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SECTION / BOLUM | MANUFACTURER DETAILS / URETICI FIRMA BILGILERI
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FIRMA ADI/COMPANY NAME: MEDIKAL OLUSUM SANAYI ve TIC.LTD. STI.

ADRES/ADDRESS : DAGYAKA MAH. 2038 CAD. NO: 4 /20 iC KAPI NO: 2
KAHRAMANKAZAN/ ANKARA

SEHIR/CITY : ANKARA
ULKE/COUNTRY : TURKIYE
TELEFON/PHONE : +90 312 395 23 96

E-MAIL : info@moslab.com
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GENEL OZELLIKLER/GENERAL FEATURES

MATERYAL/MATERIAL

Kullanilan Gévde Hammaddesi/Raw Material Used for Body Polipropilen/Polypropylene
Kullanilan Kapak Hammaddesi/Raw Material Used for Cover Polietilen/Polyethylene

RENK/COLOUR

Uriin Gévdesi/Product Bodly Seffaf/Transparent

Uriin Kapaklar/Product Covers Kirmizi (Opsiyonel)/Red(Optional)

Uriin Metal icermez/Product does not contain Metal Uriin Lateks icermez/Product does not contain Latex

STERILIZASYON/STERILIZATION
Steril dedil/Nonsterile

CE ISARETi/CE MARKING

UrUn_, 14 Haziran 1993 tarihli 93/42/EEC sayili AB direktifine gore bir tibbi cihaz olmadigi
icin CE Isareti gerekli dedildir.

CE Marking is not required as the product is not a medical device according
to EU directive 93/42/EEC dated 14 June 1993.

STANDARTLAR/ STANDARDS

M Uluslararasi Standardizasyon Orgiitii'ne 4] Uluslararasi Standardizasyon Orgiitii'ne
uygun olarak sertifikalandirilmigtir: ISO 9001 : uygunluk sertifikali: ISO 13485 : 2016/
2015/Certified in accordance with the Certified in accordance with the International
International Organization for Organization for Standardization: ISO 13485 :
Standardization: ISO 9001 : 2015 2016

SAKLAMA KOSULLARI/STORAGE CONDITIONS

Depolama Kosullari/Storage Conditions Uriinler kapali, nemsiz, kokusuz, direkt giinese maruz
birakilmadan depolanmalidir. /Products should be stored in
a closed, moisture-free, odorless place, and away from

direct sunlight.
URUN KODLARI/ PRODUCT CODES
Referans Numarasi/Reference Number BPSP00034
Regulasyon/Regulation IVDR 2017/746
Sinif/Class Sinif A/Class A
GS1-EAN 8683052629942
Basic UDI-DI 8683052629BPSP00034HU

UDI-DI 08683052629942
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URUN OZELLIKLERI - NUMUNE KABI 60 ML/ PRODUCT
FEATURES — SPECIMEN CONTAINER 60 L

Uriin Kapasitesi/Product Capacity
Kullanilabilir Kapasite/Available Capacity

Uriin Olgtileri (Ust Cap x Alt Cap x Yiikseklik) /Product Dimensions

(Top Diameter x Bottom Diameter x Height)
Uriin Agirhigr (Bos) /Product Weight(Empty)
Uriin Kalinhg1/ Product Thickness
Derecelendirme/Scaling

Lot Numarasi/Lot Number

Mensei/Country of Origin
KOLI OZELLIKLERI/CARTON FEATURES

Koli ici Adet/Units per Package
Koli Ol¢iileri/Box Dimensions

Koli Agirhigi/Box Weight

ETIKET/LABEL

Ureticinin Adi ve Adresi/Name and address of
Manufacturer

Uretici Ulke/Country of Manufacturer
Uriin Referans Numarasi/Product Reference Number
Uriin Agiklamasi/Product Description
LOT Numarasi/LOT Number
Barkod/Barcode

Uriin Kapasitesi/Product Capacity
Kullanim Talimati//nstruction Manuel

Son Kullanma Tarihi/Expiration Date

Steril Sembolii/Sterile Symbol

CE Sembolti/CE Symbol

MDR/ IVDR

60 ml
50 ml

52 mm x 38 mm x 62 mm

8g

1.2 mm

Evet/Yes

Evet/Yes

Tirkiye

1000 adet/1000 units

600 x 400 x 350 mm

10Kg

URUN/PRODUCT KoLi/BOX

X X
X X
X X
X X
X X
X X
X X
X X
X X
X X
X X
X X
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SECTION / BOLUM LABELING AND INSTRUCTIONS FOR USE /
ETIKETLEME VE KULLANIM TALIMATLARI
SECTION NO 4
/ BOLUM NO
YAYIN TARIHI REV. NO REV. TARIHI SAYFA NO
24/05/2023 01 04/11/2024 1/1
LABELING / ETIKETLEME
ISO 8+90312 395 23 96
LA B 9001 c € www.moslab.com
m m m a"Au" lVD e info@moslab.com
Ve TiC. LTD. §Ti. ASSURANCE
JRUN ADI:
110425 (“_"] 11/04/2025 o 11/04/2029
¥OoLi ADET: —_—
500 ADET |REF| BPSP00034
e JAT
ot i ()| PP.NATUREL |8 683052 629942

Sekil 1. Koli Etiketi
NUMUNE ALMA KABI 60 ML KULLANIM TALIMATI/SPECIMEN CONTAINER 60 ML
INSTRUCTION MANUEL

> Intended Use / Amac: For the collection, transport, and in-laboratory analysis of specimens,
including those preserved in formaldehyde solutions. / Numune toplama, tasima ve
laboratuvar ortaminda analiz i¢in kullanilir; formaldehit iceren ¢ézeltilerle uyumludur.

» Chemical Compatibility / Kimyasal Uyumluluk: Compatible with and resistant to
formaldehyde solutions; also resistant to acidic and alkaline solutions and common
laboratory chemicals. / Formaldehit cézeltileriyle uyumludur ve bu cézeltilere karsi direnclidir;
ayrica asidik ve bazik ¢ozeltilere ve yaygin laboratuvar kimyasallarina karsi dayaniklidir.

> Physical Integrity / Fiziksel Biitiinliik: Inspect for cracks, chips, or other damage before use;
do not use if compromised; keep away from open flames and heat sources. / Kullanimdan
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once catlak, kirik veya baska bir hasar kontrolii yapiniz; hasarli ise kullanmayiniz, alev ve isi
kaynaklarindan uzak tutunuz.

> Personal Protective Equipment / Kisisel Koruyucu Donanim: Always handle with appropriate
protective gloves. / Her zaman uygun koruyucu eldiven ile kullaniimalidir.

> Single Use Only / Tek Kullanimlik Uriin: This container is single-use; reuse will compromise
performance and safety. / Uriin tek kullanimliktir; yeniden kullanimi performans ve giivenligi
olumsuz etkiler.

> Storage & Handling / Saklama ve Muhafaza: Store at +5 °C to +30 °C in a dry, odor-free area
away from direct sunlight; keep out of reach of children. / +5 °C to +30 °C arasinda, kuru,
kokusuz ve direkt giines isigindan uzakta saklayiniz; ¢ocuklarin erisemeyecedi yerde muhafaza
ediniz.

> Labelling & Traceability / Etiketleme ve izlenebilirlik: Ensure lot number and expiry date are
legible before use; after use, discard as biologically hazardous waste per regulations. /
Kullanimdan énce lot numarasi ve son kullanma tarihinin okunabilir oldugundan emin olunuz;
kullanim sonrasi yiiriirliikteki mevzuata uygun olarak biyolojik tehlikeli atik konteynerine
atiniz.

> Accessory Compatibility / Aksesuar Uyumlulugu: Use only with compatible accessories;
verify compatibility against material-resistance tables before combining with any reagents or
devices. / Yalnizca uyumlu aksesuarlarla kullaniimalidir; herhangi bir kimyasal veya cihazla
kullanmadan énce malzeme uyumlulugu tablolarini kontrol ediniz.
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/ BOLUM NO
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Mo&-LAB

Medikal Olusum San. Ve Tic. Ltd. $ti.

EC DECLARATION OF CONFORMITY

According Directive 98/79/EC on in vitro diagnostic medical devices, Annex Ill

Manufacturer: Medikal Olusum San. Ve Tic. Ltd. Sti.

Address: Dagyaka Mahallesi 2038. Cadde Selpa Sanayi Sitesi No:4 Blok: 20/2, 06980

Kahramankazan/Ankara/TURKEY

Products: Medical disinfectants, medical pathology kits and chemicals, auxiliary materials,
plastic and metal medical products

Classification: Other device (all devices except Annex Il and self-testing devices)

We herewith declare that the above mentioned product meets the provisions of the council
directive 98/79/EC for medical devices. All supporting documentation is retained under the
premises of the manufacturer.

Medikal Olusum San. Ve Tic. Ltd. $ti. considers following laws, rules and standards:
e Directive 98/79/EC
In-vitro-Diagnostic
e ENISO 14971
Medical devices — Application of risk management to medical devices
e DINEN ISO 13485

Quality systems — Medical devices — Particular requirements for the application of EN
1S09001

Date of issue: 10.01.2021

Expiration date: 10.01.2031

Berna Baghan

General Manager
"8 LAB

MEDIKAL OLUSUM SANAYI VE TiC. LTD. 9L
200 Na
Do Fax: (+90) 312 95 2387

8,
b
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SECTION / BOLUM APPLIED STANDARDS / UYGULANAN STANDARTLAR
SECTION NO 6

/ BOLUM NO

YAYIN TARIHi REV. NO REV. TARIHi SAYFA NO
24/05/2023 01 04/11/2024 1/1

APPLIED STANDARDS / UYGULANAN STANDARTLAR

The applied standards refer to the national and international regulations that guide the production
process, ensuring safety, reliability, and quality of the product. These standards are crucial for medical
devices and other related products, ensuring they are safe for use and meet the required
specifications. Examples of applied standards include ISO 9001:2015, which governs quality
management systems, and ISO 13485:2016, which specifically focuses on medical devices. CE
certification also serves as a mark of conformity with European safety and health requirements. /
Uygulanan standartlar, liretim siirecini yénlendiren, iiriiniin giivenligini, giivenilirligini ve kalitesini
garanti altina alan ulusal ve uluslararasi diizenlemelere atifta bulunur. Bu standartlar, tibbi cihazlar ve
diger ilgili tiriinler igin ¢ok 6nemlidir ve (riinlerin kullanima uygun oldugunu ve belirlenen
sartnamelere uygun oldugunu garanti eder. Uygulanan standartlara érnekler arasinda kalite yénetim
sistemlerini diizenleyen ISO 9001:2015 ve ézellikle tibbi cihazlara odaklanan 1SO 13485:2016 yer alir.
Ayrica, CE sertifikasi, Avrupa giivenlik ve saglik gerekliliklerine uygunluk géstergesidir.
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CERTIFICATE

MOE-LAB
MEDIKAL OLUSUM

SAN. VE TiC. LTD. STI.

DAGYAKA MAH. 2038 CAD, NO:472072
KAHRAMANKAZAN / ANKARA / TURKIYE

Has been assessed and found 1o comply with the reqiirements of
Denetlenmis ve agafedaki stondardin gerekiilitlerine uyguntudu govitlmdyitr.

ISO 9001:2015

The Quality Management System is applicable to
Kalite Yonetim Sisiemi:
DESIGN, PRODUCTION AND SALES OF PATHOLOGY, HISTOLOGY, MICROBIOLOGY,
BIOCHEMISTRY KITS AND CHEMICALS, DISINFECTANTS, PLASTIC AND METAL
MEDICAL PRODUCTS

PATOLOJL HISTOLOJI, MIKROBIYOLOJL, BIYOKIMYA KIT VE KIMYASALLARI,
DEZENFEKTANLAR, PLASTIK VE METAL MEDIKAL CRONLERIN TASARIMI,
ORETIMI VE SATISI

Certificate Namber: QMS007430 Imitial Certification Date: 17.04.2025
Belge Numarssi: QMS-007430 ik Belgelendirme Tarihi: 17042025

Certification Period: 3 Years Certifieate Validity Date: 16.04.2026
Belgelendirme Periyodu: 3 Yl Belge Gegerbilik Tarihi: 16042026
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CERTIFICATE

MOE LAB
MEDIKAL OLUSUM

SAN. VE TIiC. LTD. STi.

DAGYAKA MAIL 2038 CAD, NO: 4202
KAHRAMANKAZAN / ANKARA / TURKIYE
Has been assessed and found to comply with the requirements of
Denetlenmiy ve asafudakt standardm gerekdiliklerine uygunlugv gortimigsir;

ISO 13485:2016

Medical Devices-Quality Management System is applicable lo
Tebbi Cikazlar Kalite Yonetim Sistemi
DESIGN, PRODUCTION AND SALES OF PATHOLOGY, HISTOLOGY, MICROBIOLOGY,
BIOCHEMISTRY KITS AND CHEMICALS, DISINFECTANTS, PLASTIC AND METAL
MEDICAL PRODUCTS

PATOLOJI, HISTOLOJL, MIKROBIVOLOJL, BIVOKIMYA KIT VE KIMYASALLARL,
DEZENFEKTANLAR, PLASTIK VE METAL MEDIKAL URUNLERIN TASARIMI,
CRETIMI VE SATISI

Certificate Number: 2025MDOMS009%E  Tnitial Certification Date: 17.04.2025
Belge Numaras: 2025MDOMSDM96 ] I Belgelendirme Tarihi: 17042025

Cortification Period; 3 Years Certificate Validity Date: 16.04.2026
Belgclendirese Pertyodu: X Yl Belge Gegerflik Tarihi: 16042026
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SECTION / BOLUM SAFETY INFORMATION

SECTION NO 7

/ BOLUM NO

YAYIN TARIHi REV. NO REV. TARIHi SAYFA NO

24/05/2023 01 04/11/2024 1/1
SAFETY INFORMATION

The 60 mL specimen container is designed for single-use collection and transport of biological samples,
including those preserved in formaldehyde. It is non-sterile and must not contact body fluids other
than the intended specimen. Inspect for cracks or deformation before use; discard if damaged. The
leak-proof cap minimizes spillage. Handle with proper hand hygiene and protective gloves. The
container is non-flammable and chemically inert. / 60 mL numune kabi, formaldehit icerenler de dahil
olmak izere biyolojik 6rneklerin tek kullanimlik toplanmasi ve tasinmasi icin tasarlanmigtir. Uriin steril
degildir ve yalnizca amaglanan numuneyle temas etmelidir. Kullanimdan énce ¢atlak veya deformasyon
agisindan kontrol ediniz; hasarli ise atiniz. Sizdirmaz kapak, dékiilme riskini azaltir. Uygun el hijyeni ve
koruyucu eldiven ile kullaniniz. Uriin yanici dedildir ve kimyasal reaksiyona girmez.
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SECTION / BOLUM STORAGE AND DISPOSAL / DEPOLAMA VE BERTARAF
SECTION NO 8

/ BOLUM NO

YAYIN TARIHi REV. NO REV. TARIHi SAYFA NO
24/05/2023 01 04/11/2024 1/1

STORAGE AND DISPOSAL / DEPOLAMA VE BERTARAF

Store in original packaging at +5 °C to +30 °C, in a clean, dry place away from direct sunlight and dust.
Shelf life is 5 years from manufacture. After use, treat as biohazardous waste and dispose of per local
medical-waste regulations—do not discard with household refuse. / Uriinii orijinal ambalajinda, +5 °C
ila +30 °C arasinda, temiz, kuru, toz ve direkt giines i1sigindan uzak bir ortamda saklayiniz. Raf émrii
tretim tarihinden itibaren 5 yildir. Kullanim sonrasi biyolojik tehlike atigi olarak yerel tibbi atik
ybnetmeliklerine uygun sekilde bertaraf ediniz—evsel atikla atmayiniz.
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SECTION / BOLUM KULLANIM ALANLARI / AREAS OF USE
SECTION NO 9

/ BOLUM NO

YAYIN TARIHi REV. NO REV. TARIHi SAYFA NO
24/05/2023 01 04/11/2024 1/1

AREAS OF USE / KULLANIM ALANLARI

Used in hospitals, clinics, labs, and point-of-care settings for collection, transport, and short-term
storage of small-volume specimens (urine, CSF aliquots, cytology samples, etc.). Ideal for diagnostic,
screening, and research applications requiring precise low-volume handling. / Hastaneler, klinikler,
laboratuvarlar ve saha birimlerinde kiiciik hacimli (idrar, BOS alikitleri, sitoloji érnekleri vb.)
numunelerin toplanmasi, tasinmasi ve gegici saklanmasi icin kullanilir. Hassas diisiik hacimli islemler,

tani, tarama ve arastirma uygulamalari igin idealdir.
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SECTION / BOLUM ENVIRONMENTAL AND HEALTH EFFECTS / CEVRE VE
SAGLIK ETKILERI

SECTION NO 10

/BOLUM NO

YAYIN TARIHi REV. NO REV. TARIHi SAYFA NO

24/05/2023 01 04/11/2024 1/1

ENVIRONMENTAL AND HEALTH EFFECTS / CEVRE VE SAGLIK ETKILERI

Made from recyclable, medical-grade polypropylene without toxic additives. Non-sterile design avoids
contamination risk but should not contact open wounds. Proper disposal prevents environmental and
public-health hazards; recyclability supports waste-management efforts. / Zararli katki maddesi
icermeyen, geri déndiistiiriilebilir medikal sinif polipropilenden (iretilmistir. Steril olmamasi
kontaminasyon riskini azaltir ancak agik yarayla temas etmemelidir. Uygun bertaraf gcevre ve halk
sagligi risklerini 6nler; geri déniisiim atik yénetimine katki saglar.
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SECTION / BOLUM CONCLUSION AND SUMMARY / KAPANIS VE SONUC
SECTION NO 11

/ BOLUM NO

YAYIN TARIHi REV. NO REV. TARIHi SAYFA NO
24/05/2023 01 04/11/2024 1/1

CONCLUSION AND SUMMARY / KAPANIS VE SONUC

The 60 mL specimen container offers a safe, reliable, and cost-effective single-use solution for low-
volume sample handling in diverse healthcare and research environments. Its leak-proof design,
chemical resistance, and recyclable construction make it a practical choice for modern diagnostics. /
60 mL numune kabi, gesitli saglik ve arastirma ortamlarinda diisiik hacimli 6rnek islemleri igin giivenl,
glivenilir ve ekonomik tek kullanimhk ¢6ziimddir. Sizdirmaz tasarimi, kimyasal direnci ve geri
déndistiiriilebilir yapisi, modern tani siiregleri igin ideal bir tercihtir.
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