Formularz dla podmiotéw / Form for organizations

A. Identyf‘ kac;a wiasc;wego organu / Identzﬂcatxon of the Competent Authonty

1.001 Kod / Code
PL/ CAOl

77 002 Ndzwa w mzykurmlejscewvm po polsku / Name in Iucal Ianguagn n Polish

Urzad Rejestracji Produktéw Leczniczych, Wyrobéw Medycznyeh i Produktéw Biobojczych
i 1.003 Nazwa po angielsku / Namie in English

The Office for Registration of Medicinal Products, Medical Devices and Biocidal Products

1 1.004 Kod kraju / Country code 1.005 Kod pocztowy i miasto / Postal code and city

| PL |
i?,oos Ulica, nr / Street, no. 1.007 Telefon / Phone R i
! +48 22 4921100

Prosze wypetniac tylko pola z biatym tltem / Please fill in fields with a white background only

B Identyfikacja zgloszema lub powiadomienia / Identification of notifi r;atnon

1.008 Data wplywu / Date of notification 1.009 Numer referencyjny / Reference number

E 1.010 Rodzaj zgloszenia lub powiadomienia / Notfication type
1. Pierwsze dla wyrobu / First for device
D 2. Zmiana danych podmiotu / Change of entity details

| D 3. Zmiana danych wyrobu / Change of device details

w przypadku Zmiany dotyczqcej podmmtu proszg wskazaé dane ulegajgce zmianie
Ini case of change of entity detalls please indicate the data being changed

1.012 Status podmmtu dakanu_ygcego nlmejszego zgloszema iub pow:adomlema Status of the ¢rgdnl730on mdkmg this nUtcf auun

A - Autoryzowany przedstawiciel / Authorized representative
I - Importer / Importer

D - Dystrybutor / Distributor

0 - Swiadczeniodawca wykonujacy oceneg dziatania / Organization carrying out performance evaluation

ODoooydOOdOn

L - Laboratorium wytwarzajace na swoj uzytek wyréb IVD / Laboratory produced in home IVD device

R Produkiéw Lecan
W - Wytwdrca / Manufacturer M‘V‘mmm i Prmm B i
Kancelaria Giowna
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o Identyﬁkac;a wytworcyf Identification of the manufacturer

,r 1. 013 Nunier referency}nv ! Reference number

1. 015 Nazwa wvtworcy, petna / Ha'ne of the manufacturwf in full

1.016 Nazwa wytwét:cy, skrécﬁ;;f Name of the ma nuf’alctaat abbreviates

1.017 Miasto | City
Istanbul

1.019 Ulica, nr/ Street, no

Guven Gurbuzer

[1.023 E-mail

info@betatechmedical.com

e e —

BETATECH MEDIKAL CIHAZLAR SANAYI MUMESSILLIK IC VE DI$ TIC. LTD.

T S SR PRI S

| 1 014 Kod kraju T, \unh'; code g

STI.

; 1_0 lé T(&d];)czt;wyr;if‘os-tﬁcmﬂig
34490
1.020 Skrytka pocztowa / PO Box

+90 212 671 06 83

| 1.024 Faks/ Fov
1 +90 212 671 06 84

Ataturk Oto Sanayi Sitesi, 22. Sok.Unal Is Merkez:L No 9 l
Osoba_go kon;ak;:;l-i C_a‘i;r‘t_p;r—sur____ o R T e i B AT T ¥ 3
1,021 Imie i nazwisko / Full name i 11022 Telefon/ Phone e,

1.025 Numer referenw}nv ! Reference number

1.027 Nazwa autoryzowanegb przedstawiciela, petna / Name of the auihunzed-eepresmniau-\.e,']n- .’ul!

1,029 Miasto; ¢

. 1.028 Nazwa autoryzowanego przedslawncuela, skrooona Name of the authonzec .enrefematwe abtbrevigted

1.031 Uilca,nr Street, no,
|

D. Identyflkaqa autoryzowanego przectstawrc:ela f Iden’nﬂcahon uf ’EhF‘ authonzed represenfatwe

e tmzs Kod kraju ; Courtry cooe

11030 Kod pocztowy / Posts! code

}059#3. do kontakty / Contact person
1.033 1Imie i nazwisko / Full rame

1.036 Faks/ Far

1 035 E-mall

E. Identyfikacja ... / Identification of the ...

1.038 Numer referancvjny ! Reference number

¥ SISE—

1.040 Nazwa lmpartera Iub dystrvbuhora, pelna i Nanse :af ths i ;mrt:-r or dsatrnbutﬂr i ‘ul

NEOMED Barbara Stanczyk

1. 041 Nazwa lmportera Iub dystrvbutora, sknsmna

Name of the :mponer or dists ibutor, abhrwmﬁe{!

11,039 Kod kraju / Country code

b EL T L S S S

D I ~...importera/ ...

D -..

1.037
dystrybutora/ ...

= PL

1.042 Miasto / City

Piaseczno

{1 (}44 Ulfca, nr/ Jtreet, no
Michata Kajki 18

11,043 Kod pocztowy / Posial code
05-501
1, 045 skrytka pocztowa /PO Bax

-—- 'l__

{ Osoba do kontaktu / Contact person

| 1.046 Imie i nazwisko / Full name

Barbara Stanczyk

1.048 E-mail

barbara.stanczyk@neomedpolska.pl

| 1.047 Telefon / Phone
+48 605 544 932

1049 Faks Fa¢
+48(22) 726 51 30

importer

distributor
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g - RIS S iy S e S

S FS Identyﬁkaqa Cotr] Identﬁmatmn of the o:gamzat[on % - e |

- ... podmiotu zestawiajacego system lub zestaw zabiegowy / ... assembling system or procedure pack
.- podmiotu sterylizujacego wyréb medyczny, system lub zestaw zabiegowy / ... sterilizing medical device, system or procedure pack

= éwiadczeniodawcy wykonujacego ocene dziatania / ... carrying out performance evaluation

- O v N
'

- ... laboratorium wytwarzajgce na swoj uzytek wyréb IVD / Laboratory produced in home IVD device

[

1.051 Numer referencyjny / Reference number

1.052 Kod kraju / Country rode e e

|
| __
| __

l
i
I

. 1.053 Nézuéa podrﬁiotu, pa}né ,’“Na:ne of the c;rg.amz_a—f 10n, In fu-ll.

1.054 Nazwa podmiotu, skrécona / Nama of the c:rganraticn, Bbx evieted

1.056 Miasto / Crt\, j i i oy i 1.056 Kod pocztowy / Pmtalcode o

1.057 Ulica, nr; Street, no. ' 1.058 Skrytka pocztowa | PO Box

| _Qs_oba do kontakl:u Contact panorn
f 1.059 Imig i nazwisko / Full name 1.060 Telefon / Phone

- -
!
|

1,061 E-mail g T 1.062 Faks/ Fax

G Identyflkaqa peinomocmka dmaiajqcego w lmtemu pudmlotu dokonu;qcego zgloszema Iub pomadumlema
Identification of the person acting as proxy for the organization making this notification

To be filled in by person acting as proxy in accordance with art. 33 of the Polish Code of Administrative Procegure

1.063 Imie | nazwisko / Full name

|
Wypeinia pelnomocnik ustanowiony na mocy art. 33 KPA ‘
|

1.064 Miasto/ City ; : "~ 11.065 Kod pocztowy / Postal code =
1,066 Ulica, nr,/ Street, ro. £ 1067 skrytka pocztowa / PO Box SR
1.068 Telefon / Prone : 1.069 Faks/Fax HEiEs

H. Llczba wyrobow objetych tym zgioszenlem lub pomadomnemem ] Number of devices covered by this notlﬁcatacsn

Prosze podac wiasciwe liczby lub zero, jesli nie dotaczono danego typu formularza
i Please provide proper numbers or zero If there are no attached forms of given type

[ 1 070 Liczba dolaaonych Zalqcznlkow nr 2 / Number of at'achw farms no. 2 0 [
1 071 chzba doiqczonych Zalgcznikow nr 3 Number of a‘tuched fcrsm no. 3 0
1 1.072 Liczba wvrobow wymienionych w du#qaanych Zatacznikach nr 4 / Number of dmncaz. listed i attached F'}rma no. 4 4

Potwierdzam, ze powyzsze informacje sg poprawne wedtug mojej najlepszej wiedzy.
I affirm that the information given above is correct to the best of my knowledge.

Miasto / City Piaseczno Data / Date

Nazwisko / Name Barbara Stanczyk Podpis / Signature

ID: 4312 0069 4965 WM1_F1_1.4 Strona-Page 3 /3



Zalacznik nr 4

Wykaz wyrobdéw objetych powiadomieniem
List of devices covered by this notification

Prosze wypetniac tylko pola z biatym ttem / Please fill in fields with a white background only

i A. Identyfikacja powiadomienia / Identification of notification

fzfcfo:. Numer k&!ejny Zaiqcznfka nréw obre;l.;ie tego 4.602'_ium“e_rreferencyjny Z‘;;acéwﬁ]ka?}. Efen—w;cé—n—umt:el'& formna. 1

powiadomignia
| Ordinal number of form no. 4 within this netification

e e e

B. Wykaz wyrobdw / List of devices

! 4,003 Nr referencyjny / Ref. no 4.004 Nazwa handlowa wyrobu / Trade name of device 1), 2) |

! Wacik neurochirurgiczny BETAMIX COT,rozm.: 5x5mm; 10x10mm; 10x20mm;

j 10x30mm; 10x40; 10x75mm; 12x12mm; 12x25mm; 12x40mm; 12x50mm; 12x75mm;

i 20x20mm; 20x40mm; 20x70mm; 25x%25mm; 25x50mm; 25x75mm; 40x40mm; 40x50mm;
40x70mm; 70x70mm

i Wacik neurochirurgiczny BETAMIX ULTRACOT, rozm. : 5x5mm; 10x10mm;

i 10x20mm; 10x30mm; 10x40; 10x75mm; 12x12mm; 12x25mm; 12x40mm; 12x50mm;
12x75mm; 20x20mm; 20x40mm; 20x70mm; 25x25mm; 25x50mm; 25x75mm; 40x40mm;
40x50mm; 40x70mm; 70x70mm

i Wacik neurochirurgiczny BETAMIX PURECOTTON, rozm. : 5x5mm; 10x1Omm;

! 10x20mm; 10x30mm; 10x40; 10x75mm; 12x12mm; 12x25mm; 12x40mm; 12x50mm;
12x75mm; 20x20mm; 20x40mm; 20x70mm;: 25x25mm; 25x50mm; 25x%75mm; 40x40mm;
40x50mm; 40x70mm; 70x70mm

| Wacik neurochirurgiczny BETAMIX SOFT,rozm.: 5x5mm; 10x10mm; 10x20mm;

i | 10%x30mm; 10x40; 10x75mm; 12x12mm; 12x25mm; 12x40mm; 12x50mm; 12x75mm;
20x20mm; 20x40mm; 20x70mm; 25x25mm; 25x50mm; 25x75mm; 40x40mm; 40x50mm;
40x70mm; 70x70mm

e

Potwierdzam, ze powyzsze informacje sa poprawne wedtug mojej najlepszej wiedzy.
I affirm that the information given above is correct to the best of my knowledge.

Miasto / City Piaseczno Data / Date

Nazwisko / Name Barbara Stanczyk Podpis / Sig

nature

1) Wyroby rézniace sig nazwg handlowa, typem, modelem, wersjg wykcnania, wersja oprogramowania, rozmiarem, ksztattem lub wymiarami maina uznac za jeden wyréb
i zamiesci¢ w jednym powiadomieniu, jezeli s3 lub maja:
- jednego wytworce,
- jednego autoryzowanego przedstawiciela, jeZeli ich wytwdrca nie ma siedziby lub miejsca zamieszkania w panistwie czlonkowskim,
- jeden, wspdlny, krotki opis wyrobu i jego przewidziane zastosowanie,
- jedna, mozliwie najbardziej szczegdtowa nazwe rodzajows,
- Jeden kod wyrobu wedtug Globalnej Nomenklatury Wyrobdw Medycznych albo innej uznanej nomenklatury wyrobdw medycznych,
- te samgq klasyfikacje albo kwalifikacje,
- wspéing ocene zgodnodci wykonana z uZyciem tych samych procedur oceny zgodnosci,
- wspolny certyfikat zgodnosci lub wspdine certyfikaty zgodnoécl, jezeli w ocenie ich zgodnogci brata udziat jednostka notyfikowana,
- jeden numer referencyjny w bazie EUDAMED i jedng nazwe handlowg w jezyku polskim albo jedng nazwe handlowa w jezyku angielskim.
2) Systemy lub zestawy zabiegowe o tym samym przeznaczeniu, zestawione przez ten sam podmiot | zawierajgce te same wyroby medyczne, ktére w poszczegdinych
systemach lub zestawach zabiegowych wystepujg w rdznych ilodciach lub rdznig sie nazwa handlowa, typem, modelem, wersjg wykonania, wersjg oprogramowania,
rozmiarem, ksztaitem Iub wymiarami mozna uznac za jeden system lub zestaw zabiegowy, jezell odpowiadaj RITiY A i

! B RPEEZR ST Sy3temach
lub zestawach zabiegowych moga byc uznane za jeden wyrdb zgodnie z pkt 1. Medycznych | Produlktdw Blabdiczyc

Kancslaria Gidwns

2019 -08- 1

"
Joé aalacznikse -
Podph payimujacsge # : 4

ID: 9975 3909 1266 WM1_F4_1.2 Strona/Page 1/1



Betatech’

Ikitelli OSB, Ataturk Oto Sanayi Sit.22. Sok. Unal Is Mrk.No:9, Basaksehir-
Istanbul/TURKEY
T: +90 212 6710683 F:+90 212 670684
info@betatechmedical.com www.betatechmedical.com

Declaration of Conformity

Manufacturer: Betatech Medikal Cihazlar.San.Mum.Ic.Ve Dis Tic Ltd.Sti
Ikitelli Org. San. Blg. Ataturk Oto San. Sit.Unal Is Merkezi 22. Sk. No: 9,Basaksehir /

ISTANBUL

European Representative: CMC Medical Devices & Drugs S.L.

Address: C/ Horacio Lengo No 18, CP 29006, Malaga, SPAIN. Tel: +34 951 214 054

Product-Model: Neurosurgical Patty (Annex-I)

Classification (MDD, Annex IX): III

We herewith declare under our sole responsibility that above mentioned products meet the
provisions of the following EC Council Directives and standards.All supporting documentations

are retained under the premises of the manufacturer and the notified body.

Directives and standards

Council Directive 93/42/EEC concerning of medical devices

Notified Body: UDEM, 2292

Certificate No: M.2016.106.6949

Date of CE mark: 25.08.2016

Expiry Date of CE mark: 27.05.2024

Place, Date: Istanbul, 10.06.2020

Signature:
Name:Yusuf Kajan

Position:General Manager

OIHAZLARI SAN,

MUMESSILL‘ ol

kitelli 0SB Afif-’fj" = ‘D"P Tic. LTD 3”
Uri[ I, ‘\F"h :1' ‘ e n. bl\ _._._, \f"
Tel; 0212 67 Al
Tic Sfc_;r,ﬂ:)

Annex-I

Betatech Medical

Ikitelli OSB, 22.Sok.Ataturk Oto Sanayi Sitesi, Unal Is Merkezi, No:9, Basaksehir, 34490, Istanbul-TURKEY
T: +90 212 6710683 F:+90 212 6710684
info@betatechmedical.com www.betatechmedical.com



Betatech’

info@betatechmedical.com www.betatechmedical.com

Ikitelli OSB, Ataturk Oto Sanayi Sit.22. Sok. Unal Is Mrk.No:9, Basaksehir-

Istanbul/TURKEY
T: +90 212 6710683 F:+90 212 670684

BETAMIX
BETAMIX COT BETAMIX ULTRACOT PURECOTTON BETAMIX SOFT

Code Size Code Size Code Size Code Size
CNS58 5x8 mm UNS58 5x8 mm PNS58 5x8 mm SNS58 5x8 mm
CNS3030 30x30 mm UNS3030 30x30 mm PNS3030 30x30 mm SNS3030 30x30 mm
CNS1030 10x30 mm UNS1030 10x30 mm PNS1030 10x30 mm SNS1030 10x30 mm
CNS1070 10x70 mm UNS1070 10x70 mm PNS1070 10x70 mm SNS1070 10x70 mm
CNS1013 10x13 mm UNS1013 10x13 mm PNS1013 10x13 mm SNS1013 10x13 mm
CNS676 6x76 mm UNS676 6x76 mm PNS676 6x76 mm SNS676 6x76 mm
CNS7676 76x76mm UNS7676 76x76mm PNS7676 76x76mm SNS7676 76x76mm
CNS7070 70x70mm UNS7070 70x70mm PNS7070 70x70mm SNS7070 70x70mm
CNS70100 | 70x100mm UNS70100 70x100mm PNS70100 | 70x100mm SNS70100 70x100mm
CNS4070 40x70mm UNS4070 40x70mm PNS4070 40x70mm SNS4070 40x70mm
CNS1238 12x38mm UNS1238 12x38mm PNS1238 12x38mm SNS1238 12x38mm
CNS1240 12x40mm UNS1240 12x40mm PNS1240 12x40mm SNS1240 12x40mm
CNS1919 19x19mm UNS1919 19x19mm PNS1919 19x19mm SNS1919 19x19mm
CNS1976 19x76mm UNS1976 19x76mm PNS1976 19x76mm SNS1976 19x76mm
CNS950 9x50mm UNS950 9x50mm PNS950 9x50mm SNS950 9x50mm
CNS919 9x19mm UNS919 9x19mm PNS919 9x19mm SNS919 9x19mm
CNS2075 20x75mm UNS2075 20x75mm PNS2075 20x75mm SNS2075 20x75mm
CNS2025 20x25mm UNS2025 20x25mm PNS2025 20x25mm SNS2025 20x25mm
CNS638 6x38mm UNS638 6x38mm PNS638 6x38mm SNS638 6x38mm
CNS650 6x50mm UNS650 6x50mm PNS650 6x50mm SNS650 6x50mm
CNS55 5x5mm UNSS55 5x5mm PNS55 5x5mm SNS55 5x5mm
CNS515 5x15mm UNSS515 5x15mm PNS515 5x15mm SNS515 5x15mm
CNS1010 10x10mm UNS1010 10x10mm PNS1010 10x10mm SNS1010 10x10mm
CNS1020 10x20mm UNS1020 10x20mm PNS1020 10x20mm SNS1020 10x20mm
CNS1225 12x25mm UNS1225 12x25mm PNS1225 12x25mm SNS1225 12x25mm
CNS1040 10x40mm UNS1040 10x40mm PNS1040 10x40mm SNS1040 10x40mm
CNS1025 10x25mm UNS1025 10x25mm PNS1025 10x25mm SNS1025 10x25mm
CNS1075 10x75mm UNS1075 10x75mm PNS1075 10x75mm SNS1075 10x75mm
CNS1520 15x20mm UNS1520 15x20mm PNS1520 15x20mm SNS1520 15x20mm
CNS1619 16x19mm UNS1619 16x19mm PNS1619 16x19mm SNS1619 16x19mm
CNS1360 13x60mm UNS1360 13x60mm PNS1360 13x60mm SNS1360 13x60mm
CNS2060 20x60mm UNS2060 20x60mm PNS2060 20x60mm SNS2060 20x60mm
CNS1275 12x75mm UNS1275 12x75mm PNS1275 12x75mm SNS1275 12x75mm
CNS2020 20x20mm UNS2020 20x20mm PNS2020 20x20mm SNS2020 20x20mm
CNS2040 20x40mm UNS2040 20x40mm PNS2040 20x40mm SNS2040 20x40mm
CNS2070 20x70mm UNS2070 20x70mm PNS2070 20x70mm SNS2070 20x70mm
CNS4040 40x40mm UNS4040 40x40mm PNS4040 40x40mm SNS4040 40x40mm
CNS4050 40x50mm UNS4050 40x50mm PNS4050 40x50mm SNS4050 40x50mm
CNS2550 25x50mm UNS2550 25x50mm PNS2550 25x50mm SNS2550 25x50mm
CNS2775 27x75mm UNS2775 27x75mm PNS2775 27x75mm SNS2775 27x75mm
CNS2540 25x40mm UNS2540 25x40mm PNS2540 25x40mm SNS2540 25x40mm
CNS2575 25x75mm UNS2575 25x75mm PNS2575 25x75mm SNS2575 25x75mm
CNS1250 12x50mm UNS1250 12x50mm PNS1250 12x50mm SNS1250 12x50mm
CNS1212 12x12mm UNSI1212 12x12mm PNS1212 12x12mm SNS1212 12x12mm

Betatech Medical

Ikitelli OSB, 22.Sok.Ataturk Oto Sanayi Sitesi, Unal Is Merkezi, No:9, Basaksehir, 34490, Istanbul-TURKEY

T: +90 212 6710683 F:+90 212 6710684
info@betatechmedical.com www.betatechmedical.com




Betatech’

Ikitelli OSB, Ataturk Oto Sanayi Sit.22. Sok. Unal Is Mrk.No:9, Basaksehir-

Istanbul/TURKEY
T: +90 212 6710683 F:+90 212 670684

info@betatechmedical.com www.betatechmedical.com

CNSI1210 12x10mm UNSI1210 12x10mm PNS1210 12x10mm SNS1210 12x10mm
CNS66 6x6mm UNS66 6x6mm PNS66 6x6mm SNS66 6x6mm
CNS90150 | 90x150mm UNS90150 90x150mm PNS90150 | 90x150mm SNS90150 90x150mm
CNS1338 13x38mm UNS1338 13x38mm PNS1338 13x38mm SNS1338 13x38mm
CNS1313 13x13mm UNS1313 13x13mm PNS1313 13x13mm SNS1313 13x13mm
CNS1376 13x76mm UNSI1376 13x76mm PNS1376 13x76mm SNS1376 13x76mm
CNS2525 25x25mm UNS2525 25x25mm PNS2525 25x25mm SNS2525 25x25mm
CNS2576 | 25x76mm UNS2576 25x76mm PNS2576 25x76mm SNS2576 25x76mm
CNS1351 13x51mm UNSI1351 13x51mm PNS1351 13x51mm SNS1351 13x51mm
CNS675 6X75mm UNS675 6x75mm PNS675 6Xx75mm SNS675 6x75mm
CNS7575 75x75mm UNS7575 75x75mm PNS7575 75x75mm SNS7575 75x75mm
CNS77 7x7mm UNS77 7x7mm PNS77 7x7mm SNS77 7x7mm
CNS75150 | 75x150mm UNS75150 75x150mm PNS75150 | 75x150mm SNS75150 75x150mm
CNS13152 | 13x152 mm CNS38152 38x152 mm SNS1225 12x25 mm
CNS19152 | 191x152 mm SNS76152 76x152 mm | SNS2525 25x25 mm
CNS25152 | 25x152 mm SNS1276 12x76 mm

Signature: :,%TATECH MEDIKAL CiHAZLARI sAN

“,‘.ﬁ%ssg‘ah YE DIS TiC. LTD, §7|,
. ol x:f/‘(f San. & 99 a.
Name:Yusuf Kajan PTJ;af s Merkedf ) .2dn olt. 22, Sok
el; 0212 57

Position:General Manager

Ikitelli OSB, 22.Sok.Ataturk Oto Sanayi Sitesi, Unal Is Merkezi, No:9, Basaksehir, 34490, Istanbul-TURKEY

21Z Dy

Betatech Medical

T: +90 212 6710683 F:+90 212 6710684

info@betatechmedical.com www.betatechmedical.com




CERTIFICATE

EC Design-

Examination Certificate

93/42/EEC Directive of Medical Devices Annex Il, Section 4
With the expire of the certificate M.2016.106.6949 the validity of the certificate

Company Name

Company Address

Related Directives and Annex

Product

GMDN

Certificate Number
Report Number

Initial Assessment Date
Registration Date

Recertification Assessment Date :

Reissue Date / No
Revision Date /No
Expiry Date

The EC design examination certificate refers to the above mentioned product. UDEM hereby declares that the
requiremenfs of Annex Il, section 4 of the 93/42/EEC Directive have been met for the listed products. The above
named manufacturer has established and applied a quality assurance system, which is subject to periodic surveillance
audits, defined by Annex Il, section 5 of the aforementioned directive. This certificate remains as the property of

3 Centre Industry and Trade Inc. Co. to whom it must be returned
upon request. The above named compan UDEM must keep a copy of this certificate for 5 years from the
registration of the certificate. Usage of the C mark is under the responsibility of the manufacturer with the completion
of EC Declaration of Conformity, The above mentioned company must notify all changes related
with the approved product to UDEM. If UDEM will not renew the validity of this certificate in question, the mentioned
company should stop placing the product on the market. The validity of the certificate can be checked through

UDEM International Cerfification Auditing Trainin

www.udem.com. fr.

Address: Mutiukent Mahaliesi 2073 Sokak (Eski 93 Sokak) No:10 Cankaya — Ankara — TURKEY

M.2016.106.6949-1 will also end.

: Betatech Medikal Cihazlar Sanayi MUmessillik ic ve Dis Ticaret Ltd. Sti.

. Ikitelli Org. San. Blg. Atatirk Oto San. Sit. Unal Is Merkezi 22. Sk. No:9

Basaksehir ISTANBUL / TURKEY

: 93/42/EEC Medical Devices Directive — Annex Il (Section 4)

: Sterile Neurosurgical Patty - Class |l

- Radiopaque, with thread

- Radiopaque, without thread
Sterile Partially Absorbable Composite Mesh - Class |l

- Polymesh Composite

- Polymesh Inova
Sterile Absorbable Hemostat Oxidized Regenerated Cellulose - Class |l
Sterile Adhesion Barrier Gel - Class i

: 13702, 44756, 58298, 34212

1 M.2016.106.6949-1
: MD.3135.YB
:20.05.2016
:25.08.2016

21.08.2019
: 04.06.2020/01 Auditing Training Centre Industry

and Trade Inc. Co.

:27.05.2024

Phone: +90 0312 443 03 90 Fax: +90 0312 44303 76
E-mail: info@udemltd.com.tr www.udem.com.ir




"CERTIFICATE

Full Quality Assurance System

Medical Devices Directive 93/42/EEC Annex i
(Excluding Section 4)

M.2016.106.6949-1 Desingn Examination Certificate Was Prepared for Class lll Products Defined in This Certificate.
: Betatech Medikal Cihazlar Sanayi MUmessillik ic ve Dis Ticaret Ltd. Sti.

Company Name

Company Address

Related Directives and Annex

Product

GMDN

Certificate Number
Report Number

Initial Assessment Date
Registration Date
Recertification Assessment Date :
Reissue Date / No
Revision Date /No
Expiry Date

in question, the mentioned company should stop

: Ikitelli Org. San. Blg. Atattrk Oto San. Sit. Unal is Merkezi 22. Sk. No:9

Basaksehir ISTANBUL / TURKEY

: 93/42/EEC Medical Devices Directive - Annex Il (Excluding Section 4)

: Sterile Neurosurgical Patty - Class |l

- Radiopaque, with thread

- Radiopaque, without thread

Sterile Partially Absorbable Composite Mesh - Class |l

- Polymesh Composite

- Polymesh Inova

Sterile Absorbable Hemostat Oxidized Regenerated Cellulose - Class Il
Sterile Dual Side Surgical Mesh - Class llb

Sterile Surgical Mesh for Hernia and Pelvic Surgery - Class llb

Sterile Adhesion Barrier Gel - Class |l

113702, 34212, 47986, 60300, 44756, 58298

1 M.2016.106.6949
:MD.3135.YB
:20.05.2016
:25.08.2016

21.08.2019

: 04.06.2020/01 Auditing Training
i- and Trade Inc. Co.
:27.05.2024

UDEM hereby declares that the requirements of Annex Il, excluding section 4 of the 93/42/EEC Directive have been met
for the listed products. The above named manufacturer has established and applied a quality assurance system, which is
subject fo periodic surveilance audits, defined by Annex |, section 5 of the forementioned directive. According to Annex
Il, section 4 an EC design- examination certificate is required for placing the Class lll devices on the market. UDEM's responsibiity
for class | devices covered by the EC certificate is imited to manufacturing issues related to safeguarding and maintaining
sterie conditions, if the device is sterie; and manufacturing issues related to product’s confomity with metfrological requirerments,
if it has measurement function. This certificate remains as the property of UDEM Infemational Certification Auditing Training
Centre Indusiry and Trade Inc. Co. to whom it must be retumed upon request. The above named company and UDEM
must keep a copy of this certificate for 5 years from the registration of the cerfificate. Usage of the CE mark is under the
responsibiity of the manufacturer with the completion of EC Deciaration of Conformity. The above mentioned company
must nofify all changes related with the approved product to UDEM. If UDEM will not renew the validity of this certificate

placing the product on the market. The validity of the

certificate can be checked through www.udem.com.tr.

Address: Mutlukent Mahallesi 2073 Sokak (Eski 93 Sokak) No:10 Cankaya — Ankara - TURKEY
Phone: +90 0312 443 03 90 Fax: +90 0312 44303 76

E-mail: info@udemltd.com.tr www.udem.com.ir
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