
 
 
 
 
 

FICHA TÉCNICA 
 

FC2 CONDÓN FEMENINO 
 

A- DESCRIPCIÓN DEL DISPOSITIVO:  
Condón suave y flexible que cubre la vagina. EI FC2 está elaborado de Polímero de 
Nitrilo, que es un material sintético no alergénico. Tiene un anillo interno que se utiliza 
para su inserción y que sostiene el condón en su lugar, y un anillo externo que yace 
tendido sobre los labios durante el coito. EI dispositivo viene en un solo tamaño y está 
diseñado para utilizarse una única vez. EI condón está pre-lubricado con un lubricante 
hecho a base de silicona. 

EI anillo interno se utiliza para insertar el condón. Se toma este anillo entre el pulgar y el 
índice, apretando hasta que se junte y se forme una punta, la cual se inserta en la vagina. 
Una vez el anillo esté en la vagina, se desliza el dedo índice o el dedo medio dentro del 
condón y empuja el anillo interior hasta donde sea posible.  

EI anillo externo y una pequeña parte del condón permanecen por fuera de la vagina. EI 
pene del compañero debe ser guiado hacía el condón y el anillo externo permanecerá 
tendido sobre la vulva durante el coito. Una vez retirado el pene, el anillo externo se 
retorcerá para retener el contenido eyaculado y el condón es extraído de la vagina. EI 
dispositivo debe ser desechado en un basurero y no en el inodoro.  

EI condón femenino reviste la vagina y el cuello del útero y se adapta a todas las formas y 
tamaños de órganos sexuales masculinos y femeninos. Retiene el semen después de la 
eyaculación, con lo cual actúa como método anticonceptivo y evita un embarazo no 
planificado, actúa igualmente como una barrera contra virus y bacterias que causan las 
infecciones de transmisión sexual, incluido el VIH. 

EI condón femenino también ofrece protección adicional contra las infecciones de 
transmisión sexual por contacto, como el HPV, al recubrir los órganos sexuales externos 
femeninos y la base del pene. 

Contiene un lubricante no-espermicida, a base de silicona. Puede añadirse más lubricante 
a base de agua o aceite, ya sea en el interior o el exterior del condón o directamente en el 
pene. 

 

B- COMPONENTES: 
Componentes Compuestos 

Funda Nitrilo (41%) 
Anillo externo (en el extremo abierto del condón) Nitrilo (41%) 
Anillo interno Poliuretano (24%) 
Lubricante Silicona (15%) 
Intervalo de dosis 1,00 – 2,00 g 
Envase Poliéster/polietileno (20%) 
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C- DIMENSIONES: 
Dimensiones Especificación 

Longitud 163 – 190 (mm) 
Anchura (25%) 76 – 90 (mm) 
Anchura (50%) 76 – 90 (mm) 
Anchura (75%) 76 – 90 (mm) 
Grosor (25%) 65 – 105 (µ) 
Grosor (50%) 65 – 95 (µ) 
Grosor (75%) 60 – 95 (µ) 
Diámetro del anillo superior 67 mm mínimo 
Grosor del anillo superior 2,9 – 3,6 mm 
Diámetro externo del anillo interno 56,5 – 58,5 mm 
Grosor del anillo interno 3,3 – 3,6 mm 
Altura del anillo interno 4,60 – 5,10 mm 

 
D- PROPIEDADES DE ROTURA: 

Longitud total del dispositivo a someter a prueba de rotura. 

 
 
 

 
E- PÉRDIDAS DE AGUA: 

0 – 25 mm Sin agujeros visibles 
25 mm – extremo cerrado AQL 0,25 

 
F- VIDA ÚTIL: 

Cinco años determinados por medio de un estudio en tiempo real a temperatura y 
humedad elevadas. 
 

G- CONDICIONES DE ALMACENAMIENTO: 
Se recomienda “almacenar en lugar seco y protegido de la luz del sol directa”. 
 

H- NORMATIVAS APLICABLES: 
The Female Health Company (UK) Plc utiliza las siguientes directrices y normas 
reglamentarias: 

• ISO 9001:2015 Sistemas de gestión de calidad 
• ISO 10993:2010 Evaluación Biológica de Productos Sanitarios 
• EN ISO 13485:2016 Productos Sanitarios – Sistemas de gestión de calidad 
• EN ISO 14971:2012 Productos Sanitarios – Aplicación de la gestión de riesgos 
• ISO 2859:2006 Procedimientos de Muestreo 
• EN 980:2008 Símbolos Gráficos de Productos Sanitarios 
• ISO 25841:2017 Condones Femeninos – Requisitos y métodos de sometimiento a 

pruebas 
• Norma CFR de la FDA estadounidense, Título 21, Partes 800-1299  

Límite inferior del volumen de rotura 5,0 litros 
Límite inferior de la presión de rotura 3,45 k Pa 



• Directiva CE de Productos Sanitarios 93/42/CEE 
• Directiva CE de Productos Sanitarios 2007/47/CE 
• Norma canadiense sobre Dispositivos Médicos SOR/98-282 
• Preservativos Femeninos: Especificaciones generales, precalificación y directrices 

de adquisición, 2012 UNFPA 

La ISO 10993:2010, incluye pruebas de biocompatibilidad, citotoxicidad (acción 
destructiva en determinadas células), mutagenicidad (capacidad de inducir mutaciones 
en las células), sensibilización, irritación y toxicidad sistémica (posibles efectos 
adversos en los órganos y tejidos del cuerpo). 

 
I- POTENCIALES USUARIOS: 

Mujeres y hombres sexualmente activos pueden utilizar el FC2. Además, pueden 
utilizarlo: 

• Hombres y mujeres sensibles al látex 
• Mujeres que estén menstruando 
• Mujeres que estén embarazadas 
• Mujeres que hayan dado a luz recientemente 
• Mujeres que estén en la (pre o post) menopausia 
• Mujeres a las que les hayan practicado una histerectomía 

 
J- BENEFICIOS: 

• El FC2 es un método de doble protección, es decir que protege tanto contra un 
embarazo no planificado como contra las infecciones de transmisión sexual (ITS), 
incluido el VIH.  

• El FC2 se puede insertar antes de iniciar las relaciones sexuales, con lo cual no es 
necesario interrumpir la espontaneidad sexual para ponerse un condón. 

• El FC2 se adapta perfectamente a la vagina y permite que el pene se mueva 
libremente dentro del condón durante las relaciones sexuales. 

• El FC2 se calienta rápido hasta alcanzar la temperatura corporal, por lo tanto, 
produce una sensación cálida y natural. 

• El FC2 está lubricado, pero se puede añadir más lubricante a base de agua o 
aceite en el interior o en el exterior del condón o directamente en el pene.  

• El FC2 es un producto no alergénico y una excelente opción para hombres y 
mujeres que tienen alergia al látex. 

• El pene no tiene por qué estar erecto para usar el FC2 y no es necesario retirarlo 
inmediatamente después de la relación sexual. 

 
K- CONTRAINDICACIONES, ADVERTENCIAS/PRECAUCIONES:  

El FC2 es un dispositivo libre de hormonas y por lo tanto no causa efectos secundarios. 

Al igual que cualquier otro condón, el FC2 se debe insertar con cuidado. No se debe abrir 
el paquete con tijeras, cuchillos o con los dientes y tener especial precaución al manipular 
el condón con las uñas largas.  



Se han notificado menos de un 1% de roturas en el FC2. Si se rompe el FC2, es 
necesario quitarlo e inmediatamente inserir un condón nuevo. 

 
L- MÉTODOS DE DESECHO 

Después de quitar el condón suavemente, se recomienda envolverlo en un pañuelo de 
papel o en el paquete vacío y tíralo a la basura. 
 

M- USO COMBINADO CON OTROS ANTICONCEPTIVOS: 
El FC2 se puede usar con la píldora, inyecciones, dispositivo intrauterino (DIU), implantes, 
postesterilización y postvasectomía para proteger contra las ITS, incluido el VIH. El FC2 
no se puede usar con el diafragma ni con el NuvaRing, pues el anillo interior del FC2 se 
aloja en el mismo espacio que dichos dispositivos. 
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As a responsible authorized representative of The Female Health Company (UK) Plc. I declare that all 

the tests detailed in the document of Verification and Validation of Design for the FC2 product, are all 

the tests that are made to the product during its manufacturing process. 

Consider that these tests were performed based on ISO25841. 

I hereby certify that the above statements are true and correct to the best of my knowledge. 

This document is issued for the reference of the Authorities of the following countries: Argentina, 
Bolivia, Chile, Colombia, Ecuador, Paraguay, and Uruguay.

Signed by  

Samina Naje  

Sr.RA/QA Manager 

The Female Health Company (UK) Plc 

Date  18.11.25 
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  TO WHOM IT MAY CONCERN   

VERIFICATION AND VALIDATION OF DESIGN 

PRODUCT FC2

Device description  

It is a soft and flexible condom that covers the vagina, and is made of nitrile polymer, which is a non-allergic 

synthetic material. It has an inner ring that is used for insertion and that holds the condom in place, and an 

outer ring that lies on the lips during intercourse. The condom comes in a single size and is designed to be 

used only once. The condom is pre-lubricated with a lubricant made from silicone.  

The ring is used to insert the condom. Take this ring between the thumb and forefinger, squeezing until it 

comes together and forms a tip, which is inserted into the vagina. Once the ring is in the vagina, slide the 

index finger or middle finger into the condom and push the inner ring as far as possible.  

The outer ring and a small part of the condom remain outside the vagina. The partner's penis must be guided 

to the condom and the outer ring will remain lying on the vulva during intercourse. Once the penis is removed, 

the outer ring will be twisted to retain the ejaculated contents and the condom is extracted from the vagina. the 

device must be disposed of in a dumpster and not in the toilet.  

The female condom lines the vagina and cervix and adapts to all male and female sexual body shapes and 

sizes. It retains semen after ejaculation, which acts as a contraceptive method and prevents unplanned 

pregnancy, also acts as a barrier against viruses and bacteria that cause sexually transmitted infections, 

including HIV.  

The female condom also offers additional protection against sexually transmitted infections by contact, such 

as HPV, by coating the female external sex organs and the base of the penis.  

Contains a non-spermicidal lubricant, based on silicone. More water-based lubricant or oil can be added, 

either inside or outside the condom or directly on the penis.  

Indications of use 

FC2 is a condom that helps in family planning and in the prevention of and infections of sexual transmission. 

The use of condoms is the safest non-medicated contraceptive method known, in addition to the contraceptive 

action it prevents sexually transmitted infections such as AIDS, syphilis, gonorrhea, chlamydia and herpes. 

Page 2 of 5 
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Verification and validation  

The tests were performed to demonstrate performance as intended. 

Risk analysis: 

The process and design of Risk Analysis was carried out in accordance with ISO 14971 to establish the risks 

associated with medical devices and risk mitigation.  
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Biocompatibility 

FC2 complies with the requirements established by 10993: 2010, Biological evaluation of medical devices. 

Part 1: Evaluation and trials through a risk management process.  

Female condoms are classified as surface devices (mucosal membranes) with the limit of contact with the 

body less than 24 hours. The following tests are required by ISO 10993-1: 

1. Cytotoxicity

2. Sensitization

3. Irritation or intracutaneous Reactivity (Irritation)

The results of the biocompatibility tests are summarized in the following table: 

TEST RESULT REFERENCE 

CYTOTOXICITY DOES NOT PRODUCE 
CYTOTOXICITY 

ISO10993-5 

SKIN SENSITIZATION 
(POLAR+NON-POLAR 
EXTRACTS) 

DOES NOT CAUSE SKIN 
SENSITIZATION  

ISO10993-10 

VAGINAL IRRITATION 
(SALINE EXTRACT)  

DOET NOT CUASE 
IRRITATION 

ISO10993-10 

Medicinal substances incorporated within the device  

Female Prudence does not contain any substance that can be considered as a medicinal substance. 

Stability  

A real-time stability study was carried out to demonstrate a useful life of 5 years, under the following 
conditions: 30 ° C and 65% RH.  

Sterilization  

The product is not sterile 

Clinical Evidence  

A clinical study was carried out to demonstrate the acceptability of the use of female condoms. See study in 
the Clinical Study section. 
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Samina Naje 

Sr.RA/QA Manager 

The Female Health Company (UK) Plc 

Date 18.11.25 



Current issue date: 11 July 2025 Original approval(s):
Expiry date: 10 July 2028 ISO 14001 - 11 July 2016 
Certificate identity number: 10694044

Certificate of Approval

Luis Cunha

________________________

Area Operations Manager - North Asia & SAMEA 

Issued by: LRQA Limited
              

LRQA Group Limited, its affiliates and subsidiaries and their respective officers, employees or agents are, individually and collectively, referred to in this clause as 'LRQA'. 
LRQA assumes no responsibility and shall not be liable to any person for any loss, damage or expense caused by reliance on the information or advice in this document or 
howsoever provided, unless that person has signed a contract with the relevant  LRQA entity for the provision of this information or advice and in that case any responsibility or 
liability is exclusively on the terms and conditions set out in that contract.
Issued by: LRQA Limited, 1 Trinity Park, Bickenhill Lane, Birmingham B37 7ES, United Kingdom 
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This is to certify that the Management System of:

The Female Health Company (M) 
Sdn. Bhd. (772707-P)
No. 1A, Jalan CJ 1/4, Kawasan Perindustrian Cheras Jaya, 43200 Balakong, Selangor, Malaysia

has been approved by LRQA to the following standards:

ISO 14001:2015
Approval number(s): ISO 14001 – 0049214

The scope of this approval is applicable to:

Assembly and in-process testing of nitrile female condoms including in process testing but excluding final product testing and 
release.
 



Certificate
No. Q5 103602 0001 Rev. 03
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TÜV SÜD Product Service GmbH • Certification Body • Ridlerstraße 65 • 80339 Munich • Germany

Holder of Certificate: The Female Health Company (UK) Plc
Unit 23 Park Royal Metro Centre
Britannia Way
Park Royal
London, NW10 7PA
UNITED KINGDOM

Certification Mark:

 
Scope of Certificate: Design, Development, Manufacture and Distribution of 

Female Condom

The Certification Body of TÜV SÜD Product Service GmbH certifies that the company mentioned
above has established and is maintaining a quality management system, which meets the
requirements of the listed standard(s). All applicable requirements of the Testing, Certification, 
Validation and Verification Regulations TÜV SÜD Group have to be complied with. For details
and certificate validity see: www.tuvsud.com/ps-cert?q=cert:Q5 103602 0001 Rev. 03

Report No.: 713382081_Q5

Valid from: 2025-10-08
Valid until: 2028-03-14

Date, 2025-10-08 Christoph Dicks
Head of Certification/Notified Body

https://www.tuvsud.com/ps-cert?q=cert:Q5%20103602%200001%20Rev.%2003


Certificate
No. Q5 103602 0001 Rev. 03
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TÜV SÜD Product Service GmbH • Certification Body • Ridlerstraße 65 • 80339 Munich • Germany

Applied Standard(s): ISO 13485:2016
(EN ISO 13485:2016/AC:2018, EN ISO 13485:2016/A11:2021)
Medical devices - Quality management systems -
Requirements for regulatory purposes

Facility(ies): The Female Health Company (UK) Plc
Unit 23 Park Royal Metro Centre, Britannia Way, Park Royal, 
London, NW10 7PA, UNITED KINGDOM

Design, Development, Manufacture and Distribution of Female 
Condoms.

The Female Health Company (M) Sdn Bhd
No 1A, Jalan CJ 1/4, Kawasan Perindustrian Cheras Jaya, 43200 
Balakong, Selangor, MALAYSIA

Manufacture and Distribution of Female Condoms

"-"



EU Quality Management System Certificate (MDR)
Pursuant to Regulation (EU) 2017/745 on Medical Devices, Annex IX Chapters I and III
(Class IIa and Class IIb Devices)
No. G10 103602 0002 Rev. 02
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TÜV SÜD Product Service GmbH is Notified Body with identification no. 0123
TÜV SÜD Product Service GmbH • Certification Body • Ridlerstraße 65 • 80339 Munich • Germany

Manufacturer: The Female Health Company (UK) Plc
Unit 23 Park Royal Metro Centre
Britannia Way
Park Royal
London, NW10 7PA
UNITED KINGDOM

SRN Manufacturer - GB-MF-000029355

Authorized
Representative:

Advena Limited
Tower Business Centre, 2nd Flr, Tower Street, Swatar, BKR 
4013, MALTA

The Certification Body of TÜV SÜD Product Service GmbH certifies that the manufacturer has 
established, documented and implemented a quality management system as described in Article 
10 (9) of the Regulation (EU) 2017/745 on medical devices. Details on device categories covered 
by the quality management system are described on the following page(s). The Report referenced 
below summarises the result of the assessment and includes reference to relevant CS, harmonized 
standards and test reports. The conformity assessment has been carried out according to Annex IX 
Chapter I and III of this regulation with a positive result.
The quality management system assessment was accompanied by the assessment of technical 
documentation for devices selected on a representative basis.
The certified quality management system is subject to periodical surveillance by TÜV SÜD Product 
Service GmbH. The surveillance assessment shall also include an assessment of the technical 
documentation for the device or devices concerned on the basis of further representative samples. All 
applicable requirements of the Testing, Certification, Validation and Verification Regulations TÜV 
SÜD Group have to be complied with. 
For details and certificate validity see: www.tuvsud.com/ps-cert?q=cert:G10 103602 0002 Rev. 02

Report No.: 713382081

Preceding Certificate No.: G10 103602 0002 Rev. 01

Valid from: 2025-10-16
Valid until: 2027-07-20

Date of Initial Issuance: 2022-07-21

Christoph Dicks
Issue date: 2025-10-16 Head of Certification/Notified Body

https://www.tuvsud.com/ps-cert?q=cert:G10%20103602%200002%20Rev.%2002


EU Quality Management System Certificate (MDR)
Pursuant to Regulation (EU) 2017/745 on Medical Devices, Annex IX Chapters I and III
(Class IIa and Class IIb Devices)
No. G10 103602 0002 Rev. 02

Page 2 of 2
TÜV SÜD Product Service GmbH is Notified Body with identification no. 0123
TÜV SÜD Product Service GmbH • Certification Body • Ridlerstraße 65 • 80339 Munich • Germany

Classification: Class IIb
Device Group: U110203 - FEMALE CONDOMS
Intended Purpose: A single use, non-sterile barrier contraceptive device and to help 

prevent the transmission of sexually transmitted infections. For 
vaginal use only.

The validity of this certificate 
depends on conditions and/or 
is limited to the following:

./.

Revision History:

Rev. Dated Report Description        
 00 2022-07-21 75950573 -   
 01 2024-05-16 75959030 Amended: Other SRN Manufacturer added
 02 2025-10-16 713382081 Amended: Change of certificate 

holder’s data
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