used
topically on the nasal mucosa has no detectable
systemic activity.
ik - FE |2 DOSAGE AND ADMINISTRATION 4.2 Posology and method of administration
(FEH) Administer FLONASE nasal spray by the|Adults and children over 12 years of age:

intranasal route only. Prime FLONASE nasal
spray before using for the first time or after a
period of non-use (1 week or more) by shaking
the contents well and releasing 6 sprays into the
air away from the face.

2.1 Adults

The recommended starting dosage in adults is
2 sprays (50 mcg of fluticasone propionate
each)

in each nostril once daily (total daily dose, 200
mcg). The same total daily dose, 1 spray in
each nostril administered twice daily (e.g., 8
a.m. and 8 p.m.) is also effective. After the first
few days, patients may be able to reduce their
dose to 1 spray in each nostril once daily for
maintenance therapy.

2.2 Adolescents and Children (Aged 4 Years
and Older)

The recommended starting dosage in adolescents
and children, aged 4 years and older is 1 spray in
each nostril once daily (total daily dose, 100
mcg). Patients not adequately responding to 1
spray in each nostril may use 2 sprays in each
nostril once daily (total daily dose, 200 mcg).
Once adequate control is achieved, the dosage
should be decreased to 1 spray in each nostril
once daily.

For the prophylaxis and treatment of seasonal
allergic rhinitis and perennial rhinitis. Two
sprays into each nostril once a day, preferably in
the morning. In some cases two sprays into each
nostril twice daily may be required. Once
symptoms are under control a maintenance dose
of one spray per nostril once a day may be used.
If symptoms recur the dosage may be increased
accordingly. The minimum dose should be used
at which effective control of symptoms is
maintained. The maximum daily dose should not
exceed four sprays into each nostril.

Elderly patients:

The normal adult dosage is applicable.

Children under 12 years of age:

For the prophylaxis and treatment of seasonal
allergic rhinitis and perennal rhinitis in children
aged 4-11 years a dose of one spray into each
nostril once daily preferably in the morning is
recommended. In some cases one spray into each
nostril twice daily may be required. The
maximum daily dose should not exceed two
sprays into each nostril.
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) of pregnant women and women of childbearing age,

without an increase in the frequency of malformation or
other direct or indirect harmful effects on the human
fetus having been observed.

Studies in animals have shown evidence of an increased
occurrence of fetal damage, the significance of which is
considered uncertain in humans.
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KETRASCE | 8.4 Pediatric Use
(2019 £ 1 H) | The safety and effectiveness of FLONASE nasal spray in children aged 4 years and older
(HHE) have been established [see Adverse Reactions (6.1), Clinical Pharmacology (12.3)]. Six
hundred fifty (650) subjects aged 4 to 11 years and 440 subjects aged 12 to 17 years were
studied in US clinical trials with fluticasone propionate nasal spray. The safety and
effectiveness of FLONASE nasal spray in children younger than 4 years have not been
established.
Effects on Growth
Controlled clinical trials have shown that intranasal corticosteroids may cause a reduction
in growth velocity when administered to pediatric patients. This effect was observed in the
absence of laboratory evidence of hypothalamic-pituitary-adrenal (HPA) axis suppression,
suggesting that growth velocity is a more sensitive indicator of systemic corticosteroid
exposure in pediatric patients than some commonly used tests of HPA axis function. The
long-term effects of this reduction in growth velocity associated with intranasal
corticosteroids, including the impact on final adult height, are unknown. The potential for
“catch-up” growth following discontinuation of treatment with intranasal corticosteroids
has not been adequately studied. The growth of pediatric patients receiving intranasal
corticosteroids, including FLONASE nasal spray, should be monitored routinely (e.g., via
stadiometry). The potential growth effects of prolonged treatment should be weighed
against the clinical benefits obtained and the risks associated with alternative therapies. To
minimize the systemic effects of intranasal corticosteroids, including FLONASE nasal
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spray, each patient’s dosage should be titrated to the lowest dosage that effectively
controls his/her symptoms.

A 1-year placebo-controlled trial was conducted in 150 pediatric subjects (aged 3 to 9
years) to assess the effect of FLONASE nasal spray (single daily dose of 200 mcg) on
growth velocity.

From the primary population receiving FLONASE nasal spray (h = 56) and placebo (n =
52), the point estimate for growth velocity with FLONASE nasal spray was 0.14 cm/year
lower than placebo (95% ClI: -0.54, 0.27 cm/year). Thus, no statistically significant effect
on growth was noted compared with placebo. No evidence of clinically relevant changes
in HPA axis function or bone mineral density was observed as assessed by 12-hour
urinary cortisol excretion and dual-energy x-ray absorptiometry, respectively.

The potential for FLONASE nasal spray to cause growth suppression in susceptible
patients or when given at higher than recommended dosages cannot be ruled out.

He[E SPC
(2018 -3 H)
(B#r)

4.4 Special warnings and precautions for use

Systemic effects of nasal corticosteroids may occur particularly at high doses prescribed for
prolonged periods. These effects are much less likely to occur than with oral corticosteroids
preparation and may vary in individual patients and between different corticosteroids
preparations. (please refer to Sections 5.1 and 5.2). Potential systemic effects may include
Cushing's syndrome, Cushingoid features, adrenal suppression, growth retardation in
children and adolescents and more rarely, a range of psychological or behavioural effects
including psychomotor hyperactivity, sleep disorders, anxiety, depression or aggression
(particularly in children).

Growth retardation has been reported in children receiving some nasal corticosteroids at
licensed doses. It is recommended that the height of children receiving prolonged treatment
with nasal corticosteroids is regularly monitored. If growth is slowed, therapy should be
reviewed with the aim of reducing the dose of nasal corticosteroid, if possible, to the lowest
dose at which effective control of symptoms is maintained. In addition, consideration should
be given to referring the patient to a paediatric specialist.

mB, AFICET oA EOER VNEEA~ORE ] OHOFRHIILLTO LB THY, it i35R

25,

BEALDIE
1. INRE~ADKRE
INREEZHT 5

ZAAMIEITEST L TR,

- 21 -




XI. &

Z Dt DEEE
g (28 EHE M)

(®)

| ZEFERUATIEBLUHEWVWTLEE L, |

|

IWFHJ Y TOEFVBIZTI
RE&50ug[DSP]28IEZMA%
OEVICEDZESAN

@Iz

1.XKHF &, REIEULKIBEZERAZKITDT
ETERERZENRELTT. BE. T9K&
MEDZBHOSNDICIEFHBEZELET,

2. AFDORE. IBEFZEOAIX. EENDIERZ
D, BHRRAIEULSERLTLE
A AN

3.8z BEEXZEITTERETREL
TLEELY,

4. BEDBEEBHATHEFEZEETH. 2D
FimDINME DL EBENIERICIEES
NELIEDFERI DT, #HIEETHEXFICZR
DEWVWTLIEE LY,

5. EARIEERDEHRZENVICHTE. &4
FTFryvTZUTLLIEE L,

6. &FF. VEIC7EDFHIEZEDE.
28EIDEEBENAIETT. TNLLE
[FEZEEINDTENDO>TH, 1EZHED
DIEZEHFPIUEFITODT. EHLEL
TLEE LY,

P A #H/IPP,PE ¥vy7IPP
U3 ¥ 7 :e.PE ss:pe
IR mmEeBHmH<IEEN, )

| FENFRUAICEBUIFWVWTLIEE L, |

@ ERAX NOFO?

1. AR ZFERTDHICIE. BENATTED
RIFROEDZELLLTLREL,

2. F vy ITERFLTLIEE,

3. Y1 TEATN DS,
ETEEZT. B1D&K
SlCTFavank—)\—
Z(C@IFT7EFiHEE
BLTLEE L, Big
%/ XIVHEERICIESR
BECHET—RICERIBLEIFTIERL
9. B8, BERII~4EDEETER
([CHAHFITH, —EBEBSHE BT,
7EIDEBHHNETT, BB, REHSD
FEAICELTIECDRERITRETT,

4. FEEDUERBICHET. B2DLSICER%E
B5%9. BONCEROEHREAN. Bx
BURVEDSEHD [go
EZULohbEItFEDE
CAETHMULTEHAID
S2ONICTEFDOIERE
LTLIEEL,

5.[8B%E. BEEED
BETLHLFEESE |H3
BlcHIC, EBEHRBIC
EIFreEEDRET.
MR, BTEDICHE //
RELTLREWV(E3),

(BEHBFHLEEL.)

DRI
B DI+,
ToTLIEE L,

1 ;56 MEZE A RAIOHERAR L FRENAIELR T

- 22 -




€ Sumitomo Pharma

BR7EIT

ER77 KRR

T541-0045 ABRATPREKEER 2-6-8

(HmICET 2BR—LEHER
[ LIhiEHREY Y — |
TEL 0120-034-389

244 B~1 9:00~17:30(#- HEER<O
https://sumitomo-pharma.ip/

RERRFETT

REFESTEKRASH

BN R e )RR ST B R 20



	表　　紙
	目　　次
	Ⅰ. 概要に関する項目
	1. 開発の経緯
	2. 製品の治療学的・製剤学的特性

	Ⅱ. 名称に関する項目
	1. 販売名
	(1)和名
	(2)洋名
	(3)名称の由来

	2. 一般名
	(1)和名（命名法）
	(2)洋名（命名法）
	(3)ステム

	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）
	6. 慣用名、別名、略号、記号番号
	7. CAS登録番号

	Ⅲ. 有効成分に関する項目
	1. 物理化学的性質
	(1)外観・性状
	(2)溶解性
	(3)吸湿性
	(4)融点（分解点）、沸点、凝固点
	(5)酸塩基解離定数
	(6)分配係数
	(7)その他の主な示性値

	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
	4. 有効成分の定量法

	Ⅳ. 製剤に関する項目
	1. 剤形
	(1)投与経路
	(2)剤形の区別、外観及び性状
	(3)製剤の物性
	(4)識別コード
	(5)pH、浸透圧比、粘度、比重、安定なpH域等
	(6)無菌の有無

	2. 製剤の組成
	(1)有効成分（活性成分）の含量
	(2)添加物
	(3)添付溶解液の組成及び容量

	3. 用時溶解して使用する製剤の調製法
	4. 懸濁剤、乳剤の分散性に対する注意
	5. 製剤の各種条件下における安定性
	6. 溶解後の安定性
	7. 他剤との配合変化（物理化学的変化）
	8. 溶出性
	9. 生物学的試験法
	10.製剤中の有効成分の確認試験法
	11.製剤中の有効成分の定量法
	12.力価
	13.混入する可能性のある夾雑物
	14.注意が必要な容器・外観が特殊な容器に関する情報
	15.刺激性
	16.その他

	Ⅴ. 治療に関する項目
	1. 効能又は効果
	2. 用法及び用量
	3. 臨床成績
	(1)臨床データパッケージ
	(2)臨床効果
	(3)臨床薬理試験
	(4)探索的試験
	(5)検証的試験
	1)無作為化並行用量反応試験
	2)比較試験
	3)安全性試験
	4)患者・病態別試験

	(6)治療的使用
	1)使用成績調査・特定使用成績調査（特別調査）・製造販売後臨床試験（市販後臨床試験）
	2)承認条件として実施予定の内容又は実施した試験の概要



	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
	(1)作用部位・作用機序
	(2)薬効を裏付ける試験成績
	(3)作用発現時間・持続時間


	Ⅶ. 薬物動態に関する項目
	1. 血中濃度の推移・測定法
	(1)治療上有効な血中濃度
	(2)最高血中濃度到達時間
	(3)臨床試験で確認された血中濃度
	(4)中毒域
	(5)食事・併用薬の影響
	(6)母集団（ポピュレーション）解析により判明した薬物体内動態変動要因

	2. 薬物速度論的パラメータ
	(1)解析方法
	(2)吸収速度定数
	(3)バイオアベイラビリティ
	(4)消失速度定数
	(5)クリアランス
	(6)分布容積
	(7)血漿蛋白結合率

	3. 吸収
	4. 分布
	(1)血液―脳関門通過性
	(2)血液―胎盤関門通過性
	(3)乳汁への移行性
	(4)髄液への移行性
	(5)その他の組織への移行性

	5. 代謝
	(1)代謝部位及び代謝経路
	(2)代謝に関与する酵素（CYP450等）の分子種
	(3)初回通過効果の有無及びその割合
	(4)代謝物の活性の有無及び比率
	(5)活性代謝物の速度論的パラメータ

	6. 排泄
	(1)排泄部位及び経路
	(2)排泄率
	(3)排泄速度

	7. トランスポーターに関する情報
	8. 透析等による除去率

	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（原則禁忌を含む）
	3. 効能又は効果に関連する使用上の注意とその理由
	4. 用法及び用量に関連する使用上の注意とその理由
	5. 慎重投与内容とその理由
	6. 重要な基本的注意とその理由及び処置方法
	7. 相互作用
	(1)併用禁忌とその理由
	(2)併用注意とその理由

	8. 副作用
	(1)副作用の概要
	(2)重大な副作用と初期症状
	(3)その他の副作用
	(4)項目別副作用発現頻度及び臨床検査値異常一覧
	(5)基礎疾患、合併症、重症度及び手術の有無等背景別の副作用発現頻度
	(6)薬物アレルギーに対する注意及び試験法

	9. 高齢者への投与
	10.妊婦、産婦、授乳婦等への投与
	11.小児等への投与
	12.臨床検査結果に及ぼす影響
	13.過量投与
	14.適用上の注意
	15.その他の注意
	16.その他

	Ⅸ. 非臨床試験に関する項目
	1. 薬理試験
	(1)薬効薬理試験（「Ⅵ. 薬効薬理に関する項目」参照）
	(2)副次的薬理試験
	(3)安全性薬理試験
	(4)その他の薬理試験

	2. 毒性試験
	(1)単回投与毒性試験
	(2)反復投与毒性試験
	(3)生殖発生毒性試験
	(4)その他の特殊毒性


	Ⅹ. 管理的事項に関する項目
	1. 規制区分
	2. 有効期間又は使用期限
	3. 貯法・保存条件
	4. 薬剤取扱い上の注意点
	(1)薬局での取扱い上の留意点について
	(2)薬剤交付時の取扱いについて（患者等に留意すべき必須事項等）
	(3)調剤時の留意点について

	5. 承認条件等
	6. 包装
	7. 容器の材質
	8. 同一成分・同効薬
	9. 国際誕生年月日
	10.製造販売承認年月日及び承認番号
	11.薬価基準収載年月日
	12.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
	13.再審査結果、再評価結果公表年月日及びその内容
	14.再審査期間
	15.投薬期間制限医薬品に関する情報
	16.各種コード
	17.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
	その他の関連資料


