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BIYOUYUMLULUK TESTLERI BASVURU FORMU / BIOCOMPATIBILITY TESTS APPLICATION FORM

DIKKAT: Liitfen bu formu imza ve kaseli olarak génderiniz.

FIRMA BILGILERI/ COMPANY INFORMATION

Tarih / Date:

Firma Adi / Company Name:

Irtibat Kurulacak Kisinin Adi / Name of the Person to contact:
Firma Adresi / Company Address:

Telefon No / Faks No / Telephone No/ Fax No:

E-posta / E mail:

Vergi Dairesi / Vergi No / Tax Office / Tax No:

AKREDITASYON BILGILERi/ ACCREDITATION INFORMATION

IAS I:I
NAC I:I

NUMUNE BILGILERI/ SPECIMEN INFORMATION:

Numune Adi / Specimen Name:
Numune Agirligi / Numune Yuzey Alani / Specimen Weight/ Specimen Surface Area:

Numunenin Kullanim Alani / Usage Area of the Specimen:
Numune Lot No / Seri No / Uretim Kodu/Specimen Lot No/Serial No/Production Code:
Gonderilen Numune Sayisi / Number of Specimen Sent:

RAPOR/REPORT :

LI Turkge / Turkish | ingilizce | English(Numune bilgilerine numunenin ingilizce adini da yaziniz |
Write the English name of the sample on the sample information.)

L1 Elden teslim/ Deliver by hand L1 Kargo ile teslim/ Deliver by Cargo

**ingilizce talep edilen her bir rapor icin ekstra 500 TL 6denecektir/ (An extra 500TL will be paid for each report in english)

Rapor Gonderme Adresi (Farkli ise yaziniz) | Report sending address (write if different):
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BIYOUYUMLULUK TESTLERI BASVURU FORMU / BIOCOMPATIBILITY TESTS APPLICATION FORM

DIKKAT: Liitfen bu formu imza ve kaseli olarak génderiniz.

NUMUNE BILGILERI/SPECIMEN INFORMATION:

Numune Adi/ Specimen Name:

Numune Lot Numarasi / Lot Number of Specimen:

Numune Parti Numarasi / Specimen Party Number:

Uretim ve Son Kullanma Tarihi / Production and Expiry Date:

Gonderilen Numune Miktar (TECHNICAL tarafindan belirlenen miktari yaziniz) / Specimen Amount Sent(Write the amount
determined by TECHNICAL):

Fiziksel tanim / Physical description:

O Sivi/ Liquid

[ Kati / Solid

[J < 0,5 mm kalinlk (6r: film, tabaka,boru cidari) / 0.5 mm thickness (e.g. film, sheet, pipe wall)

[J 0,5-1,0 mm kalinlik (6r: boru cidari, plaka,kiigiik kapl malzeme) / 0.5-1.0 mm thickness (e.g. pipe wall, plate,

small covered material),

[0 >1,0 mm kalinlik (6r: daha genis kapl malzeme, elastometrik kaplar)/ > 1,0 mm thickness (e.g. wider covered material,
elastometric cups)

[ diizensiz sekilli sert cihazlar (or: toz, pellet, kopiik, emici olmayan kalipli malzeme)/ irregularly shaped rigid devices
(e.g. powder, pellet, foam, non-absorbent molded material)

[ diizensiz sekilli gozenekli cihazlar / diisiik yogunluklu malzeme (6r: membranlar, tekstiller)

[ irregularly shape porous devices / low density material (e.g. membranes, textiles)

1 Diger / Other:

Saklama Kosullari/ | Kontrole Tabi Tehlikeli Durumu/ Dangerous Numunelerin imhasi/ Destruction
Storage conditions: | Kimyasal Madde / situation: (MSDS'ini ekleyiniz. of Specimen: (Aksi
Chemical Substance Bertaraf icin ek icret talep edilebilir) | belirtiimedikge numuneler
[0 20 - 25°C Include to Control: / (Add your MSDS. Additional fees may | rapordan 10 giin sonra imha
0 2-8°C be charged for disposal) edilecektir) (Unless otherwise
- I Hayir / No stated, samples will be destroyed
-16) - (-24)°C
(-16) — (-24) 0 Evet/ Yes O] Hayir / No 10 da)fs after the repor)
o [J Gonderene lade/ Return to
CIRiskii/ Risky Sender (Ucrete Tabi)/ (include to a
Agiklama/ Explanation: | [ Reaktif / Reagent fee)
[ Biyolojik tehlike / Biohazard O Evsel Atik / household waste
O Zehirli / Toxic [ Tehlikeli Atik / dangerous
1 Diger / Other waste

(Ucrete Tabi) (include to a fee)

Numunenin Test Edilecek Pargalarini Listeleyiniz:
List the Parts of the Specimen to be Tested:

Numunenin Test Edilmeyecek Pargalarini Listeleyiniz:
List the Parts of the Specimen That Will Not Be Tested:

Numune’nin Nihai Kullanim Amaci / Uygulamasi:
Specimen's Final Use Purpose / Application:

Numune Kesilebilir mi? / Can the specimen be cut? | [J Evet/ Yes O Hayir/No

Sterilite Durumu / Sterility Status O Non-Steril/Non sterile O Steril/Sterile

(Lutfen yontemi belirtiniz) (Please specify the method) (Sterilizasyon iglemi
ticrete tabidir.) (Sterilization process is include to a fee)
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BIYOUYUMLULUK TESTLERi BASVURU FORMU / BIOCOMPATIBILITY TESTS APPLICATION FORM
DIKKAT: Liitfen bu formu imza ve kaseli olarak génderiniz.

TALEP EDILEN BiYOUYUMLULUK TEST BILGILERI / REQUESTED BIOCOMPATIBILITY TEST INFORMATION:

Test Adi/ Test Name Test Standart No / Test Standard No
O Dermal irritasyon & Dermal Irritation 1SO 10993-10
O intradermal irritasyon & Intradermal Irritation ISO 10993-10
O Okiiler irritasyon & Ocular Irritation 1SO 10993-10
O Vajinal irritasyon & Vaginal Irritation 1SO 10993-10
O Penil irritasyon & Penile Irritation ISO 10993-10
O oOral irritasyon (Hamster Chek Pouch) & Oral Irritation I1SO 10993-10
O Rektal irritasyon & Rectal Irritation 1SO 10993-10
[ Sensitizasyon & Sensitization 1SO 10993-10
[ sitotoksisit & Cytotoxicity 1ISO 10993-5
[J Akut Sistemik Toksisite & Acute Systemic Toxicity I1SO 10993-11
[ Subakut Sistemik Toksisite & Subacute Systemic Toxicity 1SO 10993-11
[ Subkronik Sistemik Toksisite & Subchronic Systemic Toxicity I1SO 10993-11
I Kronik Sistemik Toksisite & Chronic Systemic Toxicity ISO 10993-11
O Kas i¢i implantasyon & Intramuscular Implantation 1SO 10993-6
O Kemik i¢i implantasyon & Intra-Bone Implantation 1SO 10993-6
O Derialti implantasyon & Subcutaneous Implantation 1SO 10993-6
[J Hemolitik Etki & Hemolytic Effect 1SO 10993-4
[ Pirojenite & Pyrogenicity EU Farmakopesi 9.0 2.6.8
[0 Genotoksisite OECD 487 & Genotoxicity OECD 487 OECD 487
[0 Genotoksisite OECD 471 & Genotoxicity OECD 471 OECD 471
Miisteri | Customer

(Ad Soyad / Unvan / imza / Tarih) / (Name Surname / Title / Signature / Date)



