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Adrenaclick KE
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(Martindale 39th ed. 2017)

5 2% PO
FDA:Pregnancy Category C 1. Animal reproduction studies have shown
(ADRENACLICK, an adverse effect on the fetus, there are no
Amedra adequate and well-controlled studies in
Pharmaceuticals humans, and the benefits from the use of

LLC, 2016 £ 5 H)

the drug in pregnant women may be
acceptable despite its potential risks

2. There are no animal reproduction studies
and no adequate and well-controlled
studies in humans

F—A~T VTR

A

(Anapen,
Link Medical
Products Pty Ltd,
2012 4F 2 1)

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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(ADRENACLICK,

Amedra 8.4 Pediatric Use

Pharmaceuticals Adrenaclick may be administered to pediatric patients at a dosage appropriate to

LLC, body weight [see Dosage and Administration (2)]. Clinical experience with the use

2016 5 H) of epinephrine suggests that the adverse reactions seen in children are similar in
nature and extent to those both expected and reported in adults. Since the dose of
epinephrine delivered from Adrenaclick is fixed, consider using other forms
of injectable epinephrine if doses lower than 0.15 mg are deemed necessary.

B [E DA SCE 4. Clinical particulars

(EpiPen,

MEDA 4.2 Posology and method of administration

Pharmaceuticals For paediatric use, the appropriate dosage may be 0.15 mg or 0.30 mg depending

Ltd., upon the body weight of the patient (0.01 mg/kg body weight).

2017 4 8 /)
The physician should consider using other forms of injectable adrenaline if lower
doses are felt to be necessary for small children.
4.4 Special warnings and precautions for use
Hyperthyroid individuals (hyperfunction of the thyroid gland), individuals with
cardiovascular disease, hypertension (raised blood pressure), or diabetes, elderly
individuals, pregnant women, and children under 25 kg body weight using
EpiPen® auto injector may theoretically be at greater risk of developing adverse
reactions after adrenaline administration.

KN BT DM EOEE VNEEA~OKRE ] OHEOLHIILUTOLEY ThH S,

(EALDIFE] NEFEADERE)

RHAEARER, FrAaR, 2R, SR NETIRZ BN L S TW RN, DENOIRG 2T 572 8
BEOREBZBZ LN OEEICREGT 52 L,



XI. {5 &

XII. {ig =

ZDDEEE R



[SCRREERSE - HAFERSHELEGHEE]
FE—=#HKAsut HaEHRtos—
T103-8426 &R REX HAGAHE 3-5-1
TEL:0120-189-132

BOISIF0113

2018 4£ 6 H iR T



	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
	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）
	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
	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
	2.  製剤の組成
	3.  注射剤の調製法
	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.  生物学的試験法
	9.  製剤中の有効成分の確認試験法
	10.製剤中の有効成分の定量法
	11.力 価
	12.混入する可能性のある夾雑物
	13.注意が必要な容器・外観が特殊な容器に関する情報
	14.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
	(6)治療的使用


	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
	2.  薬物速度論的パラメータ
	3.  吸 収
	4.  分 布
	5.  代 謝
	6.  排 泄
	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
	8.  副作用
	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
	2.  毒性試験

	X. 管理的事項に関する項目
	1.  規制区分
	2.  有効期間又は使用期限
	3.  貯法・保存条件
	4.  薬剤取扱い上の注意点
	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

	お問い合わせ


<<
  /ASCII85EncodePages false
  /AllowTransparency false
  /AutoPositionEPSFiles true
  /AutoRotatePages /None
  /Binding /Left
  /CalGrayProfile (Dot Gain 20%)
  /CalRGBProfile (sRGB IEC61966-2.1)
  /CalCMYKProfile (U.S. Web Coated \050SWOP\051 v2)
  /sRGBProfile (sRGB IEC61966-2.1)
  /CannotEmbedFontPolicy /Error
  /CompatibilityLevel 1.3
  /CompressObjects /Off
  /CompressPages true
  /ConvertImagesToIndexed true
  /PassThroughJPEGImages true
  /CreateJobTicket false
  /DefaultRenderingIntent /Default
  /DetectBlends true
  /DetectCurves 0.0000
  /ColorConversionStrategy /LeaveColorUnchanged
  /DoThumbnails false
  /EmbedAllFonts true
  /EmbedOpenType false
  /ParseICCProfilesInComments true
  /EmbedJobOptions true
  /DSCReportingLevel 0
  /EmitDSCWarnings false
  /EndPage -1
  /ImageMemory 1048576
  /LockDistillerParams false
  /MaxSubsetPct 100
  /Optimize true
  /OPM 1
  /ParseDSCComments true
  /ParseDSCCommentsForDocInfo true
  /PreserveCopyPage true
  /PreserveDICMYKValues true
  /PreserveEPSInfo true
  /PreserveFlatness true
  /PreserveHalftoneInfo false
  /PreserveOPIComments true
  /PreserveOverprintSettings true
  /StartPage 1
  /SubsetFonts true
  /TransferFunctionInfo /Apply
  /UCRandBGInfo /Preserve
  /UsePrologue false
  /ColorSettingsFile ()
  /AlwaysEmbed [ true
  ]
  /NeverEmbed [ true
  ]
  /AntiAliasColorImages false
  /CropColorImages true
  /ColorImageMinResolution 300
  /ColorImageMinResolutionPolicy /OK
  /DownsampleColorImages false
  /ColorImageDownsampleType /Bicubic
  /ColorImageResolution 300
  /ColorImageDepth -1
  /ColorImageMinDownsampleDepth 1
  /ColorImageDownsampleThreshold 1.50000
  /EncodeColorImages false
  /ColorImageFilter /FlateEncode
  /AutoFilterColorImages false
  /ColorImageAutoFilterStrategy /JPEG
  /ColorACSImageDict <<
    /QFactor 0.15
    /HSamples [1 1 1 1] /VSamples [1 1 1 1]
  >>
  /ColorImageDict <<
    /QFactor 0.15
    /HSamples [1 1 1 1] /VSamples [1 1 1 1]
  >>
  /JPEG2000ColorACSImageDict <<
    /TileWidth 256
    /TileHeight 256
    /Quality 30
  >>
  /JPEG2000ColorImageDict <<
    /TileWidth 256
    /TileHeight 256
    /Quality 30
  >>
  /AntiAliasGrayImages false
  /CropGrayImages true
  /GrayImageMinResolution 300
  /GrayImageMinResolutionPolicy /OK
  /DownsampleGrayImages false
  /GrayImageDownsampleType /Bicubic
  /GrayImageResolution 300
  /GrayImageDepth -1
  /GrayImageMinDownsampleDepth 2
  /GrayImageDownsampleThreshold 1.50000
  /EncodeGrayImages false
  /GrayImageFilter /FlateEncode
  /AutoFilterGrayImages false
  /GrayImageAutoFilterStrategy /JPEG
  /GrayACSImageDict <<
    /QFactor 0.15
    /HSamples [1 1 1 1] /VSamples [1 1 1 1]
  >>
  /GrayImageDict <<
    /QFactor 0.15
    /HSamples [1 1 1 1] /VSamples [1 1 1 1]
  >>
  /JPEG2000GrayACSImageDict <<
    /TileWidth 256
    /TileHeight 256
    /Quality 30
  >>
  /JPEG2000GrayImageDict <<
    /TileWidth 256
    /TileHeight 256
    /Quality 30
  >>
  /AntiAliasMonoImages false
  /CropMonoImages true
  /MonoImageMinResolution 1200
  /MonoImageMinResolutionPolicy /OK
  /DownsampleMonoImages false
  /MonoImageDownsampleType /Bicubic
  /MonoImageResolution 1200
  /MonoImageDepth -1
  /MonoImageDownsampleThreshold 1.50000
  /EncodeMonoImages false
  /MonoImageFilter /CCITTFaxEncode
  /MonoImageDict <<
    /K -1
  >>
  /AllowPSXObjects false
  /CheckCompliance [
    /None
  ]
  /PDFX1aCheck false
  /PDFX3Check false
  /PDFXCompliantPDFOnly true
  /PDFXNoTrimBoxError true
  /PDFXTrimBoxToMediaBoxOffset [
    0.00000
    0.00000
    0.00000
    0.00000
  ]
  /PDFXSetBleedBoxToMediaBox true
  /PDFXBleedBoxToTrimBoxOffset [
    0.00000
    0.00000
    0.00000
    0.00000
  ]
  /PDFXOutputIntentProfile (None)
  /PDFXOutputConditionIdentifier ()
  /PDFXOutputCondition ()
  /PDFXRegistryName ()
  /PDFXTrapped /False

  /CreateJDFFile false
  /Description <<

    /BGR <>
    /CHS <FEFF4f7f75288fd94e9b8bbe5b9a521b5efa7684002000410064006f006200650020005000440046002065876863900275284e8e9ad88d2891cf76845370524d53705237300260a853ef4ee54f7f75280020004100630072006f0062006100740020548c002000410064006f00620065002000520065006100640065007200200035002e003000204ee553ca66f49ad87248672c676562535f00521b5efa768400200050004400460020658768633002>
    /CHT <FEFF4f7f752890194e9b8a2d7f6e5efa7acb7684002000410064006f006200650020005000440046002065874ef69069752865bc9ad854c18cea76845370524d5370523786557406300260a853ef4ee54f7f75280020004100630072006f0062006100740020548c002000410064006f00620065002000520065006100640065007200200035002e003000204ee553ca66f49ad87248672c4f86958b555f5df25efa7acb76840020005000440046002065874ef63002>
    /CZE <>
    /DAN <>
    /DEU <>
    /ESP <>
    /ETI <>
    /FRA <>
    /GRE <>

    /HRV (Za stvaranje Adobe PDF dokumenata najpogodnijih za visokokvalitetni ispis prije tiskanja koristite ove postavke.  Stvoreni PDF dokumenti mogu se otvoriti Acrobat i Adobe Reader 5.0 i kasnijim verzijama.)
    /HUN <>
    /ITA <>
    /KOR <FEFFc7740020c124c815c7440020c0acc6a9d558c5ec0020ace0d488c9c80020c2dcd5d80020c778c1c4c5d00020ac00c7a50020c801d569d55c002000410064006f0062006500200050004400460020bb38c11cb97c0020c791c131d569b2c8b2e4002e0020c774b807ac8c0020c791c131b41c00200050004400460020bb38c11cb2940020004100630072006f0062006100740020bc0f002000410064006f00620065002000520065006100640065007200200035002e00300020c774c0c1c5d0c11c0020c5f40020c2180020c788c2b5b2c8b2e4002e>
    /LTH <>
    /LVI <>
    /NLD (Gebruik deze instellingen om Adobe PDF-documenten te maken die zijn geoptimaliseerd voor prepress-afdrukken van hoge kwaliteit. De gemaakte PDF-documenten kunnen worden geopend met Acrobat en Adobe Reader 5.0 en hoger.)
    /NOR <>
    /POL <>
    /PTB <>
    /RUM <>
    /RUS <>
    /SKY <>
    /SLV <>
    /SUO <>
    /SVE <>
    /TUR <>
    /UKR <>
    /ENU (Use these settings to create Adobe PDF documents best suited for high-quality prepress printing.  Created PDF documents can be opened with Acrobat and Adobe Reader 5.0 and later.)
    /JPN <FEFF9ad854c18cea306a30d730ea30d730ec30b951fa529b7528002000410064006f0062006500200050004400460020658766f8306e4f5c6210306b4f7f75283057307e305930023053306e8a2d5b9a30674f5c62103055308c305f0020005000440046002030d530a130a430eb306f3001004100630072006f0062006100740020304a30883073002000410064006f00620065002000520065006100640065007200200035002e003000204ee5964d3067958b304f30533068304c3067304d307e305930023053306e8a2d5b9a306b306f30d530a930f330c8306e57cb30818fbc307f304c5fc59808306730593002>
  >>
  /Namespace [
    (Adobe)
    (Common)
    (1.0)
  ]
  /OtherNamespaces [
    <<
      /AsReaderSpreads false
      /CropImagesToFrames true
      /ErrorControl /WarnAndContinue
      /FlattenerIgnoreSpreadOverrides false
      /IncludeGuidesGrids false
      /IncludeNonPrinting false
      /IncludeSlug false
      /Namespace [
        (Adobe)
        (InDesign)
        (4.0)
      ]
      /OmitPlacedBitmaps false
      /OmitPlacedEPS false
      /OmitPlacedPDF false
      /SimulateOverprint /Legacy
    >>
    <<
      /AddBleedMarks false
      /AddColorBars false
      /AddCropMarks false
      /AddPageInfo false
      /AddRegMarks false
      /ConvertColors /ConvertToCMYK
      /DestinationProfileName ()
      /DestinationProfileSelector /DocumentCMYK
      /Downsample16BitImages true
      /FlattenerPreset <<
        /PresetSelector /MediumResolution
      >>
      /FormElements false
      /GenerateStructure false
      /IncludeBookmarks false
      /IncludeHyperlinks false
      /IncludeInteractive false
      /IncludeLayers false
      /IncludeProfiles false
      /MultimediaHandling /UseObjectSettings
      /Namespace [
        (Adobe)
        (CreativeSuite)
        (2.0)
      ]
      /PDFXOutputIntentProfileSelector /DocumentCMYK
      /PreserveEditing true
      /UntaggedCMYKHandling /LeaveUntagged
      /UntaggedRGBHandling /UseDocumentProfile
      /UseDocumentBleed false
    >>
  ]
>> setdistillerparams
<<
  /HWResolution [1200 1200]
  /PageSize [612.000 792.000]
>> setpagedevice




