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ANNEX A- LISTING OF APPROVED SUMMARIES OF PRODUCT CHARACTERISTICS (SmPCs) FOR PROZAC (FLUOXETINE) SmPCs HELD OVER PERIOD 01 JANUARY 2011 – 31 DECEMBER 2019
	PRODUCT NAME
	APPLICATION
NUMBER
	APPROVAL
 DATE
	REASON FOR THE VARIATION TO THE SmPC
	REVISION DATE OF SmPC

	Prozac 20 mg hard capsules 

	PL 00006/0195-0076
	01/07/2010
	To update section 4.6 (Pregnancy and lactation) of the SmPC with the risk of persistent pulmonary hypertension in Neonates (PPHN) and section 4.8 of the SmPC (Undesirable effects) with the risk of bone fractures as agreed by the Pharmacovigilance Working Party (PhVWP) in March 2010. Consequential changes to the PIL will be incorporated within 3 to 6 months.
	01/07/2010

	
	PL 00006/0195- 0064

	10/03/2011
	To update sections 4.4 (Special warnings and precautions for use), 4.5 (Interaction with other medicinal products and other forms of interaction) and 4.8 (Undesirable effects) of the SmPC and consequentially the leaflet with information about the interaction between fluoxetine and tamoxifen as requested by the MHRA and also classifying the adverse effects according to Medical Dictionary for Regulatory Activities (MedDRA).
	10/03/2011

	
	PL 00006/0195- 0079
	16/09/2011
	To update section 4.8 (Undesirable effects) of the SmPC to include thrombocytopenia, tinnitus and dysphemia as adverse events following the review of Periodic Safety Update Reports (PSURs).
	16/09/2011

	
	PL 00006/0195- 0080

	09/03/12


	To update section 4.8 (Undesirable effects) of the SmPC to add memory impairment, persistent sexual dysfunction and the results of Study B1Y-MC-HCLS, "The Association of Fluoxetine with Growth in Children and Adolescents at Kaiser-Permanente in Northern California". To update section 4.4 (Special warnings and precautions for use) of the SmPC to add ‘glaucoma’. Section 4.6 (Pregnancy and Lactation) has been updated in line with QRD. Consequentially the leaflet has been updated.
	09/03/2012

	
	PL 00006/0195 - 0086  
	25/04/2012
	To include updates to sections 4.8 and 5.1 of the SmPC that should have been included as part of the variation in Case PL 00006/0195-0080.
	09/03/2012

	
	PL 00006/0195 - 0083 

	26/04/2012


	To update section 4.8 (Undesirable effects) of the SmPC to provide additional information and clarity to prescribers with respect to the already listed term “Gastro-intestinal haemorrhage”. Consequentially, the PIL has been updated. 

	26/04/2012

	
	PL 00006/0195 - 0088
	11/05/2012
	To add section 5.3 of SmPC, taken from Case PL 00006/0195-0054, as was missing from SmPC last updated in Case PL 00006/0195- 0083.            
	26/04/2012

	
	PL 00006/0195 - 0089
	25/09/2012
	To update sections 4.6 and 5.3 of the SmPC to include SSRIs and possible increased risk of male infertility due to sperm impairment bringing it in line with the agreed PhVWP wording. Consequentially the leaflet has been updated.
	25/09/2012

	
	PL 00006/0195 - 0097    
	09/04/2013
	To include updates to sections 4.4, 4.8 and 6.5 of the SmPC that should have been included as part of the variation in Case PL 00006/0195-0080.
	28/01/2013

	
	PL 00006/0195 - 0091
	01/03/2013
	To update section 4.3 (Contraindications) of the SPC and consequentially the leaflet following the review of the PSUR September 2009 to 2010.
	01/03/2013

	
	PL 00006/0195 - 0098    
	16/04/2013
	To amend formatting of title in section 1 of the SmPC.
	01/03/2013

	
	PL 00006/0195 - 0087    
	07/02/2013
	To update sections 4.4 (Special warnings) and 4.9 (Overdose) of the SmPC with information related to the possibility of QT prolongation effects under certain clinical settings and conditions. Additionally, section 4.8 (Undesirable effects) of the SmPC is also updated with information related to effect on prolactin secretion.
	07/02/2013

	
	PL00006/0195-0090
	01/04/2013
	Renewal
	01/04/2013

	
	PL 00006/0195 - 0102    
	23/01/2015
	Following the grant of the Renewal, amendments have been made to sections 4.3, 4.6, 4.8 and 5.2 of the SmPC that should have been included as part of the Renewal. 
	01/04/2013

	
	PL 00006/0195 - 0101    
	30/10/2015
	To update sections 4.4 and 4.8 of the SmPC and consequentially the leaflet in line with company core data sheet (CCDS).
	30/10/2015

	
	PL 00006/0195 - 0105    
	08/02/2016
	To update section 4.6 of the SmPC and the leaflet in line with a request from the ANSM (Agence Nationale de Sécurité du Médicament et des Produits de Santé)
	08/02/2016

	
	PL 00006/0195 - 0104    
	15/03/2016
	To update sections 4.2, 4.3, 4.4, 4.5 and 4.8 of the SPC to implement the outcome of fluoxetine PSURs 17and18 (FR/H/PSUR/0069/001). Consequentially the PIL has been updated.
	15/03/2016

	
	PL 00006/0195 - 0106    
	29/03/2016
	Add/amend to update the current granted view with fragments and a mock-up that correctly consolidate the changes approved from procedures FR/H/0242/01-03/1B/043 and FR/H/0242/01-03/II/041 and 044.
	15/03/2016

	
	PL 00006/0195 - 0113    
	26/06/2019
	To update sections 1, 2 , 4.2, 4,4, 4.8 and, 6.5 of the SmPC, the label and PIL  to include a statement on persistent sexual dysfunction, following PSUR assessment report PSUSA/00001442/201709. QRD and excipients guideline changes are also made.
	26/09/2019

	Prozac 20 mg per 5 ml oral liquid    
	PL 00006/0272-0067


	01/07/2010
	To update section 4.6 (Pregnancy and lactation)  of the SmPC with the risk of persistent pulmonary hypertension in Neonates (PPHN) and section 4.8 of SmPC (Undesirable effects) with the risk of bone fractures as agreed by the PhVWP in March 2010. Consequential changes to the PIL will be incorporated within 3 to 6 months. 
	01/07/2010

	
	PL 00006/0272 - 0055
	10/03/2011
	To update sections 4.4 (Special warnings and precautions for use), 4.5 (Interaction with other medicinal products and other forms of interaction) and 4.8 (Undesirable effects) of the SmPC and consequentially the leaflet with information about the interaction between fluoxetine and tamoxifen as requested by the MHRA and also classifying the adverse effects according to MedDRA.
	10/03/2011

	
	PL 00006/0272 - 0070    
	16/09/2011
	To update section 4.8 (Undesirable effects) of the SmPC to include thrombocytopenia, tinnitus and dysphemia as adverse events following the review of PSURs.
	16/09/2011

	
	PL 00006/0272 - 0071    


	09/03/2012
	To update section 4.8 (Undesirable effects) of the SmPC to add memory impairment, persistent sexual dysfunction and the results of Study B1Y-MC-HCLS, "The Association of Fluoxetine with Growth in Children
and Adolescents at Kaiser-Permanente in Northern California". To update section 4.4 (Special warnings and precautions for use) of the SPC to add ‘glaucoma’. Section 4.6 (Pregnancy and Lactation) has been updated in line with Quality Review of Documents (QRD). Consequentially the leaflet has been updated.
	09/03/2012 

	
	PL 00006/0272 - 0075    
	25/04/2012
	To include updates to sections 4.8 and 5.1 of the SmPC that should have been included as part of the variation in Case PL 00006/0272-0071.
	09/03/2012

	
	PL 00006/0272 - 0073  

	26/04/2012

	To update section 4.8 (Undesirable effects) of the SmPC to provide additional information and clarity to prescribers with respect to the already listed term “Gastro-intestinal haemorrhage”. Consequentially, the PIL has been updated. 
	26/04/2012

	
	PL 00006/0272 - 0077    
	11/05/2012
	To add section 5.3 of SmPC, taken from Case 0044, as was missing from SmPC last updated in Case 0073.  
	26/04/2012

	
	PL 00006/0272 - 0078 




 
	25/09/2012






	To update sections 4.6 and 5.3 of the SPC to include SSRIs and possible increased risk of male infertility due to sperm impairment bringing it in line with the agreed PhVWP wording. Consequentially the leaflet has been updated.
	25/09/2012

	
	PL 00006/0272 – 0084
	09/04/2013


	To include updates to sections 4.4 and 4.8  of the SmPC that should have been included as part of the variation in Case PL 00006/0272-0071.
	25/09/2012

	
	PL 00006/0272 – 0076






	07/02/2013
	To update sections 4.4 (Special warnings) and 4.9 (Overdose) of the SmPC with information related to the possibility of QT prolongation effects under certain clinical settings and conditions. Additionally, section 4.8 (Undesirable effects) of the SmPC is also updated with information related to effect on prolactin secretion.
	07/02//2013

	
	PL 00006/0272-0080
	01/03/2013
	To update section 4.3 (Contraindications) of the SmPC and consequentially the leaflet following the review of the PSUR September 2009 to 2010.
	01/03/2013

	
	PL 00006/0272 - 0085    
	16/04/2013
	To amend formatting of title in section 1 of the SmPC. 
To amend error in section 4.4 of the SmPC (sentence ‘Caution in acute cardiac disease’ should have been removed in Case 0076).
	01/03/2013

	Prozac 20 mg per 5 ml oral solution  
	PL 00006/0272-0079 
	01/04/2013


	Renewal
	01/04/2013

	
	PL 0006/0272 - 0089    
	23/01/2015
	Data Review: 
Following the grant of the Renewal amendments have been made to sections 4.2, 4.3, 4.6, 4.8, 5.2 and 6.5 of the SmPC that should have been included as part of the Renewal. 
	01/04/2013

	
	PL 00006/0272 - 0088
	30/10/2015
	To update sections 4.4 and 4.8 of the SPC and consequentially the leaflet in line with the  company core data sheet (CCDS).
	30/10/2015

	
	PL 00006/0272 - 0092
	08/02/2016
	To update section 4.6 of the SmPC and the leaflet in line with a request from the ANSM (Agence Nationale de Sécurité du Médicament et des Produits de Santé).
	08/02/2016

	
	PL 00006/0272 - 0091
	15/03/2016
	To update sections 4.2, 4.3, 4.4, 4.5 and 4.8 of the SmPC to implement the outcome of fluoxetine PSURs 17 and 18 (FR/H/PSUR/0069/001). Consequentially the PIL has been updated.
	15/03/2016

	
	PL 00006/0272 -0093

	29/03/2016
	Add/amend to update the current granted view with fragments and a mock-up that correctly consolidate the changes from procedures FR/H/0242/01-03/1B/043 and FR/H/0242/01-03/II/041 and 044, which have recently been approved.
	15/03/2016

	
	PL 00006/0272 - 0096
	26/06/2019
	To update all SmPC sections (other than 4.4 and 4.8), the label and PIL to include a statement on persistent sexual dysfunction, following PSUR assessment report PSUSA/00001442/201709. QRD and excipients guideline changes are also made.
	26/09/2019
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