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                December 2018
   CMDh/209/2005, Rev.5
   Decentralised Procedure
   RMS Day 120/Day 180* Draft Assessment Report
   QUALITY
   Assessment of the response to the (outstanding*) questions raised by
   RMS and CMSs
   
   
   
   AB/H/{nnnn}/ {nnn}/DC
   Applicant:  
   Reference Member State
    
   Start of the procedure:
    
   Date of this report:
    
   Deadline for comments:
    
   * Please delete as appropriate, in case of day 180 AR “outstanding
   questions”
   List of abbreviations
   Assessment of the responses to questions of RMS and CMS
   =======================================================
   Quality aspects
   ---------------
   NB: The assessment of the drug substance in this AR should only
   address responses to questions concerning additional information
   provided by the applicant, which is not included in the ASMF. In case
   a full Module 3.2.S for the Active Substance is provided by the
   applicant, assessment of responses to questions regarding the active
   substance should be included in this AR.
   The assessment of the responses to questions on the Applicant’s Part
   and Restricted Part of the ASMF can be found in the separate AR on the
   ASMF.
   RMS Major Objections/CMS Potential Serious Risks to Public Health
   Drug substance (related to additional data provided by applicant only)
   Question
   Summary of the applicant’s response:
   Assessment of the applicant’s response
   Overall summary and conclusion
   Point  resolved.
   Drug product
   Question
   Summary of the applicant’s response:
   Assessment of the applicant’s response
   Overall summary and conclusion
   Point  resolved.
   Other concerns
   Drug substance (related to additional data provided by applicant only)
   Question
   Summary of the applicant’s response
   Assessment of the applicant’s response
   Overall summary and conclusion
   Point  resolved.
   Drug product
   Question
   Summary of the applicant’s response
   Assessment of the applicant’s response
   Overall summary and conclusion
   Point  resolved.
   RMS’s overall conclusion on quality
   ===================================
   List of questions as proposed by the RMS
   ========================================
   Major Objections
   Drug Substance (related to additional data provided by applicant only)
   Note: In case the ASMF procedure is used the following should be
   stated in case major objections are being raised on the restricted
   part of the ASMF:
   For major objections on the restricted part of the ASMF see separate
   AR on the ASMF
   Drug Substance (applicant’s part as provided by ASMF holder)
   Note: Reference should be made to the separate AR on the ASMF as well
   Drug Product
   Other concerns
   Drug Substance (related to additional data provided by applicant only)
   Note: In case the ASMF procedure is used the following should be
   stated in case other concerns are being raised on the restricted part
   of the ASMF:
   For other concerns on the restricted part of the ASMF see separate AR
   on the ASMF.
   Drug Substance (applicant’s part as provided by ASMF holder)
   Note: Reference should be made to the separate AR on the ASMF as well
   Drug Product
   Annex 1. Drug substance specification
   Include if updated or
   Not applicable since no updated specification has been provided in the
   response document.
   Annex 2. Drug product specification
   Include if updated or
   Not applicable since no updated specification has been provided in the
   response document.
   ,  5/5 D120/180* – DAR - Quality
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	NOTICE TO SOUTH AFRICANS WHO HAVE DUAL CITIZENSHIP GIVEN
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	TELEVISION SPONSORSHIP THE USE OF SPONSOR’S CREDITS TO MANUFACTURE
	MUSTERVORLAGE H INWEISE  DIE ERHEBUNG PERSONENBEZOGENER DATEN IM
	GTDENTAL DATA FROM INSURERS TO THE DEPARTMENT  DATA
	RBS SEVER REMOTE INSTALLATION FORM PRINT A COPY OF
	VICERRECTORIA DE INVESTIGACION Y POSTGRADO DIRECCIÓN DE INNOVACIÓN Y
	R EPÚBLICA INSTITUTO NACIONAL DE VIGILANCIA DE MEDICAMENTOS Y
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	STADT BAD REICHENHALL STADTBAUAMT  SG 31 POSTFACH 11
	ANEXO I FORMULARIO DE INSCRIPCIÓN GRUPO DE ENTRENAMIENO Y
	MINISTERIO DE LA PRESIDENCIA RELACIONES CON LAS CORTES E
	« RENCONTRES AUTOUR DU PROJET DE PARC NATUREL RÉGIONAL
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	EDUCACIÓN A DISTANCIA EN GETAFE LES ALTAIR CARRETERA DE
	PRACTICAS PROFESIONALES NO LABORALES EN EMPRESAS PARA JOVENES TITULADOS
	[VOORBEELDBRIEF MEEGEVEN] BETREFT WE STARTEN MET SCHOOLFRUIT! BESTE OUDER(S)VERZORGER(S)
	1 DOSSIER DE POSTE ADAPTÉ RENTRÉE SCOLAIRE 2022 
	SUPPLEMENTAL INFORMATION CHARACTERIZATION OF IR780 LOADED POLYELECTROLYTE MULTILAYER NANOCAPSULES
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