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Hong Kong Exchanges and Clearing Limited and The Stock Exchange of Hong Kong Limited 
take no responsibility for the contents of this announcement, make no representation as to 
its accuracy or completeness and expressly disclaim any liability whatsoever for any loss 
howsoever arising from or in reliance upon the whole or any part of the contents of this 
announcement.

The forward-looking statements made in this announcement relate only to the events or 
information as of the date on which the statements are made in this announcement. Except 
as required by law, the Company undertakes no obligation to update or revise publicly 
any forward-looking statements, whether as a result of new information, future events or 
otherwise, after the date on which the statements are made or to reflect the occurrence 
of unanticipated events. You should read this announcement completely and with the 
understanding that the Company’s actual future results or performance may be materially 
different from what the Company expects. In this announcement, statements of, or references 
to, the intentions of the Company and/or any of its directors are made as of the date of this 
announcement. Any of these intentions may alter in light of future development.

TOT BIOPHARM International Company Limited
東曜藥業股份有限公司

(Incorporated in Hong Kong with limited liability)

(Stock code: 1875)

VOLUNTARY ANNOUNCEMENT

ACCEPTANCE OF NEW DRUG APPLICATION
FOR BEVACIZUMAB INJECTION

(TAB008, A BIOSIMILAR TO AVASTIN®) BY THE NATIONAL 
MEDICAL PRODUCTS ADMINISTRATION

This announcement is made by TOT BIOPHARM International Company Limited (the 
“Company”, together with its subsidiaries, the “Group”) on a voluntary basis to inform the 
shareholders and potential investors of the Company about the latest business updates of the 
Group.

The board of directors of the Company (the “Board”) is pleased to announce that the National 
Medical Products Administration (NMPA) of the People’s Republic of China (“China”, and 
for the purpose of this announcement only, excluding Hong Kong, Macau and Taiwan) has 
accepted the new drug application (the “NDA”) for the Group’s self-developed antibody drug 
TAB008 in China. TAB008, which is a biosimilar to bevacizumab injection sold under the 
trade name of “安維汀® (Avastin®)” in China, is one of the core products of the Company. The 
Group intends to use “Pusintin® (朴欣汀®)” as the trade name of TAB008.
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Bevacizumab as an effective drug for cancer therapy has huge market demand in China, and 
the commercialization of TAB008 is expected to provide a safe, effective and economical 
alternative drug for more cancer patients in China.

The NDA is primarily based on clinical data generated from two clinical studies (the 
“Studies”), both comparing TAB008 with Avastin®, namely a comparative pharmacokinetics 
study in healthy subjects, and a comparative safety and efficacy study in advanced or recurrent 
non-squamous non-small cell lung cancer (“NSCLC”) patients. The Studies have met their 
pre-defined primary endpoints.

About TAB008 – Pusintin® (朴欣汀®)

TAB008 is an anti-vascular endothelial growth factor monoclonal antibody (anti-VEGF mAb) 
and is a biosimilar to bevacizumab for the treatment of advanced, metastatic or recurrent 
NSCLC, metastatic colorectal cancer and other malignant tumors. Avastin® has been the 
most widely used anti-VEGF mAb drug with abundant real-world evidence of its efficacy 
and safety since its entry into the market in 2004. Avastin® has been approved for various 
indications by other countries for use in combination with chemotherapy to treat a wide range 
of tumors, including metastatic colorectal cancer (mCRC), advanced NSCLC, glioblastoma, 
renal cell carcinoma, ovarian cancer, cervical cancer, breast cancer and liver cancer.

Cautionary statement required by Rule 18A.05 of the Rules Governing the Listing of 
Securities on The Stock Exchange of Hong Kong Limited: The Company cannot guarantee 
that it will be able to develop, or ultimately market, TAB008 successfully. Shareholders 
and potential investors of the Company are advised to exercise due care when dealing in the 
securities of the Company.

By order of the Board
TOT BIOPHARM International Company Limited

Yeh-Huang, Chun-Ying
Executive Director

Hong Kong, 4 September 2020

As at the date of this announcement, the executive directors of the Company are Ms. Yeh-
Huang, Chun-Ying and Dr. Liu, Jun; the non-executive directors of the Company are Mr. Fu, 
Shan, Dr. Kung, Frank Fang-Chien, Mr. Kang, Pei and Mr. Qiu, Yu Min; and the independent 
non-executive directors of the Company are Ms. Hu, Lan, Dr. Sun, Lijun Richard and Mr. 
Chang, Hong-Jen.



<<
  /ASCII85EncodePages false
  /AllowTransparency false
  /AutoPositionEPSFiles true
  /AutoRotatePages /All
  /Binding /Left
  /CalGrayProfile (Dot Gain 20%)
  /CalRGBProfile (sRGB IEC61966-2.1)
  /CalCMYKProfile (Japan Color 2001 Coated)
  /sRGBProfile (sRGB IEC61966-2.1)
  /CannotEmbedFontPolicy /Warning
  /CompatibilityLevel 1.6
  /CompressObjects /Tags
  /CompressPages true
  /ConvertImagesToIndexed true
  /PassThroughJPEGImages true
  /CreateJobTicket false
  /DefaultRenderingIntent /Default
  /DetectBlends true
  /DetectCurves 0.0000
  /ColorConversionStrategy /sRGB
  /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 false
  /PreserveHalftoneInfo false
  /PreserveOPIComments false
  /PreserveOverprintSettings true
  /StartPage 1
  /SubsetFonts true
  /TransferFunctionInfo /Apply
  /UCRandBGInfo /Preserve
  /UsePrologue false
  /ColorSettingsFile ()
  /AlwaysEmbed [ true
    /CFangSong-Light
    /CGuLi-Bold
    /CGuYin-Bold
    /CHei-UltraBold
    /CHei2-Bold
    /CHei2-Xbold
    /CHei3-Bold
    /CJNgai-Bold
    /CKan-Xbold
    /CNganKai-Bold
    /CO2Yuen-XboldOutline
    /COYuen-Xbold
    /COYuen-XboldOutline
    /CPo-Bold
    /CPo3-Bold
    /CSong3-Medium
    /CSu-Medium
    /CXLi-Medium
    /CXing-Medium
    /CXingKai-Bold
    /CYuen-SemiMedium
    /MBei-Bold
    /MHei-Bold
    /MHei-Light
    /MHei-Medium
    /MHei-Xbold
    /MKai-Medium
    /MKai-SemiBold
    /MLi-Bold
    /MNgai-Bold
    /MSung-Light
    /MSung-Medium
    /MSung-Xbold
    /MYuen-Light
    /MYuen-Medium
    /MYuen-Xbold
  ]
  /NeverEmbed [ true
  ]
  /AntiAliasColorImages false
  /CropColorImages false
  /ColorImageMinResolution 300
  /ColorImageMinResolutionPolicy /OK
  /DownsampleColorImages true
  /ColorImageDownsampleType /Bicubic
  /ColorImageResolution 200
  /ColorImageDepth -1
  /ColorImageMinDownsampleDepth 1
  /ColorImageDownsampleThreshold 1.50000
  /EncodeColorImages true
  /ColorImageFilter /DCTEncode
  /AutoFilterColorImages true
  /ColorImageAutoFilterStrategy /JPEG
  /ColorACSImageDict <<
    /QFactor 0.40
    /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 false
  /GrayImageMinResolution 300
  /GrayImageMinResolutionPolicy /OK
  /DownsampleGrayImages true
  /GrayImageDownsampleType /Bicubic
  /GrayImageResolution 200
  /GrayImageDepth -1
  /GrayImageMinDownsampleDepth 2
  /GrayImageDownsampleThreshold 1.50000
  /EncodeGrayImages true
  /GrayImageFilter /DCTEncode
  /AutoFilterGrayImages true
  /GrayImageAutoFilterStrategy /JPEG
  /GrayACSImageDict <<
    /QFactor 0.40
    /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 false
  /MonoImageMinResolution 1200
  /MonoImageMinResolutionPolicy /OK
  /DownsampleMonoImages true
  /MonoImageDownsampleType /Bicubic
  /MonoImageResolution 300
  /MonoImageDepth -1
  /MonoImageDownsampleThreshold 1.50000
  /EncodeMonoImages true
  /MonoImageFilter /CCITTFaxEncode
  /MonoImageDict <<
    /K -1
  >>
  /AllowPSXObjects false
  /CheckCompliance [
    /None
  ]
  /PDFX1aCheck false
  /PDFX3Check false
  /PDFXCompliantPDFOnly false
  /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 <<
    /CHT <>
  >>
  /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
      /BleedOffset [
        0
        0
        0
        0
      ]
      /ConvertColors /ConvertToRGB
      /DestinationProfileName (sRGB IEC61966-2.1)
      /DestinationProfileSelector /UseName
      /Downsample16BitImages true
      /FlattenerPreset <<
        /PresetSelector /MediumResolution
      >>
      /FormElements false
      /GenerateStructure false
      /IncludeBookmarks false
      /IncludeHyperlinks false
      /IncludeInteractive false
      /IncludeLayers false
      /IncludeProfiles true
      /MarksOffset 0
      /MarksWeight 0.283460
      /MultimediaHandling /UseObjectSettings
      /Namespace [
        (Adobe)
        (CreativeSuite)
        (2.0)
      ]
      /PDFXOutputIntentProfileSelector /NA
      /PageMarksFile /JapaneseWithCircle
      /PreserveEditing true
      /UntaggedCMYKHandling /UseDocumentProfile
      /UntaggedRGBHandling /UseDocumentProfile
      /UseDocumentBleed false
    >>
    <<
      /AllowImageBreaks true
      /AllowTableBreaks true
      /ExpandPage false
      /HonorBaseURL true
      /HonorRolloverEffect false
      /IgnoreHTMLPageBreaks false
      /IncludeHeaderFooter false
      /MarginOffset [
        0
        0
        0
        0
      ]
      /MetadataAuthor ()
      /MetadataKeywords ()
      /MetadataSubject ()
      /MetadataTitle ()
      /MetricPageSize [
        0
        0
      ]
      /MetricUnit /inch
      /MobileCompatible 0
      /Namespace [
        (Adobe)
        (GoLive)
        (8.0)
      ]
      /OpenZoomToHTMLFontSize false
      /PageOrientation /Portrait
      /RemoveBackground false
      /ShrinkContent true
      /TreatColorsAs /MainMonitorColors
      /UseEmbeddedProfiles false
      /UseHTMLTitleAsMetadata true
    >>
  ]
>> setdistillerparams
<<
  /HWResolution [600 600]
  /PageSize [612.000 792.000]
>> setpagedevice


