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Portegiiler
Needle Holders
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Cerrahi Makaslar, Diseksiyon Makasları
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Karbiir kesme ucu yerle§tirilmi§ HARDMODEL
\

\Uzun yali^ina omrti

MARDMODEL
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1/1

Egri/Curvcd Egri/Curved
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-Vi
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Micro Forceps, Forceps
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Dc Bakcy Di§ De Bakey Di$
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BD-3815
15 cm

BD-3820
20 cm

2.8 mm

2.8 mm

2 mm

2 mm

2 mm

2 mm

BD-3624
24 cm

BD-3630
30 cm

2.8 mm

2.8 mm

BD-3824
24 cm

BD-3830
30 cm

Toothing De Bakey

BD-4120
20 cm

1.5 mm

1.5 mm

BD-4124

1 x 2 teeth
24 cm

1.5 mm

BD-4130

1 x 2 teeth
30 cm

1.5 mm

DE BAKEY
BD-4420 - BD-4435

BD-4420
20 cm

BD-4424
24 cm

BD-4430
30 cm

BD-4435
35 cm

3.3 mm

3.5 mm

3.5 mm

3.5 mm

BD-4115
15 cm

DE BAKEY
BD-4115 - BD-4130
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to heart of life... 107
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02 //

%'��������%'�����
L HN L R SH HWOH L

L H WL IR HS

5 0

%'�����
L HN L R SH HWL

L H WL IR HS

211

%'���
L HN L R SH HWL

L H WL IR HS

%'�����
dRN E N W D /D H

L HN L R SH HWL

L H WL IR HS

2 1 5

%'�����
/L DW SH HWL

/L DW H IR HS

%'��������%'�����
2 WD 0H L

L HN L R SH HWOH L

L H WL IR HS

%'����� %'�����

Diseksiyon Pensetleri
Dissecting Forceps

Ligatiir ve Diseksiyon Pensetleri
Ligature and Dissecting Forceps

®
ASELTECH

1

I
i

—
1 1/1

1/1
1/1

1/1

Ui 1/2

u
_

u
H i/i1 i/i i

i/i1i/i

1/2 1/2
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hayatın kalbine...204

1 5

OLS SSO L IR HS

P

OLS SSO L IR HS

P
OLS SSO L G HPR L IR HS
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OLS SSO L G HPR L IR HS
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%)�����

OLS HPR L IR HS
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%)�����

OLS HPR L IR HS
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to heart of life... 205
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2776 60 7

.D L RYDV OH PD DV

D LRYDVF OD VFLVVR V

FP

.D L RYDV OH PD DVOD

D LRYDVF OD VFLVVR V

FP

2 6

0 5

0 6

.

6 6KDSH VFLVVR V

FP

2 252

.D L RYDV OH PD DV

D LRYDVF OD VFLVVR V

FP

OH R IOD

2 6 60

.D L RYDV OH PD DV

D LRYDVF OD VFLVVR V

FP

Kardiyovasküler Makasları
D LRYDVF OD 6FLVVR V
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to heart of life... 69

5 //

%&�����
9DVN OHU PDNDV 9DV ODU V LVVRUV

P

5 //

%&�����
. UH o UREH SRL H

P

LYUL KDUS

%&��������%&�����
9DVN OHU PDNDVODU 9DV ODU V LVVRUV

dRN KDVVDV 9HU HOL D H

P

%&�����
UDL K

%&�����

1 /25

%&�����
UD PDNDV UD V LVVRUV

P

Damar ve Sinir Cerrahi Makasları
LVVRUV IRU 9DV ODU D 1H UR U HU %&
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Çocuklar için/For children
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Böbrek Taşı Pensleri
Kidney Stone Forceps
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5 1
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Çok hassas mode
Extremely delicate patterns

%(�����

%(�����

Böbrek Taşı Pensleri
Kidney Stone Forceps *8
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6 7 206
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to heart of life... 149

%(����� %(�����

2 .
%(��������%(�����

%(�����

2 .
%(���

2 .
%(�����

2 .
%(��������%(�����

9 2 1
%(��������%(�����

%(�����%(�����

%(����� %(�����
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3 1

%*�����
FP

.5 1 1

%*�����
FP

3 1
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FP
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%*��������%*�����
3 1

%*��������%
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FP
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FP
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HPR LN 3H H

HPR LF R FH
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to heart of life... 227
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FH PRGH H GH W SH
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FP
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FP
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FP
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FP
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3 1 5 //
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FP
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HPR W WLN 3H H

HPR W WLF R FHS %*
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hayatın kalbine...830

R EO F LR EO F L

1 1 .
%%��������%%�����

5 F LR N L

K RI EODG
FP

%%�����

%%�����

3 LR P N LI

K RI EODG
FP

%%�����

3KDOD DO N LI

K RI EODG
FP

1 1 .
%%�����

ODS N LI

K RI EODG
FP

%%�����

R R N LI

K RI EODG
FP

6 21
%%����� FP
%%����� FP
%%����� FP
%%����� FP

PS D LR N LI

%%�����

Amputasyon ve Rezeksiyon Bıçakları
PS D LR D G 5 F LR . L
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OH L
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/H I OD H
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P

9

O V V

D PL 9 O PH
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7/ 1

/H I OD H

P

9

D PL 9 O PH

PP

PP

D PL H 2 VL OH OH L

V PH V I D P D 3 V 0 HP

P D L N LIH

1
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Dil Basacakları
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R K RSH L DGM DEOH

5 86621 . 1
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Mühür/Kaşe Tarih Deney Sorumlusu Onaylayan

Person in charge of test Approval 

ZEYNEP ECE DOĞRU NALAN YORMAZ

Tel : +90 362 266 82 42 Web:www.samlab.com.tr e-mail: info@samlab.com.tr

Bu rapor, laboratuvarın yazılı izni olmadan kısmen kopyalanıp çoğaltılamaz. İmzasız sertifikalar geçersizdir. 

Testing reports without signature are not valid

Müşterinin adı/adresi : ASEL TIBBİ ALETLER A.Ş./ ASEL MEDICAL 

EQUIPMENT CO. INC. /  Köprübaşı Mah. Selanik Cad. 

No:255/1 Tekkeköy/SAMSUNCustomer Name/address

SAMSUN 

AKREDİTE ULUSLARARASI METAL 

METROLOJİ VE KALİBRASYON 

LABORATUVARI İŞLETMECİLİĞİ A.Ş.

Şabanoğlu OSB Mah. Vali M. Erdoğan Cebeci Bulvarı No:49/Z1 

Tekkeköy/SAMSUN 
   

Deney Raporu
Test Report

SAMLAB

DS20117

02- 20

Numunenin kabul tarihi :
7.02.2020

The date of receipt of test item 

İstek Numarası :
TN20056

Order No.

Numunenin adı ve tarifi :
Aseltech Makas/ Scissors

Name and identity of test item

Deneyin adı :
Korozyon Deneyi/ Corrosion Test

Test name

Açıklamalar
: Sonuçlar sadece gönderilen numuneye aittir. Numuneler 

laboratuvarda teslim alınmıştır. (Results belong to the 

sample supplied by customer. Samples are received in 

laboratory.)
Remarks

This report shall not be reproduced other than in full except with the permission of the laboratory.

Deney ve /veya ölçüm sonuçları, genişletilmiş ölçüm belirsizlikleri ( olması halinde ) ve deney metotları 

bu sertifikanın tamamlayıcı kısmı olan takip eden sayfalarda verilmiştir.

The test and/or measurement results, the uncertainties ( if applicable ) with confidence probability and test 

methods are given on the following pages which are part of this report.

Seal Date

7.02.2020

Raporun Sayfa Sayısı :
2

Number of pages of the Report

Deneyin yapıldığı tarih :
7.02.2020

Date of Test



SAMLAB

DS20117

02-20

TS 5172 EN ISO 

13402

STANDART/ 

STANDARD

SAMSUN 

AKREDİTE ULUSLARARASI METAL METROLOJİ 

VE KALİBRASYON LABORATUVARI 

İŞLETMECİLİĞİ A.Ş.

Sayfa 2/Toplam 2

Page 2 of 2

DENEY SONUÇLARI / TEST RESULTS

NUMUNENİN ADI/ 

NAME OF TEST 

ITEM

SICAKLIK-NEM/ 

TEMPERATURE - 

HUMIDITY

DENEYİN YAPILDIĞI YER/ 

TEST PLACE

Aseltech Makas/ 

Scissors
22.7 C / 46 %RH SAMLAB

Laboratuvarımıza gelen "Aseltech Makas" malzemesinin TS 5172 EN ISO 13402 ( Cerrahi ve diş 

hekimliğinde kullanılan el aletleri-Otoklavlamaya, korozyona ve ısıya karşı direnç tayini) standartına 

göre korozyon testi yapılmıştır. 

Corrosion test was carried out on "Aseltech Scissors" material according to TS 5172 EN ISO 13402 

(Surgical and dental hand instruments- Determination of resistance against autoclaving corrosion and 

thermal exposure) standard.

TS 5172 EN ISO 13402 standartına göre hazırlanmış olan korozyon çözeltisinde (bakır sülfat çözeltisi) 

test sonucunda numune üzerinde matlaşma, bakır birikintisi görülmemiştir. 

Corrosion solution (copper sulfate solution) was prepared according to TS 5172 EN ISO 13402 

standard. Dulling and copper residue were not observed.

Olumlu/ Positive

Deney Metodu/ Test Method

Sonuçlar/ Results

Değerlendirme/ Consideration 



Mühür/Kaşe Tarih Deney Sorumlusu Onaylayan

Person in charge of test Approval 

ZEYNEP ECE DOĞRU NALAN YORMAZ

Tel : +90 362 266 82 42 Web:www.samlab.com.tr e-mail: info@samlab.com.tr

Bu rapor, laboratuvarın yazılı izni olmadan kısmen kopyalanıp çoğaltılamaz. İmzasız sertifikalar geçersizdir. 

Testing reports without signature are not valid

Raporun Sayfa Sayısı :
2

Number of pages of the Report

Deneyin yapıldığı tarih :
7.02.2020

Date of Test

This report shall not be reproduced other than in full except with the permission of the laboratory.

Deney ve /veya ölçüm sonuçları, genişletilmiş ölçüm belirsizlikleri ( olması halinde ) ve deney metotları 

bu sertifikanın tamamlayıcı kısmı olan takip eden sayfalarda verilmiştir.

The test and/or measurement results, the uncertainties ( if applicable ) with confidence probability and test 

methods are given on the following pages which are part of this report.

Seal Date

7.02.2020

Açıklamalar
: Sonuçlar sadece gönderilen numuneye aittir. Numuneler 

laboratuvarda teslim alınmıştır. (Results belong to the 

sample supplied by customer. Samples are received in 

laboratory.)
Remarks

Deneyin adı :
Korozyon Deneyi/ Corrosion Test

Test name

Numunenin kabul tarihi :
7.02.2020

The date of receipt of test item 

İstek Numarası :
TN20056

Order No.

Numunenin adı ve tarifi :
Aseltech Portegü/ Needle Holder

Name and identity of test item

Müşterinin adı/adresi : ASEL TIBBİ ALETLER A.Ş./ ASEL MEDICAL 

EQUIPMENT CO. INC. /  Köprübaşı Mah. Selanik Cad. 

No:255/1 Tekkeköy/SAMSUNCustomer Name/address

SAMSUN 

AKREDİTE ULUSLARARASI METAL 

METROLOJİ VE KALİBRASYON 

LABORATUVARI İŞLETMECİLİĞİ A.Ş.

Şabanoğlu OSB Mah. Vali M. Erdoğan Cebeci Bulvarı No:49/Z1 

Tekkeköy/SAMSUN 
   

Deney Raporu
Test Report

SAMLAB

DS20118

02- 20



SAMLAB

DS20118

02-20

Laboratuvarımıza gelen "Aseltech Portegü" malzemesinin TS 5172 EN ISO 13402 ( Cerrahi ve diş 

hekimliğinde kullanılan el aletleri-Otoklavlamaya, korozyona ve ısıya karşı direnç tayini) standartına 

göre korozyon testi yapılmıştır. 

Corrosion test was carried out on "Aseltech Needle Holder" material according to TS 5172 EN ISO 

13402 (Surgical and dental hand instruments- Determination of resistance against autoclaving corrosion 

and thermal exposure) standard.

TS 5172 EN ISO 13402 standartına göre hazırlanmış olan korozyon çözeltisinde (bakır sülfat çözeltisi) 

test sonucunda numune üzerinde matlaşma, bakır birikintisi görülmemiştir. 

Corrosion solution (copper sulfate solution) was prepared according to TS 5172 EN ISO 13402 

standard. Dulling and copper residue were not observed.

Olumlu/ Positive

Deney Metodu/ Test Method

Sonuçlar/ Results

Değerlendirme/ Consideration 

TS 5172 EN ISO 

13402

STANDART/ 

STANDARD

SAMSUN 

AKREDİTE ULUSLARARASI METAL METROLOJİ 

VE KALİBRASYON LABORATUVARI 

İŞLETMECİLİĞİ A.Ş.

Sayfa 2/Toplam 2

Page 2 of 2

DENEY SONUÇLARI / TEST RESULTS

NUMUNENİN ADI/ 

NAME OF TEST 

ITEM

SICAKLIK-NEM/ 

TEMPERATURE - 

HUMIDITY

DENEYİN YAPILDIĞI YER/ 

TEST PLACE

Aseltech Portegü/ 

Needle Holder
22.7 C / 46 %RH SAMLAB
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Bu rapor, laboratuvarın yazılı izni olmadan kısmen kopyalanıp çoğaltılamaz. İmzasız sertifikalar geçersizdir. 

Testing reports without signature are not valid

Raporun Sayfa Sayısı :
2

Number of pages of the Report

Deneyin yapıldığı tarih :
7.02.2020

Date of Test

This report shall not be reproduced other than in full except with the permission of the laboratory.

Deney ve /veya ölçüm sonuçları, genişletilmiş ölçüm belirsizlikleri ( olması halinde ) ve deney metotları 

bu sertifikanın tamamlayıcı kısmı olan takip eden sayfalarda verilmiştir.

The test and/or measurement results, the uncertainties ( if applicable ) with confidence probability and test 

methods are given on the following pages which are part of this report.

Seal Date

7.02.2020

Açıklamalar
: Sonuçlar sadece gönderilen numuneye aittir. Numuneler 

laboratuvarda teslim alınmıştır. (Results belong to the 

sample supplied by customer. Samples are received in 

laboratory.)
Remarks

Deneyin adı :
Korozyon Deneyi/ Corrosion Test

Test name

Numunenin kabul tarihi :
7.02.2020

The date of receipt of test item 

İstek Numarası :
TN20056

Order No.

Numunenin adı ve tarifi :
Aseltech Penset/ Forceps

Name and identity of test item

Müşterinin adı/adresi : ASEL TIBBİ ALETLER A.Ş./ ASEL MEDICAL 

EQUIPMENT CO. INC. /  Köprübaşı Mah. Selanik Cad. 

No:255/1 Tekkeköy/SAMSUNCustomer Name/address

SAMSUN 

AKREDİTE ULUSLARARASI METAL 

METROLOJİ VE KALİBRASYON 

LABORATUVARI İŞLETMECİLİĞİ A.Ş.

Şabanoğlu OSB Mah. Vali M. Erdoğan Cebeci Bulvarı No:49/Z1 

Tekkeköy/SAMSUN 
   

Deney Raporu
Test Report

SAMLAB
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SAMLAB

DS20119

02-20

Laboratuvarımıza gelen "Aseltech Penset" malzemesinin TS 5172 EN ISO 13402 ( Cerrahi ve diş 

hekimliğinde kullanılan el aletleri-Otoklavlamaya, korozyona ve ısıya karşı direnç tayini) standartına 

göre korozyon testi yapılmıştır. 

Corrosion test was carried out on "Aseltech Forceps" material according to TS 5172 EN ISO 13402 

(Surgical and dental hand instruments- Determination of resistance against autoclaving corrosion and 

thermal exposure) standard.

TS 5172 EN ISO 13402 standartına göre hazırlanmış olan korozyon çözeltisinde (bakır sülfat çözeltisi) 

test sonucunda numune üzerinde matlaşma, bakır birikintisi görülmemiştir. 

Corrosion solution (copper sulfate solution) was prepared according to TS 5172 EN ISO 13402 

standard. Dulling and copper residue were not observed.

Olumlu/ Positive

Deney Metodu/ Test Method

Sonuçlar/ Results

Değerlendirme/ Consideration 

TS 5172 EN ISO 

13402

STANDART/ 

STANDARD
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VE KALİBRASYON LABORATUVARI 
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DENEY SONUÇLARI / TEST RESULTS

NUMUNENİN ADI/ 

NAME OF TEST 

ITEM

SICAKLIK-NEM/ 

TEMPERATURE - 

HUMIDITY

DENEYİN YAPILDIĞI YER/ 

TEST PLACE

Aseltech Penset/ 

Forceps
22.7 C / 46 %RH SAMLAB



 

 

CE 
DECLARATION OF CONFORMITY 

 

             Council Directive 93/42/ECC on Medical Devices;  

  
Name of Producer :     Asel Tıbbi Aletler Sanayi ve Ticaret Anonim Şirketi 
 
Address of Product Owner  :19 Mayıs Mahallesi 669.Cad. No:9B  
            Tekkeköy / SAMSUN - TURKEY 
    
Product Description:     Sterilization Container Systems, Surgical Instruments (Class I) 

  
Brand  :       ASELTECH 

 

 

Dircetive                 
Council Directive 93/42/ECC on Medical Devices 

 
Product classification is based on Annex VII of 93/42 ECC Directive 

 

Medical devices which are not in contact directly with tissue and body fluids are decided according to 

Regulation I of Annex IX. 

 

Standards: DIN, EN, TS, ISO 9001:2015, ISO 13485:2016 

 

Herewith as “Asel Tıbbi Aletler Sanayi ve ticaret Anonim Şirketi” declare that the products above 

mentioned are manufactured in accordance with the EC Medical Devices Directives 93/42 ECC. 

 

Product Models: 

 

 

Pattern Sub Pattern Name 

Speculums and Mouth Gags 
Ent- Eye-Vaginal-Rectal Speculums- Mouth Gags-Anuscopes-

Sphincteroscopes-Proctoscope- 

Needle and Wire Holders Standard Needle Holder-Micro Needle Holder-Wire Holders 

Forceps 

Heamostatic-Artery-Dissection-Vessel-Sponge-Tissue Forceps, 

Intestinal Forceps, Bone Forceps, Rongeur Forceps, Ear Forceps, 

Biopsy Forceps, Hysterectomy Forceps, Towel Forceps Bronchus 

Forceps,Vascular Forceps, Grasping Forceps, Tendon 

Forceps,Dressing Forceps,Rectum Forceps,Haemorrhoidal Forceps, 

Gall Stone Forceps, Kidney Forceps,Uterine Forceps, Polypus and 

Ovum Forceps,Anastomosis Forceps 

Forceps, Tissue Forceps Tissue-Dissecting-Eye-Micro-Suture-Bipolar-Atraumatic Forceps 



Scissors 

Surgical-Dissecting-Vessel-Micro-Wire-Bandage-Bone-Tissue-

Nasal-Ear-Gynaecology-Cartilage-Ligature-Tonsil-Rectal-Plate-

Plaster-Eye-Rib-Vascular Scissors 

Curettes 
Bone-Uterine-Placenta-Ovum-Biopsy-Ent-Eye-Nasal-Gall Stone-

Vacum Curettes 

Bone Cutters Osteotomes-Chisels-Gouges-Trepans 

Perforators Hand Drills and Twist Drills 

General Orthopedical Surgical Inst. Screw Drivers-Wire Traction Bows-Tendon Stripper-Wire Pliers 

Elevators Bone and Ent Elevators 

Retractors 

Skin-Abdominal-Thorax-Sternum-Atrium-Vein-Nerve-Vessel-

Hooks-Dura-Wound-Trachea-Knee-Spatulas-Deep Surgery-Pelvis-

Self Retaining-Laminectomy-Cervical-Lumbar-Micro-Bladder-

Rectal-Root-Plaster Retractors 

Dilators 
Probes-Directors-Sond-Applicators-Uterine-Genito-Urinary-Vessel-

Trocars-Biopsy Needles- Gall Duct-Tracheal Dilators 

Mallets All Surgical Mallets 

Knives and Handles 

Surgery Knives-Scalpel Handles-Brain Knives-Autopsy Knives-

Fistula Knives-Cone Knives-Throat Knives-Cartilage Knives-

Amputation and Resection Knives-Tonsil Knives-Trigeminal-Dura-

Dermal Knives- Skin Grafting Knives-Dermatomes 

Rongeurs  / Punches 

Kerrison Punches-Aorta Punches-Bone Punches-Ent Punches-

Cervical Punches- Neurosurgical Punches-Disc Punches-Bone 

Rongeurs-Ent Rongeurs -Cervical Rongeurs - Neurosurgical 

Rongeurs -Disc Rongeurs 

Electro Surgical Instruments Cold Light Source, Bipolar Forceps 

Raspatory Rib-Bone-Anatomy-Autopsy-Ent- Orthopedic Rasps 

Reamers and Tampers Bone Reamers and Tampers 

Bone Files Bone Fand Ent Files 

Osteotome / Chisels / Gouges Bone Osteotom, Chisels and Gouges 

Suction Cannula 
Standard-Rectal-Ventriculopuncture Cannula-Coagulation-Irrigation-

Nasal-Tonsil-Ear-Lateral Cannula and Suction Cannula 

Wire saw and Wire Handle Wire saw and Wire Handle 

Clips / Clamps 
Vessel Clips-Micro Clips-Approximators-Vascular Clips-Bulldog 

Clamps 

Head Traction Instruments. Skull Clamps 

Surgical motors Surgical motors 

Anatomy, Amputation and Autopsy 

Instruments. 
Scissors-Forceps-Kinives-Elevators-Osteotomes  

Myoma Instruments. Knives-Reamers 

Dermatology Instruments. Dermatomes- Dermal Knives- Skin Grafting Knives 

Sterilization Containers Stainless steel and aluminum model sterilization containers 

Wire and Plate Baskets Wire and plate baskets for washing and washing of instruments 

Labels with Indicator Sterilization Containers Labels with Indicator 

Security Sears Sterilization Containers Security Sears 

Silicone Mats Silicone Mats for Sterilization Containers 

Stainless Steel Bowls and Trays 
Stainless Steel Bowls- Stainless Steel Sterilization Trammels- 

Stainless Steel Storage Containers- Kidney Tray 

Holder and Seperator Accessories Holder and Seperator Accessories for Sterilization Containers 

       

        Samsun 15.10.2018 
 

Quality System Manager              General Manager 

      Nurhayat POLAT               Hakan GÜNSELİ 
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        Samsun 15.10.2018 
 

Quality System Manager              General Manager 

      Nurhayat POLAT               Hakan GÜNSELİ 

                                              



 

 

Date: 21.08.2019 

MANUFACTURERS’ DECLARATION 

Manufacturer: Asel Tıbbi Aletler San. Tic. A.Ş. 

Product: Re-usable Surgical Instruments 

We declare under our sole responsibility that the medical device of class I, to which this 

declaration relates are in conformity with the provisions of the Council Directive 93/42/EEC 

(2007/47/EC). Each kind of medical device to which the Full Quality Assurance Procedures 

have been applied complies device to which the Full Quality Assurance Procedures have 

been applied complies with the applicable provisions of the essential principles, the 

classification rules, at each stage, from the design of the device until its final inspection 

before being supplied. The medical devices are in conformity with the essential 

requirements of Annex I of the EEC directive. The conformity assessment procedure was 

performed according to Annex VII of the EEC directive. 

Standards and Directives Applied: 

93 /42/EC EN ISO 13485:2016 IEC 62366-1:2015 EN ISO 11607-2:2019 

EN ISO 15223-1:2016 EN ISO 14971:2012 EN ISO 11607-1:2019 EN 1041+A1:2013 

ISO 00780-2015 ISO 07151-1998 ISO 07153-1-2016 ISO 07740-1985 

ISO 07741-1986 ISO 10993-1-2018 ISO 13402-1995 DIN 58298 

MEDDEV 2.7.1 MEDDEV 2.12-1 MEDDEV 2.12-2 EN 868-8:2009 

ISO 11737-2:2009 EN 285:2015 EN ISO 17664:2017 EN ISO 17665-1:2006 

ISO 17665-1:2006 ISO 18472:2018 EN ISO 11140-1:2014  

 

 
Hakan Günseli – General Manager 
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