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This is to Certify that the
Medical Devices — Quality Management System

of
MEDIKAL OLUSUM SANAYI VE TICARET
LIMITED SIRKETI

DAGYAKA MAH. 2038 CAD. NO:4/20/2
KAHRAMANKAZAN / ANKARA / TURKIYE

has been independently assessed and is compliant
with the requirements of

ISO 13485:2016

This Certificate is applicable to the following product or service ranges:

DESIGN, PRODUCTION AND SALES OF MEDICAL DISINFECTANTS,
MEDICAL PATHOLOGY KITS AND CHEMICALS AND AUXILIARY MATERIALS,
PLASTIC AND METAL MEDICAL PRODUCTS

TIBBi DEZENFEKTANLARIN, TIBBi PATOLOJI KiT VE KiMYASALLARININ VE
YARDIMCI MALZEMELERININ, PLASTIK VE METAL MEDIKAL
URUNLERIN TASARIMI URETIiMIi VE SATISI

:: Certificate No :: TR51766H
¢ O i tial registration 04 April 2020

Digitally signed by Rusu Ghenadie
Date: 2021.12.15 07:53:19 EET
Reason: MoldSign Signature
Location: Moldova

s I Certificate 04 April 2020

ot e audit on or before 03 April 2021
Recertification Due / Certificate expiry 03 April 2023

This Certificate is property of Staunchly Management & System Services Ltd. and remains valid
subject to satisfactory surveillance audits.

Ll

Director

ACCREDITED STAUNCHLY MANAGEMENT & SYSTEM SERVICES LTD.
Suite 48, 88-90 Hatton Garden, London, EC1N 8PN.
Phone : +44 345 680 0199
Email : info@staunchlyservices.com Web : www.staunchlyservices.com

For precise and updated information concerning the present certificate mail to info@staunchlyservices.com

MSCB125

SMS/F109A/17/REV02

This Certificate is the property of Staunchly Management & System Services Private Limited and shall be returned immediately when demanded




"

= 2 [AUNCHLY =

of Registration _ w

This is to Certify that the
Medical Devices — Quality Management System
of
MEDIKAL OLUSUM SANAYI VE TICARET

LIMITED SIRKETI

DAGYAKA MAH. 2038 CAD. NO:4/20/2
KAHRAMANKAZAN / ANKARA / TURKIYE

has been independently assessed and is compliant
with the requirements of

ISO 13485:2016

This Certificate is applicable to the following product or service ranges:

DESIGN, PRODUCTION AND SALES OF MEDICAL DISINFECTANTS,
MEDICAL PATHOLOGY KITS AND CHEMICALS AND AUXILIARY MATERIALS,
PLASTIC AND METAL MEDICAL PRODUCTS

TIBBi DEZENFEKTANLARIN, TIBBi PATOLOJI KiT VE KiMYASALLARININ VE
YARDIMCI MALZEMELERININ, PLASTIK VE METAL MEDIKAL
URUNLERIN TASARIMI URETIiMIi VE SATISI

:: Certificate No :: TR51766H

Date of initial registration 04 April 2020
Date of this Certificate 04 April 2020
Surveillance audit on or before 03 April 2021
Recertification Due / Certificate expiry 03 April 2023

This Certificate is property of Staunchly Management & System Services Ltd. and remains valid
subject to satisfactory surveillance audits.

Ll

Director

R OF MULT/
Wt Al
@“' i faa 1y F T
THOE

ACCREDITED STAUNCHLY MANAGEMENT & SYSTEM SERVICES LTD.

Suite 48, 88-90 Hatton Garden, London, ECTN 8PN.
Phone : +44 345 680 0199
Email : info@staunchlyservices.com Web : www.staunchlyservices.com i A g
For precise and updated information concerning the present certificate mail to info@staunchlyservices.com

MSCB125

This Certificate is the property of Staunchly Management & System Services Private Limited and shall be returned immediately when demanded



-MOS&-LAB

Medikai Olugum San. ve Tic. Lid. Sti.
EC DECLARATION OF CONFORMITY

According Directive 98/79/EC on in vitro diagnostic medicai devices, Annex lii

Manufacturer: Medikai Olusum San. ve Tic. Ltd. Sti.

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

Product: Embedding cassettes with lid

| Product Cede | Product Name fEd e
[BPKKOOM;S' | Embedding cassettes withlid

Clmmcahon Other device (all devices mmeH _xg;nfd;;jself—testing devices)

We herewith d,ac!are that the above mentioned : uct meets the provisions of the
council directive 98/79/EC for medical devices. All Supporting documentation is

retained und;ef'ﬂaga;_:;;remises of the manufacturer. o
Medikal Olusum sanve'l'icl.m $ti. considers follow}nglaws,miea and standards:

« Directive 98/79/EC

In-vitro-Diagnostica

* EN ISO 14971

Medical devices — Application of riskmanagement to medical devices
* DIN EN ISO 13485

Qualitysystems — Medical devices — Particular requirements for the application of EN ISO
9001

Ankara, 29.03.2017
Medikal Olugum San. ve Tic. Ltd. Sti.
Berna Baghan / General Manager

o Medikal Olugum San. ve Tic, Ltd. Sti. @

‘m LAB - Dagyaka Mahallesi 2038. Cadde Selpa Sanayi Sitesi

SUM SANAYI VE TiC. LTD. $TI. No:4 Blok: 20/2, 06980 Kahramankazan/Ankara/TURKEY

?0'52 .pm 02 Kahramankazsn ANKARA ® Phone:+90 312 395 23 96e Fax:+90 312 395 23 87 o

RyCH 2 J B0 fa (UG RN info@mosiab.com e www.moslab.com e
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MEDICAL DEVICES QuALITY
QUALITY MAMNAGEMENT




EMBEDDING C A SSETIES - @
“with lid” - % .\;&%‘@ .

Have same technicalspecificationsas
cassette s without lid . The e ffic ie nt flo w-
through slots maximize fluid exc hange
and ensure properdrainage. lidscan
be opened and closed asoftenas

necessary and alwaysrelocksecurely
without any riskofspecimen loss.
Iarge labelling areasare located on
both sidesofthe cassettes.

Catalogue Dime nsions(without Dime nsions(lid

Number lid) closed)
BPKK00015 White (Op tional) 40x28x6 mm 40x28x7 mm

Purity & c ertific ation

Productin VD
accordance with
MDD orIVDD

CEcerttified CE
Iotorseralnumber batched

Packaging

Minimum orderqty. 1000

Pcs./ box 1000
Pcs./ pallet 72000
Depth ofcase 380 mm
Width of case 400 mm
Height of case 150 mm
Case volume 0.02cbm
Weightofcase 3,5 kg

Medikal Olusum Sanayi ve Tic.Ltd.$fi.
Dagyaka Mahallesi 2038. Cadde
Selpa Sanayi Sitesi No:4 Blok: 20/2,
06980 Kahramankazan/Ankara/
TURKEY » tel. +90 (0312) 395 23 96+
fax +90 (0312) 39523 87+«
www.moslab.com
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Disc laimer:

Use rmust e nsure suitability ofthe product(s) in theirapplication priorto use. Productsconform solely to the
information c ontained in this and otherrelate d Me dikal Olusum San. ve Tic. Ltd. $ti. Publications. The information
contained in thispublicationisbased onourresearch and development work and isto the bestofourknowledge
true and accumte Medikal Olusum San. ve Tic. Ltd. Sti. reserves the right to make changes to specifications and
information related to the productsat any time. Productsare not intended forhuman oranimaldiagnostic or
therape utic use but forlaboratory, research orfurthe rmanufac turing use only, unle ss othe nwise spe cifie d. State me nts
contained herein should not be considered asa warranty of any kind, expressed orimplied, and no lability is
accepted forinfringe ment of any pate nts.

Medikal Olusum Sanayi ve Tic.Ltd.$fi.
Dagyaka Mahallesi 2038. Cadde
Selpa Sanayi Sitesi No:4 Blok: 20/2,
06980 Kahramankazan/Ankara/
TURKEY » tel. +90 (0312) 395 23 96+
fax +90 (0312) 39523 87+«
www.moslab.com
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