Anexa

Catre
Agentia Medicamentului
s1 Dispozitivelor Medicale

NOTIFICARE

pentru Tnregistrarea dispozitivelor medicale in Registrul de stat
al dispozitivelor medicale

nr. 30 din 17.09.2023

Solicitantul Comert-Magor S.R.L., cu sediul Moldova, mun. Chisinau
MD2004, str. Bucuriei 1, tel./fax: 022742200/022743931, e-mail
veracojocaru@mail.ru, solicit inregistrarea in Registrul de stat al dispozitivelor
medicale a urmatoarelor categorii si tipuri de dispozitive medicale pentru
introducerea si punerea la dispozitie pe piata a:

Numarul

Denumire Denumirea comerciala || Modelul Clasa derisc | Cod GMDN | Producator
de catalog
] MEDIKOKiM TIBBI VE
ETH VM101 Banda de fixare E.ndo.tracheal Cannula KIMYEVI MALZEME SAN. VE
canula endotraheala | Fixation Band 3cm x 55 cm Is, Rule | 35815 Tic. L7D. 5TI.

Se anexeaza urmatoarele acte:
a) declaratia de conformitate CE emisa de producator pentru dispozitivele fabricate
b) certificatul de conformitate CE valabil pentru dispozitivele fabricate
) actul prin care producatorul isi desemneaza reprezentantul

Data 26.06.2023 Semnatura

Tabelul de receptionare a notificarii
(se completeaza de catre Agentie in momentul depunerii notificarii de catre solicitant)

Comentarii cu privire la acceptul/refuzul
receptionarii notificarii, inclusiv motivul
refuzului

Data/nr. de ordine atribuit notificarii de citre
Agentie (in cazul acceptarii receptionarii)

Numele, prenumele, functia persoanei
responsabile de receptionarea dosarului

Semnatura persoanei responsabile

Digitally signed by Cojocaru Vera
Date: 2023.09.17 12:42:38 EEST
Reason: MoldSign Signature
Location: Moldova



mailto:veracojocaru@mail.ru

Anexa nr. 2

La Procedurile administrative pentru notificarea
dispozitivelor medicale care detin marcajul CE

Catre Agentia Medicamentului si Dispozitive Medicale

DECLARATIE PE PROPRIE RASPUNDERE

Solicitant: Comert-Magor S.R.L., cu sediul in Moldova, mun. Chisindau

MD2004, str. Bucuriei 1, declar pe proprie raspundere, cunoscand prevederile art.

3521

documentele si datele furnizate pentru notificarea dispozitivelor medicale:

, Codul Penal al Republicii Moldova cu privire la falsul in declaratii, ca

Numarul . . . .
Denumire Denumirea comerciala || Modelul Clasa de risc | Cod GMDN Producator

de catalog
Banda de fixare Endotracheal Cannula MEDIKOKiM TIBBi VE

ETH VM101 canula Fixation Band KiIMYEVi MALZEME SAN. VE
endotraheala 3cm x 55 cm | Is, Rule | 35815 TiC. LTD. $Ti.

Sunt autentice si corespund realitatii.

Administrator Cojocaru Vladimir

Semnadatura

Data 17.09.2023
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MEDIKOKIM

TIBBi ve KIMYEViI MALZEME
SAN. TiC. LTD. STi

POWER OF ATTORNEY

The Company Medikokim Tibbi ve Kimyevi Malzeme San. ve Tic. Ltd. Sti., located at
ikitelli O.S.B. Demirciler San. Sit. B-7 Blok No:157 Basaksehir / ISTANBUL / TURKEY

hereinafter called - «The Manufacturer», duly represented by the General Manager, Muhammed
PEZUK. acting under and by virtue of the Articles of Association.

By this power of attorney authorizes:

The Company “Comert-Magor” S.R.L., Registration number: 1003600022518 located at str. Bucuriei
I. mun. Chisinau, MD-2004. Moldova, hereinafter called - «An authorized representative of the
manufacturer.

-To represent the interests of The Manufacturer on the circulation of medical devices produced by
Medikokim Tibbi ve Kimyevi Malzeme San. ve Tic. Ltd. Sti., on the territory of the Republic
of Moldova.

- To register. notify, renew or modify the registration of medical devices on the territory of the Republic
of Moldova.;

- To conduct negotiations:

- To sign the statements. applications, contracts and other necessary documents, including financial,
with the purpose of state registration and conformity assessment of medical devices:

- To provide with technical, operational and other documentation and materials required for the state
registration and conformity assessment of the medical device, to give clarifying explanation;

- To initiate changes to the registration certificate for medical devices, if it is necessary:

- To provide with other necessary information and documents for the state registration and conformity
assessment of medical device;

- To make payments for the services:

- To perform other necessary actions related to the registration or conformity assessment of the medical
device:

- To get the Registration certificate issued in the name of Medikokim Tibbi ve Kimyevi Malzeme
San. ve Tic. Ltd. Sti.

This power of attorney is granted for 5 years. with a right of substitution.

Medikokim Tibbi ve Kimyevi Malzeme San. ve Tic. Ltd. Sti.

MEGIKOEIA TiE

{kitelli ¢ .80 .-J‘,‘I‘ *
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it no: 319018

Tgfﬂw#[‘]i 5495779

Ikitelli Organize Sanayi Bolgesi Demirciler San. Sit. B7 Blok No:157 34306 Ikitell 5'32255;5;;}5 i
Tel: 0212 549 57 78 pbx Faks: 0212 549 57 79 J

www.medikokim.com /




TURK STANDARDLARI ENSTITUSU
TURKISH STANDARDS INSTITUTION

Production Quality Assurance Certificate

Directive 93/42/EEC on Medical devices, Annex V (Class I devices in sterile conditions

and sterilised systems or procedure packs)

Notified Body :  Tiirk Standardlari Enstitisii (TSE) - Necatibey Cad. No:112 Bakanhklar Ankara
Tiirkiye (NB 1783)

Company Name : Medikokim Tibbi ve Kimyevi Malzeme San Tic Ltd Sti

Company Address :  Ikitelli OSB Demirciler San. Sitesi B7 blok no:157 Basaksehir 34306 Istanbul Turkey

Manufacturing Site :  Ikitelli OSB Eski Turgut Ozal Bulvari Mehmet Cakici Is Merkezi No:17/701

Bagaksehir / Istanbul Turkey
Scope :  Sterile Fixing, Protective, Supporting Bands
GMDN Code : 12094 12102, 12097, 36053, 35752,35815, 11291,35063,12102

41232,16513,36053, 35003

Classification Rule :  Rulel,Class 1S
Inspection Report Number : 1181-MDD-066/2021-01
First Issue Date i 270220218

Validity Date i 27.02.2023

The manufacturer’s quality system is inspected in accordance with Annex V of the Medical Device Directive restricted to the aspects of manufacture
concerned with securing and maintaining sterile conditions and the quality system meets the requirements of Medical Device Directive Annex V. The
Notified Body has the right to carry out the necessary inspections in accordance with Medical Device Directive Annex V Section 4.

Certificate No: 1783- MDD-082

Firat Hacioglu
Deputy Director of Directives

ANKARA Rev03, 25.05.2021

Please check the validity of certificate from TSE's web page “https://basvuruportal.tse.org.tr/Genel FirmaArama.aspx?ref=en#open”

www.tse.org.tr / Necatibey Cad. No: 112 Bakanhklar - ANKARA /+90 312 416 62 00
Bu belge hicbir suretle tahnf edilemez, Kismen veva ol nast orl € le ¢ 1 )

This certilicate cannot be altered. par



TURK STANDARDLARI ENSTITUSU

TURKISH STANDARDS INSTITU
Production Quality Assurance Certificate Certification History

Directive 93/42/EEC on Medical devices, Annex V (Class I devices in sterile conditions
and sterilised systems or procedure packs)

Certificate No: 1783-MDD-082, Rev 03

CERTIFICATE HISTORY
Date Revision Number Reason of Revision
27.02.2018 Rev 00 -
31.07.2019 Rev 01 Template change
20.05.2021 Rev 02 Manufacturing site change
25052021 Rev 03 Editorial correction

www.tse.org.tr / Necatibey Cad. No: 112 Bakanliklar - ANKARA /+90 312 416 62 00
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ENSTITUSU

INSTITU

TURK STANDARDLARI

TURKISH STANDARDS TION
Production Quality Assurance Certificate Scope Attachment

Directive 93/42/EEC on Medical devices, Annex V (Class I devices in sterile conditions

and sterilised systems or procedure packs)

Certificate No: 1783-MDD-082, Rev 03

S.N Label Name Brand name Model - Size Name (¢cm) Product Internal Reference .
N [
1 Adult Limb Holder - Hand FESTERMED Sem*25¢m AEH 2001
i2 Adult Limb Holder - Foot FESTERMED !5cm*4()cm .-ALH 2002
!3 ‘Adult Limb Holder - ﬁand & Foot |FESTERMED Sem*25cm & Sem*40cm ALH 2004
I4 Adult Limb Holder - Leg FESTERMED 6,5ecm*65¢cm ALH 2003
5 Adult Limb Holder - Hand & Foot FESTERMED 7,5cm*34cm ALH 2006
|6 ‘Adult Limb Holder - Hand & Foot iFESTERMED 7.5cm*34cm iALH 2007 ¥
7 Adult Limb Holder - Wrist 'FESTERMED 7,5cm*44cm TC 2009
8 Adult Limb Holder - Hand & Foot FESTERMED ‘ Tem*25cm ALH 2011
9 Adult Limb Holder - Hand & Foot |FESTERMED .—-&cm*25cm ALH 2012
|
10 |EérSupportBand 'DECKELMED 4,5cm*50cm EPH 7001 N
:Tl iEar Suppo-r:t Band DECKELMED Sem*59cm EPH 7002 I
TS FIXERBOARD oS a0,50m 'LHCO1 |
|
13 Wrist Holder . FIXERBOARD ~ 3.5em*12em LHC02 |
14 Wrist Holder 'FIXERBOARD 45em*l3em |LHCO3 -
71 5 Wrist Hoidcri FIXERBOARD 6,5cm*14,5cm LHCUI
16  Wrist Holder FIXERBOARD  7.5cm*[8,5¢m 'LHCO5
17 Wrist Holder = 'FIXERBOARD | 9em*23em LHC06
18 |WrstHolder FIXERBOARD 3em*9cm e .
Ry — FIXERBOARD [4em*10cm ez~ |
20 WristHolder FIXERBOARD ~ dem*I2em ol O %
21 VI.T\‘J_usuI Cannula Fixation ot NAﬁ‘-IED 76;.5cm*3h’cm NTH 3001 = i
qumuld Fuwtmn e -T\.«\SOMED = 3em*65¢m jid NTH 5002 et |

/

u \\‘ gt h

suretle tzhrif edilemez, ki

«é’eﬁs‘v\/uc‘ org.tr / Necatibey Cdd \0 ] I" Bakanliklar - %\l\ \R A
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TURK STANDARDLARI ENSTITUSU

TURKISH STANDARDS

INSTITUTION

|23 'T\'asal Cannula Fixation NASOMED ;2,5cm*30cm NTH 5001 TP
:24 Phototherapy Eye Protector ; SCHUTZERMED | 4cm*24 . 5¢cm PEB 301
25 Phototherapy Eye Protector SCHUTZERMED 4, 7em30cm i PEB 302
26 Phototherapy Eye Protector SCHUTZERMED 5,5cm*32,5cm PEB 303
27 IPhototherapy Eye Protector SCHUTZERMED 22em*11,5cm PEB STC 301
|28 Phototherapy Eye Protector SCHUTZERMED 2,6cm*16,5¢cm PEB STC 302
29 Phototherapy Eye Protector i SCHUTZERMED 3em*19cem |PEB STC 303
‘30 Phototherapy Eye Protector ! SCHUTZERMED | 7em*23em PEB YT 301

|
31 Phototherapy Eye Protector SCHUTZERMED | 8em*27cm PEB ¥'T 302
32 Phototherapy Eye Protector i SCHUTZERMED 9cm*32cm PEB YT 303
'33 Phototherapy Eye Protector 'SCHUTZERMED 6.5cm*25¢m PEB TPD 301
|34 Endotrachael Tube Holder ~ STAENDERMED 3em*30cm 'ETHCLPTP
135 Endotrachacl Tube Holder STAENDERMED 3em*$Sem ETH CLPM101
| 36 Endotrachael Tube Holder |STAENDERMED 3em*65em iETH CLPM102
!; * Endotrachael Tube Holder STAENDERMED 3em*SSem ETH SC 101
38 Endotrachael Tube Holder STAENDERMED 3em*43em ‘ ETH SCTP
‘739 Endotrachael Tube Holder STAENDERMED Jem*65cm ETH SC 102
40 iEndotrachaei Tube Holder ‘STAENDERMED i 3em*45¢cm ETH SCM201
— ! § |
41 Endotrachael Tube Holder STAENDERMED 3ecm*S55em |ETH SCM202
42 ‘Endémchael Tube Holder STAENDERMED Sem*65em |ETH sCM203
§43 Endotrachael Tube Holder ISTAEN DERMED 3em*55em [ETHVM101

|

? -En(IO-t;achael Tube Holder STAENDERMED 3em*65em ETHVM102
45 Endotrachael Tube Holder STAENDERMED  [3omeddem ETH 201
46 Endotrachael Tube Holder ~ STAENDERMED  3em*SSem ETH 202
47 Endotrachael Tube Holder ~ STAENDERMED  3cm*6Sem ETH 203

'STAENDERMED 3om*S0cm & 3em*™4Sem  ETHTP

Www.tse.org.tr / Necatibey Cad. No: 1

Bu belge higbir suretle tahrif edilemez, Kismen veva ok

T'his certificate cannot be altered. part

12 Bakanliklar - ANKARA

+90 312 416 62 00



TURK STANDARDLARI ENSTITUSU
TURKISH STANDARDS INSTITUTION

49 Nasal Pad Support Band STOPPERMED 2,5cm*25¢m NTH 01 |
50 Trachestomy Tube Fixation Band TRAEGERMED 3.5em*23cm ' TCHS01 .
51 Trachestomy Tube Fixation Band TRAEGERMED 13.5cm*44,5cm | TCHSO02

|52 Trachestomy Tube Fixation Band TRAEGERMED 3em*56cm ;TC HS03

| [

: 53 [Trachestomy Tube Fixation Band TRAEGERMED ‘ 3,5cm*23cm : TCHR 01
54 [Trachestomy Tube Fixation Band N TRAEGERMED 3.5cm*44,5em TCHR 02
35 Trachestomy Tube Fixation Band |TRAEGERMED I3cm*56cm TCHR 03
56 Trachestomy Tube Fixation Band TRAEGERMED 2,.5cm*37cm TCHSTP
a7 Trachestomy Tube Fixation Band | TRAEGERMED 2.5em*37cm TCHRTP
58  Adult Limb Holder - Hand iTSM 3em*40cm TSM UYESB 2001

59 Adult Limb Holder - Foot TSM 3em*SSem TSM UYASB 2002 |
60 %Adult Limb Holder - Hand TSM Sem * 25¢m TSM YESB 2001 ;

[ | ‘ ;

:61 Adult Limb Holder - Foot TSM i‘5(:m”‘40<:m TSM YASB 2002
62 |Adult Limb Holder - Leg TSM 4ecm*19.5em - TSM YBSB 2003
63 Baby Limb Holder TSM 7 |4em*19,5cm : V‘TSM UBEASB 3001
64  [Phototherapy Eye Protector TSM l4em*24.5em TSM 301
65 %Photothcrapy Eye Protector -TSM 4. 7em30cm TSM 302

W !Phototherapy Eye Protector - |TSM i 5.5¢cm*32,5¢m TSM 303
67 Endotrachael Tube Holder 'HTSM 3em*65cm TSM ETT 102 |
_6_3 Endotrachael Tube Hoide:r TSM 3em*55em TSM ETT 101
69  Trachestomy Tube Fixation Band TTSM =k 3 Scui*Z3em TSM TKT 01

|7‘0 i’l‘rachestomy Tube Fixation Band TSl\:T 7 3.5em*23cem TSM 01 TP !

| f
71 !Trachestomy Tube Fixation_Band ATSM 7 I3),Sc:rra“‘4~\l,Scm TSM 02 TP
; 7Trachest0my Tube Fixation Band  TSM a2l Wch*Schm :TSM 03 TP
.S Jf =
VLS
5 Page3/3

www.tse.org.tr / Necatibey Cad. No: 112 Bakanliklar - ANKARA / +90 312 416 62 00

Bu belge hichbir suretle tahrif edilemez, kismer ekilde ¢ogalulamaz, k
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e veans MINISTRY OF HEALTH
- MEDICINES AND MEDICAL DEVICES INSTITUTION OF TURKEY
Number : E-61749811-511.99-1126751
Theme : 2023-KK-1 Date: 05.06.2023

MEDIKOKIM TIBBi VE KIMYEVI MALZEME SAN. VE TiC. LTD. STi.
ikitelli 0.S.B. Demirciler San. Sitesi B7 Blok No:157 34306 Basaksehir / ISTANBUL

Subject : Your letter dated 22.05.2023 and numbered E-48535386-511.01.99-2379338

Your request in the letter of interest for the extension of the validity of the EC certificates with the
numbers 1783-MDD-079, 1783-MDD-080, 1783-MDD-081 and 1783-MDD-082 has been examined.
Regulation (EU) No 2023/607 of the European Parliament and of the Council amending Regulations (EU) 2017/745
and (EU) 2017/746 as regards transitional provisions for certain medical devices and in vitro diagnostic medical
devices in order to reduce the risk of non-delivery of medical devices' was published in the Official Journal of the
EU on 20 March 2023 and applies from 20 March 2023.
Im Rahmen der Angleichung an das geltende Medizinprodukterecht der EU; Parallel zur Verordnung (EU) Nr.
2023/607 des Europiischen Parlaments und des Rates wurden unsere Verordnungen mit dem Titel "Verordnung I
zur Anderung der Verordnung liber Medizinprodukte" und "Verordnung zur Anderung der Verordnung tiber
Medizinprodukte fiir In-vitro-Diagnosezwecke" im Amtsblatt vom 2.4.2023 veré&ffentlicht und die genannten |
Anderungen in der Verordnung tiber Medizinprodukte und der Verordnung iber Medizinprodukte fiir In-vitro-
Diagnosezwecke vorgenommen. I
In this regard, our notice entitled "Notice on the implementation of the provisions of Regulation (EU) No. 2023/607
(EU) No. 2023/KK-1" explaining the procedures and principles of the applications for the implementation of the
said transitional provisions was published on the website of our institution and on the UTS portal on 3.4.2023 and
came into effect.
In this context, the relevant application has been assessed under the "Notice on the implementation of the
provisions of Regulation (EU) No 2023/607 No 2023/KK-1" and it has been considered appropriate to extend the
validity period of the EC certificates with numbers 1783-MDD-079, 1783-MDD-080 until 31.12.2027 and the validity
period of the EC certificates with numbers 1783-MDD-081, 1783-MDD-082 until 31.12.2028. In this regard, |
request you to submit an application for registration/update of a document in UTS under our notice entitled
"Notice on the implementation of the provisions of Regulation (EU) No 2023/607 No 2023/KK-2" and attach this
response letter and its annexes to the relevant application;
I ask for your information and Support.
Dr. Mehmet Hakan FIRAT
Head of the Institution
Vice President of the Institution
ANNEX:
1-EK-1 (2 pages)
2-EK-2 (4 pages)
3-TSE Declaration (53 pages)
4-MDD Product List (87 pages)

This document has been signed with secure electronic signature.
Document Verification Code: ZW56MOFyS3k0Z1AxZmxXZ1AxZmxXak1U Document Tracking Address:https://www.turkiye.gov.tr/saglik-
titck-ebys

BBUtoz0 Distri : : ; = DENIZ YUKSEL
Ségutdzu District, 217§.§treet No:5 06520 Cankaya/ANKARA Tel: (0 312) 218 30 00 Fax: (0 312) 218 34 60 G/I\I\ S MR Y EMINTT R ERCONAR
e-Mail: halkla.iliskiler@titck.gov.tr Website: https://www.titck.gov.tr Kep Address: titck@hs01 kep.tr 5*\ ' il

1/1 ll“’ i ATAKENT M 223. SOK.
\k_\?) ! GUNESPARK MEERI, 234/2
5}0 \,9“ / KUGUKCE - ISTANBUL

\f‘fi’;ncumv'\?, o Telefon: +9N 54 901 82 83

I declare that I have translated this document, which was given to me for translation in the original, true to original, completely and correctly.
Sworn translator: Deniz Yiiksel

Terciime edilmek iizere bana verilen belgeyi ashina uygun, tam ve dodru terciime ettigimi beyan ederim
Noter Yeminli Terciiman: Deniz Yiiksel



S ¥* Sq‘f( %
S VY, T.C. )
Y R SAGLIK BAKANLIGI

’ 5 = 4 s 3 » o o
¥ /\4‘ *7 Tiirkiye Ilag ve Tibbi Cihaz Kurumu

E-61749811-511.99-1126751 05.06.2023
2023-KK-1

MEDIKOKIM TIBBI VE KIMYEVI MALZEME SAN. VE TiC. LTD. STI.
Ikitelli O.8.B. Demirciler San. Sitesi B7 Blok No:157 34306 Basaksehir / ISTANBUL

[lgi  :22.05.2023 tarihli, E-48535386-511.01.99-2379338 sayili yaziniz.

flgi yazida yer alan ve 1783-MDD-079, 1783-MDD-080, 1783-MDD-081 ve 1783-MDD-082
numarali EC sertifikalarimin belge gecerlilik siiresinin uzatilmasi talebinizle ilgili olan bagvurunuz
incelenmistir.

Avrupa Komisyonu’nun tibbi cihazlarm tedarik edilememe riskini azaltmak amaciyla “(4B)

2017/745 sayilt ve (AB) 2017/746 sayih Tiizitkleri belirli t1bbi cihazlarin ve in vitro tam amagll hbbi
cihazlarm gegis hiikiimlerini tadil eden (AB) 2023/607 Sayili Avrupa Parlamentosu ve Konsey Tiiziigii”
20 Mart 2023 tarihinden itibaren yiiriirliie girecek sekilde 20 Mart 2023 tarihinde AB Resmi
Gazetesinde yayimlanmistir.

AB’nin giincel tibbi cihaz mevzuatina uyum gah;‘.malarl kapsamunda;(4B) 2023/607 Sayilt A\Z}ff ;Eis\;\\
Parlamentosu ve [&onsey Tuiziigii 'ne paralel olarak, “T1bbi Cihaz Yonetmeliginde Degigiklik Yapilmdsigty Wy
Dair Yénetmelik” ve “In Vitro Tam Amach Tibbi Cihaz Yénetmeliginde Degisiklik Yapimasimg Boir % <
Yonetmelik” adli Yonetmeliklerimiz 2/4/2023 tarihli Resmi Gazete *de yaymmlanmis olup, Tibbi &
Yénetmeligi ve In Vitro Tam Amagl Tibbi Cihaz Yonetmeliginde s6z konusu degisikler yapilmustir. NG

Bu kapsamda, s6z konusu geg¢is hiikiimlerinin uygulanmasina ydnelik bagvurularin usyl ye &
esaslarimin agiklandigi “2023/KK-1 Sayili (AB) 2023/607 Saylv Tiiziik Hiikimlerinin Uygulanmd
Dair Duyury” adli Duyurumuz 3/4/2023 tarihinde Kurumumuz web sitesinde ve UTS Portal’da
yayimlanarak yiirtirliige girmistir.

Bu minvalde ilgili basvuru “2023/KK-1 Sayili (AB) 2023/607 Sayili Tiiziik Hiikiimlerinin
Uygulanmasma Dair Duyury” kapsaminda degerlendirilmis olup, bagvurudaki 1783-MDD-079, 1783-
MDD-080, numarali EC Sertifikalarmmn gegerlilik siiresinin 31/12/2027 tarihine kadar, 1783-MDD-081,

783-MDD-082 numaralr EC Sertifikalarimn gegerlilik siiresinin 31/12/2028 tarihine kadar uzatilmasi
uygun goriilmistir. Bu baglamda, “2023/KK-2 Sayili (AB) 2023/607 Sayili Tizik Hiikiimlerinin
Uygulanmasina Dair Duyuru” adh Duyuromuz kapsaminda UTS’de belge kayit/giincelleme basvurusu
yapilmasi ve ilgili basvuruya bu cevabi yazimiz ve eklerinin de eklenmesi lususunda;

Bilgilerinizi ve geregini rica ederim.

Dr. Mehmet Hakan FIRAT
Kurum Bagkan: a.
Kurum Bagkan Yardimecisi
EK:
1-EK-1 (2 sayfa)
2-EK-2 (4 sayfa)
3-TSE Beyan (53 sayfa)
4-MDD Uriin Listesi (87 sayfa)

Bu belge. giivenli elekironik imza ile imzalanmistir.
Belge Dogrulama Kodu: ZW56MO0FyS3k0Z1AxZmxXZ1AxZmxXak1U Belge Takip Adresi:https://www.turkiye.gov.trfsaglik-titck-ebys

Sogiitozit Mahallesi, 2176.Sokak No:5 06520 Cankaya/ ANKARA
Telefon No: (0 312) 218 30 00 Faks No: (0312) 218 34 60
e-Posta: hatkla.i itck. gov.tr Internet Adresi: https://www titck poy.tr
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MEDIKOKIM

MEDIKOKIM TIBBi KIMYEVi SAN.TiC.LTD.STi.
Demirciler Sanayi Sitesi B/7 Blok No:157
Basaksehir - Istanbul / TURKEY

Phone :+490 212 549 57 78 (Pbx)

Fax :+90212 5495779
info@medikokim.com
www.medikokim.com

DECLARATION OF CONFORMITY

Firm Name: MEDIKOKIM TIBBI VE KIMYEVI MALZEME SAN. VE TIC. LTD. STI.

Head Office Address: IKITELLI O.S.B. DEMIRCILER SAN. SITESI B7 BLOK NO:157
BASAKSEHIR 34306 -ISTANBUL TURKIYE
Production and Storage Address: IKITELLI O.S.B. ESKI TURGUT OZAL BULVARI MEHMET
CAKICI i$ MERKEZI NO:17/701 BASAKSEHIR / ISTANBUL

Phone: 00 90 (212) 549 57 78

Web: www.medikokim.com

Fax: 00 90 (212) 549 57 79

E-posta: info@medikokim.com

Products: Fixation, Protection and Supporting Bands

No |Product Name Brand Name Model Name GMDN Code

1 [Adult Wrist Fixation Band |FESTERMED ALH 2001 12102

2 | Adult Ankle Fixation Band |FESTERMED ALH 2002 12094

3 | Adult Wrist and Ankle FESTERMED ALH 2004 12094
Fixation Band

4 | Adult Leg Fixation Band FESTERMED ALH 2003 12094

5 | Adult Wrist and Ankle FESTERMED ALH 2006 12102-12094
Fixation Band

6 | Adult Wrist and Ankle FESTERMED ALH 2007 12102-12094
Fixation Band

7 | Adult Wrist Fixation Band - |FESTERMED TC 2009 12102
Dual

8 | Adult Wrist and Ankle FESTERMED ALH 2011 12102-12094
Fixation Band

9 | Adult Wrist and Ankle FESTERMED ALH 2012 12102-12094
Fixation Band

10 |Ear Pad Support Band DECKELMED EPH 7001 41232

11 |[Ear Pad Support Band DECKELMED EPH 7002 41232

12 [Wrist Support Band FIXERBOARD LHCO1 12102

13 |Wrist Support Band FIXERBOARD LHCO02 12102

14 |Wrist Support Band FIXERBOARD LHCO3 12102

15 |Wrist Support Band FIXERBOARD LHCO04 12102

16 |Wrist Support Band FIXERBOARD LHCO05 12102

17 |Wrist Support Band FIXERBOARD LHCO06 12102
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18 |Wrist Support Band FIXERBOARD LHBO1 12102

19 [Wrist Support Band FIXERBOARD LHBO02 12102

20 |Wrist Support Band FIXERBOARD LHBO3 12102

21 [Nasal Cannula Fixation NASOMED NTH 5001 36053
Band

22 [Nasal Cannula Fixation Band |NASOMED NTH 5002 36053

23 [Nasal Cannula Fixation Band |NASOMED NTH 5001 TP 36053

24 |Phototerapy Eye Band SCHUTZERMED PEB 301 30881

25 [Phototerapy Eye Band SCHUTZERMED PEB 302 30881

26 [Phototerapy Eye Band SCHUTZERMED PEB 303 30881

27 [Phototerapy Eye Band SCHUTZERMED PEB STC 301 30881

28 [Phototerapy Eye Band SCHUTZERMED PEB STC 302 30881

29 [Phototerapy Eye Band SCHUTZERMED PEB STC 303 30881

30 [Phototerapy Eye Band SCHUTZERMED PEB YT 301 30881

31 [Phototerapy Eye Band SCHUTZERMED PEB YT 302 30881

32 [Phototerapy Eye Band SCHUTZERMED PEB YT 303 30881

33 [Phototerapy Eye Band SCHUTZERMED PEB TPD 301 30881

34 |Endotracheal Cannula STAENDERMED ETHCLPTP 35815
Fixation Band

35 [Endotracheal Cannula STAENDERMED ETH CLPM101 35815
Fixation Band

36 [Endotracheal Cannula STAENDERMED ETH CLPM102 35815
Fixation Band

37 [Endotracheal Cannula STAENDERMED ETH SC 101 35815
Fixation Band

3g [Endotracheal Cannula STAENDERMED ETH SCTP 35815
Fixation Band

39 [Endotracheal Cannula STAENDERMED ETH SC 102 35815
Fixation Band

40 [Endotracheal Cannula STAENDERMED ETH SCM201 35815
Fixation Band

41 [Endotracheal Cannula STAENDERMED ETH SCM202 35815
Fixation Band

42 [Endotracheal Cannula STAENDERMED ETH SCM203 35815
Fixation Band

43 [Endotracheal Cannula STAENDERMED ETH VM101 35815
Fixation Band

44 [Endotracheal Cannula STAENDERMED ETH VM102 35815
Fixation Band

45 [Endotracheal Cannula STAENDERMED ETH 201 35815
Fixation Band

46 [Endotracheal Cannula STAENDERMED ETH 202 35815
Fixation Band

47 [Endotracheal Cannula STAENDERMED ETH 203 35815
Fixation Band

48 [Endotracheal Cannula STAENDERMED ETH TP 35815
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Fixation Band

49 |Nasal Tampon Support Band|STOPPERMED NTH 01 36053

50 [Tracheal Cannula Fixation |TRAEGERMED TCHSO01 35752
Band

51 |Tracheal Cannula Fixation | TRAEGERMED TCHS02 35752
Band

52 |Tracheal Cannula Fixation | TRAEGERMED TCHS03 35752
Band

53 [Tracheal Cannula Fixation | TRAEGERMED TCHRO01 35752
Band

54 |Tracheal Cannula Fixation | TRAEGERMED TCHR 02 35752
Band

55 [Tracheal Cannula Fixation | TRAEGERMED TCHR 03 35752
Band

56 [Tracheal Cannula Fixation | TRAEGERMED TCHSTP 35752
Band

57 [Tracheal Cannula Fixation | TRAEGERMED TCHRTP 35752
Band

58 [Adult Wrist Fixation Band |[TSM TSM UYESB 2001 12102

59 |Adult Ankle Fixation Band |TSM TSM UYASB 2002 12094

60 |Adult Wrist Fixation Band ~ [TSM TSM YESB 2001 12102

61 [Adult Ankle Fixation Band |[TSM TSM YASB 2002 12094

62 [Adult Leg Fixation Band TSM TSM YBSB 2003 12102-12094

63 |Baby Wrist and Ankle TSM TSM UBEASB 3001 12102-12094
Fixation Band

64 [Phototerapy Eye Band TSM TSM 301 30881

65 [Phototerapy Eye Band TSM TSM 302 30881

66 [Phototerapy Eye Band TSM TSM 303 30881

67 [Endotracheal Cannula TSM TSMETT 102 35815
Fixation Band

68 [Endotracheal Cannula TSM TSMETT 101 35815
Fixation Band

69 [Tracheal Cannula Fixation |Tgp TSM TKT 01 35752
Band

70 [Tracheal Cannula Fixation |Tgp TSM 01 TP 35752
Band

71 [Tracheal Cannula Fixation |15\ TSM 02 TP 35752
Band

72 [Tracheal Cannula Fixation |15\ TSM 03 TP 35752

Band
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93/42/AT Annex IX Rule 1, Class | Sterile

Annex V

1SO 13485:2016

EN I1SO 9001:2015

EN I1SO 11137-1/A2:2019

EN ISO 14971:2019

EN ISO 10993-1:2020

EN ISO 11137-2:2015

EN ISO 20417:2021

EN ISO 10993-4:2017

EN ISO 11607-1:2020

EN ISO 15223-1: 2021

EN ISO 10993-5: 2009

EN ISO 11607-2:2020

EN 556-1:2001/AC:2006

EN ISO 10993-10:2014

EN ISO 11737-1:2018

EN ISO 29073-1:1992

EN ISO 10993-11: 2018

EN ISO 11737-2: 2020

EN ISO 29073-3:1992

EN ISO 9073-2:1996

EN 1644-1:1997

EN 17141:2020

EN ISO 14644 -1:2015

EN 1SO 9073-4:2021

1SO 9092:2019

EN 1SO 14644 -2:2015

DIN 53923

ASTM F 1980:2007(2011)

EN 1SO 14644-3:2019

ASTM F 1929:1998

Meddev 2.4/1 rev.9(2010)

ISO 14644 -4:2001

Meddev 2.12/1 rev.8(2013)

Meddev 2.7/1 rev.4(2016)

ISO 14644 -5:2004

(Ph. Eur.) 9th Edition

ASTM-F 1886:2016

Meddev 2.12/2 rev.2(2012)

e We here with declare that the manufacturing of the products meet the provisions of 93/42/AT

Medical Device Regulations with its 2007/47/AT changes along with basic requirements and

standards listed above.

We also hereby declare that our products are;

e ¢ |tdoes not contain a Combination of Pharmaceuticals and Medical Devices as stated in Article 1 of

the 726/2004 regulation;

e ¢ |t does not Contain Human Blood as stated in Annex | section 7.4 of the 93/42 EEC regulation added

by the 2000/70/EC Regulation of the European Parliament and the Council, and

e e« Does not contain Animal Origin as specified in regulation 722/2012 EC and 2003/32/EC of the

European Parliament and Council.

We declare that it is supplied to the market and that all responsibility lies with the

manufacturer.
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Notified Body: Turkish Standards Institution (TSE)
Notified Body Address: Necatibey Cad. N0:112 06100
Bakanliklary/ ANKARA/TURKIYE
Notified Body Numbers: 1783
Number
Certificate of Full Quality Assurance: 1783-MDD-082 /rev03
Valid Until: 27.02.2023
Certificate Issue Date: 27.02.2018
Declaration Place: Istanbul
Declaration Date: 04.10.2022
Muhammed PEZUK

General Manager
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