
 
 
 
 

República Argentina - Poder Ejecutivo Nacional
Las Malvinas son argentinas

 
Disposición

 
Número: 
 

 
Referencia: EX-2021-91511876-APN-DGA#ANMAT

 

 

VISTO el EX-2021-91511876-APN-DGA#ANMAT del Registro de la Administración Nacional de 
Medicamentos, Alimentos y Tecnología Médica; y

 

CONSIDERANDO:

Que por las presentes actuaciones la firma NOVA ARGENTIA S.A., representante en la Argentina de 
MENARINI INTERNATIONAL OPERATIONS LUXEMBOURG S.A., solicita un nuevo elaborador alternativo 
y nuevo país de origen alternativo para la Especialidad Medicinal denominada PRESIAM / ZOFENOPRIL 
CALCICO, Forma Farmacéutica y Concentración: COMPRIMIDOS RECUBIERTOS, ZOFENOPRIL 
CALCICO 15 mg – 30 mg, aprobado por Certificado N° 50.189.

Que las actividades de importación, comercialización y depósito en jurisdicción nacional o con destino al 
comercio interprovincial de especialidades medicinales se encuentran referidas por la Ley 16.463 y los Decretos 
Nros. 9763/64, 150/92 y sus modificaciones 1890/92 y 177/93; y la Disposición N° 262/95.

Que el producto habrá de elaborarse alternativamente en ALEMANIA, siendo dicha Especialidad Medicinal 
elaborada alternativamente en: MENARINI – VON HEYDEN GmBh, Leipziger Strasse 7-13, Dresden, 01097, 
Alemania.

Que la empresa solicitante se encuentra habilitada como importadora de especialidades medicinales por esta 
Administración Nacional.

Que la Dirección de Evaluación y Registro de Medicamentos ha tomado la intervención de su competencia.

Que la Dirección de Asuntos Jurídicos ha tomado la intervención de su competencia.



Que se actúa en virtud de las facultades conferidas por el Decreto N° 1490/92 y sus modificatorios.

 

Por ello;

EL ADMINISTRADOR NACIONAL DE LA ADMINISTRACIÓN NACIONAL DE

MEDICAMENTOS, ALIMENTOS Y TECNOLOGÍA MÉDICA

DISPONE:

ARTICULO 1º.- Autorízase a la firma NOVA ARGENTIA S.A., representante en la Argentina de MENARINI 
INTERNATIONAL OPERATIONS LUXEMBOURG S.A., el nuevo elaborador alternativo para la Especialidad 
Medicinal denominada PRESIAM / ZOFENOPRIL CALCICO, Forma Farmacéutica y Concentración: 
COMPRIMIDOS RECUBIERTOS, ZOFENOPRIL CALCICO 15 mg – 30 mg; la que en lo sucesivo se elaborará 
alternativamente en: MENARINI – VON HEYDEN GmBh, Leipziger Strasse 7-13, Dresden, 01097, Alemania.

ARTICULO 2º.- Autorízase a la firma NOVA ARGENTIA S.A., representante en la Argentina de MENARINI 
INTERNATIONAL OPERATIONS LUXEMBOURG S.A., propietaria de la Especialidad Medicinal mencionada 
en el artículo anterior, el nuevo país de origen que en lo sucesivo será: ALEMANIA, además del aprobado con 
anterioridad.

ARTICULO 3°.- Los textos de rótulos y prospectos no se modifican de acuerdo a lo expresado en carácter de 
Declaración Jurada por el solicitante a fojas 74 del documento IF-2021-91708583-APN-DGA#ANMAT.

ARTICULO 4°.- Practíquese la atestación correspondiente en el Certificado Nº 50.189 cuando el mismo se 
presente acompañado de la presente disposición.

ARTICULO 5º.- Regístrese, por mesa de entradas notifíquese al interesado, haciéndole entrega de la presente 
disposición, gírese a la Dirección de Gestión de Información Técnica a los fines de adjuntar al legajo 
correspondiente, Cumplido, Archívese.
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Buenos Aires,   

 
 

SEÑORES 
ADMINISTRACION NACIONAL DE 
MEDICAMENTOS, ALIMENTOS Y TECNOLOGÍA MÉDICA 
 
 

REF.: EX2020-89259962-APN-DGA#ANMAT  
Nuevo País de Origen Alternativo 

PRESIAM  
 

 
 

 
    De nuestra consideración: 
 
 
  NOVA ARGENTIA S.A. (CUIT: 30-70946724-3) como representante en el país de Laboratorios 

Menarini S.A. (España) con domicilio legal en Maipú N°509 4°piso – CABA – C1006ACE, bajo la Dirección técnica 

de la Farmacéutica Maria Eugenia Belgiorno se dirige a esta Administración con el objeto de solicitar el nuevo 

país de origen y planta elaboradora del producto de la referencia como alternativo al actualmente autorizado. 

El cambio es el siguiente: 

 

 
 
 
 

Sin otro particular, saluda muy atentamente, 

 

 Autorizado Nuevo país de origen alternativo  

Fabricación 
(Laboratorio) 

A Menarini Manufacturing Logistics and 
Services  
Via Campo de Pile, L´Aquila, Italia 

 

 
MENARINI - VON HEYDEN GMBH: 
Leipziger Strasse 7-13, Dresden – 
01097, Alemania (Fabricación 
comprimidos, acondicionamiento 1° y 
2°, control de lotes y liberador de lotes) 
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1. Esportatore (Paese certificante): ITALIA 

 Exporting (certifying country) 

2. Importatore (Paese richiedente):  Argentina 

 Importing (requesting country) 

3. Nome e confezione del prodotto:  Bifril 15 mg compresse rivestite con film, 28 compresse in 

blister PVDC/PVC//AL 

 Name and dosage form of the product 

4. Principi attivi² e quantità per unità di dose³:     

Zofenopril: 14,3 mg (equivalente a 15 mg di Zofenopril calcium) 

 Active ingredient(s)2 and amount(s) per unit dose3 

 Per la composizione completa compresi gli eccipienti4  si faccia riferimento all’allegato. 

 For complete composition including excipients, see attached4. 

5. Il medicinale è autorizzato per essere commercializzato in Italia           SI     NO  

 This product is licensed  to be placed on the market for use in Italy        

 Il richiedente dichiara che il medicinale è in commercio in Italia          SI     NO  

 The applicant declares that the product is actually on the market in Italy      

6. Numero di AIC e data del provvedimento di autorizzazione della confezione: 034408 070 – 

20/08/1999 

 Number of product licence and date of the marketing authorization decree  

7. Titolare AIC (nome e indirizzo):  Istituto Luso Farmaco d’Italia S.p.A. Milanofiori, Strada 

6_Edificio L, 20089 Rozzano (Milano)  

 Product licence holder (name and address) 

8. Status del titolare AIC5:  c 

(indicare la categoria  come definita nella nota 5) 

 Status of product licence holder5  

(Key in appropriate category as defined in note 5) 

9. Per le categorie b e c specificare nome e indirizzo del produttore/i responsabile/i per il rilascio 

dei lotti della forma farmaceutica6:  A.Menarini Manufacturing Logistics and Services S.r.L. – 

Via Campo di Pile, 67100 L’Aquila (Italia) e Menarini-Von Heyden GmbH –Leipziger Strabe 7-

13, D-01097 Dresda Germania ) 

 For categories b and c the name and address of the manufacturer(s) responsible for the batch 

release of the dosage form is/are6 
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10. L’autorità certificante effettua ispezioni periodiche nell’officina farmaceutica responsabile per 

il rilascio dei lotti nella quale la forma farmaceutica è prodotta?                                            SI   

Non applicabile 7                 

Se la risposta è “non applicabile”, non completare le sezioni 11, 12 e 13.  

 Does the certifying authority arrange for periodic inspection of the manufacturing plant 

responsible for the batch release in which the dosage form is produced?                

If “not applicable”, do not complete sections 11, 12 and 13.  

11. Periodicità normalmente prevista per le ispezioni:  

                                ad una frequenza appropriata basata sul rischio     

Periodicity of routine inspections    

                                                         at an appropriate frequency based on risk 

12. Il produttore è stato ispezionato per questo tipo di forma farmaceutica?         SI      NO    

 Has the manufacturer of this type of dosage form been inspected?                  

13. L’officina e le operazioni di produzione sono conformi alle GMP dell’Unione Europea e in 

accordo agli standard GMP raccomandati dall’OMS8?                               SI     NO  

 Do the facilities and operations conform to European Union GMP and GMP requirements as  

recommended by the WHO8?                                                                            
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DA COMPLETARE A CURA DELL’AUTORITA’ CERTIFICANTE 

TO BE COMPLETED BY THE CERTIFYING AUTHORITY 

CIP/GI/AG Pratica N°AIN/2021/1147 N°CPP/2021/1183 

Le informazioni inviate dal richiedente soddisfano l’autorità certificante sotto tutti gli aspetti relativamente 

alla produzione del prodotto9?  SI      NO  

The information submitted by the applicant satisfies the certifying authority on all aspects of the 

manufacture of the product9?                           

Il presente certificato è conforme al modello raccomandato dell’Organizzazione Mondiale della Sanità e 

viene rilasciato sulla base degli atti di ufficio e delle informazioni disponibili nella Banca Dati dell’Agenzia 

Italiana del Farmaco. 

This certificate, which conforms to the format recommended by the World Health Organization, is being 

issued having regard to the proceedings of the office and information available in the database of the 

Italian Medicines Agency.   

Il Riassunto delle Caratteristiche del Prodotto ed il Foglio Illustrativo del prodotto medicinale sono 

reperibili nella banca dati dell’Agenzia Italiana del Farmaco al seguente indirizzo web: 

The Summary of Product Characteristics and the Patient Leaflet are available at the web-site address of 

the Italian Medicines Agency:  

https://farmaci.agenziafarmaco.gov.it/bancadatifarmaci/cerca-farmaco 

Indirizzo dell’autorità certificante: 

Address of the certifying authority: 

Ufficio Certificazioni e Importazioni Parallele / Certification and Parallel Import Office 

Agenzia Italiana del Farmaco / Italian Medicines Agency  

Via del Tritone, n. 181 - 00187 Roma 

Roma,                                                                                                      

 

 

 

 

 

 

IL DIRIGENTE 

THE DIRECTOR 

(Surname Name) 

 

 

 

Data del rilascio (giorno/mese/anno) 

Release date (day/month/year) 
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Note esplicative 

 

1. Questo certificato, conforme al formato raccomandato dall’OMS, stabilisce lo stato del prodotto farmaceutico e del richiedente il certificato nel 
Paese esportatore. È predisposto solo per un singolo prodotto dal momento che la situazione della produzione e le informazioni autorizzate per 
le differenti forme farmaceutiche e i differenti dosaggi possono variare. 

2. Usare, ove possibile, l’International Nonproprietary Names (INNs) o il National Nonproprietary Names.  
3. La formula (composizione completa) della forma farmaceutica può essere riportata nel certificato o allegata.    
4. I dettagli della composizione quantitativa sarebbero preferibili, ma il loro invio è soggetto agli accordi con il titolare del prodotto.  
5. Specificare se il titolare AIC: 

a. è il produttore della forma farmaceutica responsabile per il rilascio dei lotti;  
b. confeziona e/o etichetta la forma farmaceutica prodotta da una compagnia indipendente; o 
c. non è coinvolto in nessuna delle attività sopraccitate. 

6. L’informazione inerente il sito di produzione è parte dell’autorizzazione all’immissione in commercio. Se il sito di produzio ne è cambiato, 
l’autorizzazione deve essere aggiornata altrimenti non è più valida.  

7. Non applicabile significa che l’officina di produzione responsabile per il rilascio dei lotti è situata in un Paese diverso dall’Italia e l’ispezione è 
condotta sotto l’egida del Paese di produzione. 

8. I requisiti per le norme di buona fabbricazione e controllo di qualità dei medicinali a cui si fa riferimento nel certificato sono quelli inclusi nel 32th 

report del Export Commettee on Specifications for Pharmaceutical Preparations, WHO Technical Report Series No 823, 1992, Annex 1. 
Raccomandazioni specificatamente applicabili ai prodotti biologici sono state formulate dal WHO Export Commettee on Biological 
Standardization (WHO Technical Report Series No 822, 1992, Annex 1). 

9. Questa sezione è particolarmente importante quando nella produzione sono coinvolti terzisti stranieri. In questa circostanza il richiedente deve 
fornire all’autorità certificante le informazioni necessarie a identificare i terzisti responsabili per ciascuna fase di produzione della forma 
farmaceutica finita nonché i limiti e la tipologia dei controlli effettuati da ciascuno dei terzisti coinvolti. 

. 
  

 

Explanatory notes 

 

1. This certificate, which is in the format recommended by WHO, establishes the status of the pharmaceutical product and of the applicant for the 
certificate in the exporting country. It is for a single product only since manufacturing arrangements and approved information for different 
dosage forms and different strengths can vary.  

2. Use, whenever possible, International Nonproprietary Names (INNs) or national Nonproprietary Names.  
3. The formula (complete composition) of the dosage form should be given on the certificate or be appended.  
4. Details of quantitative composition are preferred but their provision is subject to the agreement of the product-licence holder.  
5. Specify whether the person responsible for placing the product on the market:  

a. is the manufacturer of the dosage form responsible for the batch release;  

b. packages and/or labels a dosage form manufactured by an independent company; or  
c. is involved in none of the above.  

6. This information can only be provided with the consent of the product-licence holder. Non-completion of this section indicates that the party 
concerned has not agreed to inclusion of this information. It should be noted that information concerning the site of product ion is part of the 
product licence. If the production site is changed, the licence has to be updated or it is no longer valid.  

7. Not applicable means the manufacture in the site responsible for the batch release is taking place in a country other than Italy  and inspection 
is conducted under the aegis of the country of manufacture. 

8. The requirements for good practices in the manufacture and quality control of drugs referred to in the certificate are those included in the thirty-
second report of the Expert Committee on Specifications for Pharmaceutical Preparations, WHO Technical Report Series No. 823, 1992, Annex 
1. Recommendations specifically applicable to biological products have been formulated by the WHO Expert Committee on Biological 
Standardization (WHO Technical Report Series, No. 822, 1992, Annex 1). 

9. This section is of particular importance when foreign contractors are involved in the manufacture of the product. In these circumstances t he 
applicant should supply the certifying authority with information to identify the contracting parties responsible for each st age of manufacture 
of the finished dosage form, and the extent and nature of any controls exercised over each of these parties. 
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DICHIARAZIONE SULLA COMPOSIZIONE QUANTITATIVA 
STATEMENT OF QUANTITATIVE COMPOSITION  

 
          Codice di Autorizzazione all’Immissione in Commercio: 034408 070 

Marketing Authorisation Number 
 
 

           Composizione qualitativa e quantitativa del prodotto farmaceutico                                                                                                      
Qualitative and quantitative composition of the pharmaceutical product  

 

Principio(i) Attivo(i): 
Active ingredient(s) 
 

Quantità e unità di misura: 
Quantities and units 
 

Zofenopril  
14,3 (equivalente a 15,00 
mg di Zofenopril Calcium) 

mg  

Eccipienti: 
Excipient(s) 
 

Quantità e unità di misura: 
Quantities and units 
 

Nucleo della compressa    

Cellulosa microcristallina 38,6 mg  

Lattosio monoidrato 34,7 mg  

Croscarmellosa sodica 6,7 mg  

Magnesio stearato  2,00 mg  

Silice colloidale anidra 3,00 mg  

Rivestimento della 
compressa:  

   

Macrogol 6000 0,64 mg  

Opadry Y-1-7000 
costituito da: 

- ipromellosa  
- diossido di titanio (E171)  
- macrogol 400 

 
 
2,10 
1,05 
0,21 

mg 
 
mg 
mg 
mg 
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Appendice 1  (Annex 1) Elenco officine del prodotto finito 
 Finished medicinal product manufacturer(s) 

Ripetere le informazioni richieste per ogni officina autorizzata a produrre il prodotto finito in accordo all’AIC  
Information on the manufacturers of the finished product according to the Marketing Authorisation, repeat for each site as applicable 

 

Denominazione officina: 
Site name 

A. Menarini Manufacturing Logistics and Services S.r.l. 

Indirizzo, Codice Postale,Città, Paese: 
Address, Post Code, City, Country 

Via Campo di Pile, 67100  L’Aquila (Italia)  

Specificare le fasi produttive autorizzate nell’AIC per il sito (produzione, 
confezionamento primario e secondario, controlli analitici, rilascio dei 
lotti): 
Specify manufacturing operations authorized for the site according to the 
product license (manufacturing, primary and secondary packing, quality 
control testing, batch release) 

Produzione del bulk 
Confezionamento primario e secondario 
Rilascio dei lotti 

Numero della MIA in corso di validità rilasciato da un’autorità 
competente UE/autorità competente nazionale nell’ambito di un accordo 
di mutuo riconoscimento con l’UE:  
MIA number issued by an EU national competent authority or a National 
competent authority under a GMP Mutual Recognition Agreement with the 
EU  

aM-34/2020 

Data della MIA (generalmente non anteriore a tre anni): gg/mm/aaaa  
MIA authorization date  

18/03/2020 
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Denominazione officina: 
Site name 

A. Menarini Manufacturing Logistics and Services S.r.l. 

Indirizzo, Codice Postale,Città, Paese: 
Address, Post Code, City, Country 

Via Sette Santi 3, 50131 Firenze (Italia) 

Specificare le fasi produttive autorizzate nell’AIC per il sito (produzione, 
confezionamento primario e secondario, controlli analitici, rilascio dei 
lotti): 
Specify manufacturing operations authorized for the site according to the 
product license (manufacturing, primary and secondary packing, quality 
control testing, batch release) 

Controlli analitici 

Numero della MIA in corso di validità rilasciato da un’autorità 
competente UE/autorità competente nazionale nell’ambito di un accordo 
di mutuo riconoscimento con l’UE:  
MIA number issued by an EU national competent authority or a National 
competent authority under a GMP Mutual Recognition Agreement with the 
EU  

aM-173/2019 

Data della MIA (generalmente non anteriore a tre anni): gg/mm/aaaa  
MIA authorization date or Inspection date as stated in the GMP certificate 

20/12/2019 
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Denominazione officina: 
Site name 

Dompè Farmaceutici S.p.A. 

Indirizzo, Codice Postale,Città, Paese: 
Address, Post Code, City, Country 

Via Campo di Pile, 67100 L’Aquila (Italia) 

Specificare le fasi produttive autorizzate nell’AIC per il sito (produzione, 
confezionamento primario e secondario, controlli analitici, rilascio dei 
lotti): 
Specify manufacturing operations authorized for the site according to the 
product license (manufacturing, primary and secondary packing, quality 
control testing, batch release) 

Controlli analitici 

Numero della MIA in corso di validità rilasciato da un’autorità 
competente UE/autorità competente nazionale nell’ambito di un accordo 
di mutuo riconoscimento con l’UE:  
MIA number issued by an EU national competent authority or a National 
competent authority under a GMP Mutual Recognition Agreement with the 
EU  

aM-74/2018 

Data della MIA (generalmente non anteriore a tre anni): gg/mm/aaaa  
MIA authorization date  

12/06/2018 
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Denominazione officina: 
Site name 

Menarini-Von Heyden GmbH 

Indirizzo, Codice Postale,Città, Paese: 
Address, Post Code, City, Country 

Leipziger Strasse 7-13, 01097 Dresda (Germania) 

Specificare le fasi produttive autorizzate nell’AIC per il sito (produzione, 
confezionamento primario e secondario, controlli analitici, rilascio dei 
lotti): 
Specify manufacturing operations authorized for the site according to the 
product license (manufacturing, primary and secondary packing, quality 
control testing, batch release) 

Produzione del bulk 
confezionamento primario e secondario 
controlli analitici  
rilascio dei lotti 

Numero della MIA in corso di validità rilasciato da un’autorità 
competente UE/autorità competente nazionale nell’ambito di un accordo 
di mutuo riconoscimento con l’UE:  
MIA number issued by an EU national competent authority or a National 
competent authority under a GMP Mutual Recognition Agreement with the 
EU  

DE_SN_01_MIA_2021_0004/26-5117/23 

Data della MIA (generalmente non anteriore a tre anni): gg/mm/aaaa  
MIA authorization date  

16/03/2021 
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Denominazione officina: 
Site name 

Special Product Line S.p.A. 

Indirizzo, Codice Postale,Città, Paese: 
Address, Post Code, City, Country 

Via Fratta Rotonda Vado Largo n. 1, 03012 Anagni (Italia) 

Specificare le fasi produttive autorizzate nell’AIC per il sito (produzione, 
confezionamento primario e secondario, controlli analitici, rilascio dei 
lotti): 
Specify manufacturing operations authorized for the site according to the 
product license (manufacturing, primary and secondary packing, quality 
control testing, batch release) 

Confezionamento primario e secondario 

Numero della MIA in corso di validità rilasciato da un’autorità 
competente UE/autorità competente nazionale nell’ambito di un accordo 
di mutuo riconoscimento con l’UE:  
MIA number issued by an EU national competent authority or a National 
competent authority under a GMP Mutual Recognition Agreement with the 
EU  

aM-71/2019 

Data della MIA (generalmente non anteriore a tre anni): gg/mm/aaaa  
MIA authorization date  

16/05/2019 
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AGENCIA ITALIANA DE MEDICAMENTOS

DEPARTAMENTO CERTIFICACIONES Y IMPORTACIONES PARALELAS 
 
 

CERTIFICADO PARA PRODUCTOS FARMACÉUTICOS. 1 CERTIFICATE OF A PHARMACEUTICAL PRODUCT1 

1. Exportador (país certificador): ITALIA 

Exporting(certlfying country) 
 

2. Importador (país solicitante):  ARGENTINA 
 

lmporting (requesting country) 
 

3. Nombre y embalaje del producto: BIFRIL 15 mg comprimidos recubiertos con película, 28 comprimidos en blister PVDC/PVC//AL 

Name and dosage form of the product 
 

4. 
 

Ingredientes activos2 y cantidades por unidad de dosis3: 
 

Zofenopril: 14,3 mg (equivalente a 15 mg de Zofenopril cálcico)  

Active ingredient(s)2 and amount(s) per unit dose3 

 
Para la composición completa, incluidos los excipientes4, consulte el anexo adjunto. 

 
For complete composition including excipients, see attached4. 

5. El medicamento está autorizado para ser comercializado en Italia      SÌ      NO 

This product is licensed to be placed on the market for use in Italy 

 El solicitante declara que el medicamento está comercializado en Italia ya      SÍ       NO  

The appilcant declares that the product is actually on the market in ltaly 

6. Número AC y fecha de la autorización del embalaje: N. AC 034408 070 – 20/08/1999 

Number of product licence and date of the marketing authorization decree 

 
 

 
 

 
  

7. Titular AC (nombre y dirección): Istituto Luso Farmaco d'Italia S.p.A. Milanofiori, Strada 6_Edificio L, 20089 Rozzano (Milano) 

Product licence holder (name and address) 

8. Estado del titular AC5: c 
 

(indique la categoría como indicado en la nota 5) 
 

Status of product licence holder 
 

(Key in appropriate category as defined in note 5) 

9. Para las categorías b y c, especifique el nombre y la dirección del fabricante o fabricantes responsable/s de la liberación de los lotes de la forma 
farmacéutica6: 

A. Menarini Manufacturing  Logistics and Services  S.r.l. -  Via  Campo di  Pile, 67100 L'Aquila (Italia); 
Menarini-Von Heyden GmbH -  Leipziger Strabe  7 -  13,  D-01097  Dresda Alemania 

 
For categories b and c the name and address of the manufacturer(s) responsible for the batch release of the dosage form is/are6 

10. ¿La autoridad de certificación realiza inspecciones periódicas en el taller farmacéutico responsable de la liberación de los lotes donde se produce 
la forma farmacéutica? SÍ       No aplicable7 

Si la respuesta es «no aplicable», no complete las secciones 11,12 y 13. 

 
Does the certifying authority arrange for periodic inspection of the manufacturing plant responsible for the batch release in which the dosage form is 

produced? 

lf “not applicable”, do not complete sections 11, 12 and 13. 

 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 

1 
N. de referencia AIN/2021/1147   Impuesto de timbre pagado de acuerdo con la legislación vigente en la materia. 
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AGENCIA ITALIANA DE MEDICAMENTOS 

DEPARTAMENTO CERTIFICACIONES Y IMPORTACIONES PARALELAS 
 

CERTIFICADO PARA PRODUCTOS FARMACÉUTICOS1 CERTIFICATE OF A PHARMACEUTICAL PRODUCT1 
 
 

 
11. 

 
Periodicidad normalmente prevista para las inspecciones: 

      a una frecuencia adecuada basada en el riesgo 

Periodicity of routine inspections 
 

at an appropriate frequency based on risk 

12. 
¿Se ha inspeccionado al fabricante para este tipo de forma farmacéutica? SÌ  NO 

 Has the manufacturer of this type of dosage form been inspected? 

13. ¿El taller y las operaciones de producción cumplen con las BPM de la Unión Europea y de acuerdo con las normas BPM recomendadas por la 
OMS8? SÌ       NO 

 
Do the facilities and operations conform to European Union GMP and GMP requirements as recommended by the WHO8? 

 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 

2 
 

N. de referencia AIN/2021/1147    Impuesto de timbre pagado de acuerdo con la legislación vigente en la materia. 
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AGENCIA ITALIANA DE MEDICAMENTOS 

DEPARTAMENTO CERTIFICACIONES Y IMPORTACIONES PARALELAS 
 

CERTIFICADO PARA PRODUCTOS FARMACÉUTICOS1 CERTIFICATE OF A PHARMACEUTICAL PRODUCT1 
 
 
 
 
 

 
PARA SER COMPLETADO POR LA AUTORIDAD CERTIFICADORA 

 
TO BECOMPLETED BY THE CERTIFYING AUTHORITY 

 CIP/GI/AG N. de referencia AIN/2021/1147 N° CPP/2021/1183 

 
 

¿La información enviada por el solicitante satisface a la autoridad de certificación en todos los aspectos relacionados con la producción del 
producto9?      SÌ        NO 

The information submitted by the applicant satisfies the certifying authority on all aspects of the manufacture of the product9? 

 Este certificado cumple con el modelo recomendado de la Organización Mundial de la Salud y se emite conformemente a los documentos oficiales y 

la información disponible en la base de datos de la Agencia Italiana de Medicamentos. 

This certificate, which conforms to the format recommended by the World Health Organization, is being issued having regard to the 
 

proceedings of the office and information available In the database of the ltalian Medicines Agency. 

 El Resumen de las características del producto y el Prospecto del medicamento se pueden encontrar en la base de datos de la Agencia Italiana de 

Medicamentos en la siguiente dirección web: 

The Summary of Product Characteristics and the Patient Leaflet are available at the web-site address of the ltalian Medicines Agency: 
 

https://farmaci.agenziafarmaco.gov.it/bancadatifarmaci/cerca-farmaco 

 Dirección de la autoridad de certificación: 
 

Address of the certifying authority: 
 

Departamento certificaciones y importaciones paralelas/ Certlfication and Parallel Import Office 

Agencia Italiana de Medicamentos / ltalian Medicines Agency 

Via del Tritone, n. 181 - 00187 Roma 

 
Roma, 17.06.2021 

 
Data de la liberación (día/mes/año) 

 
Release date (day/month/year) El DIRECTOR 

THE DIRECTOR 
 

(Dott. GALLUCCIO Antonio) 
       (Surname Name) 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 

 
 
 
 

3 
 

N. de referencia AIN/2021/1147         Impuesto de timbre pagado de acuerdo con la legislación vigente en la materia. 
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AGENCIA ITALIANA DE MEDICAMENTOS 

DEPARTAMENTO CERTIFICACIONES Y IMPORTACIONES PARALELAS 
 

CERTIFICADO PARA PRODUCTOS FARMACÉUTICOS1 CERTIFICATE OF A PHARMACEUTICAL 
PRODUCT1 

 
 

Notas explicativas 
 
 

1. Este certificado, conforme al formato recomendado por la OMS, establece el estado del producto farmacéutico y del solicitante del certificado en el 
país exportador. Está preparado solo para un solo producto ya que la situación de producción y la información autorizada para las diferentes formas 
farmacéuticas y las diferentes dosis pueden variar. 

2. Siempre que sea posible use los lnternational Nonproprietary Names (INNs) o los National Nonproprietary Names. 
3. La fórmula (composición completa) de la forma farmacéutica puede ser indicada en el certificado o adjuntarse. 
4. Los detalles de la composición cuantitativa serían preferibles, pero su envío está sujeto a los acuerdos con el titular del producto. 
5. Especifique si el titular AC: 

a. es el fabricante de la forma farmacéutica responsable de la liberación de los lotes; 
b. empaqueta y / o etiqueta la forma farmacéutica producida por una empresa independiente; o 
c. no participa en ninguna de las actividades especificadas 

6. Toda información relacionada al sitio de producción es parte de la autorización de comercialización. Si el sitio de producción ha cambiado, la 
autorización debe actualizarse, de lo contrario ya no será válida. 

7. No aplicable significa que el taller de producción responsable de la liberación de los lotes está ubicado en un país distinto de Italia y la inspección se 
realiza bajo responsabilidad del país de producción. 

8. Los requisitos para las normas de buena fabricación y control de calidad de los medicamentos mencionados en el certificado son los requisitos 
incluidos en el informe n. 32 del Export Commettee on Specifications lor Pharmaceutical Preparations, WHO Technical Report Series No 823, 1992, 
Annex 1. Han sido formuladas también recomendaciones específicamente aplicables a los productos orgánicos por el WHO Export Commettee on 
Biological Standardization (WHO Technical Report Series No 822, 199, 2 Annex 1). 

9. Esta sección es particularmente importante cuando los subcontratistas extranjeros participan en la producción. En esta circunstancia, el solicitante 
tendrá que proporcionar a la autoridad de certificación la información necesaria para identificar a los subcontratistas responsables de cada fase de 
producción de la forma farmacéutica terminada, así como los límites y el tipo de controles realizados por cada uno de los subcontratistas participantes. 

 
 
 

Explanatory notes 
 
 

1. This certificate, which is in the format recommended by WHO, establishes the status of the pharmaceutical product and of the applicant for the 
certificate in the exporting country. lt is for a single product only since manufacturing arrangements and approved information for different dosage 
forms and different strengths can vary. 

2. Use, whenever possible, lnternational Nonproprietary Names (INNs) or national Nonproprietary Names. 
3. The formula (complete composition) of the dosage form should be given on the certificate or be appended. 
4. Details of quantitative composition are preferred but their provision is subject to the agreement of the product-licence holder. 
5. Specify whether the person responsible for placing the product on the market: 

a. is the manufacturer of the dosage form responsible for the batch release; 
b. packages and/or labels a dosage form manufactured by an independent company; or 
c. is involved in none of the above. 

6. This information can only be provided with the consent of the product-licence holder. Non-completion of this section indicates that the party concerned 
has not agreed to inclusion of this information. lt should be noted that information concerning the site of production is part of the product licence. lf the 
production site is changed, the licence has to be updated or it is no longer valid. 

7. Not applicable means the manufacture in the site responsible for the batch release ls taking place in a country other than ltaly and inspection is 
conducted under the aegis of the country of manufacture. 

8. The requirements for good practices in the manufacture and quality control of drugs referred to in the certificate are those included in the thirty –second 
report of the Expert Committee on Specifìcations for Pharmaceutic.al Preparations, WHO Technical Report Series No. 82, 3  1992, Annex 1. 
Recommendations specifically applicable to biological products have been formulated by the WHO Expert Committee on Biological Standardization 
(WHO Technical Report Series No. 822, 1992, Annex 1). 

9. This section is of particular importance when foreign contractors are involved in the manufacture of the product. In these circumstances the applicant 
should supply the certifying authority with information to identify the contracting parties responsible for each stage of manufacture of the finished dosage 
form, and the extent and nature of any controls exercised over each of these parties. 

 
 
 
 
 
 
 
 
 
 
 
 
 
 
 

4 
 

Appl. N° N. de referencia AIN/2021/1147   Impuesto de timbre pagado de acuerdo con la legislación vigente en la materia. 
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DECLARACIÓN DE LA COMPOSICIÓN CUANTITATIVA  

     STATEMENT OF QUANTITATIVE COMPOSITION 
 

Número de la autorización de comercialización: 034408 070 
Marketing Authorisation Number 

 
 

Composición cualitativa y cuantitativa del producto farmacéutico 
Qualitative and quantitative composition of the pharmaceutical product 

 
Ingrediente(s) activo(s): 
Active ingredient(s) 

Cantidad y unidad de medida: 
Quantities and units 

 
Zofenopril 

14,3 (equivalente a 15,00 mg 
de Zofenopril cálcico) 

mg 
 

Excipiente(s): 
Excipient(s) 

Cantidad y unidad de medida: 
Quantities and units 

Núcleo comprimidos    

Celulosa microcristalina 38,6 mg  

Lactosa monohidrato 34,7 mg  

Croscarmelosa sodica 6,7 mg  

Estearato de magnesio 2,00 mg  

Sílice coloidal anhidra 3,00 mg  

Recubrimiento 
comprimidos: 

   

Macrogol 6000 0,64 mg  

Opadry Y-1-7000    

 que consiste en:   

 - hipromellosa 2,10 mg 
- dióxido de titanio (E171) 1,05 mg 
 - macrogol 400 0,21                                         mg 
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Anexo 1 (Annex 1) 
Lista de talleres productos terminados 

Finished medicinal product manufacturer(s) 
 
 
 

 
 
 

Nombre del taller: 
Site nome A. Menarini Manufacturing Logistics and Services S.r.l. 

Dirección, Código postal, Ciudad, País: 
Address ,Post Code, City, Country Via Campo di Pile, 67100 L'Aquila (Italia) 

Especifique las fases de producción autorizadas en la AC para el taller 
(producción, empaque primario y secundario, controles analíticos, liberación de 
lotes):  
Specify manufacturing operations authorized for the site according to the product license 
(manufacturing, primary and secondary packing, quality control testing, batch release) 

 
  Producción a granel 

Embalaje primario y secundario 
Liberación de los lotes 

Número MIA válido emitido por una autoridad competente de la UE/autoridad 
nacional competente en virtud de un acuerdo de reconocimiento mutuo con la UE: 
MIA number issued by an EU national competent authority or a National 
competent authority under a GMP Mutual Recognition Agreement with the EU 

 
 

aM-34/2020 

Fecha MIA (generalmente no antes de tres años): dd/mm/aaaa 
MIA authorization date 18/03/2020 

 
 
 
 

Repita la información requerida para cada taller autorizado para producir el producto terminado de acuerdo con la AC 
lnformation on the manufacturers of the finished product according to the Marketing Authorisation, repeat for each site as applicable 
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Nombre del taller: 
Site nome 

A. Menarini Manufacturing Logistics and Services S.r.l. 

Dirección, Código postal, Ciudad, País: 
Address, Post Code, City, Country 

 
Via Sette Santi 3, 50131 Firenze (Italia) 

Especifique las fases de producción autorizadas en la AC para el taller 
(producción, empaque primario y secundario, controles analíticos, liberación de 
lotes): 
Specify manufacturing operations authorized /or the site according to the 
product license (manufacturing, primary and secondary packing, quality control testing, 
batch release) 

 

Controles analíticos 

Número MIA válido emitido por una autoridad competente de la UE/autoridad 
nacional competente en virtud de un acuerdo de reconocimiento mutuo con la UE: 
MIA number issued by an EU national competent authority or a National 
competent authority under a GMP Mutual Recognition Agreement with the EU 

aM-173/2019 

  

Fecha MIA (generalmente no antes de tres años): dd/mm/aaaa 
MIA authorization date 20/12/2019 
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Nombre del taller: 
Site name Dompè Farmaceutici S.p.A. 

Dirección, Código postal, Ciudad, País: 
Address, Post Code, City, Country Via Campo di Pile, 67100 L'Aquila (Italia) 

Especifique las fases de producción autorizadas en la AC para el taller 
(producción, empaque primario y secundario, controles analíticos, liberación de 
lotes):  
Specify manufacturing operations authorized for the site according to the product license 
(manufacturing, primary and secondary packing, quality control 
testing, batch release) 

 
 

Controles analíticos 

Número MIA válido emitido por una autoridad competente de la UE/autoridad 
nacional competente en virtud de un acuerdo de reconocimiento mutuo con la 
UE: 
MIA number issued by an EU national competent authority or a National 
competent authority under a GMP Mutual Recognition Agreement with the EU 

 
 

aM-74/2018 

Fecha MIA (generalmente no antes de tres años): dd/mm/aaaa 
MIA authorization date 12/06/2018 
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Nombre del taller: 
Site nome 

Menarini-Von Heyden GmbH 

Dirección, Código postal, Ciudad, País: 
Address, Post Code, City, Country 

Leipziger Strasse 7-13, 01097 Dresda (Alemania) 

Especifique las fases de producción autorizadas en la AC para el taller 
(producción, empaque primario y secundario, controles analíticos, liberación de 
lotes):  
Specify manufacturing operations authorized for the site according to the product license 
(manufacturing, primary and secondary packing, quality control 
testing, batch release) 

Producción a granel 

Embalaje primario y secundario  
controles analíticos  

liberación de los lotes 

Número MIA válido emitido por una autoridad competente de la UE/autoridad 
nacional competente en virtud de un acuerdo de reconocimiento mutuo con la 
UE: 
MIA number issued by an EU national competent authority or a National 
competent authority under a GMP Mutual Recognition Agreement with the EU 

 

DE_SN_01_MIA _2021_0004/26-5117/23 

Fecha MIA (generalmente no antes de tres años): dd/mm/aaaa 
MIA authorization date 

16/03/2021 
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Nombre del taller: 
Site name  Special Product Line S.p.A. 

Dirección, Código postal, Ciudad, País: 
Address, Post Code, City, Country   Via Fratta Rotonda Vado Largo n.1, 03012 Anagni (Italia) 

 
Especifique las fases de producción autorizadas en la AC para el taller (producción, 
empaque primario y secundario, controles analíticos, liberación de lotes): 
Specify manufacturing operations authorized/or the site according to the product license 
(manufacturing, primary and secondary packing, quality control testing, batch release) 

 

   

Embalaje primario y secundario  

    
 

Número MIA válido emitido por una autoridad competente de la UE/autoridad 
nacional competente en virtud de un acuerdo de reconocimiento mutuo con la UE: 
MIA number issued by an EU national competent authority or a National 
competent authority under a GMP Mutual Recognition Agreement with the EU 

 
 
  aM-71/2019 

Fecha MIA (generalmente no antes de tres años): dd/mm/aaaa 
MIA authorization date   16/05/2019 
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UFFICIO CERTIFICAZIONI E IMPORTAZIONI PARALLELE 

 
CERTIFICATO DI PRODOTTO FARMACEUTICO1 

 

 
              CERTIFICATE OF A PHARMACEUTICAL PRODUCT1 

 

 

Pratica N° AIN/2021/1149     imposta di bollo assolta ai sensi della normativa vigente Pagina 1  

 

 

 

1. Esportatore (Paese certificante): ITALIA 

 Exporting (certifying country) 

2. Importatore (Paese richiedente):  Argentina 

 Importing (requesting country) 

3. Nome e confezione del prodotto:  Bifril 30 mg compresse rivestite con film, 28 compresse in 

blister PVDC/PVC//AL 

 Name and dosage form of the product 

4. Principi attivi² e quantità per unità di dose³:     

Zofenopril: 28,7 mg (equivalente a 30 mg di Zofenopril calcium) 

 Active ingredient(s)2 and amount(s) per unit dose3 

 Per la composizione completa compresi gli eccipienti4  si faccia riferimento all’allegato. 

 For complete composition including excipients, see attached4. 

5. Il medicinale è autorizzato per essere commercializzato in Italia           SI     NO  

 This product is licensed  to be placed on the market for use in Italy        

 Il richiedente dichiara che il medicinale è in commercio in Italia          SI     NO  

 The applicant declares that the product is actually on the market in Italy      

6. Numero di AIC e data del provvedimento di autorizzazione della confezione: 034408 094 – 

20/08/1999 

 Number of product licence and date of the marketing authorization decree  

7. Titolare AIC (nome e indirizzo):  Istituto Luso Farmaco d’Italia S.p.A. Milanofiori, Strada 

6_Edificio L, 20089 Rozzano (Milano)  

 Product licence holder (name and address) 

8. Status del titolare AIC5:  c 

(indicare la categoria  come definita nella nota 5) 

 Status of product licence holder5  

(Key in appropriate category as defined in note 5) 

9. Per le categorie b e c specificare nome e indirizzo del produttore/i responsabile/i per il rilascio 

dei lotti della forma farmaceutica6:  A.Menarini Manufacturing Logistics and Services S.r.L. – 

Via Campo di Pile, 67100 L’Aquila (Italia) e Menarini-Von Heyden GmbH –Leipziger Strabe 7-

13, D-01097 Dresda Germania ) 

 For categories b and c the name and address of the manufacturer(s) responsible for the batch 

release of the dosage form is/are6 
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UFFICIO CERTIFICAZIONI E IMPORTAZIONI PARALLELE 

 
CERTIFICATO DI PRODOTTO FARMACEUTICO1 

 

 
              CERTIFICATE OF A PHARMACEUTICAL PRODUCT1 

 

 

Pratica N° AIN/2021/1149     imposta di bollo assolta ai sensi della normativa vigente Pagina 2  

 

 

 

 

10. L’autorità certificante effettua ispezioni periodiche nell’officina farmaceutica responsabile per 

il rilascio dei lotti nella quale la forma farmaceutica è prodotta?                                            SI   

Non applicabile 7                 

Se la risposta è “non applicabile”, non completare le sezioni 11, 12 e 13.  

 Does the certifying authority arrange for periodic inspection of the manufacturing plant 

responsible for the batch release in which the dosage form is produced?                

If “not applicable”, do not complete sections 11, 12 and 13.  

11. Periodicità normalmente prevista per le ispezioni:  

                                ad una frequenza appropriata basata sul rischio     

Periodicity of routine inspections    

                                                         at an appropriate frequency based on risk 

12. Il produttore è stato ispezionato per questo tipo di forma farmaceutica?         SI      NO    

 Has the manufacturer of this type of dosage form been inspected?                  

13. L’officina e le operazioni di produzione sono conformi alle GMP dell’Unione Europea e in 

accordo agli standard GMP raccomandati dall’OMS8?                               SI     NO  

 Do the facilities and operations conform to European Union GMP and GMP requirements as  

recommended by the WHO8?                                                                            
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UFFICIO CERTIFICAZIONI E IMPORTAZIONI PARALLELE 

 
CERTIFICATO DI PRODOTTO FARMACEUTICO1 

 

 
              CERTIFICATE OF A PHARMACEUTICAL PRODUCT1 
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DA COMPLETARE A CURA DELL’AUTORITA’ CERTIFICANTE 

TO BE COMPLETED BY THE CERTIFYING AUTHORITY 

CIP/GI/AG Pratica N°AIN/2021/1149 N°CPP/2021/1185 

Le informazioni inviate dal richiedente soddisfano l’autorità certificante sotto tutti gli aspetti relativamente 

alla produzione del prodotto9?  SI      NO  

The information submitted by the applicant satisfies the certifying authority on all aspects of the 

manufacture of the product9?                           

Il presente certificato è conforme al modello raccomandato dell’Organizzazione Mondiale della Sanità e 

viene rilasciato sulla base degli atti di ufficio e delle informazioni disponibili nella Banca Dati dell’Agenzia 

Italiana del Farmaco. 

This certificate, which conforms to the format recommended by the World Health Organization, is being 

issued having regard to the proceedings of the office and information available in the database of the 

Italian Medicines Agency.   

Il Riassunto delle Caratteristiche del Prodotto ed il Foglio Illustrativo del prodotto medicinale sono 

reperibili nella banca dati dell’Agenzia Italiana del Farmaco al seguente indirizzo web: 

The Summary of Product Characteristics and the Patient Leaflet are available at the web-site address of 

the Italian Medicines Agency:  

https://farmaci.agenziafarmaco.gov.it/bancadatifarmaci/cerca-farmaco 

Indirizzo dell’autorità certificante: 

Address of the certifying authority: 

Ufficio Certificazioni e Importazioni Parallele / Certification and Parallel Import Office 

Agenzia Italiana del Farmaco / Italian Medicines Agency  

Via del Tritone, n. 181 - 00187 Roma 

Roma,                                                                                                      

 

 

 

 

 

 

IL DIRIGENTE 

THE DIRECTOR 

(Surname Name) 

 

 

 

Data del rilascio (giorno/mese/anno) 

Release date (day/month/year) 
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UFFICIO CERTIFICAZIONI E IMPORTAZIONI PARALLELE 

 
CERTIFICATO DI PRODOTTO FARMACEUTICO1 

 

 
              CERTIFICATE OF A PHARMACEUTICAL PRODUCT1 

 

 

Pratica N° AIN/2021/1149     imposta di bollo assolta ai sensi della normativa vigente Pagina 4  

 

 

 

Note esplicative 

 

1. Questo certificato, conforme al formato raccomandato dall’OMS, stabilisce lo stato del prodotto farmaceutico e del richiedente il certificato nel 
Paese esportatore. È predisposto solo per un singolo prodotto dal momento che la situazione della produzione e le informazioni autorizzate per 
le differenti forme farmaceutiche e i differenti dosaggi possono variare. 

2. Usare, ove possibile, l’International Nonproprietary Names (INNs) o il National Nonproprietary Names.  
3. La formula (composizione completa) della forma farmaceutica può essere riportata nel certificato o allegata.    
4. I dettagli della composizione quantitativa sarebbero preferibili, ma il loro invio è soggetto agli accordi con il titolare del prodotto.  
5. Specificare se il titolare AIC: 

a. è il produttore della forma farmaceutica responsabile per il rilascio dei lotti;  
b. confeziona e/o etichetta la forma farmaceutica prodotta da una compagnia indipendente; o 
c. non è coinvolto in nessuna delle attività sopraccitate. 

6. L’informazione inerente il sito di produzione è parte dell’autorizzazione all’immissione in commercio. Se il sito di produzio ne è cambiato, 
l’autorizzazione deve essere aggiornata altrimenti non è più valida. 

7. Non applicabile significa che l’officina di produzione responsabile per il rilascio dei lotti è situata in un Paese diverso dall’Italia e l’ispezione è 
condotta sotto l’egida del Paese di produzione. 

8. I requisiti per le norme di buona fabbricazione e controllo di qualità dei medicinali a cui si fa riferimento nel certificato sono quelli inclusi nel 32th 

report del Export Commettee on Specifications for Pharmaceutical Preparations, WHO Technical Report Series No 823, 1992, Annex 1. 
Raccomandazioni specificatamente applicabili ai prodotti biologici sono state formulate dal WHO Export Commettee on Biological 
Standardization (WHO Technical Report Series No 822, 1992, Annex 1). 

9. Questa sezione è particolarmente importante quando nella produzione sono coinvolti terzisti stranieri. In questa circostanza il richiedente deve 
fornire all’autorità certificante le informazioni necessarie a identificare i terzisti responsabili per ciascuna fase di produzione della forma 
farmaceutica finita nonché i limiti e la tipologia dei controlli effettuati da ciascuno dei terzisti coinvolti. 

. 
  

 

Explanatory notes 

 

1. This certificate, which is in the format recommended by WHO, establishes the status of the pharmaceutical product and of the applicant for the 
certificate in the exporting country. It is for a single product only since manufacturing arrangements and approved information for different 
dosage forms and different strengths can vary.  

2. Use, whenever possible, International Nonproprietary Names (INNs) or national Nonproprietary Names.  
3. The formula (complete composition) of the dosage form should be given on the certificate or be appended.  
4. Details of quantitative composition are preferred but their provision is subject to the agreement of the product-licence holder.  
5. Specify whether the person responsible for placing the product on the market:  

a. is the manufacturer of the dosage form responsible for the batch release;  

b. packages and/or labels a dosage form manufactured by an independent company; or  
c. is involved in none of the above.  

6. This information can only be provided with the consent of the product-licence holder. Non-completion of this section indicates that the party 
concerned has not agreed to inclusion of this information. It should be noted that information concerning the site of product ion is part of the 
product licence. If the production site is changed, the licence has to be updated or it is no longer valid.  

7. Not applicable means the manufacture in the site responsible for the batch release is taking place in a country other than Italy  and inspection 
is conducted under the aegis of the country of manufacture. 

8. The requirements for good practices in the manufacture and quality control of drugs referred to in the certificate are those included in the thirty-
second report of the Expert Committee on Specifications for Pharmaceutical Preparations, WHO Technical Report Series No. 823, 1992, Annex 
1. Recommendations specifically applicable to biological products have been formulated by the WHO Expert Committee on Biological 
Standardization (WHO Technical Report Series, No. 822, 1992, Annex 1). 

9. This section is of particular importance when foreign contractors are involved in the manufacture of the product. In these circumstances t he 
applicant should supply the certifying authority with information to identify the contracting parties responsible for each st age of manufacture 
of the finished dosage form, and the extent and nature of any controls exercised over each of these parties. 
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DICHIARAZIONE SULLA COMPOSIZIONE QUANTITATIVA 
STATEMENT OF QUANTITATIVE COMPOSITION  

 
          Codice di Autorizzazione all’Immissione in Commercio: 034408 094 

Marketing Authorisation Number 
 
 

           Composizione qualitativa e quantitativa del prodotto farmaceutico                                                                                                      
Qualitative and quantitative composition of the pharmaceutical product  

 

Principio(i) Attivo(i): 
Active ingredient(s) 
 

Quantità e unità di misura: 
Quantities and units 
 

Zofenopril  
28,7 (equivalente a 30,00 
mg di Zofenopril Calcium) 

mg  

Eccipienti: 
Excipient(s) 
 

Quantità e unità di misura: 
Quantities and units 
 

Nucleo della compressa    

Cellulosa microcristallina 77,20 mg  

Lattosio monoidrato 69,4 mg  

Croscarmellosa sodica 13,4 mg  

Magnesio stearato  4,00 mg  

Silice colloidale anidra 6,00 mg  

Rivestimento della 
compressa:  

   

Macrogol 6000 1,28 mg  

Opadry Y-1-7000 
costituito da: 

- ipromellosa  
- diossido di titanio (E171)  
- macrogol 400 

 
 
4,20 
2,10 
0,42 

mg 
 
mg 
mg 
mg 
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Appendice 1  (Annex 1) Elenco officine del prodotto finito 
 Finished medicinal product manufacturer(s) 

Ripetere le informazioni richieste per ogni officina autorizzata a produrre il prodotto finito in accordo all’AIC  
Information on the manufacturers of the finished product according to the Marketing Authorisation, repeat for each site as applicable 

 

Denominazione officina: 
Site name 

A. Menarini Manufacturing Logistics and Services S.r.l. 

Indirizzo, Codice Postale,Città, Paese: 
Address, Post Code, City, Country 

Via Campo di Pile, 67100  L’Aquila (Italia)  

Specificare le fasi produttive autorizzate nell’AIC per il sito (produzione, 
confezionamento primario e secondario, controlli analitici, rilascio dei 
lotti): 
Specify manufacturing operations authorized for the site according to the 
product license (manufacturing, primary and secondary packing, quality 
control testing, batch release) 

Produzione del bulk 
Confezionamento primario e secondario 
Rilascio dei lotti 

Numero della MIA in corso di validità rilasciato da un’autorità 
competente UE/autorità competente nazionale nell’ambito di un accordo 
di mutuo riconoscimento con l’UE:  
MIA number issued by an EU national competent authority or a National 
competent authority under a GMP Mutual Recognition Agreement with the 
EU  

aM-34/2020 

Data della MIA (generalmente non anteriore a tre anni): gg/mm/aaaa  
MIA authorization date  

18/03/2020 
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Denominazione officina: 
Site name 

A. Menarini Manufacturing Logistics and Services S.r.l. 

Indirizzo, Codice Postale,Città, Paese: 
Address, Post Code, City, Country 

Via Sette Santi 3, 50131 Firenze (Italia) 

Specificare le fasi produttive autorizzate nell’AIC per il sito (produzione, 
confezionamento primario e secondario, controlli analitici, rilascio dei 
lotti): 
Specify manufacturing operations authorized for the site according to the 
product license (manufacturing, primary and secondary packing, quality 
control testing, batch release) 

Controlli analitici 

Numero della MIA in corso di validità rilasciato da un’autorità 
competente UE/autorità competente nazionale nell’ambito di un accordo 
di mutuo riconoscimento con l’UE:  
MIA number issued by an EU national competent authority or a National 
competent authority under a GMP Mutual Recognition Agreement with the 
EU  

aM-173/2019 

Data della MIA (generalmente non anteriore a tre anni): gg/mm/aaaa  
MIA authorization date or Inspection date as stated in the GMP certificate 

20/12/2019 
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Denominazione officina: 
Site name 

Dompè Farmaceutici S.p.A. 

Indirizzo, Codice Postale,Città, Paese: 
Address, Post Code, City, Country 

Via Campo di Pile, 67100 L’Aquila (Italia) 

Specificare le fasi produttive autorizzate nell’AIC per il sito (produzione, 
confezionamento primario e secondario, controlli analitici, rilascio dei 
lotti): 
Specify manufacturing operations authorized for the site according to the 
product license (manufacturing, primary and secondary packing, quality 
control testing, batch release) 

Controlli analitici 

Numero della MIA in corso di validità rilasciato da un’autorità 
competente UE/autorità competente nazionale nell’ambito di un accordo 
di mutuo riconoscimento con l’UE:  
MIA number issued by an EU national competent authority or a National 
competent authority under a GMP Mutual Recognition Agreement with the 
EU  

aM-74/2018 

Data della MIA (generalmente non anteriore a tre anni): gg/mm/aaaa  
MIA authorization date  

12/06/2018 
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Denominazione officina: 
Site name 

Menarini-Von Heyden GmbH 

Indirizzo, Codice Postale,Città, Paese: 
Address, Post Code, City, Country 

Leipziger Strasse 7-13, 01097 Dresda (Germania) 

Specificare le fasi produttive autorizzate nell’AIC per il sito (produzione, 
confezionamento primario e secondario, controlli analitici, rilascio dei 
lotti): 
Specify manufacturing operations authorized for the site according to the 
product license (manufacturing, primary and secondary packing, quality 
control testing, batch release) 

Produzione del bulk 
confezionamento primario e secondario 
controlli analitici  
rilascio dei lotti 

Numero della MIA in corso di validità rilasciato da un’autorità 
competente UE/autorità competente nazionale nell’ambito di un accordo 
di mutuo riconoscimento con l’UE:  
MIA number issued by an EU national competent authority or a National 
competent authority under a GMP Mutual Recognition Agreement with the 
EU  

DE_SN_01_MIA_2021_0004/26-5117/23 

Data della MIA (generalmente non anteriore a tre anni): gg/mm/aaaa  
MIA authorization date  

16/03/2021 
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Denominazione officina: 
Site name 

Special Product Line S.p.A. 

Indirizzo, Codice Postale,Città, Paese: 
Address, Post Code, City, Country 

Via Fratta Rotonda Vado Largo n. 1, 03012 Anagni (Italia) 

Specificare le fasi produttive autorizzate nell’AIC per il sito (produzione, 
confezionamento primario e secondario, controlli analitici, rilascio dei 
lotti): 
Specify manufacturing operations authorized for the site according to the 
product license (manufacturing, primary and secondary packing, quality 
control testing, batch release) 

Produzione del bulk 
Confezionamento primario e secondario 
Controlli analitici 

Numero della MIA in corso di validità rilasciato da un’autorità 
competente UE/autorità competente nazionale nell’ambito di un accordo 
di mutuo riconoscimento con l’UE:  
MIA number issued by an EU national competent authority or a National 
competent authority under a GMP Mutual Recognition Agreement with the 
EU  

aM-71/2019 

Data della MIA (generalmente non anteriore a tre anni): gg/mm/aaaa  
MIA authorization date  

16/05/2019 
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AGENCIA ITALIANA DE MEDICAMENTOS

DEPARTAMENTO CERTIFICACIONES Y IMPORTACIONES PARALELAS 
 
 

CERTIFICADO PARA PRODUCTOS FARMACÉUTICOS. 1 CERTIFICATE OF A PHARMACEUTICAL PRODUCT1 

1. Exportador (país certificador): ITALIA 

Exporting(certlfying country) 
 

2. Importador (país solicitante):  ARGENTINA 
 

lmporting (requesting country) 
 

3. Nombre y embalaje del producto: BIFRIL 30 mg comprimidos recubiertos con película, 28 comprimidos en blister PVDC/PVC//AL 

Name and dosage form of the product 
 

4. 
 

Ingredientes activos2 y cantidades por unidad de dosis3: 
 

Zofenopril: 28,7 mg (equivalente a 30 mg de Zofenopril cálcico)  

Active ingredient(s)2 and amount(s) per unit dose3 

 
Para la composición completa, incluidos los excipientes4, consulte el anexo adjunto. 

 
For complete composition including excipients, see attached4. 

5. El medicamento está autorizado para ser comercializado en Italia      SÌ      NO 

This product is licensed to be placed on the market for use in Italy 

 El solicitante declara que el medicamento está comercializado en Italia ya      SÍ       NO 

The appilcant declares that the product is actually on the market in ltaly 

6. Número AC y fecha de la autorización del embalaje: N. AC 034408 094 – 20.08.1999 

Number of product licence and date of the marketing authorization decree 

 
 

 
 

 
  

7. Titular AC (nombre y dirección): Istituto Luso Farmaco d'Italia S.p.A. Milanofiori, Strada 6_Edificio L, 20089 Rozzano (MILANO) 

Product licence holder (name and address) 

8. Estado del titular AC5: c 
 

(indique la categoría como indicado en la nota 5) 
 

Status of product licence holder 
 

(Key in appropriate category as defined in note 5) 

9. Para las categorías b y c, especifique el nombre y la dirección del fabricante o fabricantes responsable/s de la liberación de los lotes de la forma 
farmacéutica6: 

A. Menarini Manufacturing  Logistics and Services  S.r.l. -  Via  Campo di  Pile, 67100 L'Aquila (Italia); 
Menarini-Von Heyden GmbH -  Leipziger Strabe  7 -  13,  D-01097  Dresda Alemania 

 
For categories b and c the name and address of the manufacturer(s) responsible for the batch release of the dosage form is/are6 

10. ¿La autoridad de certificación realiza inspecciones periódicas en el taller farmacéutico responsable de la liberación de los lotes donde se produce 
la forma farmacéutica? SÍ       No aplicable7 

Si la respuesta es «no aplicable», no complete las secciones 11,12 y 13. 

 
Does the certifying authority arrange for periodic inspection of the manufacturing plant responsible for the batch release in which the dosage form is 

produced? 

lf “not applicable”, do not complete sections 11, 12 and 13. 

 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 

1 
N. de referencia AIN/2021/1149   Impuesto de timbre pagado de acuerdo con la legislación vigente en la materia. 
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AGENCIA ITALIANA DE MEDICAMENTOS 

DEPARTAMENTO CERTIFICACIONES Y IMPORTACIONES PARALELAS 
 

CERTIFICADO PARA PRODUCTOS FARMACÉUTICOS1 CERTIFICATE OF A PHARMACEUTICAL PRODUCT1 
 
 

 
11. 

 
Periodicidad normalmente prevista para las inspecciones: 

      a una frecuencia adecuada basada en el riesgo 

Periodicity of routine inspections 
 

at an appropriate frequency based on risk 

12. 
¿Se ha inspeccionado al fabricante para este tipo de forma farmacéutica? SÌ  NO 

 Has the manufacturer of this type of dosage form been inspected? 

13. ¿El taller y las operaciones de producción cumplen con las BPM de la Unión Europea y de acuerdo con las normas BPM recomendadas por la 
OMS8? SÌ       NO 

 
Do the facilities and operations conform to European Union GMP and GMP requirements as recommended by the WHO8? 

 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 

2 
 

N. de referencia AIN/2021/1149   Impuesto de timbre pagado de acuerdo con la legislación vigente en la materia. 
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AGENCIA ITALIANA DE MEDICAMENTOS 

DEPARTAMENTO CERTIFICACIONES Y IMPORTACIONES PARALELAS 
 

CERTIFICADO PARA PRODUCTOS FARMACÉUTICOS1 CERTIFICATE OF A PHARMACEUTICAL PRODUCT1 
 
 
 
 
 

 
PARA SER COMPLETADO POR LA AUTORIDAD CERTIFICADORA 

 
TO BECOMPLETED BY THE CERTIFYING AUTHORITY 

 CIP/GI/AG N. de referencia AIN/2021/1149 N° CPP/2021/1185 

 
 

¿La información enviada por el solicitante satisface a la autoridad de certificación en todos los aspectos relacionados con la producción del 
producto9?      SÌ        NO 

The information submitted by the applicant satisfies the certifying authority on all aspects of the manufacture of the product9? 

 Este certificado cumple con el modelo recomendado de la Organización Mundial de la Salud y se emite conformemente a los documentos oficiales y 

la información disponible en la base de datos de la Agencia Italiana de Medicamentos. 

This certificate, which conforms to the format recommended by the World Health Organization, is being issued having regard to the 
 

proceedings of the office and information available In the database of the ltalian Medicines Agency. 

 El Resumen de las características del producto y el Prospecto del medicamento se pueden encontrar en la base de datos de la Agencia Italiana de 

Medicamentos en la siguiente dirección web: 

The Summary of Product Characteristics and the Patient Leaflet are available at the web-site address of the ltalian Medicines Agency: 
 

https://farmaci.agenziafarmaco.gov.it/bancadatifarmaci/cerca-farmaco 

 Dirección de la autoridad de certificación: 
 

Address of the certifying authority: 
 

Departamento certificaciones y importaciones paralelas/ Certlfication and Parallel Import Office 

Agencia Italiana de Medicamentos / ltalian Medicines Agency 

Via del Tritone, n. 181 - 00187 Roma 

 
Roma, 27.05.2021 

 
Data de la liberación (día/mes/año) 

 
Release date (day/month/year) El DIRECTOR 

THE DIRECTOR 
 

(Dott. Antonio GALLUCCIO) 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 

 
 
 
 

3 
 

N. de referencia AIN/2021/1149      Impuesto de timbre pagado de acuerdo con la legislación vigente en la materia. 
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AGENCIA ITALIANA DE MEDICAMENTOS 

DEPARTAMENTO CERTIFICACIONES Y IMPORTACIONES PARALELAS 
 

CERTIFICADO PARA PRODUCTOS FARMACÉUTICOS1 CERTIFICATE OF A PHARMACEUTICAL 
PRODUCT1 

 
 

Notas explicativas 
 
 

1. Este certificado, conforme al formato recomendado por la OMS, establece el estado del producto farmacéutico y del solicitante del certificado en el 
país exportador. Está preparado solo para un solo producto ya que la situación de producción y la información autorizada para las diferentes formas 
farmacéuticas y las diferentes dosis pueden variar. 

2. Siempre que sea posible use los lnternational Nonproprietary Names (INNs) o los National Nonproprietary Names. 
3. La fórmula (composición completa) de la forma farmacéutica puede ser indicada en el certificado o adjuntarse. 
4. Los detalles de la composición cuantitativa serían preferibles, pero su envío está sujeto a los acuerdos con el titular del producto. 
5. Especifique si el titular AC: 

a. es el fabricante de la forma farmacéutica responsable de la liberación de los lotes; 
b. empaqueta y / o etiqueta la forma farmacéutica producida por una empresa independiente; o 
c. no participa en ninguna de las actividades especificadas 

6. Toda información relacionada al sitio de producción es parte de la autorización de comercialización. Si el sitio de producción ha cambiado, la 
autorización debe actualizarse, de lo contrario ya no será válida. 

7. No aplicable significa que el taller de producción responsable de la liberación de los lotes está ubicado en un país distinto de Italia y la inspección se 
realiza bajo responsabilidad del país de producción. 

8. Los requisitos para las normas de buena fabricación y control de calidad de los medicamentos mencionados en el certificado son los requisitos 
incluidos en el informe n. 32 del Export Commettee on Specifications lor Pharmaceutical Preparations, WHO Technical Report Series No 823, 1992, 
Annex 1. Han sido formuladas también recomendaciones específicamente aplicables a los productos orgánicos por el WHO Export Commettee on 
Biological Standardization (WHO Technical Report Series No 822, 199, 2 Annex 1). 

9. Esta sección es particularmente importante cuando los subcontratistas extranjeros participan en la producción. En esta circunstancia, el solicitante 
tendrá que proporcionar a la autoridad de certificación la información necesaria para identificar a los subcontratistas responsables de cada fase de 
producción de la forma farmacéutica terminada, así como los límites y el tipo de controles realizados por cada uno de los subcontratistas participantes. 

 
 
 

Explanatory notes 
 
 

1. This certificate, which is in the format recommended by WHO, establishes the status of the pharmaceutical product and of the applicant for the 
certificate in the exporting country. lt is for a single product only since manufacturing arrangements and approved information for different dosage 
forms and different strengths can vary. 

2. Use, whenever possible, lnternational Nonproprietary Names (INNs) or national Nonproprietary Names. 
3. The formula (complete composition) of the dosage form should be given on the certificate or be appended. 
4. Details of quantitative composition are preferred but their provision is subject to the agreement of the product-licence holder. 
5. Specify whether the person responsible for placing the product on the market: 

a. is the manufacturer of the dosage form responsible for the batch release; 
b. packages and/or labels a dosage form manufactured by an independent company; or 
c. is involved in none of the above. 

6. This information can only be provided with the consent of the product-licence holder. Non-completion of this section indicates that the party concerned 
has not agreed to inclusion of this information. lt should be noted that information concerning the site of production is part of the product licence. lf the 
production site is changed, the licence has to be updated or it is no longer valid. 

7. Not applicable means the manufacture in the site responsible for the batch release ls taking place in a country other than ltaly and inspection is 
conducted under the aegis of the country of manufacture. 

8. The requirements for good practices in the manufacture and quality control of drugs referred to in the certificate are those included in the thirty –second 
report of the Expert Committee on Specifìcations for Pharmaceutic.al Preparations, WHO Technical Report Series No. 82, 3  1992, Annex 1. 
Recommendations specifically applicable to biological products have been formulated by the WHO Expert Committee on Biological Standardization 
(WHO Technical Report Series No. 822, 1992, Annex 1). 

9. This section is of particular importance when foreign contractors are involved in the manufacture of the product. In these circumstances the applicant 
should supply the certifying authority with information to identify the contracting parties responsible for each stage of manufacture of the finished dosage 
form, and the extent and nature of any controls exercised over each of these parties. 

 
 
 
 
 
 
 
 
 
 
 
 
 
 
 

4 
 

Appl. N° N. de referencia AIN/2021/1149    Impuesto de timbre pagado de acuerdo con la legislación vigente en la materia. 
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DECLARACIÓN DE LA COMPOSICIÓN CUANTITATIVA  

     STATEMENT OF QUANTITATIVE COMPOSITION 
 

Número de la autorización de comercialización: 034408 094 
Marketing Authorisation Number 

 
 

Composición cualitativa y cuantitativa del producto farmacéutico 
Qualitative and quantitative composition of the pharmaceutical product 

 
Ingrediente(s) activo(s): 
Active ingredient(s) 

Cantidad y unidad de medida: 
Quantities and units 

 
Zofenopril 

28,7 (equivalente a 30,00 mg 
de Zofenopril cálcico) 

mg 
 

Excipiente(s): 
Excipient(s) 

Cantidad y unidad de medida: 
Quantities and units 

Núcleo comprimidos    

Celulosa microcristalina 77,20 mg  

Lactosa monohidrato 69,4 mg  

Croscarmelosa sodica 13,4 mg  

Estearato de magnesio 4,00 mg  

Sílice coloidal anhidra 6,00 mg  

Recubrimiento 
comprimidos: 

   

Macrogol 6000 1,28 mg  

Opadry Y-1-7000    

 que consiste en:   

 - hipromellosa 4,20 mg 
- dióxido de titanio (E171) 2,10 mg 
 - macrogol 400 0,42                                         mg 

   

Página 47 de 84

El presente documento electrónico ha sido firmado digitalmente en los términos de la Ley N° 25.506, el Decreto N° 2628/2002 y el Decreto N° 283/2003.-



 
 
 
 

Anexo 1 (Annex 1) 
Lista de talleres productos terminados 

Finished medicinal product manufacturer(s) 
 
 
 

 
 
 

Nombre del taller: 
Site nome A. Menarini Manufacturing Logistics and Services S.r.l. 

Dirección, Código postal, Ciudad, País: 
Address ,Post Code, City, Country Via Campo di Pile, 67100 L'Aquila (Italia) 

Especifique las fases de producción autorizadas en la AC para el taller 
(producción, empaque primario y secundario, controles analíticos, liberación de 
lotes):  
Specify manufacturing operations authorized for the site according to the product license 
(manufacturing, primary and secondary packing, quality control testing, batch release) 

 
  Producción a granel 

Embalaje primario y secundario 
Liberación de los lotes 

Número MIA válido emitido por una autoridad competente de la UE/autoridad 
nacional competente en virtud de un acuerdo de reconocimiento mutuo con la UE: 
MIA number issued by an EU national competent authority or a National 
competent authority under a GMP Mutual Recognition Agreement with the EU 

 
 

aM-34/2020 

Fecha MIA (generalmente no antes de tres años): dd/mm/aaaa 
MIA authorization date 18/03/2020 

 
 
 
 

Repita la información requerida para cada taller autorizado para producir el producto terminado de acuerdo con la AC 
lnformation on the manufacturers of the finished product according to the Marketing Authorisation, repeat for each site as applicable 
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Nombre del taller: 
Site nome 

A. Menarini Manufacturing Logistics and Services S.r.l. 

Dirección, Código postal, Ciudad, País: 
Address, Post Code, City, Country 

 
Via Sette Santi 3, 50131 Firenze (Italia) 

Especifique las fases de producción autorizadas en la AC para el taller 
(producción, empaque primario y secundario, controles analíticos, liberación de 
lotes): 
Specify manufacturing operations authorized /or the site according to the 
product license (manufacturing, primary and secondary packing, quality control testing, 
batch release) 

 

Controles analíticos 

Número MIA válido emitido por una autoridad competente de la UE/autoridad 
nacional competente en virtud de un acuerdo de reconocimiento mutuo con la UE: 
MIA number issued by an EU national competent authority or a National 
competent authority under a GMP Mutual Recognition Agreement with the EU 

aM-173/2019 

  

Fecha MIA (generalmente no antes de tres años): dd/mm/aaaa 
MIA authorization date 20/12/2019 
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Nombre del taller: 
Site name Dompè Farmaceutici S.p.A. 

Dirección, Código postal, Ciudad, País: 
Address, Post Code, City, Country Via Campo di Pile, 67100 L'Aquila (Italia) 

Especifique las fases de producción autorizadas en la AC para el taller 
(producción, empaque primario y secundario, controles analíticos, liberación de 
lotes):  
Specify manufacturing operations authorized for the site according to the product license 
(manufacturing, primary and secondary packing, quality control 
testing, batch release) 

 
 

Controles analíticos 

Número MIA válido emitido por una autoridad competente de la UE/autoridad 
nacional competente en virtud de un acuerdo de reconocimiento mutuo con la 
UE: 
MIA number issued by an EU national competent authority or a National 
competent authority under a GMP Mutual Recognition Agreement with the EU 

 
 

aM-74/2018 

Fecha MIA (generalmente no antes de tres años): dd/mm/aaaa 
MIA authorization date 12/06/2018 
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Nombre del taller: 
Site nome 

Menarini-Von Heyden GmbH 

Dirección, Código postal, Ciudad, País: 
Address, Post Code, City, Country 

Leipziger Strasse 7-13, 01097 Dresda (Alemania) 

Especifique las fases de producción autorizadas en la AC para el taller 
(producción, empaque primario y secundario, controles analíticos, liberación de 
lotes):  
Specify manufacturing operations authorized for the site according to the product license 
(manufacturing, primary and secondary packing, quality control 
testing, batch release) 

Producción a granel 

Embalaje primario y secundario  
controles analíticos  

liberación de los lotes 

Número MIA válido emitido por una autoridad competente de la UE/autoridad 
nacional competente en virtud de un acuerdo de reconocimiento mutuo con la 
UE: 
MIA number issued by an EU national competent authority or a National 
competent authority under a GMP Mutual Recognition Agreement with the EU 

 

DE_SN_01_MIA _2021_0004/26-5117/23 

Fecha MIA (generalmente no antes de tres años): dd/mm/aaaa 
MIA authorization date 

16/03/2021 
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Nombre del taller: 
Site name  Special Product Line S.p.A. 

Dirección, Código postal, Ciudad, País: 
Address, Post Code, City, Country   Via Fratta Rotonda Vado Largo n.1, 03012 Anagni (Italia) 

 
Especifique las fases de producción autorizadas en la AC para el taller (producción, 
empaque primario y secundario, controles analíticos, liberación de lotes): 
Specify manufacturing operations authorized/or the site according to the product license 
(manufacturing, primary and secondary packing, quality control testing, batch release) 

 

  Producción a granel 

Embalaje primario y secundario  

  Controles analíticos  
 

Número MIA válido emitido por una autoridad competente de la UE/autoridad 
nacional competente en virtud de un acuerdo de reconocimiento mutuo con la UE: 
MIA number issued by an EU national competent authority or a National 
competent authority under a GMP Mutual Recognition Agreement with the EU 

 
 
  aM-71/2019 

Fecha MIA (generalmente no antes de tres años): dd/mm/aaaa 
MIA authorization date   16/05/2019 
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I.L.F.I.

LUSOFARM CO
ISTITUTO LUSO FARMACO D'ITALIA

Italia, 10:45

Senores

Administración Nacional de Medicamentos, Alimentos y Tecnologia Mèdica
(ANMAT)
Buenos Aires, Argentina

Es ecialidad medicinal: PRESIAM/ZOFENOPRIL
Forma Farmacèutica: COMPRIMIDOS RECUBIERTOS
Concentración; ZOFENOPRIL CALCICO 15 y 30 mg
Certificado No: 50.189

ASUNTO: CPP ELECTRÓNICOS EMITIDOS POR AIFA (Agen a Italiana)

Estimados Senores,

Nosotros,  ENARINI INTERNATIONAL OPERATIONS LUXEMBOURG, S.A., co  o Titolar de la
Autorización de Comercìalización de PRESIAM comprimidos recubiertos que con iene ZofenopriI
Càlcico co  o principios activos, registrado en Argentina con el n° de registro 50.189 y con fecha de
vencimiento 19/04/2022, en referencia al tràmite de adición de Menarini von Heyden co  o fabricante
de producto acabado alternativo realizamos la sigulente aclaración;

Como se detalla en el documento  Certificados de Producto Farmacèutico (CPP) firmado
electrónicamente durante la emergencia COVID-19" que se encuentra adjunto a està declaración, la
Agen a Italiana (AIFA) ha modificado la forma de emltir los CPP solicitados, haciéndolo a partir de
ahora electrónicamente. Ademàs, co  o se indica en el citado documento, la Agenda apuesta por una
mayor digitalización de los procedimientos, por lo que pretende mantener estas medidas adoptadas en
el futuro.

Es por està razón que el CPP presentado para el Producto se ha emitido electrónicamente. La  alidez
de la firma electrónica incluida en el certificado se puede verificar de las siguientes formas:

¦ A través del eniace incluido en el certificado, tal y corno se describe en el documento adjunto a està
declaración "Directriz sobre el uso de la herramienta de verificación de firma electrónica".

¦ Contactando a AIFA directamente a través del correo electrónico cpp.aic@aifa.qov.it.
ISTn UTO LUSO F RM CO D'IT  I  S.P.A • SEDE LEGA E MIL NOFIORI - STRADA 6 - P L ZZO L - 20Q3 5 SOZZ NO (Mi) - TELEFONO +39 02 5165551 - FAX +39 02 516555249

WV W.LUSOF BMAGO.IT- SEDE   MINISTR TIVA: VI  SE TE SANTI. 1-50131 FIRENZE - T L.-+3  055 56801 - F  +39 0555680488
SOCIET   COMUNICO  ZIONIST  C PIT L  SOCI LE f 130.000 • REA N. 411517 DEL C.C.I.A.A. DI MI NO -C.C. P.N. 18190207 • REG. IMPRESE, CO . FISO. E P RTITA I A 007I48I01S7

SOCIETÀ' SOGGETT  ALLATTl iT ' DI DIREZIONE E COORDI  MENTO DI A, MEM RtNl I DUSTRIE FARM CEUTICHE RIUNITE S.R.L. - VI  SETTE SANTI, 3 50131 FIRENZE • P.l. 00395270481

Aziende del Gru  o Menari i
(Jalja: MALESCI - Firenze, F.i.R. .A, - Firenze. CODiFi - Fironze,  . MEMARiNi F RM CEUTiCA INTER  ZIONALE - Fire ze, A. MENA INI INDUSTRIE FARM CEUTICHE RIUNI E • Firenze, A.
MFN RINI MANUF CTURI G LOGISTICS  ND SERVICES - Ftionza, L' quila e Pisa, M NARINI RICERCHE • Firenze e Poniezia, ME   I I BIO ECH - Pomezia, GUIDOTTI -  isa, LUSOFARMACO -
Milana,  USOCHIMiCA - Pisa e LomRgra (Lecco), RESEARCH TO ICOLOGY CENTRE - Pnmezia.
Mon o: ALBANIA - Tirana, ARGE TI   - Buenos Aires,   MENIA - Yere e . AUSTR LIA «  UOV  ZEL NDA - Syriney, AUSTRIA -  ienn.a, AZERB IGIAN - Baku, BELGIO - Biu:<nlfe.s, BIE O USSIA -

insk BOSNIA-ER2EGO IN  - S rajevo, BULG RI  - Solia, CINA - Pechino a Shanghai, CORE  DE  SUO - Sa l e Yonqln, COSTA IC  • Sa  Jose', CRO ZI  - Zaqarvia, D  IMARCA - Copenh.igen.
EL SAL ADO  - San Salva or, ESTONI  - Tallinn. FILIPPINE -  anila, FI LANDIA - Helsin i, FRANCI  - Parigi. GEORGIA • T ilisi, GERMANI  - Sedino e Dresda. GRECIA -  lene, GU.ATE AL  - Citta
del Guaterrala HONDURAS - Tegucigalp , HONG KONG - Ho g Kong. INDIA •  limedabaci. M mbai e Nuo e Delhi, INDONESIA - Be asi a Ja  ria. IRL.ANDA - Dubi o e Slianiion, KAZ KISTAN -  ìmaly.
KIRGHIZIST N - Bishkek. LETTONIA - Biga, LITUANI  •  ilniua, LUSSEMBURGO - Lussem urgo, MA ESIA -Kuais  umpur,  ESSICO - Cilta' del Messico,  OLDAVIA - Cliisinau, MONTENEGRO - Podgonca,
NICARAGUA - Mjiiaoua, OL ND  -  ms'teidani, PANAMA -  anama, POLO IA • Varsavia,  ORTOGALLO - Lis ona, REG O UNITO -  ondra, REPUBBLIC  CECA -  raga, RO  NI  - Bucarest, RUSSI  -
Mosca. SE BI  - Beìgtndo, SI GAPORE • SI gapoie, SLO  CCHIA - Btalislava, SLOVENIA - Lubiana, SPAGN  - Barcellona SUO AFRICA • Bryarrslcm, S IZZERA - Zungo, T ILANDIA - Ba gkok, TAIWAN
- Tai ei, TURCHIA - Istairbiil. TURKMENIST N • Asnqshat, UCRAI A - Kie , UNGHERIA - Bu apest, UZBEKIST N - Tashkent,  IETN   - Hanoi e Ho Cl  Minb.
Oiaonostlea: AUSTRIA -  ie  a, BELGIO-Za enlem, FRANCIA - Parigi GER  NI  - Belli o, GRECIA •  lena, IT LI  - Fiienze, OL  DA -  alkanswaar , PORTOG LLO - Lisbona. REGNO U ITO - Londra.
SPAGN  • Barcellona, SVEZIA • Malmó, SVIZZERA - Zurigo. Página 53 de 84
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ISTITUTO LUSO FARMACO D'ITALIA

Ademàs, la ley italiana no permite la legalización de documentos digitales / electrónicos. asi corno
realizar copias certificadas de documentos emitidos electrónicamente. Por este motivo, no es posible
presentar CPP electrónico del Producto legalizado con Apostilla.

Con base en toda la información proporcionada anteriormente, le pedimos que acepte la siguiente
documentación proporcionada junto con està nota:

1. CPP electrónico emitido por AlFA para el Producto.
2. Traducción simple al espanol del CPP electrón co del Producto.

Y para que asi conste, firma os este documento el 10:45, a efectos de su presentación ante las Autoridades

Sanitarias de Argentina.

Director Global de Asuntos Regulatorios
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Certificates of a Pharmaceutical Product (CPP) signed electronically during the 
COVID-19 emergency 

Marketing authorisation holders (MAHs) of medicinal products authorised via national, 
mutual-recognition, and decentralised procedures are hereby informed that on 17 March 
2020 the Italian Medicines Agency (AIFA) introduced new modalities for submitting CPP 
applications, as subsequently clarified on 24 April 2020. Therefore, for any CPP 
application submitted through certified e-mail (PEC) o in paper format as of 17 March 
2020, the electronically-signed CPP shall be sent via certified e-mail to the digital address 
for service indicated by the Company. 

Electronic service of document is necessary because the Italian Medicines Agency (AIFA) 
is currently operating on the basis of teleworking. Additionally, a greater digitisation of the 
Agency’s administrative procedures is being encouraged, for which reason AIFA reserves 
the right to assess the permanent adoption of such measures in the future. 

The CPP form, which complies with the WHO guidelines and can be accessed at the 
following link, is a document in PDF format and will carry the electronic signature (e-
signature) of the Certification and Parallel Import Procedures Office Director. 

The e-signature appended to the CPP guarantees the unique link with the signatory and 
the full authenticity and integrity of the document. The qualified electronic signature system 
used by AIFA is fully in line with EU eIDAS Regulation (European Union Regulation No. 
910/2014) and with the Code of the Digital Administration adopted in Italy by Legislative 
Decree no. 82 of 7 March 2005, as amended and integrated. 

Authenticity of the e-signature can be easily verified using specific software tools, such as 
the signature validation tool provided by the DSS Demonstration WebApp. 

Further information on the safety features of CPPs created and signed electronically is 
available in the Guideline on the use of electronic signature verification tools 

Furthermore, a list of all CPPs issued will be published on the AIFA institutional website on 
a regular basis. 

Finally, for issues concerning the validity of a certificate, the competent authorities of the 
destination country are invited to contact AIFA at any time at the following e-mail address 
cpp.aic@aifa.gov.it. 
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https://www.aifa.gov.it/documents/20142/1075095/presentazione_domande_AIP-CPP_emergenza_COVID-19_17.03.2020.pdf/f7f092fa-469d-7804-6975-8f449f104fa0
https://www.aifa.gov.it/documents/20142/1075095/chiarimenti_invio_istanze_CPP_notifica_atti_24.04.2020.pdf/84ad8d41-5222-7ff0-a3d4-8233fbe1039e
https://www.aifa.gov.it/documents/20142/1150130/Elezione_domicilio_digitale_AIFA_EN_24.04.2020.pdf/3758a1cb-26c8-b013-ee0b-6d0cfa8984fc
https://www.aifa.gov.it/documents/20142/1150130/Elezione_domicilio_digitale_AIFA_EN_24.04.2020.pdf/3758a1cb-26c8-b013-ee0b-6d0cfa8984fc
https://www.aifa.gov.it/documents/20142/1075095/n.2_Modulo_del_CPP_25.11.19.docx/71773288-1e4e-abfa-82aa-ba5dedcb108d
https://www.who.int/medicines/areas/quality_safety/regulation_legislation/certification/modelcertificate/en/
https://www.aifa.gov.it/modulistica-certificazioni-e-importazioni-parallele
https://www.aifa.gov.it/area-autorizzazioni-medicinali
https://ec.europa.eu/cefdigital/DSS/webapp-demo/validation
mailto:cpp.aic@aifa.gov.it
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  DECLARACION JURADA 
 
 
 
 
Se deja constancia de que el contenido de los textos y rótulos no se 
modifican,siendo idénticos a los autorizados a la fecha de esta solicitud,excepto en el 
cambio de lugar de elaboración que se producirá como consecuencia del presente 
pedido. 
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BELGIORNO Maria Eugenia
CUIL 27182795920



 
 
 
 

República Argentina - Poder Ejecutivo Nacional
2021 - Año de Homenaje al Premio Nobel de Medicina Dr. César Milstein
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