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<products xmlns="anonyme">
  <product FileRef="0001.1">
    <Metadata>
      <LastUpdateDate>2013-07-17 13:28.59</LastUpdateDate>
      <FirstSubmissionDate>2012-07-04 23:49.26</FirstSubmissionDate>
      <OwnerID>anonyme</OwnerID>
      <EMARelinked>1</EMARelinked>
      <Version>3</Version>
      <Versions>4</Versions>
    </Metadata>
    <type name="Authorised">2</type>
    <ev_code>PRDanonyme</ev_code>
    <mahcode name="SANOFI-AVENTIS DEUTSCHLAND GMBH, DE, FRANKFURT">ORGanonyme</mahcode>
    <qppvcode>22043</qppvcode>
    <mflcode name="anonyme">MFL2360</mflcode>
    <enquiryemail>Arzneimittelsicherheit@sanofi.com</enquiryemail>
    <enquiryphone>+49(180)2222010</enquiryphone>
    <senderlocalcode>237528DE-BLIST-824</senderlocalcode>
    <infodateformat>102</infodateformat>
    <infodate>20130705</infodate>
    <authorisation>
      <authorisationcountrycode name="Germany">DE</authorisationcountrycode>
      <authorisationprocedure name="EU authorisation procedures - National Procedure">4</authorisationprocedure>
      <authorisationstatus name="Valid">1</authorisationstatus>
      <authorisationnumber>6351567.00.00</authorisationnumber>
      <authorisationdate>19990709</authorisationdate>
      <authorisationdateformat>102</authorisationdateformat>
      <orphandrug name="No">2</orphandrug>
    </authorisation>
    <presentationname>
      <productname>DONTISANIN</productname>
      <productshortname>DONTISANIN</productshortname>
      <packagedesc>PACKAGING: BLISTER. PACK SIZE: 40</packagedesc>
    </presentationname>
    <productatcs>
      <productatc>
        <atccode name="[Standard] BROMELAINS">B06AA11</atccode>
      </productatc>
    </productatcs>
    <productindications>
      <productindication>
        <meddraversion>15.0</meddraversion>
        <meddralevel>LLT</meddralevel>
        <meddracode name="Swelling">10042674</meddracode>
      </productindication>
    </productindications>
    <pharmaceuticalproducts>
      <pharmaceuticalproduct>
        <pharmformcode name="[Standard] COATED TABLET">PHF00009MIG</pharmformcode>
        <adminroutes>
          <adminroute>
            <adminroutecode name="[Standard] ORAL USE">ADR00048MIG</adminroutecode>
          </adminroute>
        </adminroutes>
        <ingredients>
          <ingredient strength="50 [U]{FIP} / 1{TABLET}">
            <ingredientrole name="Active Ingredient">1</ingredientrole>
            <substancecode name="[Approved] BROMELAINS">SUB22009</substancecode>
            <concentrationtypecode name="Equal">1</concentrationtypecode>
            <lowamountnumervalue>50</lowamountnumervalue>
            <lowamountnumerprefix name="single">1</lowamountnumerprefix>
            <lowamountnumerunit name="FIP ">[U]{FIP}</lowamountnumerunit>
            <lowamountdenomvalue>1</lowamountdenomvalue>
            <lowamountdenomprefix name="single">1</lowamountdenomprefix>
            <lowamountdenomunit name="Tablet">1{TABLET}</lowamountdenomunit>
          </ingredient>
          <ingredient strength="">
            <ingredientrole name="Excipient">2</ingredientrole>
            <substancecode name="[Approved] LACTOSE MONOHYDRATE">SUB12098MIG</substancecode>
          </ingredient>
          <ingredient strength="">
            <ingredientrole name="Excipient">2</ingredientrole>
            <substancecode name="[Approved] MAIZE STARCH">SUB12133MIG</substancecode>
          </ingredient>
          <ingredient strength="">
            <ingredientrole name="Excipient">2</ingredientrole>
            <substancecode name="[Approved] METHACRYLIC ACID ETHYL ACRYLATE COPOLYMER">SUB12150MIG</substancecode>
          </ingredient>
          <ingredient strength="">
            <ingredientrole name="Excipient">2</ingredientrole>
            <substancecode name="[Approved] GELATIN">SUB12507MIG</substancecode>
          </ingredient>
          <ingredient strength="">
            <ingredientrole name="Excipient">2</ingredientrole>
            <substancecode name="[Approved] MAGNESIUM STEARATE">SUB12527MIG</substancecode>
          </ingredient>
          <ingredient strength="">
            <ingredientrole name="Excipient">2</ingredientrole>
            <substancecode name="[Approved] MALTODEXTRIN">SUB12528MIG</substancecode>
          </ingredient>
          <ingredient strength="">
            <ingredientrole name="Excipient">2</ingredientrole>
            <substancecode name="[Approved] SUCROSE">SUB12600MIG</substancecode>
          </ingredient>
          <ingredient strength="">
            <ingredientrole name="Excipient">2</ingredientrole>
            <substancecode name="[Approved] TALC">SUB12603MIG</substancecode>
          </ingredient>
          <ingredient strength="">
            <ingredientrole name="Excipient">2</ingredientrole>
            <substancecode name="[Approved] TITANIUM DIOXIDE">SUB12611MIG</substancecode>
          </ingredient>
          <ingredient strength="">
            <ingredientrole name="Excipient">2</ingredientrole>
            <substancecode name="[Approved] IRON OXIDE YELLOW (E172)">SUB15934MIG</substancecode>
          </ingredient>
          <ingredient strength="">
            <ingredientrole name="Excipient">2</ingredientrole>
            <substancecode name="[Approved] MONTANGLYCOL WAX">SUB15984MIG</substancecode>
          </ingredient>
          <ingredient strength="">
            <ingredientrole name="Excipient">2</ingredientrole>
            <substancecode name="[Approved] CALCIUM HYDROGEN PHOSPHATE">SUB16368MIG</substancecode>
          </ingredient>
          <ingredient strength="">
            <ingredientrole name="Excipient">2</ingredientrole>
            <substancecode name="[Approved] MACROGOL 4000">SUB20831</substancecode>
          </ingredient>
        </ingredients>
      </pharmaceuticalproduct>
    </pharmaceuticalproducts>
    <ppiattachments>
      <ppiattachment>
        <attachmentcode name="BROMELAINS_50 FIP_coated tablet_237528DE.doc (DE) 19/06/2012 - 1">ATT45384</attachmentcode>
      </ppiattachment>
    </ppiattachments>
    <comments>Exported 2022-05-23 16:14.24 Version 3/4 Created 2013-07-17 13:28.59
medicinal product authorised for the treatment in children</comments>
  </product>
  <product FileRef="0001.2">
