TURK STANDARDLARI ENSTITUSU
TLREKISH TTAW[I){ASL?'FE: TN
GUVENCE BELGESI

MEDIKOKIM TIBBi VE KIMYEVi MALZEME SAN. TiC. LTD. STi.
firmasi

IKITELLI O.S.B. DEMIRCIiLER SAN. SIiTESi B7 BLOK NO:157 BASAKSEHIR/ISTANBUL TURKIYE
adresinde

NOROLOJIK CERRAHI PED
(SAUGERMED® PLUS, SAUGERMED® SOFT, SAUGERMED® ULTRA SOFT,
SAUGERMED® COTTON SOFT, SAUGERMED® LAMINAT, SAUGERMED® THINPAD,
SAUGERMED® THINCOT, SAUGERMED® PURE COTTON, SAUGERMED® PURE COTTON SOFT,
SAUGERMED® PURE COTTON MEDIUM, SAUGERMED® PURE COTTON THICK, SAUGERMED® NASAL,
TSM®, TSM® PURE COTTON MEDIUM, TSM® PURE COTTON THICK)

kapsami i¢in

93/42/AT — Tibbi Cihaz Yonetmeligi
Tam Kalite Giivence Modiilii —
Modiil H (EK-II Madde 4 Haric)

"in gereklerine gore ve TS EN ISO 13485:2012” in ilgili maddeleri dikkate alinarak tetkik edilmis ve belgelendirilmistir,

Onaylanmis Kurulus Numarasi: 1783

Belge Verilis Tarihi: 27.02.2018

Gegerlilik Tarihi: 27.02.2023

GMDN Kodu: 13702

AT Tasarim inceleme Belgesi Numaras:: 1783-MDD-080
Inceleme Rapor Numaras: 1163-MDD-064/2017-01

Belge Degisiklik Tarihi / Nedeni: -

Kalite Sisteminin Teknik Diizenleme/ Uyumlastirilmig Standard gereklerini karsiladigmi gosteren, isbu belge ile Kurulus; tetkiki
yapilan kalite sistemi kapsaminda CE Uygunluk [saretini, asagida gosterildigi sekilde ilistirme ve Onaylanmis Kurulus numarasini
kullanmaya yetkilidir.Onaylanmig Kurulus Tibbi Cihaz Yénetmeliginin EK-2, 5. kismina istinaden planli/plansiz gézetimler yapma
hakkina sahiptir.
Bu belge kapsaminda bulunan Siuf III iiriin i¢in CE isaretlemesi igin, Tibbi Cihaz Yonetmeligi EK-2,4. Kismina gére diizenlenen
Tasarim Inceleme Belgesi de gerekmektedir.
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TURK STANDARDLARI ENSTITUSU

CERTIFICATE OF
FULL QUALITY ASSURANCE

MEDIKOKIM TIBBi VE KIMYEVi MALZEME SAN. TiC. LTD. STi.

located at the adress
IKITELLI O.S.B. DEMIRCILER SAN. SiTESi B7 BLOK NO:157 BASAKSEHIR/ISTANBUL TURKEY

for the scope of;
NEUROSURGICAL PAD
(SAUGERMED® PLUS, SAUGERMED® SOFT, SAUGERMED® ULTRA SOFT, SAUGERMED?®
COTTON SOFT, SAUGERMED® LAMINAT, SAUGERMED® THINPAD, SAUGERMED® THINCOT,
SAUGERMED® PURE COTTON, SAUGERMED® PURE COTTON SOFT, SAUGERMED® PURE
COTTON MEDIUM, SAUGERMED® PURE COTTON THICK, SAUGERMED® NASAL, TSM®, TSM®
PURE COTTON MEDIUM, TSM® PURE COTTON THICK)

has been examined and certified to the requirements of

93/42/EEC — Medical Device Directive
Full Quality Assurance Module —
Module H (Annex-II Article 4 Excluded)

by considering the related clauses of TS EN ISO 13485:2012

Notified Body Number: 1783

Certificate Issue Date: 27.02.2018

Valid Until: 27.02.2023

GMDN Code: 13702

EC Design Examination Certificate Number: 1783-MDD-080
Examination Report Number: 1163-MDD-064/2017-01

Date / Reason of the Certificate Revision E

This certificate remarks that quality system meets requirements of the technical regulations / harmonized
standards 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 surveillance visits announced or unannounced in accordance with section 5 of Annex 2 of Medical Device
Directive.

For CE marking the class III devices covered by this certificate, an EC design-examination certificate according
to MDD Annex II (4) is also required.
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TURK STANDARDLARI ENSTITUSU
LIRS CTANDARDS INSTITUTION

AT TASARIM INCELEME BELGESI
(EC DESIGN EXAMINATION CERTIFICATE)
BELGE NO (CERTIFICATE NO): 1783 — MDD - 080

Asagida adi ve adresi yazil tireticinin tasartmi;

(design of the manufacturer)
MEDIKOKIM TIBBi VE KIMYEVi MALZEME SAN. TiC. LTD. STi.

IKITELLIi O.S.B. DEMIRCILER SAN. SITESi B7 BLOK NO:157 BASAKSEHIR/ISTANBUL TURKEY
(Merkez Adres/Head Office)

iKIiTELLI O.S.B. DEMIRCILER SAN. SiTESi B7 BLOK NO:157 BASAKSEHIR/ISTANBUL TURKEY
(Uretim Yeri/Place of Production)

93/42/AT — Tibbi Cihaz Y6netmeligi (EK-11 (Madde 4)) gereklerine gore incelenmis ve belgelendirilmistir.
Has been examined and certified according to 93/42/EEC Medical Device Directive (ANNEX II (Article 4))

NOROLOJIK CERRAHI PED / NEUROSURGICAL PAD
(SAUGERMED® PLUS, SAUGERMED® SOFT, SAUGERMED® ULTRA SOFT, SAUGERMED® COTTON SOFT, SAUGERMED®
LAMINAT, SAUGERMED® THINPAD, SAUGERMED® THINCOT, SAUGERMED® PURE COTTON, SAUGERMED® PURE COTTON
SOFT, SAUGERMED® PURE COTTON MEDIUM, SAUGERMED® PURE COTTON THICK, SAUGERMED® NASAL,
TSM®, TSM® PURE COTTON MEDIUM, TSM® PURE COTTON THICK)

Onaylanmis Kurulus No Notified Body Number: 1783

Belge Verilis Tarihi First Issue: 27.02.2018

Belge Gegerlilik Tarihi / Valid Until: 27.02.2023

Proje Kayit No Project Registration Number: 1163-17/170629, 1164-17/170637
GMDN Kodu GMDN Code: 13702

Tam Kalite Giivence Belgesi No: 1783-MDD-079

Number Certificate Of Full Quality Assurance Module

Tasartm Dosyasi Degerlendirme Rapor No: 1163-MDD-064/2017-02
Design Dossier Review Report Number

Belge Degisiklik Tarihi / Nedeni: -

Date / Reason of the Certificate Revision

Bu belge ekleriyle birlikte gegerlidir. Ekleriyle birlikte 4 sayfadir. (This certificate is valid only with attached annex, if any. 4 pages including this page)
AT Tasarim inceleme Sertifikasi, Tam Kalite Giivence Modiilii — Modiil H1 (EK-II Madde 4 Harig) settifikasinin bir pargasidir.
EC Design-Examination Certificate are part of the original certificate-Full Quality Assurance Module Certificate-Module H1 (MDD Annex Il Excluded)
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TURK STANDARDLARI ENSTITUSU

PDARDS NS TITLTIIN

ruUR 5 1
AT TASARIM INCELEME BELGESI EKi
ANNEX TO THE EC DESIGN EXAMINATION CERTIFICATE
BELGE NO (CERTIFICATE NO): 1783 — MDD — 080

Uriiniin Kullanim Amaci (Intended Use of the Product)

Beyin pedleri, merkezi sinir sistemi ve omurilik ameliyatlarinda bélgedeki kanmin ve diger sivilarin emilerek bélgenin
arindirtlmasi isleminde kullanthr.

Neurosurgical pads are used for absorption of the blood and the other fluids and for purification of the region in the central
nervous system and spinal operations.

Uriin Tipi (Product Type) :
¢ SAUGERMED® PLUS, SAUGERMED® SOFT, SAUGERMED® ULTRASOFT, SAUGERMED® COTTON
SOFT, SAUGERMED® LAMINAT, SAUGERMED® THINPAD, SAUGERMED® THINCOT, SAUGERMED®
PURE COTTON, SAUGERMED® PURE COTTON SOFT, SAUGERMED® PURE COTTON MEDIUM,
SAUGERMED® PURE COTTON THICK, SAUGERMED® NASAL
e TSM® TSM® PURE COTTON MEDIUM, TSM® PURE COTTON THICK

Uriinlerin ebatlary/ Size of products

e (5mmx05mm
e 05mmx 10 mm
e  05mmx 20 mm
e 05mmx 30 mm
e 05 mm x40 mm
e (05 mm x 80 mm
e 10mmx 10 mm
e 10mmx 15mm
e [0mmx 20 mm
° 10 mm x 25 mm
e 10mm x 30 mm
e 10 mm x40 mm
e 10mm x 50 mm
e [0mmx 60 mm
e [0mmx75mm
e [0mmx 100 mm
e 12mmx 12 mm
e 12mmx25mm
e 12mm x40 mm
e [2mmx50mm
e 12mmx75mm
e [Smmx15mm
o 15 mm x 20 mm
. 15 mm x 30 mm
° 1S mm x 40 mm
° 15 mm x 50 mm
° 15 mm x 60 mm
° 15 mm x 80 mm
° 15 mm x 150 mm
e 20 mmx 20 mm
e 20mmx 30 mm
S '2_{}_|mn x 40 mm
i ;_11:21\1)( 50 mm
M. gh‘ﬁ’m\x 60 mm
t 4 70«1 1‘.1t 170 mm

<4 \”{l‘lh W jkl}mm

20y 2> mm
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TURK STANDARDLARI ENSTITUSU

™ AL NSTITUTION

25 mm x 40 mm
25 mm x 50 mm
25 mm x 75 mm
30 mm x 90 mm
35 mm x 70 mm
35 mm x 75 mm
40 mm x 40 mm
40 mm x 50 mm
40 mm x 60 mm
40 mm x 70 mm
50 mm x 30 mm
50 mm x 50 mm
50 mm x 60 mm
50 mm x 70 mm
50 mm x 90 mm
70 mm x 70 mm
70 mm x 100 mm

@ 2 & 2 2 & © 6 O o O ¢ O

Marka (Trademark):
e SAUGERMED®

e TSM®

Uriiniin Tanimi ve Islevinin Agiklamas:

(Identification of the Product and description of its functioning)

Ped 2 kisimdan olugmaktadir.
The pad consists of 2 parts.

a)Pedin govdesi (Emici kisim) : Uriin modellerinin tiimiiniin gévdesi dokunmamusg (non woven) tarzda iiretilmis viskoz,
pamuk, rayon, polyester, poliamid veya polietilen malzemeden yapilmig kumastan meydana gelmektedir. Medikal alanda
stvl emilimi ve tampon gorevi igin iiretilen dokunmamig kumaglar 6zel hidrofiber yapilan sayesinde hizla ve gok yiiksek
miktarda siviyr emer ve biinyelerinde tutar. Pedin iizerinde (sadece bir yiizeyinde) rontgende fark edilmesini saglayan mavi
renkte radyopak dzellikte serit mevcuttur.

a) Body of the pad (absorbent): All of the product models are produced from the non woven fabric made of viscose, cotton,
rayon, polyester, polyamide or polyethylene. The non-woven fabrics produced for the medical field for fluid absorption and
buffering action absorb and retain high amount of the liquid rapidly due to special hydrophobic structures. Blue colored
radiopaque strip on the pad (only on one surface) allows detection of the pad under X-ray.

b)Takip Ipi: Pedin operasyon sonrasi bulundugu bélgeden rahatga cekilip atilmasinda kullamlir. Takip ipi pedin {izerine
¢bziilmeyecek ve dokularda travmatik etki yapmayacak sekilde ilmiklenmistir. Izleme igin kullamlan ipin uzunlugu 32 + 1
cm’dir.

b) Cord for follow up: It is used for easy pulling out of the pad from the region after operation. It is placed on the pad such
that it will not dissolve on the pad and will not traumatize the tissues. The length of the cord used for monitoring is 32 + |
cm.

Pedler steril ve tek kullanimliktir. Steril poset igerisindeki pedler, operasyonda kullanitan miktarin fark edilebilmesi igin
1’den 10°a kadar numaralandirilmis 6zel sayun kartonu iizerine yerlestirilmistir.

The pads are sterile and single-use. The pads in the sterile bag are placed on a special counting card numbered from I to
10 so that the amount used in the operation can be recognized.
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TURK STANDARDLARI ENSTITUSU
TTIARIISH STANDARDS INSTITLITION

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)

EKkli Teknik Dokiiman Listesi

(List of the technical documentation annexed)

Teknik Dokiiman Referansi

(Reference of the technical documentation)

Klinik Degerlendirme Soru Listesi ve Raporu
(Clinical Evaluation Check List and Report)

1163-MDD-064/2017-03

Teknik Dosyasinda (In Technical File)

Tasarim Dosyasi Degerlendirme Raporu
Design Dossier Review Report

1163-MDD-064/2017-02

Teknik Dosyasinda (In Technical File)

Inceleme Raporu
(Inspection Report)

1163-MDD-064/2017-01

Teknik Dosyasinda (In Technical File)
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