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1. MedicaJ Device
Name:
Function:

ЕС declaration of conf ormity 

DIRECTIVE 93/42/ЕЕС 
(in accordance with JSO 17050-1) 

lnfusion set & injection port. 
Single use infusion set/injection port for subcutaneous infusion. 

Class of the device(s): Class IIЬ according to Medical Device Directive 93/42/ЕЕС as aшended Ьу Directive 
2007/47/ЕС (Annex 9, rule 8, long-term surgically invasive devices). 

Device Category: lnfusion sets/injection ports for subcutaneous infusion (see product list 
Attachment no. 1 ). 

GМDN code and term: 17180 Subcutaneous injection port 
35833 Electric infusion рuшр adшinistration set 

2. Manufacturer and European representative
Manufacturer's name: Unomedical a/s 
Manufacturer's address: Aaholmvej 1-3, Osted 

4320 Lejre 
Denmark 

Safety & Regulatory Lead.er: Lars Bresler, VP QA/RA, В2В, lnfusion Devices & Industrial Sales 

Other nianufacturing sites: Unomedical Devices S.A de С.У 
Avenida Fomento lndustrial, Lot 9, М3 
Parque lndustrial del Norte 

3. Notified body
Nuшber:
Name:
Address:

Reynosa, Tamaulipas 
Mexico С.Р. 88736 

Unomedical Devices S.A. De С.У. 
Ave. Industrial Falcon, Seccion 4, Lote 7 
Parque lndustrial del Norte 
Reynosa, Tamaulipas 
Mexico, С.Р. 88736 

0459 
GMED 
1 rue Gaston Boissier 75724 Paris, France 

4. Method to demonstrate the conformity ofMDD essential requirements
ApplicaЫe Directive: Medica] Device Directive 93/42/ЕЕС Annex I and Annex П excluding section 4. 

ApplicaЫe certificates: 

Technical file references: 

ЕС Certificate no. 9559 issued Ьу GМED. 
ISO 13485:2016 Certificate no. 35117 issued Ьу GМED. 

Teclmical File Summary doc. 3А09107 i-port Advance™ 

Technical File Summary doc. 3А09108 Insuflonтм 

Technical File Sumшary doc. 3АО9100 MiniМed™ Mio™ 

Technical File Summary doc. 3А09118 MiniMed™ Surе-ттм (Paradigm) 

Technical File Summary doc. 3АО9119 MiniMed™ Quick-setтм (Paradigш) 

Technical File Summary doc. 3АО9120 MiniMed™ Silhouette™ (Paradigm) 

Technical File Summary doc. 3А09124 MiniМedтм Mio™ 30 

Technical File Sumшary doc. 3А09137 MiniMed™ Sure ттм lnfusion Set (SCI) 

Unomedical a/s Tel +45 4816 7000
А ConvaTec Company Fax +45 4642 7865 
Aaholmvej 1-3, Osted www.convatec.com 
4320 Lejre, Denmark www.lnfusion-set.com 
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фconvaTec 

Technical File Summary doc. ЗА09133 МiлiМеdтм Мiотм Infusion set (SC!) 

Technical File Summary doc. ЗАО9 ! 34 MiniMedтм Мiотм 30 lnfusion set (SC!) 

Technical File Summary doc. ЗА09 !35 MiniMedтм Quick set™ lnfusion set (SCI) 

Technical File Summary doc. ЗА09!36 MiniMed™ Silhouette™ lnfusion set (SC!) 

Technical File Summary doc. ЗАО903 ! MiniMed™ Mio™ Advance 

Technical File Summary doc. 3А09034 Medtronic Extended 

Teclmical File Summary doc. 3AI6173 MiniMed™ Мiотм Advance (SCl)  

5. Declaration of tbe management concerning tbe ЕС marking f ollowing 93/42/ЕЕС directive
The devices meet the essential requirements set out in Medical Device Directive 93/42/ЕЕС аш1ех I which apply to
them and with the corresponding national legislation (Executive order no. 1263/2008 on Medical Devices).
ЕС marking is in accordance with Medical Device Directive 93/42/ЕЕС, Article 17.

This declaration of confonnity is issued under the sole responsibiLity of the manufacturer. 

Signed for and on bel1alf ofUnomedicaI a/s - А ConvaTec Company: 

Lars Bresler, Vice President, QAIRA Place and date of issue 

Unomedical a/s Tel +45 4816 7000
А ConvaTec Company Fax +45 4642 7865 
Aaholmvej 1-3, Osted www.convatec.com 
4320 Lejre, Denmark www.infusion-set.com 
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Attachment 1 фconvaTec 
Product family: DHF-1 Quick-set 

DHFI Comrnen:lal reference Technlcal product descrlptlon lteml 

connector cannula tuЫn1 packastns 

1 Quick-setФ luer lock 6mm 60cm 10-pack ММТ-393 

1 Quick-setФ luer lock 6mm 110cm 10-pack ММТ-391 

1 Quick-setФ luer lock 9mm 60cm 10-pack ММТ-392 

1 Quick-setФ luer lock 9mm 110cm 10-pack ММТ-390 

1.1 Quick-setФ Paradigm Ф Р-САР 6mm 46cm 10-pack ММТ-394 

1.1 Quick-setФ Paradigm Ф Р-САР 6mm 60cm 10-pack ММТ-399 

1.1 Quick-setФ Paradigm Ф Р-САР 6mm 60cm 2-pack ММТ-399Т 

1.1 Quick-setФ Paradigm Ф Р-САР 6mm 80cm 10-pack ММТ-387 

1.1 Quick-setФ Paradigm Ф Р-САР 6mm 110cm 10-pack ММТ-398 

1.1 Quick-setФ Paradigm Ф Р-САР 9mm 60cm 10-pack ММТ-397 

1.1 Quick-setФ Paradigm Ф Р-САР 9mm 80cm 10-pack ММТ-386 

1.1 Quick-setФ Paradigm Ф Р-САР 9mm 110cm 10-pack ММТ-396 

1.6 MiniMed™ Quick set™ lnfusion set SCl 6mm 46cm 10-pack ММТ-394д 

1.6 MiniMed™ Quick set™ lnfusion set SCl 6mm 46cm 10-pack ММТ-394д600 

1.6 MiniMed™ Quick set™ lnfusion set SCl 6mm 60cm 10-pack ММТ-399А 

1.6 MiniMed™ Quick set™ lnfusion set SCl 6mm 60cm 10-pack ММТ-399А600 

1.6 MiniMed™ Quick set™ lnfusion set SCl 6mm 80cm 10-pack ММТ-387А 

1.6 MiniMed™ Quick set™ lnfusion set SCl 6mm 80cm 10-pack ММТ-387 А600 

1.6 MiniMed™ Quick set™ lnfusion set SCl 6mm 110 ст 10-pack ММТ-398д 

1.6 MiniMed™ Quick set™ lnfusion set SCl 6mm 110cm 10-pack ММТ-398А600 

1.6 MiniMed™ Quick sеtтм lnfusion set SCl 9mm 60cm 10-pack ММТ-397д 

1.6 MiniMed™ Quick set™ lnfusion set SCl 9mm 60cm 10-pack ММТ-397 д600 

1.6 MiniMed™ Quick set™ lnfusion set SCl 9mm 80cm 10-pack ММТ-386А 

1.6 MiniMed™ Quick set™ lnfusion set SCl 9mm 80cm 10-pack ММТ-386д600 

1.6 MiniMed™ Quick set™ lnfusion set SCl 9mm 110cm 10-pack ММТ-396д 

1.6 MiniMed™ Quick set™ lnfusion set SC1 9mm 110cm 10-pack ММТ-396А600 
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Attachment 1 фconvaTec 
Product family: DHF-2 Comfort and comfort short 

DHFI Commen:lal reference Technlcal product clescrlptlon ltem# 

connector cannula tuЫns padcqlns 

2.2 Silhouette Ф luer lock 17mm 60cm 10-pack ММТ-373 
2.2 Silhouette Ф luer lock 17mm 110cm 10-pack ММТ-371 
2.2 Silhouette Ф N/A 17mm N/A 10-pack ММТ-370 
2.1 Silhouette Ф N/A 13 mm N/A 10-pack ММТ-369 
2.3 Silhouette Ф Paradigm Ф Р-САР 17mm 60cm 10-pack ММТ-378 
2.3 Silhouette Ф Paradigm Ф Р-САР 17mm 60cm 2-pack ММТ-378Т 
2.3 Silhouette Ф Paradigm Ф Р-САР 17mm 60cm 2-pack ММТ-378600Т 
2.3 Silhouette e§I Paradigm Ф Р-САР 17mm 80cm 10-pack ММТ-384 
2.3 Silhouette Ф Paradigm Ф Р-САР 17mm 110cm 10-pack ММТ-377 
2.10 Silhouette Ф ParadigmФ Р-САР 13mm 46cm 10-pack ММТ-368 
2.10 Silhouette Ф Paradigm Ф Р-САР 13mm 60cm 10-pack ММТ-381 
2.10 Silhouette Ф Paradigm Ф Р-САР 13mm 60cm 2-pack ММТ-381Т 
2.10 Silhouette Ф Paradigm Ф Р-САР 13mm 60cm 2-pack ММТ-381600Т 
2.10 Silhouette Ф Paradigm l!) Р-САР 13mm 80cm 10-pack ММТ-383 
2.10 Silhouette Ф Paradigm Ф Р-САР 13mm 110cm 10-pack ММТ-382 
2.12 MiniMed ™ Silhouette™ lnfusion set SCl 17mm 60cm 10-pack ММТ-378А 
2.12 MiniMed ™ Silhouette ™ lnfusion set SCl 17mm 60cm 10-pack ММТ-378А600 
2.12 MiniMed ™ Silhouette'м lnfusion set SCl 17mm 80cm 10-pack ММТ-384А 

2.12 MiniMed™ Silhouette'м lnfusion set SC1 17mm 80cm 10-pack ММТ-384А600 
2.12 MiniMed ™ Silhouette ™ lnfusion set SC1 17mm 110cm 10-pack ММТ-377А 
2.12 MiniMed ™ Silhouette ™ lnfusion set SCl 17mm 110cm 10-pack ММТ-377А600 
2.13 MiniMed'м Silhouette'м lnfusion set SCl 13mm 46cm 10-pack ММТ-368А 
2.13 MiniMed'м Silhouette'м lnfusion set SCl 13 mm 46cm 10-pack ММТ-368А600 
2.13 MiniMed ™ Silhouette ™ lnfusion set SC1 13 mm 60cm 10-pack ММТ-381А 
2.13 MiniMed ™ Silhouette ™ lnfusion set SCl 13mm 60cm 10-pack ММТ-381А600 
2.13 MiniMed™ Silhouette™ lnfusion set SCl 13mm 80cm 10-pack ММТ-383А 
2.13 MiniMed'м Silhouette ™ lnfusion set SC1 13mm 80cm 10-pack ММТ-383А600 
2.13 MiniMed'м Silhouette ™ lnfusion set SCl 13mm 110cm 10-pack ММТ-382А 
2.13 MiniMed ™ Silhouette ™ lnfusion set SCl 13 mm 110cm 10-pack ММТ-382А600 

Product family: DHF-3 Insuflon 

DНN Coin...-.rdal ...,.nmce Technft.al ..... uct descrlptleil ... 

cannula packaslns 
-

3 lnsuflon 18mm l 10-pack 98-000-2612
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Attachment 1 фсопvаТес 
Product family: DHF-9 Contact detach 

DHF# Comrnen:lal reference Technlcal product descrlptfon lteml 

connector cannula tuЫn1 paclca&lns рuве 

9.4 Sure-TФ luer lock 6mm 60cm 10-pack G29 ММТ-863 

9.4 Sure-TФ luer lock 6mm 80cm 10-pack G29 ММТ-865 

9.4 Sure-TФ luer lock 8mm 60cm 10-pack G29 ММТ-873 

9.4 Sure-TФ luer lock 8mm 80cm 10-pack G29 ММТ-875 

9.4 Sure-TФ luer lock 10mm 60cm 10-pack G29 ММТ-883 

9.4 Sure-TФ luer lock 10mm 80cm 10-pack G29 ММТ-885 

9.4 Sure-TФ N/A 6mm N/A 10-pack G29 ММТ-860 

9.4 Sure-TФ N/A 8mm N/A 10-pack G29 ММТ-870 

9.4 Sure-TФ N/A 10mm N/A 10-pack G29 ММТ-880 

9.1 Sure-TФ Paradigm Ф Р-САР 6mm 46cm 10-pack G29 ММТ-862 

9.1 Sure-TФ Paradigm Ф Р-САР 6mm 60cm 10-pack G29 ММТ-864 

9.1 Sure-TФ Paradigm Ф Р-САР 6mm 60cm 2-pack G29 ММТ-864Т 

9.1 Sure-TФ Paradigm Ф Р-САР 6mm 80cm 10-pack G29 ММТ-866 

9.1 Sure-TФ Paradigm Ф Р-САР 8mm 60cm 10-pack G29 ММТ-874 

9.1 Sure-TФ ParadigmФ Р-САР 8mm 80cm 10-pack G29 ММТ-876 

9.1 Sure-TФ ParadigmФ Р-САР 10mm 60cm 10-pack G29 ММТ-884 

9.1 Sure-TФ Paradigm Ф Р-САР 10mm 80cm 10-pack G29 ММТ-886 

9.1 MiniMed™ Sure Т™ lnfusion set SCl 6mm 46cm 10-pack G29 ММТ-862А 

9.1 MiniMed™ Sure Т™ lnfusion set SCl 6mm 60cm 10-pack G29 ММТ-864А 

9.1 MiniMed'м Sure гм lnfusion set SCl 6mm 80cm 10-pack G29 ММТ-866А 

9.1 MiniMed™ Sure Т™ lnfusion set SCl 8mm 60cm 10-pack G29 ММТ-874А 

9.1 MiniMed™ Sure гм lnfusion set SCl 8mm 80cm 10-pack G29 ММТ-876А 

9.1 MiniMed'м Sure гм lnfusion set SCl 10mm 60cm 10-pack G29 ММТ-884А 

9.1 MiniMed™ Sure Т™ lnfusion set SCl 10mm 80cm 10-pack G29 ММТ-886А 
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Attachment 1 фconvaTec 
Product family: DHF-14 lnset 11 

DHF# Commerdal reference Technlcal product clescrlptlon lteml 

connector cannula tuЫng packaglng color 

14.1 МiоФ Р-САР 6mm 46cm 10-pack pink ММТ-921 

14.1 МiоФ Р-САР 6mm 46cm 10-pack Ыuе ММТ-941 

14.1 МiоФ Р-САР 6mm 46 cm 10-pack clear ММТ-961 

14.1 МiоФ Р-САР 6mm 60cm 10-pack pink ММТ-923 

14.1 МiоФ Р-САР 6mm 60cm 10-pack Ыuе ММТ-943 

14.1 МiоФ Р-САР 6mm 60cm 2-pack Ыuе ММТ-943Т 

14.1 МiоФ Р-САР 6mm 60cm 10-pack clear ММТ-963 

14.1 МiоФ Р-САР 6mm 80cm 10-pack pink ММТ-925 

14.1 МiоФ Р-САР 6mm 80cm 10-pack Ыuе ММТ-945 

14.1 МiоФ Р-САР 6mm 80cm 10-pack clear ММТ-965 

14.1 MiolZ> Р-САР 9mm 80cm 10-pack clear ММТ-975 

14.1 МiоФ Р-САР 9mm 80cm 2-pack clear ММТ-975Т 

14.7 MiniMed™ Mio™ lnfusion set SCl 6mm 46cm 10-pack pink ММТ-921А 

14.7 MiniMed'м Mio™ lnfusion set SC1 6mm 46cm 10-pack pink ММТ-921А600 

14.7 MiniMed'м Mio™ lnfusion set SCl 6mm 46cm 10-pack Ыuе ММТ-941А 

14.7 MiniMed™ Mio™ lnfusion set SCl 6mm 46 cm 10-pack Ыuе ММТ-941А600 

14.7 MiniMed'м Mio™ lnfusion set SCl 6mm 46cm 10-pack clear ММТ-961А 

14.7 MiniMed'м Mio™ lnfusion set SCl 6mm 60 cm 10-pack pink ММТ-923А 

14.7 MiniMed'м Mio™ lnfusion set SC1 6mm 60cm 10-pack pink ММТ-923А600 

14.7 MiniMed'м Mio™ lnfusion set SC1 6mm 60cm 10-pack Ыuе ММТ-943А 

14.7 MiniMed'м Mio™ lnfusion set SC1 6mm 60cm 10-pack Ыuе ММТ-94ЗА600 

14.7 MiniMed'м Мiо'м lnfusion set SCl 6mm 60cm 10-pack clear ММТ-96ЗА 

14.7 MiniMed..., Мiо'м lnfusion set SC1 6mm 80cm 10-pack pink ММТ-925А 

14.7 MiniMed'м Мiотм lnfusion set SC1 6mm 80cm 10-pack pink ММТ-925А600 

14.7 MiniMed'м Mio™ lnfusion set SC1 6mm 80cm 10-pack Ыuе ММТ-945А 

14.7 MiniMed'м Mio™ lnfusion set SC1 6mm 80cm 10-pack Ыuе ММТ-945Аб00 

14.7 MiniMed™ Mio™ lnfusion set SC1 6mm 80cm 10-pack clear ММТ-965А 

14.7 MiniMed'м Мiо'м lnfusion set SC1 6mm 80cm 10-pack clear ММТ-965А600 

14.7 MiniMed'м Мiо'м lnfusion set SC1 9mm 80 cm 10-pack clear ММТ-975А 

14.7 MiniMed'м Mio™ lnfusion set SCl 9mm 80cm 10-pack clear ММТ-975д600 
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Attachment 1 фconvaTec 
Product family: DHF-15 Inset 30 

DHF# Commerclal reference Technlcal product descrfptfon ltemll 

connector cannula tuЫns pacJcaalns color 

15.1 Mio™ 30 Р-САР 13mm 60 cm 10-pack gгеу ММТ-905 

15.1 Mio™ 30 Р-САР 13mm 60 cm 2-pack grey ММТ-905Т 

15.1 Mio™ 30 Р-САР 13mm 110cm 10-pack grey ММТ-906 

15.4 MiniMed™ Mio™ 30 lnfusion set SCl 13mm 60cm 10-pack grey ММТ-905д 

15.4 MiniMed'"' Мiо•м 30 lnfusion set SCl 13mm 60cm 10-pack grey ММТ-905д600 

15.4 MiniMed™ Мiо•м 30 lnfusion set SCl 13mm 60cm 2-pack grey ММТ-905АТ 

15.4 MiniMed•м Mio'"' 30 lnfusion set SCl 13mm 110 cm 10-pack grey ММТ-906А 

15.4 MiniMed•м Mio™ 30 lnfusion set SC1 13mm 110cm 10-pack grey ММТ-906д600 

Product family: DHF-19 i-Port Advance 

DНN C!:ommerclal reference Tкhnlal product..,..on ... 
11 

cannula packa&f"' color 

19 i -Port Advance•м 6mm 10-pack Ыuе ММТ-100 

19 i -Port Advance ™ 6mm 2-pack Ыuе MMT-lOOT 

19 i -Port Advance•м 9mm 10-pack Ыuе ММТ-101 

19 i -Port Advance™ 9mm 2-pack Ыuе ММТ-101Т 

Product family: DHF-25.1 Inset Guard 

DНМ Commere181 rdtrence tecfinlcal praduct d8scrlptJon � 

cennector cannuJa tuЬlnl ...... color 

25.1 MiniMed™ Мiо•м Advance luer lock 6mm 60cm 10-pack grey ММТ-247 

25.1 MiniMed ™ Mio™ Advance luer lock 6mm 60cm 10-pack gгеу ММТ-247 600 

25.1 MiniMed ™ Mio™ Advance luer lock 6mm 60cm 2-pack grey ММТ-247Т 

25.1 MiniMed ™ Mio™ Advance luer lock 9mm 110cm 10-pack grey ММТ-248 

25.1 MiniMed'м Mio™ Advance luer lock 9mm 110cm 10-pack grey ММТ-248600 

25.1.1 MiniMed•м Mio™ Advance Р-САР 6mm 60cm 10-pack grey ММТ-242 

25.1.1 MiniMed•м Mio™ Advance Р-САР 6mm 60cm 10-pack grey ММТ-242600 

25.1.1 MiniMed ™ Мiо'м Advance Р-САР 6mm 60cm 2-pack grey ММТ-242Т 

25.1.1 MiniMed™ Mio ™ Advance Р-САР 9mm 60cm 10-pack grey ММТ-243 

25.1.1 MiniMed™ Mio™ Advance Р-САР 9mm 60cm 10-pack grey ММТ-243600 

25.1.1 MiniMed™ Mio™ Advance Р-САР 9mm 110cm 10-pack grey ММТ-244 

25.1.1 MiniMed•м Мiо'м Advance Р-САР 9mm 110cm 10-pack grey ММТ-244600 

25.1.4 MiniMed•м Mio ™ Advance SCl 6mm 110cm 10-pack grey ММТ-21ЗА 

25.1.4 MiniMed•м Мiо•м Advance SCl 6mm 60cm 10-pack grey ММТ-242А 

25.1.4 MiniMed•м Mio™ Advance SCl 9mm 60cm 10-pack grey ММТ-24ЗА 

25.1.4 MiniMed™ Мiо•м Advance SCl 9mm 110cm 10-pack grey ММТ-244А 
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Attachment 1 фconvaTec 
25.1.4 MiniMed ™ Mio ™ Advance SC1 6mm 60cm 10-pack

grey ММТ-

242А600 

25.1.4 MiniMed ™ Mio™ Advance SC1 9mm 60cm 10-pack
grey ММТ-

24ЗА600 

25.1.4 MiniMed ™ Mio™ Advance SC1 9mm 110cm 10-pack
grey ММТ-

244А600 

25.1.4 MiniMed ™ Mio™ Advance SC1 6mm 60cm 2-pack grey ММТ-242АТ 

Product family: DHF-25.4 Inset Guard EWIS MDD 

DHFI Commerclal reference Technlcal product descrfptlon lteml 

connector cannula tuЫna packaslna 

25.4 Medtronic Extended Н-САР 6mm 46cm 10-pack ММТ-430д 

25.4 Medtronic Extended Н-САР 6mm 60cm 10-pack ММТ-431А 

25.4 Medtronic Extended Н-САР 6mm 80cm 10-pack ММТ-432А 

25.4 Medtronic Extended Н-САР 6mm 110cm 10-pack ММТ-433д 

25.4 Medtronic Extended Н-САР 9mm 46cm 10-pack ММТ-440А 

25.4 Medtronic Extended Н-САР 9mm 60cm 10-pack ММТ-441д 

25.4 Medtronic Extended Н-САР 9mm 80cm 10-pack ММТ-442А 

25.4 Medtronic Extended Н-САР 9mm 110cm 10-pack ММТ-443д 
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