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Femcare Ltd  
32, Premier Way 
Romsey 
SO51 9DQ 
United Kingdom- UK 

22/02/2024 

 

Confirmation Letter Reference:  CLNB1639 GBPC 05202 
 

To whom it may concern, 
 

Confirmation of receipt of a formal application and conclusion of written agreement in the 
framework of Regulation EU 2023/607 amending Regulations (EU) 2017/745 and (EU) 2017/746 as 
regards the transitional provisions for certain medical devices and in vitro diagnostic medical devices. 
 

This letter confirms that, SGS Belgium NV, a Notified Body (NB) designated against Regulation (EU) 
2017/745 (MDR) and identified by the number 1639 on NANDO, has received a formal application in 
accordance with Section 4.3, first subparagraph of Annex VII of MDR and has signed a written 
agreement in accordance with Section 4.3, second subparagraph of Annex VII of MDR with the 
following manufacturer: 
 
Femcare Ltd  
32, Premier Way 
Romsey 
SO51 9DQ 
United Kingdom- UK 

SRN: GB-MF-000014265 
 

Authorized representative: 
Utah Medical Products Ltd 
Athlone Business & Technology Park, Athlone  
County Westmeath  
N37 XK74 
Republic of Ireland 
SRN: IE-AR-000007769 
 

The devices covered by the formal application and the written agreement mentioned above are 
shown at the end of this letter.  
 
In the case of devices covered by certificates issued under Directive 90/385/EEC (AIMDD) or Directive 
93/42/EEC (MDD) that expired prior to the publication of the Regulation EU 2023/607 on 15 March 
2023, this letter also confirms that:  
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• the manufacturer submitted the MDR application and signed the written agreement by the 
date of MDD/AIMDD certificate expiry; 

• the certificates expired after 26 May 2021 by course of time and were valid at the date of 
their expiry neither having been suspended nor withdrawn. 

The transition timelines that apply to the devices covered by this letter, subject to the 
manufacturer’s continued compliance to the other conditions specified in Article 120.3 of MDR (as 
amended by EU 2023/607), are shown below: 

• 26 May 2026 for Class III custom-made implantable devices  

• 31 December 2027 for Class III devices and Class IIb implantable devices excluding Well-
established technologies (WET - sutures, staples, dental fillings, dental braces, tooth crowns, 
screws, wedges, plates, wires, pins, clips and connectors) 

• 31 December 2028 for other Class IIb devices, Class IIa, Class I devices placed on the market 
in sterile condition or have a measuring function 

• 31 December 2028 for devices not requiring the involvement of a notified body under MDD 
but requiring it under MDR (e.g., class I devices that qualify as re-usable surgical instruments) 

 
On behalf of the Notified Body SGS Belgium NV 1639, 
 

 
Pp[Sean Kelly] 
Virginie SILORET  
Global Medical Device Certification Manager  
Email: Virginie.siloret@sgs.com 

Phone : +41 22 739 98 58  
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Devices covered by this letter: 

Device name / Basic UDI-DI (under MDR 
application) 

MDR Device 
classification 
(as proposed 
by the 
manufacturer 
and verified at 
the pre-
application 
stage) 

If the MDR 
device is a 
substitute 
device, 
identification 
of the 
corresponding 
MDD/AIMDD 
device  

MDD/AIMDD 
Certificate 
Reference(s) of the 
devices under 
MDR application, 
and the NB 
Identification 

Pack1 Blister Tray  
 50555156HRTBT 
 

Class Is N/A GB19/964837; 
NB1639 

SterishotII Filshie standard/Mini Applicator. 
5055515-60076 
 
Trocar, Cannula and Obturator 
5055515-60024 
 
Fempac - Small / Large 
5055515-60022 
 
12/16 Fr - Add-a-Cath Supra-Pubic Catheter 
Introducer 
5055515-60189 

Class IIa N/A GB19/964837; 
NB1639 

Filshie Clip - Multiple packages  
5055515-60059 
 

Class III N/A GB19/964837; 
NB1639 

 

 

 

 

Confirmation Letter Revision History 

Date NB internal reference 
traceable to each 
version of the letter 

Action 

16/02/2024 Version 1 Initial issue 
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Medical Device Full Quality Assurance System Certificate
GB24/00000019
The management system of

Femcare Limited

32 Premier Way Romsey Hampshire S051 9DQ United Kingdom

has been assessed and certified as meeting the requirements of

Part II of The Medical Devices Regulations 2002, Annex II excluding
section 4 [as modified by Part 2 of Schedule 2A to The Medical
Devices Regulations 2002]
For the following products
The Scope of Registration appears on page 2 of this certificate

This certificate is valid from 05 September 2025 until 24 January 2029 and remains valid subject to satisfactory
surveillance audits.
Issue 3. Certified since 24 January 2024

2 J~

Authorised by
Lynn Henderson

SGS United Kingdom Ltd Approved Body 0120
Rossmore Business Park, Ellesmere Port, Cheshire, CH65 3EN, UK
+44(0)151 350-6666 - www.sgs.com

This document is an authenhc ~ecbonic cerbfcate for Cent business purposes use only Printed version of the dectronic cerhf cute are permitted and wil be considered as I~l •

a copy This document is issued by the Company subject to SGS General Condihons of cerhfcubon sereces availat~e on Terms and Condibons I SGS Attenhon is drawn to
the limitabon oftiability indernnifcahon and unsdichonal dauses contained therein This document is copynght protected and any unsuthonzed alterahon, forgery or
falsificubon of the content or appearance of this document is unlawist
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Medical Device Full Quality Assurance System Certificate
GB24/0000001 9, continued

Femcare Limited

Part II of The Medical Devices Regulations 2002, Annex II
excluding section 4 [as modified by Part 2 of Schedule
2A to The Medical Devices Regulations 2002]

Issue 3
Sterile implantable Filshie® Clip (Tubal Ligation Clip for Female Sterilization) class Ill

Sterile single use Applicators (Sterishot II, Sterishot II for Minilaparotomy) for use with Filshie® Clip.
Sterile hormone replacement therapy procedure trays
Sterile trocar cannula obturators for hormone replacement therapy
FempacTM sterile femoral canal sponge
Add-a-Cath® sterile suprapubic catheter introducer
Sterility aspects only — restricted to the aspects of manufacture concerned with securing and maintaining
sterile conditions: Sterile replacement cannula seals.

Where the above scope includes class Ill medical device(s), a valid Design Examination Certificate according to
Annex II (Section 4)[as modified by Part 2 of Schedule 2AofThe MDR 2002] is a mandatory requirement for each
device in addition to this certificate to place that device on the market

Certification is based on reports numbered GB/PC/05202
Previous certificate number: N/A
Change in between this certificate and previous one: Addition of Sterile implantable Filshie® Clip
(Tubal Ligation Clip for Female Sterilization) class Ill from certificate scope

This document is an authenhc ~ectronic cerbfcate for Client business purposes use only Pnnted version of the ~ectroni c cerhficate are permitted and will be considered as I~I’
a copy This document is ssued by the Company subject to SGS General Condihons of cerhfcahon services availab’e on Terms and Conclibons I SGS Attenhon is drawn to
the limitabon of liability indemnittcabon and jurindichonel dauses contained therein This document is copynght protected and any unauthorized alterabon forgery or
futsiticabon of the content or appearance of thin document is unlawful
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Medical Device Design Examination Certificate
GB25100000 170

Femcare Ltd.

32 Premier Way Romsey Hampshire S051 9DQ United Kingdom

has been assessed and certified as meeting the requirements of

Part II of The Medical Devices Regulations 2002, Annex II section 4 Las
modified by Part 2 of Schedule 2A to The Medical Devices
Regulations 2002]
The Scope of Registration appears on page 2 of this certificate

This certificate is valid from 21 August 2025 until 21 August 2030
Issue 1. Certified since 21 August 2025

~ Q~5c~A

Authorised by
Lynn Henderson

SGS United Kingdom Ltd Approved Body 0120
Rossmore Business Park, Ellesmere Port, Cheshire, CH65 3EN, UK
+44 (0)151 350-6666 - www.sgs.com

This document is an authenhc alechonic cerhficate for Qient business purposes use only Printed version of the alectronic cerhf cafe are pern’stted and writ be considered as 0”
a copy This document is issued by the Company subject to SGS General Condihons of cerhfcahon services availaUe on Terms and Condihons I SGS Attenhon is drawn to
the limitabon of liability, indemniticahon and tunsdichonal dauses contained therein This document is cspynght protected and any unauthorized aiterahon forgery or
fuisificahon of the content or appearance of this document is unlawful
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Medical Device Design Examination Certificate
GB25/00000170, continued

Femcare Ltd.

Part II of The Medical Devices Regulations 2002, Annex II
section 4 [as modified by Part 2 of Schedule 2A to The
Medical Devices Regulations 2002]

Issue 1

Sites
Addenda to that report have been issued on the following dates

Addendum Date Reason for Addendum

This document is an authenhc ~ectronic cerhfcate for Dient business purposes use only Pnnted version of the ~ectronic cerbfcate are permitted aed will be considered us
a copy This document is issued by the Company subject to SGS General Condihons of cerhficahnn services avatul~e on Terms and Condibons I SGS Attenhon is drawn to
the timituhon of liability, indemniticubon and jurisdictional duuses contained therein This document is copynght protected and any unauthorized alterubon forgery or
falsitcabnn of the content or appesrunce of this document in unlawful
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Medical Device Design Examination Certificate
GB25/00000170, continued

Femcare Ltd.

Part II of The Medical Devices Regulations 2002, Annex II
section 4 Las modified by Part 2 of Schedule 2A to The
Medical Devices Regulations 2002]

Issue 1
Device Identifier:
FilshieTM Tubal Ligation System

Intended Purpose:
Sterile contraceptive tubal occlusion devices for permanent female sterilization by occlusion of the

It is certified that the manufacturer’s design dossier (and product, where applicable) for the above device has been
examined and, based on the evidence submitted, it is considered that the device conforms to the relevant Essential
Requirements of The MDR 2002 Part II

This certificate is issued in conjunction with a certificate covering the full quality assurance system to Annex II, which
must be subject to satisfactory surveillance audits.

Certification is based on reports numbered GB/PC/05202
Previous certificate number: N/A
Change in between this certificate and previous one: N/A

This document is an authenttc ~ectrosic cerbficate for Clienr business purposes use only Printed version of the &ectroni c cerbficate are permitted and will be considered as
a copy This document s issued by the company subject to SGS General Condihons of cerhfcahon services availat~e on Terms and Condihons I SGS Attenhon is drawn to
the timitabon of liability, indemnifcahon and junsdicbonat dauses contained therein. This document in copynght protected and any unauthonzed atterahon, forgery or
fatsificahon of the content or appearance of this document is unlawful
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