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TURKISH ! ANDARDS INSTITUTION

TAM KALITE
GUVENCE BELGESI

DOGSAN TIBBi MALZEME SANAYI A.S.

firmasi

RIZE CAD. 247, ORTAHISAR, TRABZON - TURKIYE
adresinde

TEKTEL® CERRAHI PASLANMAZ CELIK TEL, CERRAHI iPEK iPLIK
DAYLON® POLIAMID SENTETIK EMiLMEYEN CERRAHI iPLIK
TROFILEN® POLIVINILIDEN FLORUR SENTETIK EMILMEYEN CERRAHI iPLIiK
POLITER® POLIiESTER SENTETIK EMILMEYEN CERRAHI iPLiK — PLEDGET ICEREN VE iCERMEYEN
PROPILEN® POLIPROPILEN SENTETIK EMILMEYEN CERRAHI iPLIiK
DAXTON™ PTFE ve DAXTON™ ePTFE SENTETIK EMILMEYEN STERIL CERRAHI iPLIK
kapsami igin

93/42/AT — Tibbi Cihaz Yonetmeligi
Tam Kalite Giivence Sistemi EK-II (Béliim 4 Haric)

gereklerine gore tetkik edilmis ve belgelendirilmistir.

Onaylanmis Kurulus Numaras:: 1783

Belge Verilis Tarihi: 15.08.2017

Gecerlilik Tarihi: 15.08.2022

GMDN Kodu: -

Smiflandirmas: Simif [IB (TEKTEL®), Sinif [II (CERRAHI IPEK IPLIK, DAYLON¥,

L TROFILEN®, POLITER¥, PROPILEN®, DAXTONTV)

AT Tasarim Inceleme Belgesi Numarasi: 1783-MDD-045

inceleme Rapor Numarasi: 1303-MDD-074/2019-01

Belge Degisiklik Tarihi / Nedeni: 30.05.2019 / Kapsam birlestirme, kapsam genisletme, numarataj
adres degisikligi

Tibbi Cihaz Yonetmeligi Ek II Bélim 3’e gore Kalite Sisteminin Teknik Diizenleme / Uyumlastirilmis Standard gereklerini karsiladigmi gosteren, isbu belge ile
Kurulug; tetkiki yapilan kalite sistemi kapsaminda, CE Uygunluk [saretini, asagida gosterildigi sekilde ilistirme ve Onaylanmis Kurulug numarasmi kullanmaya
yetkilidir. Onaylanms Kurulug Tibbi Cihaz Yonetmeliginin EK II, 5. bolimiine istinaden gerekli gozetimleri yapma hakkma sahiptir.

Bu belge kapsaminda bulunan Simf III Griin(ler)iin CE isaretlemesi igin, Tibbi Cihaz Yonetmeligi EK-11, 4. Boliimiine gore diizenlenen Tasarim Inceleme Belgesi de
gerekmektedir.
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TURK STANDARDLARI ENSTITUSU
TURKISH STANDARDS INSTITUTION

CERTIFICATE OF
FULL QUALITY ASSURANCE

DOGSAN TIBBi MALZEME SANAYI A.S.

located at the address
RIZE CAD. 247, ORTAHISAR, TRABZON - TURKEY

for the scope of
TEKTEL® SURGICAL STAINLESS STEEL WIRE (SUTURE), SURGICAL SILK SUTURE
DAYLON® POLYAMIDE SYNTHETIC NON-ABSORBABLE SURGICAL SUTURE
TROFILEN® POLYVINYLIDENE FLUORIDE SYNTHETIC NON-ABSORBABLE SURGICAL SUTURE
POLITER® POLYESTER SYNTHETIC NON-ABSORBABLE SURGICAL SUTURE — WITH OR WITHOUT PLEDGETS
PROPILEN® POLYPROPYLENE SYNTHETIC NON-ABSORBABLE SURGICAL SUTURE
DAXTON™ PTFE and DAXTON™ ePTFE SYNTHETIC NON-ABSORBABLE STERILE SURGICAL SUTURE

has been examined and certified to the requirements of

93/42/EEC — Medical Device Directive
Full Quality Assurance System Annex II (Excluding Section 4)

Notified Body Number: 1783

Date of Issue: 15.08.2017

Valid Until: 15.08.2022

GMDN Code: -

Clissiteatioi: Class I1B (TEKTEL"], Class [II (SURGICAL SILK SUTURE, DAYLON¥,
TROFILEN*, POLITER", PROPILEN®, DAXTONT™)

EC Design Examination Certificate Number: 1783-MDD-045

Inspection Report Number: 1303-MDD-074/2019-01

30.05.2019 / Scope combination, scope extension, change of

Date / Reason of the Certificate Revision: _
numbering in address

This certificate remarks that quality system meets requirements of the technical regulations / harmonized standards according to Medical Device Directive Annex Il
Section 3 and with this certificate the company is authorized to affix CE Mark, as shown below, and Notified Body Number on the products in the scope of the examined
quality system. Notified Body has the right to carry out required surveillance audits according to Medical Device Directive Annex 11 Section 5.

For the CE marking of Class IIl product(s) in the scope of this certificate, EC Design Examination Certificate issued according to Medical Device Directive Annex [1
Section 4.

Certificate Number: 1783 - MDD - 046

Sezai DOGAN
Director of Directives
ANKARA Rev 01, 30/05/2019
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TURK STANDARDLARI ENSTITUSLU
HEEFAT TASARIM INCELEME BELGESH
(EC DESIGN EXAMINATION CERTIFICATE)
BELGE NO (CERTIFICATE NO): 1783 - MDD - 045

Asagida adi ve adresi yazih lireticinin tasarimu;
(design of the manufacturer)
DOGSAN TIBBi MALZEME SANAYIi A.S.

RIZE CAD. 247, ORTAHISAR, TRABZON - TURKIYE (Merkez Adres/Head Office)

RIZE CAD. 247, ORTAHISAR, TRABZON - TURKIYE ({'retim Adresi/Manufacturer Address)
93/42/AT — Tibbi Cihaz Yonetmeligi (EK-II (BOLUM 4)) gereklerine gore incelenmis ve belgelendirilmistir.
Has been examined and certified according to 93/42/EEC Medical Device Directive (ANNEX I {Article 4))

CERRAHI IPEK IPLIK / SURGICAL SILK SUTURE
DAYLON* POLIAMID SENTETIK EMILMEYEN CERRAHI iPLIK/DAYLON* POLYAMIDE SYNTHETIC NON-ABSORBABLE SURGICAL
SUTURE
TROFILEN" POLIVINILIDEN FLORUR SENTETIK EMILMEYEN CERRAHI iPLIK / TROFILEN" POLYVINYLIDENE FLUORIDE SYNTHETIC
NON-ABSORBABLE SURGICAL SUTURE
POLITER" POLIESTER SENTETIK EMILMEYEN CERRAHI iPLIK - PLEDGET ICEREN VE iCERMEYEN / POLITER® POLYESTER
SYNTHETIC NON-ABSORBABLE SURGICAL SUTURE — WITH OR WITHOUT PLEDGETS
PROPILEN* POLIPROPILEN SENTETIK EMILMEYEN CERRAHI iPLiK / PROPILEN" POLYPROPYLENE SYNTHETIC NON-ABSORBABLE
SURGICAL SUTURE
DAXTON™ PTFE ve DAXTON™ ePTFE SENTETIK EMILMEYEN STERIL CERRAHI iPLIK / DAXTON™ PTFE and DAXTON™ ¢PTFE
SYNTHETIC NON-ABSORBABLE STERILE SURGICAL SUTURE

Onaylanmig Kurulus No Netified Body Number: 1783

Belge Verilis Tarihi Date of Issue: 15.08.2017

Belge Gegerlilik Tarihi Valid Until: 15.08.2022

Proje Kayit No Project Registration Number: 1303-17/240309, 1304-17/240315

GMDN Kodu GMDN Code: -

Tam Kalite Giivence Belgesi No: 1783-MDD-046
Full Quality Assurance Certificate Number:

Tasarim Dosyasi Degerlendirme Rapor No: 1303-MDD-074/2019-03
Design Dossier Review Report Number:

Belge Degisiklik Tarihi / Nedeni: 30.05.2019 / Kapsam birlestirme, kapsam genisletme, numarataj
adres degisikligi
Date / Reason of the Certificate Revision 30.05.2019 / Scope combination. scope extension, change of

numbering in address

Bu belge ckleriyle birlikte gegerlidir. Ekleriyle birlikte 5 sayfadir. (This certificate is valid only with attached annex, if any 5 pages including this page)

AT Tasarim Inceleme Sertifikasi, Siif [ tiriinler igin, Tam Kalite Giivence (EK-11 B6liim 4 Harig) belgesinin bir parcasidir,
For Class [l products EC Design-Examination Certificate is part of the Full Quality Assurance Certificate (MDD Annex 1l Article 4 Excluded)

Sezai DOGAN
Direktifler Midri
Director of Directives
Ankara Rev 02, 30/05/2019
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TURK STANDARDLARI ENSTITUSU

LIRS AT TASARIMAINCELEME BELGESIEKI! ) 1
ANNEX TO THE EC DESIGN EXAMINATION CERTIFICATE
BELGE NO (CERTIFICATE NO): 1783 — MDD — 045

Uriiniin Kullamim Amaai (Intended Use of the Product)

Ipek iplik, genel olarak yumusak doku yaklagtirmasi ve/veya baglanmasinda kullanilir,
Silk is indicated for use in general soft tissue approximation and/or ligation.

DAYLON®, yumusak doku yakinlastirmasi ve/veya baglanmasinda kullanilir.
DAYLON® is indicated for use in general soft tissue approximation and/or ligation.

TROFILEN® yumusak doku yakinlagtirmasi ve/veya baglanmasinda, kardiyovaskiiler, oftalmik ve nérolojik cerrahi, plastik ve
rekonstriiktif cerrahide kullanilir.

TROFILEN® is indicated for use in general soft tissue approximation and/or ligation including use in cardiovascular, ophthalmic and
neurological surgery and plastic surgery.

POLITER® genel olarak yumusak doku yakinlastirilmas ve/ veya baglanmasinda, kardiyovaskiiler, ortopedik, genel cerrahi, nérolojik
ve gbz cerrahisinde kullamlir. Pledget, yanlizca kardiyovaskiiler cerrahide ameliyat ipligi ile doku yiizeyi arasinda bir yastik
olugturarak, bask: olugan yiizeyi genisletmek igin kullanihir.

POLITER® is indicated for use in general soft tissue approximation and/or ligation including use in cardiovascular, orthopedic,
general, neurological and ophthalmic surgery procedures. Pledget use is limited to cardiovascular surgery as a pad between the suture
area and the tissue surface to increase the load bearing area.

PROPILEN® genel olarak yumusak doku yakinlastirmast ve/ veya baglanmasinda kullanilir. Kullanim alanlart kardiyovaskiiler,
oftalmik ve nérolojik cerrahi, plastik ve rekonstriiktif cerrahiyi de igerir.

PROPILEN® is indicated for use in general soft tissue approximation and/or ligation including use in cardivovascular, plastic and
reconstructive, ophthalmic and neurological surgery.

DAXTON™ PTFE ve DAXTON™ ¢PTFE genel olarak yumusak doku yakinlastirmasi ve/veya baglanmasinda, kardiyovaskiiler
cerrahi ve dura meter onariminda kullanilir.

DAXTON™ PTFE and DAXTON™ ePTFE are indicated for use in general soft tissue approximation and/or ligation including use in
cardiovascular surgery and dura mater repair.

Uriin Tipi (Product Type) :
CERRAHI IPEK IPLIK / SURGICAL SILK SUTURE

DAYLON® POLIAMID SENTETIK EMILMEYEN CERRAHI iPLIK / DAYLON® POLYAMIDE SYNTHETIC NON-ABSORBABLE
SURGICAL SUTURE

TROFILEN® POLIVINILIDEN FLORUR SENTETIK EMILMEYEN CERRAHI IPLIK / TROFILEN® POLYVINYLIDENE
FLUORIDE SYNTHETIC NON-ABSORBABLE SURGICAL SUTURE

POLITER® POLIESTER SENTETIK EMILMEYEN CERRAHI IPLIK — PLEDGET ICEREN VE ICERMEYEN / POLITER*
POLYESTER SYNTHETIC NON-ABSORBABLE SURGICAL SUTURE — WITH OR WITHOUT PLEDGETS

PROPILEN® POLIPROPILEN SENTETIK EMILMEYEN CERRAHI iPLIK / PROPILEN® POLYPROPYLENE SYNTHETIC NON-
ABSORBABLE SURGICAL SUTURE

DAXTON™ PTFE ve DAXTON™ ePTFE SENTETIK EMILMEYEN STERIL CERRAHI IPLIK / DAXTON™ PTFE and
DAXTON™ ePTFE SYNTHETIC NON-ABSORBABLE STERILE SURGICAL SUTURE

1783-MDD-045, 30.05.2019, Rev.02
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TURK STANDARDLARI ENSTITUSU

Ju belue 1|' ~hir su r\|I

TLIRKISH ! DARDS TITUTION
iphk Anma . ; :
_ No (Cap) / iplik igne Igne Yay igne U
Marka / Oriin Tipi / Product Suture Model/ | Uzunlugu/ | Uzunlugu; | CCsitleri | Cesitleri
Trade Mark Type diameter Model Suture Needle CNeedfe Negd!e
Gauge Length Length Yrvature £
iE e Fraction Type
Ipek, emilmeyen,
drgiilii, kaplanms,
) steril cerrahi iplik EP04—6
Silk, non-absorbable, (USE8D--3)
braided, coated, sterile
surgical suture
Poliamid, emilmeyen,
monofilaman,steril
cerrahi iplik
® EPQ,1-5
DAYLON Polvamide,non- (USP11/0-2)
absorbable, Yuvarlak
monofilament, sterile keskin .
surgical suture KD*-];L*
PoIi\rini]Iiden floriir, diamond, '
emilmeyen, spatiil, kit
monofilaman, steril .
. cerrahi iplik -
TROFILEN® EP02-5 gneli fﬂﬁi
Polyvirgilidene (USP 10/0-2) | (tek veya KD
Muoride, non- cl,ﬂ) yeya Dilz, 18, 144, dle, PL
absorbable, i 38, 12, S8 | o e
monofilament, steril gember  arasi i
Su{ gy ::'I e With 13em-250 | 4 mm — 90 | agilar digsng
Poliester.emilmeyen, ;?eefle cm am . , f;;;)
érgiilii, kaplamus, steril (imel on S‘_.’_mghf' ""':8‘ spatulated,
ctrahi ik double) 14, 38 12 A
POLITER® EP0.5—7 o e atrels e
Polyester, non- (USP7/0-5) ‘;::gg *Ticari
absorbable, braided, markal
coated, .lie;:‘;i surgical igne ug tipi
*special
Polilpropilen, trade
emilmeyen, marked
monofilaman, steril needle
PROPILEN® cemait{piik EP02-5 S
Polypropylene, non- (LSE 1=
absorbable,
monafilament, steril
surgical suture
Politetrafloroetilen,
emilmeyen,
monofilaman, steril
cerrahi iplik EPO
DTN USP 710 2
Polytetrafluoroethylene ( T4
non-absorbable,
monaofilament, sterile
surgical suture
Marka (Trademark):
DAYLON ®
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TURK STANDARDLARI ENSTITUSU

= —

DS INSTITUTION

Uriiniin Tanim ve Islevinin Aciklamasi; | STANDAF
(Identification of the Product and description of its functioning)

Ipek iplik, fibroin adi verilen organik proteinden elde edilmig, emilmeyen, steril cerrahi bir ipliktir. Bu protein, Bombycidae ailesinin
evcillestirilmis tiirii olan Bombyxmori (B.mori) ipek béceginden elde edilir.
Ipek iplik, genel olarak yumugak doku yaklagtirmasi ve/veya baglanmasinda kullantlir.

Silk suture is a non-absorbable, sterile, surgical suture composed of an organic protein called fibroin. This protein is derived from the
domesticated species Bombyxmori (B. Mori) of the family Bombycidae.
Silk is indicated for use in general soft tissue approximation and/or ligation.

DAYLONY, uzun zincirli alifatik polimerlerden poliamidden elde edilmis sentetik ve emilmeyen steril cerrahi monofilaman bir ipliktir.
Yumusak doku yakinlastirmasi ve/veya baglanmasinda kullanilir.

DAYLON*™ is a synthetic, non-absorbable sterile surgical monofilament suture composed of the long-chain aliphatic polymers
polyamide. It is indicated for use in general soft tissue approximation and/or ligation.

TROFILEN® sentetik, emilmeyen, steril monofilaman cerrahi ipliktir. Poliviniliden floriir polimerinden imal edilmistir (PVDF).
Yumusak doku yakinlagtirmast ve/veya baglanmasinda, kardiyovaskiiler, oftalmik ve nérolojik cerrahi, plastik ve rekonstriiktif
cerrahide kullanilir.

TROFILEN™ is a synthetic, non-absorbable sterile surgical monofilament suture. It is made of polymer which is polyvinylidene flouride
(PVDF). It is indicated for use in general sofi tissue approximation and/or ligation including use in cardiovascular, ophthalmic and
neurological surgery and plastic surgery.

POLITER® érgiilii, emilmeyen, silikon kaply, poliesterden (polietilen terafitalat) imal edilmis steril cerrahi iplik malzemesidir. Cerrahi
iplik gok ince filamanlarin Sriilmesi ve sonra silikon karigimi ile kaplanmasi ile elde edilir. Pledget (plejit, yama) ameliyat ipligi
aksesuar olarak kullanilan, emilmeyen, boyasiz PTFE den (politetrafluoroetilen) kesilmis parcadir.

POLITER™ genel olarak yumusak doku yakinlastirilmast velveya baglanmasinda, kardiyovaskiiler, ortopedik, genel cerrahi, nérolojik
ve goz cerrahisinde kullanilir. Pledget, yanlzca kardiyovaskiiler cerrahide ameliyat ipligi ile doku yiizeyi arasinda bir yastik
olusturarak, baski olusan yiizeyi genisletmek igin kullanilir,

POLITER" is a braided, non-absorbable, silicone coated, sterile suture material made of polyester (Polyethylene terephthalate). The
suture is prepared by braiding very fine filaments and then by coating with silicone mixture. Pledgets, as accessories to sutures, are
non-absorbable undyed fabric precut pieces made of polytetrafluoroethyiene (PTFE).

POLITER" is indicated for use in general soft tissue approximation and/or ligation including use in cardiovascular, orthopedic,
general, neurological and ophthalmic surgery procedures. Pledget use is limited to cardiovascular surgery as a pad between the suture
area and the tissue surface to increase the load bearing area.

PROPILEN? sentetik, emilmeyen, steril, monofilaman cerrahi ipliktir. Yiiksek molekiil agirhginda izotaktik polipropilen polimerinden
olugmustur. Genel olarak yumusak doku yakinlagtirmast ve/veya baglanmasinda kullanilir. Kullanm alanlari kardiyovaskiiler, oftalmik
ve norolojik cerrahi, plastik ve rekonstriiktif cerrahiyi de igerir.

PROPILEN* is a synthetic, nonabsorbable, inert sterile surgical monofilament suture. It is composed of isotactic polypropylene
polymer of high molecular weight. It is indicated for use in general soft tissue approximation and/or ligation including use in
cardiyovascular. plastic and reconstructive. ophthalmic and neurological surgery.

DAXTON™ PTFE ve DAXTON™ ePTFE sentetik, emilmeyen, steril bir cerrahi monofilament cerrahi ipliktir. (C2F4)n kimyasal
formiiliine sahip politetrafloroetilen (PTFE) 'den olusur.

PTFE siitiiriintin iki tipi vardir; genisletilmis yapi (ePTFE) veya dogrusal yapi. Genisletilmis tip hacim olarak hava ile gozenekli bir
mikro yapt liretmektir. Gzenekli dogasl, ignenin tutturulma giiciinden diin vermeden, gapina yakin olan ignelere gegirilmesini saglar.
PTFE, genel olarak yumugak doku yakinlagtirmasi ve/veya baglanmasinda, kardiyovaskiiler cerrahi ve dura meter onariminda kullanilir.

DAXTON™ PTFE and DAXTON™ ePTFE are synthetic, nonabsorbable, sterile surgical monofilament suture. It is composed of
polytetrafluoroethylene (PTFE) with the chemical formula of (C2F4)n.

PTFE suture has two types; with the expanded structure (ePTFE) or linear structure. Expanded type is to produce a porous
microstructure with air by volume. The porous nature enables it to be swaged to needles that closely approximate the diameter of the
thread, without compromising the strength of the needle attachment.

PTFE s indicated for use in general soft tissue approximation and/or ligation including use in cardiovascular surgery and dura mater
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TURK STANDARDLARI ENSTITUSU
TURKIS S TANDARDS INSTITUTION

AT Tasarim incelemesine Konu Olan Cihaz Tipi i¢in Temin Edilen Teknik Dokiiman Listesi
(List of the technical documentation provided for the appliance type relating to EC Desing Examination)

Ekli Teknik Dokiiman Listesi Teknik Dokiiman Referans:
(List of the technical documentation annexed) (Reference of the technical documentation)
Klinik Degerlendirme Soru Listesi ve Raporu Teknik Dosyasinda (In Technical File)

(Clinical Evaluation Check List and Report)

1303-MDD-074/2019-02

Tasarim Dosyasi Degerlendirme Raporu Teknik Dosyasmnda (In Technical File)
Design Dossier Review Report

1303-MDD-074/2019-03

inceleme Raporu

Teknik Dosyasinda (In Technical File)
(Inspection Report)

1303-MDD-074/2019-01

Bu belge ancak TSE- Onaylanmis Kurulus Numarast 1783 miihrii ile gegerlidir.
This certificate is only valid if sealed with “TSE- European Notified Body Number 1783,

1783-MDD-045, 30.05.2019, Rev.02
w;w.tse.org.tr / Necatibey Cad. No: 112 Bakanlhklar - ANKARA /+90 312 416 62 00
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