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Kartetepbl acnupauuoHHble aHaockonuyeckme Endo-Flex

S\

OTKpbITb HA calTe

(9Hpodbnekc)

Katetepbl otcacbiBarowme Endo-Flex (SHpodonekc) nns  acnupauun
IObIXatenbHbIX MyTen.

B uHTepHeT-marasuHe Makcnmen (Makcuma Megn) npeactasneHb:
e KateTepbl acnMpaumnoHHbIE 3HAOCKOMMYECKMe CTaHaapTHbIE

° KaTeTepr acnmpaunoHHble 3HO0CKOoNMn4ecKne Metannnyeckme

Takxe Ha cante Maximed Bbl HalgetTe KaTeTepbl oTcacbiBalolve
acnupaumnoHHble Pentax.

Bbl MOXeTe KynuTb KateTepbl 0Tcacbiatolme SHA0MNEKC C AOCTABKOW B BaLl
pervoH. Ytobbl y3HaTh CTOMMOCTb, Haxmute kHormky 3AMNPOCUTL LIEHY.
Ecnn Bac wHTEpecyeT Heckonbko noauumii, Haxmute OTIIOXUTb un
nepeioute B KOP3uHy. JInbo OTnNpaBbTe 3asBKY MO 3NEKTPOHHON MouyTe
info@maximed.su.

MEHTOB A5 rGKWX 3HAOCKONoB Endo-Flex

AcCCOpPTUMEHT KaTeTepos
39H,O0CKOMNYECKNX Endo-Flex
00HOPA30BbIX N MHOrOPa30BbIX

acrnmpaumnoHHbIX
CTaHOapPTHbIX

¢ 136108 Kartetep oTtcacbiBatowmii ang kaHana 1,8 mm, gnmHa 1200 mm,
10 wT. B ynakoske, 04HOPAa30BbIN.

¢ 136202 KateTep oTcacbiBatowmii ana kaHana 2,3 MM, gamHa 1200 mm,
10 wrt. B ynakoske, 04HOPa30BbIiA.

* 47 180-A KateTep oTcacbiBatowmii cTaHoapTHbIA Ans kaHana 1,8 MM,
anuHa 1200 MM, MHOropasoBbIi.

* 47 180-B Karetep otcacbiBaowmin ctTaHoapTHbIA ons kaHana 1,8 mm,
anuHa 1600 MM, MHOropasoBbI.

* 47 220-A KateTep oTcacbiBaowmii CTaHOaPTHbIA Ans KaHana 2,3 MM,
anuHa 1200 MM, MHOrOpasoBbI.

e 47 220-B KaTteTep oTcacbiBalowmin CTaHOapTHbIA ons kaHana 2,3 MM,
onnHa 1600 MM, MHOropasoBbIf.

* 47 220-G KareTep oTcacbiBatowuii CTaHAAPTHBIA Ans KaHana 2,3 MM,
annHa 2300 MM, MHOropasosbiIi.

AcCCOPTUMEHT KaTeTepos acnmpaunoHHbIX
3HO0CKOMNMUYEeCKnx Endo-Flex MeTanIM4eckumx
MHOropas0BblX

HenaeM Ka4yecTBO HAOCTYIIHBIM
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EC Certificate

mdc medical device certification GmbH
Notified Body 0483
herewith certifies that

ENDO-FLEX GmbH
Alte Hunxer Strafe 115
46562 Voerde
Germany

for the scope

Endoscopic instruments, HF-instruments and accessories,
Needle systems and Drainage systems
(see attachment)

has introduced and applies a

Quality System

for the design, manufacture and final inspection.

The mdc audit has proven that this quality system
meets all requirements according to

Annex Il — excluding Section 4
of the Council Directive 93/42/EEC

of 14 June 1993 concerning medical devices.

The surveillance will be held as specified in Annex Il, Section 5.

Valid from 2019-11-19
Valid until 2023-01-23
Registration no. D1033500039
Report no. P14-01606-30841
Stuttgart 2019-11-19
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mdc medical device certification GmbH
Kriegerstral’e 6
D-70191 Stuttgart, Germany
Phone: +49-(0)711-253597-0
Fax: +49-(0)711-253597-10
Internet: http://www.mdc-ce.de
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Attachment of the certificate

No. D1033500039 Date 2019-11-19 Page 1 of 1

Product category Product Class
Nasal Biliary Drainage Probes SU lla
Biliary Stents SU ]e]

Drainage systems Pancreatic Stents SU llb
Self-expanding Stents SU (Biliary, Bronchial/Tracheal, |Ilb
Colonic, Duodenal, Esophageal)
Stone extraction Balloons SU lla
Scissors RU lla
Cytology Brushes SU lla
Spray Catheters SU/RU lla

Endoscopic instruments Suture Punches RU lla
Foreign Body Retrievers / Polyp Retrievers SU/RU lla
Biopsy Forceps SU/RU lla
Multi Band Ligation Device SU lla
Clip applicator set SU lla
Handles incl. HF connector RU [o]
Cysto Gastro Sets SU lIb

HF-instruments and accessories Sphincterotomes SU/RU lIb
Polypectomy Snares, Mukosectomy Snares SU/RU IIb
HOT Biopsy Forceps SU/RU lIb
Fibrin Application Needles SU/RU lla

Needle systems FNA Systems for ultrasound endoscopy SU lla
Transbronchial Aspiration Needles SU lla
Injection Needles SU/RU lla

medical device certification

Mac

mdc medical device certification GmbH
Kriegerstral’e 6
D-70191 Stuttgart, Germany
Phone: +49-(0)711-253597-0
Fax: +49-(0)711-253597-10
Internet: http://www.mdc-ce.de
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