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Figure 1. Faeces Container 15ml Individually Packaged

GENERAL FEATURES / GENEL OZELLIKLER

MATERIAL / MATERYAL

Body Material / Kullanilan Gévde Hammaddesi Polypropylene / Polipropilen

Cap Material / Kullanilan Kapak Hammaddesi Polyethylene / Polietilen

COLOR / RENK

Container Body / Uriin Gévdesi Transparent / Seffaf

Cap Color / Uriin Kapaklari Red (Optional) / Kirmizi (Opsiyonel)

Product contains no metal / Uriin Metal icermez Product contains no latex / Uriin Lateks icermez

STERILIZATION / STERILIZASYON
Sterile
CE MARKING / CE ISARETI

This product is not classified as a medical device under EU Directive 93/42/EEC dated
June 14, 1993; therefore, CE marking is not required. / Urtin, 14 Haziran 1993 tarihli
93/42/EEC sayili AB direktifine gére bir tibbi cihaz olmadigi icin CE Isareti gerekli degildir.

STANDARDS / STANDARTLAR

| Certified in accordance with IsO 9001:2015 / M Certified in accordance with 1SO 13485:2016 /
Uluslararasi Standardizasyon Orgiitii'ne Uluslararasi Standardizasyon Orgiitii'ne
uygun olarak sertifikalandirilmistir: ISO 9001 : uygunluk sertifikali: ISO 13485 : 2016

2015
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STORAGE CONDITIONS / SAKLAMA KOSULLARI

The product should be stored in closed packaging, in a dry, odor-free environment, and away from direct sunlight. /
Uriinler kapali, nemsiz, kokusuz, direkt giinese maruz birakilmadan depolanmalidir.

PRODUCT IDENTIFICATION / URUN KODLARI

Reference Number / Referans Numarasi BPGKO0005

Regulation / Regiilasyon IVDR 2017/746
Classification / Sinif Class A/ Sinif A

GS1-EAN 8684341089096

Basic UDI-DI 8684341089BPGK00005B)
UDI-DI 08684341089096
Customs Code (GTIP) 392310900000

PRODUCT FEATURES / URUN OZELLIKLERI

Product Capacity / Uriin Kapasitesi 15 ml

Usable Capacity / Kullanilabilir Kapasite 13-14 ml

Dimensions (Top @ x Bottom @ x Height) / Uriin Olgiileri (Ust Cap x 31 mm x 28 mm x 52 mm

Alt Cap x Yiikseklik) Top Diameter (opening) / Ust cap (adiz): 31 mm
Bottom Diameter (base) /Alt cap (taban): 28 mm
Height / Yiikseklik: 52 mm

Product Weight (Empty) / Uriin Adirligi (Bos) 5.8-6.5¢g

Wall Thickness / Uriin Kalinligii 0.5—0.7 mm (gévde kismi)

Graduation Markings / Derecelendirme Evet

Lot Number / Lot Numarasi Evet

Country of Origin / Mensei Turkiye

CARTON SPECIFICATIONS / KOLI OZELLIKLERT

Units per Carton / Koli Ici Adet 500
Carton Dimensions / Koli Ol¢iileri 450x450x460 mm
Carton Weight / Koli Agirligi 9.3 kg
LABELING / ETIKET PRODUCT / URUN CARTON / KOLI
Manufacturer’s Name and Address / Ureticinin Adi ve X
Adresi
Country of Manufacturer / Uretici Ulke X
Product Reference Number / Uriin Referans Numarasi X
Product Description / Uriin Aciklamasi X

LOT Number / LOT Numarasi X
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Barcode / Barkod X
Product Capacity / Uriin Kapasitesi X
Instructions for Use / Kullanim Talimati X
Expiry Date / Son Kullanma Tarihi X
Sterilization Symbol / Steril Sembolii X
CE Marking / CE Sembolii X
MDR/IVDR Regulatory Compliance / MDR/ [VDR X

BOX LABEL / KOLI ETIKETI

ISO e g+903123952396

9001 www.moslab.com

5wum © info@moslab.com

UPETIM NO:
2503011

Sekil 2. Koli Etiketi

GAITA KABI 15 ML — KULLANIM TALIMATLARI

e Used for the collection, transportation, and laboratory analysis of fecal specimens. / Fetal
orneklerin alinmasi, tasinmasi ve laboratuvar ortaminda analiz edilmesi igin kullaniimaktadir.

e Must not be affected by formaldehyde solution. / Formaldehit ¢ozeltisinden zarar
gérmemelidir.

e The product must be free from cracks and fractures. / Uriin iizerinde catlak kirtk olmamalidir.

e Must be used with protective gloves. / Koruyucu eldiven ile kullanilmalidir.

e Keep away from open flames. / Uriin, alev yakinina konulmamalidir.

e Do not use the product for any unintended or inappropriate purposes. Use only with
compatible accessories. / Uriin, uygunsuz sayilabilecek baska bir kullanim icin

kullanilmamahidir. Uriin yalnizca uygun aksesuarlarla kullaniimalidir.
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Do not use expired, damaged, or previously opened products. / Son kullanma tarihi gecmis,
hasarli veya ambalaji acilmis riinleri kullanmayiniz.

Keep out of reach of children. / Cocuklarin erisemeyecedi yerlerde muhafaza ediniz.

Store in a dry place, away from heat sources and direct sunlight. / Isi kaynaklarindan ve
dogrudan giines isigindan uzakta, kuru bir yerde saklaniimalidir.

Must be resistant to acidic and basic solutions and commonly used medical and laboratory
chemicals. / Asidik ve bazik ¢ézeltilere karsi direngli; medikal ve laboratuvar ortaminda yaygin
olarak kullanilan kimyasallara karsi dayanikli olmalidir.

Must have a capacity of 15 mL. /15 m/ hacimde olmalidir.

Dispose of as biohazardous waste in accordance with applicable regulations. / Uriin,
ylrtrliikteki mevzuata uygun olarak biyolojik olarak tehlikeli atik konteynerine atilmalidir.
Before use with certain substances, check the material resistance/compatibility chart. /
Uriinii belirli maddelerle kullanmadan énce malzeme direnci/uyumluluk tablosu kontrol
edilmelidir.

This is a single-use product. Reuse will compromise its performance and features. / Uriin tek
kullanimhiktir. Uriiniin yeniden kullaniimasi tiim performans ve ézelliklerin kaybolmasina
neden olacaktir.

Any serious incident related to this product must be reported to the manufacturer and the
Competent Authority of the Member State in which it occurred. / Uriinle ilgili olarak
meydana gelen herhangi bir ciddi olay, imalat¢iya ve bu durumun gergeklestigi Devletin Yetkili

Otoritesine bildirilmelidir.
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