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BACTERIAL FILTERS 

MN 1361 Bacterial Filter 
Bakteri Filtresi 

MN 1371 Bacterial Filter HME Adult 
Bakteri Filtresi Nemli Yeti~kin 

TECHNICAL PROPERTIES • 
LongTerm Anaesthesia/Ventilation 

99.999% Bacterial/Viral Efficiency 

Electrostatic media + HME 

Resistance to Flow 116 Pa @ 30 L.min-1 

32 g.m L-3 Moisture Output@ VT 500ml 

Deadspace 44ml 

Weight 329 

22M/15F-15M/22F ISO Connectors 

With luer lock sampling port 

MN 137 -01 I Bacterial Filter HME Pediatric 
Bakteri Filtresi Nemli Pediatrik 

MN 137 - 02 I Bacterial Filter HME Infant 
Bakteri Filtresi Nemli Yenidogan 

TECHNICAL PROPERTIES 
ShortTerm Anaesthesia 

99.999% Bacterial/Viral Efficiency 

Electrostatic media 

Resistance to Flow 90 Pa @ 30 L.min-1 

Deadspace 45ml 

·we1gm :ng 

22M/15F-1SM/22F ISO Connectors 

With luer lock sampling port 

TECHNICAL PROPERTIES 
LongTerm Anaesthesia/Ventilation 

99.999% Bacterial/Viral Efficiency 

Electrostatic media + HME 

Resistance to Flow 1.7 cm H20 

Deadspace 28ml 

Weight 20g 

22M/15F ISO Connectors 

With luer lock sampling port 

TECHNICAL PROPERTIES 
LongTerm Anaesthesia/Ventilation 

Tidal volume 20-70 ml 

99.999% Bacterial/Viral Efficiency 

Electrostatic media + HME 

Resistance to Flow 0.6 cm H20 @ 5 I/min 

30.0mg H20/I Moisture Output @ Vt SOml 
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ISO 13485 • • 2016 

MORTON MEDiKAL SANAVi VE TiCARET 

ANONiM $iRKETi 
ITOB OSB Mah. Ekrem Demlrta$ Cad. No:9 Menderes lzmlr / TURK.EV 

This cert·ificote shows !hat the medical devices - quality monagement· system (BN ISO 1.3485:2016) of the aboue company was 
approued by PCA Certification for thefollowing scope, the volidity oftlw certijlcote depends on the compony's poss the mmuol 

surveillance audits and compo.ny 's maintenance I.he r elated management system conditi.ons according to International 
accreditation criteria 

SCOPE 

" Mamifacture and sales of disposable anesthesia, iq/usion, aspiration products and non-active instruments 

Certificate No 

Registration Date 

Reissue Date 

Expiry Date 

Certificate Period 

Exclusion 

· 1 

(Microscope case, camera case, lmplwn connector) 

: TC-750 17 

: 15.12.2017 

: 05.12.2019 

: 14.12.2020 

GROUP CODE 

MOl -MDS7006 

: 3 Years (From the date of registration) 

: 7.3/7.5.3/7.5.4/7.5.9 .2/7.5 .10/8.3.4 

PCA Sertifluasyon Hlzrue t/erl Limited $irl<eti 
Matar Mah. <;auakkole Coddesi No:79 0:3 Ka1'tal f ISTANBUL 

Tel: +90 216 510 63 48-49 Pbx F<1ks : +90 216 517 63 49 
www.pca-tr.com info@lpca-tr.com 

m 
ACCREOITEff 

Management 
Systems 

Certification Body 

MSCB·103 
4791 



ECCERTIFICATE 
Full Quality Assurance System 

Medical Devices Directive 93/42/EEC Annex II 
Company Name : Morton Medlkal San. ve Tlc. A.~. 

Company Address : ITOB O.S.B. Ekrem Oemlrta~ Cad. No:9 Tekeli Menderes IZMIR I TURKEY 

Related Directives and Annex : MOD 93/42/EEC Medical Devices Directive - Annex II 
(Excluding Section 4) 

Product : Non-sterile Anesthesia and Breathing Circuit - Class Ila 
Sterile Bacterial Filter - Class Ila 
Sterile Catheter Mouth - Class Ila 
Sterile Mortonvent Tracheostomy Alter Set - Class Ila 
Non-sterile Spirometry Riter and Mouth Piece - Class Ila 
Sterile Inhalation Holding Chamber - Class Ila 
Non-sterile Humidifier Chamber - Class Ila 
Sterile Extension Line - Class Ila 
Sterile Pleural Drainage System - Class Ila 
Sterile Y Tur Set - Class Ila 
Sterile Yankauer Suction Set- Class Ila 
Non-Sterile Disposlble Anesthesia Rebreathing Bag - Class Ila 
Sterile Video Camera Drape - Closs Is 
Sterlle Microscope Drape - Class Is 

GMDN :37704,37706,37798,37597,35795,37597, 13680,60699, 12170, 16621, 
10817,46102,35917.37450, 12535.34877 

Certificate Number 
Report Number 
Initial Assessment Dote 

Registration Date 

Revision Date /No 

Product Types ore attached. 

: M.2017.106.8574 
: MD.3375.18 
: 30.05.2017 

: 23.06.2017 

: 18.08.2017 /02 

Expiry Date : 22.06.2022 ( E: 
UDfM hereby deciaes that the req.Jrements cJ Amex IL eXdvdng section 4 of the ctec!M! 93/4'llf£C 
have been met for the Isled orodx:fs. The cbove ncrned mcn.tcx:tuer hos eslct:ti'ted aid ~a 
q..idlty osucnce $Y$1em. wtidi Is Uljecl to perlodc suvellaice a.dis, defhed by lvYY3x a. sectton .5 
a the forementloned ctecllve. AccOfci'lg to Amex II. see1ion 4 CJ'l EC de!lg;- e.v.crrlnction certlftoate Is 
req.Jred for pcx:ng Iha Class ft! delAces on Iha mal<et. llis certificate remdns os !he property of UDEM 
hfemollonci Cer1111Ca!ton ~ Trdring Centre hcl.Jstry aid Trade Co. Ltd. lo whcm if rn..61 be retuned 
tpOn reQJEISI. 1he ctx>w COOlXJ1Y Cl"ld UDEM rrus1 keep :J1 !tis ce!11flcate tor .5 yeas from 2 292 
~

of the certtftcole. u~ r:J 1he CE rnak Is U'1der the ty of the mcnladuerwtlh the · 
EC Dec:lcraf!Of1 aCcrlcmi . ThecbovemenltonedcCX'llXJIYnulnolfyd chcrgesreloted 

wt q:proved pmd.d to UDEM. r u~ wl not rerwH the eiq:iy cble <i !tis cet11flcofe h QJeSltol\ 1he 
mentioned ~ lhoUd stop ptocng the prod.Jci on the market. The o.AtenCY cJ the ceritfk:cte cai 
bechecked ttrrugiwww.udenildcom. Ir. 

Addrres: Mutlukent Mahallesl 2073 Sokak {Eski 93 Sokok) No:lO <;onkoyo -Ankara-TURKEY 
Phone: +90 0312 443 03 90 fax: +90 0312 443 03 7 6 · 
E·mol~ info@udemltd.com.tr www.vdemltd.com.tr 

_tJ -
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CERTIFICAT CE 
Sistem de Asigurare a Calitatii 

Directiva cu privire la Dispozitivele Medicale 93/42/CEE Anexa II 

Denumire Societate: Morton Medikal San. ve Tic. A.~. 

Adresa Societatii: ITOB O.S.B. Ekrem Dernita~ Cad. Nr. 9 Tekeli Menderes IZMIR I TURCIA 

Directive ~i Anexe Conexe: Directiva cu privire la Dispozitivele Medicate MDD 93/42/CEE - Anexa II (Fara Seqiunea 4) 

Produs: Circuit Anestezie ~i Respiratoriu non-steril - Clasa II 
Filtru Bacterial Steril - Clasa II 
Cateter steril Gura - Clasa II 
Set Filtru Traheostomie Mortonvent Steril - Clasa II 
Filtru Spirometrie ~i Piesa Gura non-sterile - Clasa II 
Camera lnhalatii Sterila - Clasa II 
Camera Umidificator Non-sterila - Clasa II 
Linie Extensie Sterila - Clasa II 
Sistem Drenaj Pleural Steril - Clasa II 
Set Steril Y Tur - Clasa II 
Set Steril de Suctiune Yankauer - Clasa II 
Punga Reinhalare de Unica Folosinta pentru Anestezie, non sterila - Clasa II 
Husa sterila pentru camera video - Clasa I 
Husa Sterila Microscop - Clasa I 

GMDN: 37704, 37706, 37798, 37597, 35795, 37597, 13680, 60699, 12170, 16621 , 10817, 46102, 35917, 
37450, 12535, 34877 

Certificat Nr.: 
Raport Nr.: 
Data Initiala a Evaluarii: 

Tipurile de produs sunt ata~ate 

~tampila ~i semnatura - indescifrabil 
UDEM International Certification 

Data Inregistrarii : 

M.2017.106.8574 
MD.3375 .IB 
30.05 .2017 
23.06.2017 Auditing Training Centre Industry and 18.08.2017/02 

Data Revizuirii/Nr. 
Data Expirarii: 

Trade Co. Ltd 
22.06.2022 

CE 2292 

Prin prezenta, UDEM declarli cli cerintele stipulate in Anexa II, exclusiv sectiunea 4 din Directiva 93/42/CEE au fost 
indeplinite pentru produsele prezentate mai sus. Sus numitul produclitor a stabilit ~i aplicli un sistem de asigurare a calitlitii 
care este supus periodic unor audituri de supraveghere definite in Anexa II, Sectiunea 5 a sus numitei Directive. Conform 
Anexei II, sectiunea 4, un certificat de examinare proiectare CE este necesar in scopul plaslirii pe piatli a dispozitivelor Clasa 
II. Numitul Certificat rlimane in proprietatea UDEM International Certification Auditing Trading Centre Industry and 
Trade Co. Ltd. clireia ii trebuie returnat Ia cerere. Sus numita Societate ~i UDEM trebuie sli plistreze o copie a acestui 
certificat timp de 5 ani de la inregistrarea acestuia. Utilizarea mlircii CE este responsabilitatea producatoruiui impreunli cu 
Declaratia de Conformitate. Sus numita Societate trebuie sa notifice toate modificlirile cu privire Ia produseie a probate pentru 
UDEM. in cazul in care UDEM nu va reinnoi certificatuI la data expirarii acestuia, sus numita Societate va opri plasarea pe 
piata a produselor. Certificatul poate fl verificat prin accesarea urmlitoarei adrese: www.udemitd.com.tr 

Adresa: Mutlukent Mahallesi 2073 Sokak (Eski 93 Sokak) Nr. : 10 Cankaya -Ankara-TURCIA 
Telefon: +90 0312 443 03 90 Fax: +90 0312 443 03 76 
E-mail : info@udemltd.com.tr www.udemlt 
****************************~~~~************************************ ~ 
Subsemnata MUSUROIA MIRELA, tradu 
limba engleza, ce a fost vizat de mine. 

Traducator autorizat 
Nr. 2769/20 15 
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