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POLISH CENTRE FOR
TESTING AND CERTIFICATION

www.pcbc.gov.pl

BM.433.0024.2020/KW/MV/2024/0499 Warsaw, 04.09.2024

Digitally signed by Bolea Petru
Date: 2025.05.15 19:12:48 EEST
Reason: MoldSign Signature
Location: Moldova

MOLDOVA EUROPEANA

To Whom It May Concern

The Polish Centre for Testing and Certification (PCBC) hereby confirms that before the expiry
of the validity of the EC Certificates No. 1434-IVDD-506/2021, 1434-IVDD-507/2021, 1434-IVDD-
505/2021, 1434-IVDD-499/2021, 1434-IVDD-500/2021, 1434-lvDD-501/2021, 1434-IVDD-
502/2021, 1434-IVDD-497/2021, 1434-1IVDD-498/2021, 1434-IVDD-236/2022 end 1434-IVDD-
237/2022 issued for the in vitro diagnostic medical devices whose manufacturer is Anatolia Tani
ve Biyoteknoloji Uriinleri Arastirma Gelistirme Sanayi ve Ticaret A.S., an agreement for the
conformity assessment in accordance with Regulation (EU) 2017/746 of the European Parliament
and of the Council of 5 April 2017 on in vitro diagnostic medical devices in respect of the devices
covered by the expired certificates, was signed with Notified Body 2962.

Therefore, pursuant to Art. 2 of the Regulation (EU) 2023/607 OF THE EUROPEAN PARLIAMENT
AND OF THE COUNCIL of 13 June 2024 amending Regulations (EU) 2017/745 and (EU) 2017/746
as regards a gradual roll-out of Eudamed, the obligation to inform in case of interruption or
discontinuation of supply, and transitional provisions for certain in vitro diagnostic medical
devices, the EC Certificates No. 1434-IlVDD-506/2021, 1434-IVDD-507/2021, 1434-IVDD-
505/2021, 1434-lVDD-499/2021, 1434-lvDD-500/2021, 1434-lvDD-501/2021, 1434-IVDD-
502/2021, 1434-IvDD-497/2021, 1434-lVDD-498/2021, 1434-1VDD-236/2022 end 1434-IVDD-
237/2022 remain valid.

Polish Centre for Testing and Certification remains responsible for the appropriate surveillance
in respect of the applicable requirements relating to the devices covered by the certificate
mentioned above.

Sincerely,

lzabela Czelusniak

Deputy Head of Medical Device
Certification Department

Polish ntreforT in n ifi ion Bank account: Bank Pekao S.A.
CERTIFICATION. olish Centre for Testing and Certificatio PL 90 1240 6003 1111 0000 4946 7594
469 Putawska Street, 02-844 Warsaw NIP 9512063356 Initial capital
TESTING. Tel.: +48 22 46 45 200 REGON 015276609 16.000.000 PLN The company registered in the District Court for
TRAINING pebe@pcbe.gov.pl KRS 0000144813 (fully paid) the Capital City of Warsaw, Xilith Commercial Division
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BECAUSE PATIENT SAFETY MATTESS.

QMD Services GmbH
Zelinkagasse 10/3
1010 Wien Austria

www.gmdservices.com

Notified Body
according to
Regulation (EU)
2017/746 on

in vitro diagnostic
medical devices

Notified Body
identification no.:
2962

EU Quality Management System Certificate

REGULATION (EU) 2017/746, Annex IX Chapter | and I

Manufacturer:
Anatolia Tani ve Biyoteknoloji

Uriinleri Arastirma Gelistirme

Sanayi ve Ticaret A.S.

Hasanpasa Mah. Beydagi Sok. No: 1-9H
34920 Sultanbeyli / istanbul

Tarkiye

Single Registration Number: TR-MF-000022487

Site 2:

Anatolia Tani ve Biyoteknoloji Uriinleri Aragtirma
Geligtirme Sanayi ve Ticaret Anonim Sirketi istanbul
Endiistri ve Ticaret Serbest Bolge Subesi

Aydinli SB Mah. Matrag Cad. No: 18/Z202

34953 Tuzla / Istanbul

Tarkiye

Page: 1/3

a8140cd3-6e90-4017-baf6-69c420a63f55

Certificate ID: IQMS/00001/0v002

Issue date: 17. December 2024
Valid from: 27. May 2024
Expiry date: 26. May 2029
Report No.: 1751-1297-105

The Notified Body QMD Services GmbH declares that the
requirements of Annex IX, Chapter | and Il of the
Regulation (EU) 2017/746 have been met for the listed
products. The assessment has proven that the
manufacturer has established and applies a Quality
Management System which is subject to periodic
surveillance as required for the applicable conformity
assessment in accordance to Regulation (EU) 2017/746.
For the placing on the market of Class D devices, and self-
test, near patient test and companion diagnostic devices
an Annex IX Chapter Il certificate is required.

For and on behalf of QMD Services GmbH, a Notified Body for the
above mentioned regulation:

Lt ot

Anni Koubek Florian Heffeter
CEO CEO
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QMD Services GmbH P rOd u cts Certificate ID: IQMS/00001/0v002

Saaeese :3{2 Issue date: 17. December 2024
Valid from: 27. May 2024
www.gmdservices.com Exp|ry date: 26. May 2029

. Report No.: 1751-1297-105
Notified Body

according to
Regulation (EU)
2017/746 on

in vitro diagnostic
medical devices

Notified Body

identification no.: Class C
2962 Generic device group(s) (EMDN code 3rd level & IVP code) Intended purpose(s)
WO0105 - infectious diseases IVR 0503 - Devices intended to be used to detect the presence of, or

IVP 3011 - In vitro diagnostic devices which require knowledge regarding  exposure to an infectious agent including sexually transmitted agents

molecular biological testing including nucleic acid assays and next

generation sequencing (NGS) IVR 0504 - Devices intended to be used to determine the infectious load,
to determine infective disease status or immune status and devices used
for infectious disease staging

The validity of this certification depends on conditions and/or is limited to the following: -none-
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Certificate ID: IQMS/00001/0v002

Issue date: 17. December 2024
Valid from: 27. May 2024
www.qgmdservices.com Expiry date: 26. May 2029

Notified Body
according to
Regulation (EU)
2017/746 on

in vitro diagnostic
medical devices

QMD Services GmbH Certificate History

Zelinkagasse 10/3
1010 Wien Austria

Notified Body
identification no.:

2062 Version Description Issue Date
001 Initial certification 1612-1297-101 27. May 2024
002 Scope extension 1751-1297-105 17. December 2024

for additional 3 class C products and addition of IVR 0504
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CERTIFICATE

EC Certificate No. 1434-IVDD-236/2022

Full Quality Assurance System
Directive 98/79/EC concerning
in vitro diagnostic medical devices

Polish Centre For Testing and Certification certifies
that the quality assurance system in the organization:

Anatolia Tani ve Biyoteknoloji Uriinleri
Arastirma Gelistirme Sanayi ve Ticaret A.S.
Hasanpasa Mah. Beydagdi Sok. No:1-9H Sultanbeyli,

istanbul, Turkey

for the design, manufacture and final inspection of in vitro diagnostic medical device
List A

Bosphore HDV Quantification- Detection Kit v1

complies with requirements
of Annex IV (excluding Section 4, 6) to Directive 98/79/EC (as amended)
implemented into Polish law,
as evidenced by the audit conducted by the PCBC

Validity of the Certificate: Ffrom 25.05.2022 to 16.05.2025

The date of issue of the Certificate: 25.05.2022
The date of the Ffirst issue of the Certificate: 16.05.2012

€€ |

L .
Issued under the Contract No. MD-24/2020 L(&b_";
Application No: 024/2020c ’OV‘TC&Z
Certificate bears the authorized person signature. Tomasz Koeber
Warsaw, 25/05/2022 Director of Medical Devices
Module H7 Certification Department

>OLISH CENTRE FOR TESTING AND CERTIFICATION 02-844 Warsaw. 469 Putawska Street, tel. +48 22 46 45 200, e-mail:pchc@pcbe.gov.pl




Kancelaria Notarialna Jacek Kossewki Anna Kulka
Spotka Partnerska

00-897 Warszawa, aleja Solidarnosci 119/125 lok. 79
tel.: 228129138/228120078
Repertorium A Nr___ 66 L\ /2022
onia___1 & CZE. 2002
Ja, Jacek Kossewski notariusz w Warszawie poswiadczam za zgodno$é tego
odpisu sporzadzonego w Kancelarii Notarialnej przy Alei Solidarnosci nr 119/125
lok. 79 z okazanym dokumentem.
Pobrano: a/ taksy notarialngj 6.‘ 0. ©) zl na podst. §13 pkt 2
Rozporzadzenia Ministra Sprawiedliwodci z 28.06.2004 r.' w sprawie
maksymalnych stawek taksy notarialnej (Dz. U. z 2018 roku, poz. 272, ze zm.) ----

b/ podatku VAT 23% A ‘@ zt na podstawie art. 5 ust. 1 pkt 1
ustawy z 11.03.2004 r. o podatku od towaréw i ustug (Dz. U. z 2017 roku, poz.
1221 ze zm.).

Niniejszym poswiadczam autentycznosc podpisu

Jacka Kossewskiego — notariusza i pieczgci

urzedowej notariusza Jacka Kossewskiego
" skarbowg w kwocie 26,00 zt
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CERTIFICATE

EC Certificate No. 1434-1IVDD-237/2022

EC Design-examination
Directive 98/79/EC concerning
in vitro diagnostic medical devices

Polish Centre For Testing and Certification certifies
that manufactured by:

Anatolia Tani ve Biyoteknoloji Uriinleri
Arastirma Gelistirme Sanayi ve Ticaret A.S.

Hasanpasa Mah. Beydagi Sok. No:1-9H
Sultanbeyli, Istanbul, Turkey

i.e. in vitro diagnostic medical devices
List A

Bosphore HDV Quantifi_cal:ion- Detection Kit v1

in terms of design documentation, comply with requirements
of Annex IV (Section 4) to Directive 98/79/EC (as amended)
implemented into Polish law,
as evidenced by the audit conducted by the PCBC

Validity of the Certificate: from 25.05.2022 to 16.05.2025
The date of issue of the Certificate: 25.05.2022
The date of the First issue of the Certificate: 16.05.2012

C € 1434

Issued under the Contract No. MD-24/2020 . —

Application No: 024/2020c¢ [ OMu LGJG@U

Certificate bears the authorized person signature. b

Warsaw, 25/05/2022 . vomasz Roeter

Module H6/V1 Director oF' Medical Devices
Certification Department

'OLISH CENTRE FOR TESTING AND CERTIFICATION 02-844 Warsaw, 469 Putawska Street, tel. +48 22 46 45 200, e-mail:pcbe@pebe.gov ol




Kancelaria Notarialna Jacek Kossawki Anna Kulka

Spétka Partnerska

00-897 Warszawa, aleja Solidarnodcl 119/126 lok, 79

tel.: 2281291 38/228120078

Repertorium ANr__2C6GC 5 j2022
Dnia ! f. I:ZE, ZUZZ
Ja, Jacek Kossewski notariusz w Warszawie poswiadczam za zgodnos$¢ tego

odpisu sporzgdzonego w Kancelarii Notarialnej przy Alei Solidarnosci nr 119/125
lok. 79 z okazanym dokumentem.

Pobrano: af taksy notarialnej 6 Q0

zt na podst. §13 pkt 2
Rozporzgdzenia Ministra Sprawiedliwosci z 28.06.2004 r. w sprawie
maksymalnych stawek taksy notarialnej (Dz. U. z 2018 roku, poz. 272, ze zm.) ---—
b/ podatku VAT 23% A ' 2 zt na podstawie art. 5 ust. 1 pkt 1

ustawy z 11.03.2004 r. o podatku od towaréw i ustug (Dz. U. z 2017 roku, poz.
1221 ze zm.).

Niniejszym poswiadczam autentycznosé podpisu

APOSTILLE
(Convention de La Haye du 5 octobre 1961)

1. Pansiwo / Country. Rzeczpospolita Poiska

Niniejszy dokument urzedowy / This public document

2. podpisany zostal przez Renata Drozd-Sweklej

has been signed by _
3. dzialajgcego w charakterze

acting in the capacity of Prezes
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EC Certificate No. 1434-1VDD-497/2021

Full Quality Assurance System
Directive 98/79/EC concerning
in vitro diagnostic medical devices

Polish Centre for Testing and Certification certifies
that the quality assurance system in the organization:

Anatolia Tani ve Biyoteknoloji Uriinleri Arastirma

Gelistirme Sanayi ve Ticaret A.S.
Hasanpasa Mah. Beydagi Sok. No:1-9H Sultanbeyli,
istanbul, Turkey

for the design, manufacture and final inspection of in vitro diagnostic medical device
List A

Bosphore HCV Quantification Kit

complies with requirements
of Annex IV (excluding Section 4, 6) to Directive 98/79/EC (as amended)
implemented into Polish law,
as evidenced by the audit conducted by the PCBC

Validity of the Certificate: from 17.12.2021 to 29.12.2023
The date of issue of the Certificate: 17.12.2021
The date of the first issue of the Certificate: 30.12.2010

1434

Issued under the Contract No. MD-21/2018

Application No: 034/2018-02

Certificate bears the qualified signature.

Warsaw, date next to signature

Module H7 Director Medical Devices Certification
Department

POLISH CENTRE FOR TESTING AND CERTIFICATION o02-844 Warsaw, 469 Putawska Street, tel. +48 22 46 45 200, e-mail:pcbc@pchc.gov.pl



EC Certificate No. 1434-1VDD-498/2021
EC Design-examination
Directive 98/79/EC concerning
in vitro diagnostic medical devices

Polish Centre for Testing and Certification certifies
that manufactured by:

Anatolia Tani ve Biyoteknoloji Uriinleri Arastirma

Gelistirme Sanayi ve Ticaret A.S.
Hasanpasa Mah. Beydagi Sok. No:1-9H Sultanbeyli,
istanbul, Turkey

i.e. in vitro diagnostic medical devices
List A

Bosphore HCV Quantification Kit

in terms of design documentation, comply with requirements
of Annex IV (Section 4) to Directive 98/79/EC (as amended)
implemented into Polish law,
as evidenced by the audit conducted by the PCBC

Validity of the Certificate: from 17.12.2021 to 29.12.2023
The date of issue of the Certificate: 17.12.2021

The date of the first issue of the Certificate: 30.12.2010

1434

Issued under the Contract No. MD-21/2018
Application No: 034/2018-02

Certificate bears the qualified signature.
Warsaw, date next to signature

Module H6/V1 Director Medical Devices Certification

Department

POLISH CENTRE FOR TESTING AND CERTIFICATION o02-844 Warsaw, 469 Putawska Street, tel. +48 22 46 45 200, e-mail:pcbc@pchc.gov.pl



EC Certificate No. 1434-IVDD-501/2021

Full Quality Assurance System
Directive 98/79/EC concerning
in vitro diagnostic medical devices

Polish Centre for Testing and Certification certifies
that the quality assurance system in the organization:

Anatolia Tani ve Biyoteknoloji Uriinleri Arastirma

Gelistirme Sanayi ve Ticaret A.S.
Hasanpasa Mah. Beydagi Sok. No:1-9H Sultanbeyli,
istanbul, Turkey

for the design, manufacture and final inspection of in vitro diagnostic medical device
List A

Bosphore HBV Quantification Kit

complies with requirements
of Annex IV (excluding Section 4, 6) to Directive 98/79/EC (as amended)
implemented into Polish law,
as evidenced by the audit conducted by the PCBC

Validity of the Certificate: from 17.12.2021 to 29.12.2023
The date of issue of the Certificate: 17.12.2021
The date of the first issue of the Certificate: 30.12.2010

1434

Issued under the Contract No. MD-21/2018

Application No: 033/2018-02

Certificate bears the qualified signature.

Warsaw, date next to signature

Module H7 Director Medical Devices Certification
Department

POLISH CENTRE FOR TESTING AND CERTIFICATION o02-844 Warsaw, 469 Putawska Street, tel. +48 22 46 45 200, e-mail:pcbc@pchc.gov.pl



EC Certificate No. 1434-IVDD-502/2021
EC Design-examination
Directive 98/79/EC concerning
in vitro diagnostic medical devices

Polish Centre for Testing and Certification certifies
that manufactured by:

Anatolia Tani ve Biyoteknoloji Uriinleri Arastirma

Gelistirme Sanayi ve Ticaret A.S.
Hasanpasa Mah. Beydagi Sok. No:1-9H Sultanbeyli,
istanbul, Turkey

i.e. in vitro diagnostic medical devices
List A

Bosphore HBV Quantification Kit

in terms of design documentation, comply with requirements
of Annex IV (Section 4) to Directive 98/79/EC (as amended)
implemented into Polish law,
as evidenced by the audit conducted by the PCBC

Validity of the Certificate: from 17.12.2021 to 29.12.2023
The date of issue of the Certificate: 17.12.2021

The date of the first issue of the Certificate: 30.12.2010

1434

Issued under the Contract No. MD-21/2018
Application No: 033/2018-02

Certificate bears the qualified signature.
Warsaw, date next to signature

Module H6/V1 Director Medical Devices Certification

Department

POLISH CENTRE FOR TESTING AND CERTIFICATION o02-844 Warsaw, 469 Putawska Street, tel. +48 22 46 45 200, e-mail:pcbc@pchc.gov.pl
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QMD Services GmbH

Zelinkagasse 10/3
1010 Vienna, Austria
Tel.: +43 1 53 30 077

Am Winterhafen 1

4020 Linz, Austria
office@gmdservices.com
www.gmdservices.com

Anatolia Tani ve Biyoteknoloji Uriinleri Arastirma Gelistirme Sanayi ve Ticaret A.S.
Mr. Elif Akylz

Hasanpasa Mah. Beydadi Sok.

No: 1-9H Sultanbeyli

34920 Istanbul

Turkey

03. October 2024
Notified Body Confirmation Letter
Reference: 1830-1297-114

To whom it may concern,

Confirmation of the status of a formal application, written agreement, and
appropriate surveillance in the framework of Regulation EU 2024 /1860 amending
Regulations (EU) 2017 /745 and (EU) 2017/746 as regards the transitional
provisions for certain medical devices and in vitro diagnostic medical devices

This letter confirms that, QMD Services, a Notified Body (NB) designated against Regulation
(EU) 2017/746 (IVDR) and identified by the number 2962 on NANDO, has received a formal
application in accordance with Section 4.3, first subparagraph of Annex VII of IVDR and has
sighed a written agreement in accordance with Section 4.3, second subparagraph of Annex

VII of IVDR with the following manufacturer:

Anatolia Tani ve Biyoteknoloji Uriinleri Arastirma Gelistirme Sanayi ve Ticaret A.S.
Hasanpasa Mah. Beydagi Sok.

No: 1-9H Sultanbeyli

34920 Istanbul

Turkey

SRN Number (if available): TR-MF-000022487

The devices covered by the formal application and the written agreement mentioned above
are identified in the Tables below. Table 1 identifies the devices for which an IVDR
application has been received, written agreement concluded and for which the NB is also
responsible for appropriate surveillance of the corresponding devices under the Directive
98/79/EC. Table 2 identifies the devices for which an IVDR application has been received
and a written agreement concluded, but the NB has not yet taken the responsibility for
appropriate surveillance of the corresponding devices under the Directive 98/79/EC.

Registered Office: Vienna | Commercial Court: Vienna | Commercial Register No.: FN 503127 v | VAT: ATU74039328 |
Bank Account: UniCredit Bank Austria AG, IBzAN: AT35 1200 0100 2574 6107, BIC: BKAUATWW

FO-00345 IVDR Legacy Device Confirmation Letter v1
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In the case of devices covered by certificates issued under Directive Directive 98/79/EC
(IVDD) that expired after 26 May 2022 and before 09 July 2024, without having been
withdrawn, this letter also confirms that the manufacturer signed the written agreement
under IVDR by the date of IVDD certificate expiry; or provided evidence that a competent
authority of a Member State had granted a derogation or exemption from the applicable
conformity assessment procedure in accordance with Article 54 of IVDR or Article 92 of the
IVDR respectively, by the 09 July 2024 for the relevant devices.

The transition timelines that apply to the devices covered by this letter, subject to the
manufacturer’s continued compliance to the other conditions specified in Article 110.3c of
IVDR (as amended by (EU) 2024/1860), are shown below:

e 31 December 2027 for devices covered by an IVDD certificate regardless of their risk
class under the IVDR
e For devices not requiring the involvement of a notified body under the IVDD, but
requiring it under the IVDR and for which a declaration of conformity was drawn up
prior to 26 May 2022 in accordance with Directive 98/79/EC, the following dates
apply:
o 31 December 2027, for class D devices;
o 31 December 2028, for class C devices;
o 31 December 2029, for class B devices and for class A devices placed on the
market in sterile condition

On behalf of the Notified Body,
ppa Ingrid Blaimauer

Head of operations

Registered Office: Vienna | Commercial Court: Vienna | Commercial Register No.: FN 503127 v | VAT: ATU74039328 |
Bank Account: UniCredit Bank Austria AG, IBzAN: AT35 1200 0100 2574 6107, BIC: BKAUATWW

FO-00345 IVDR Legacy Device Confirmation Letter v1
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Table 1: Devices covered by this letter and for which the NB is also responsible for
appropriate surveillance of the corresponding devices under Directive 98/79/EC:

N/A N/A N/A N/A

Table 2: Devices covered by this letter and for which the NB is NOT yet responsible
for appropriate surveillance of the corresponding devices under Directive
98/79/EC:

Bosphore HIV-1

Identification of the

1434-1VDD-499/2021

Quantification Kit Class D corresponding device @ 1434-1VDD-500/2021
under IVDD Issued by Polish
Centre for Testing and
Certification - (NB
1434)
Bosphore HBV Identification of the 1434-1VvDD-501/2021
Quantification Kit Class D corresponding device = 1434-IVDD-502/2021
under IVDD Issued by Polish
Centre for Testing and
Certification — (NB
1434)
Bosphore HCV Class D Identification of the 1434-1VvDD-497/2021
Quantification Kit corresponding device = 1434-IVDD-498/2021
under IVDD Issued by Polish
Centre for Testing and
Certification — (NB
1434)
Bosphore HDV Class D Identification of the 1434-1VDD-236/2022
Quantification-Detection corresponding device = 1434-IVDD-237/2022
Kit v1 under IVDD Issued by Polish
Centre for Testing and
Certification — (NB
1434)
Bosphore Atypical CAP Class C Identification of the 1434-1VDD-506/2021
Panel Kit corresponding device @ Issued by Polish
under IVDD Centre for Testing and
Certification — (NB
1434)
Bosphore Viral Class C Identification of the 1434-1VvDD-507/2021
Infections corresponding device @ Issued by Polish
in the under IVDD Centre for Testing and
ImmunosuppressedPanel Certification - (NB
Kit 1434)
Bosphore CMV Class C Identification of the 1434-1VDD-505/2021

Quantification Kit

corresponding device
under IVDD

Issued by Polish
Centre for Testing and

Registered Office: Vienna | Commercial Court: Vienna | Commercial Register No.: FN 503127 v | VAT: ATU74039328 |
Bank Account: UniCredit Bank Austria AG, IBzAN: AT35 1200 0100 2574 6107, BIC: BKAUATWW
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BECAUSE PATIENT SAFETY MATTERS. @ M D Services

Quality | Medical | Devices

Device name or Basic IVDR Device If the IVDR device | IVDD Certificate
UDI-DI (under IVDR classification (as is a substitute Reference(s) of the
application) proposed by the device, devices under IVDR

manufacturer and identification of application, and the
verified at the pre- | the corresponding NB Identification
application stage) IVDD device

Certification — (NB
1434)

Confirmation Letter Revision History

NB internal Action
reference traceable

to each version of
the letter

2024-10-03 1830-1297-114 Initial issue / Decision based on signed contract
dated 13.04.2023.

Registered Office: Vienna | Commercial Court: Vienna | Commercial Register No.: FN 503127 v | VAT: ATU74039328 |
Bank Account: UniCredit Bank Austria AG, IBzAN: AT35 1200 0100 2574 6107, BIC: BKAUATWW
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EC-DECLARATION OF CONFORMITY /
EC-UYGUNLUK BEYANI

Document No: DOC251v4

ACCORDING TO THE 98/79/EC DIRECTIVE ANNEX 3/
98/79/EC DIREKTIFi EK 3 UYARINCA;

MANUFACTURER/ URETICi:

Anatolia Tani ve Biyoteknoloji Uriinleri Ar-Ge San. ve Tic. A.S.

Hasanpasa Mah. Beydagi Sk. No: 1-9 H, 34920 Sultanbeyli, Istanbul TURKEY

PRODUCT DESIGNATION/URUNLERIN TANIMI:
Bosphore HCV Genotyping Kit vl, Bosphore HCV Genotyping Kit v3
Bosphore HCV Genotyping Kit v5, Bosphore HCV Genotyping Kit v7
Bosphore HCV Genotype 3 Genotyping Kit v1

PRODUCT CLASS/URUN SINIFI:

IVD Other (Not Included in Annex Il List)/ IVD Diger (Ek Il Liste Disi)

We herewith declare that the above mentioned product meets the provisions of the
directive 98/79/EC forin vitro diagnostic medical devices. All supporting documentation is
retained under the premises of the manufacturer./ Yukarida belirtilen triinlerin 98/79/EC
Vicut Diginda Kullanilan Tibbi Tani Cihazlari Direktifi’nin sartlarina uygun oldugunu beyan

ederiz. ilgili tim dokiimantasyon Uretici tarafindan saklanmaktadir.

LOCATION-DATE/YER-TARIH: ISTANBUL, 21 JAN 2022/ 21.01.2022

LEGALLY BINDING SIGNATURE/YETKILI iMZA:

AMATOLIA TANI VE BIYOTERNGLOY URDNLER]

AR-GE SAMAY! YE TICARET ARONIM SIRRET]
Hasanpesa Mah. Beydad Sokak No:1-9H

34920 Suitanbeyli/iST. Tic Sic.Né-738580
 Wersls No: 6068 07925630 T
Ted: 0216 330 04 55 Foka-02 1 —

SULTANSEYLI V.81 ’

= i x

N

Dr. Elif Akyiiz, R&D Director/Ar-Ge Direktorii

Anatolia Tani A.S.; considers the following regulations and standards: / asagidaki mevzuat ve
standartlari uygulamaktadir:

0 Directive 98/79/EC of the European Parliament and of the Council of 27 October 1998 on In Vitro
Diagnostic Medical Devices/ Avrupa Parlamentosu ve 27 Ekim 1998 tarihli konseyi’'nin 98/79/EC
Viicut Disinda Kullanilan Tibbi Tani Cihazlari Direktifi

¢ The Harmonized Standard “EN I1SO 13485:2016 Medical Devices—Quality Management Systems—
Requirements For Regulatory Purposes”/ “EN 1SO 13485:2016 Tibbi Cihazlar-Kalite y6netim

sistemleri-Mevzuat Amaclari Bakimindan Sartlar” uyumlastirilmis standardi

¢ The Harmonized Standard “EN ISO 14971:2020 - Application of the Risk Management to
Medical Devices”/ “EN ISO 14971:2020 Risk Yonetiminin Tibbi Cihazlara Uygulanmas!”

uyumlastiriimis standardi




EC-DECLARATION OF CONFORMITY /
EC-UYGUNLUK BEYANI

Document No: DOC252v9

ACCORDING TO THE 98/79/EC DIRECTIVE ANNEX 3/
98/79/EC DIREKTIiFi EK 3 UYARINCA;

MANUFACTURER/ URETICI:

Anatolia Tani ve Biyoteknoloji Uriinleri Ar-Ge San. ve Tic. A.S.

Hasanpasa Mah. Beydagi Sk. No: 1-9 H, 34920 Sultanbeyli, Istanbul TURKEY

PRODUCT DESIGNATION/URUNLERIN TANIMI:

Bosphore HPV Screening Kit v1 Bosphore HPV Genotyping High Risk Kit v2

Bosphore HPV Screening Kit v2 Bosphore HPV HR-LR-Genotyping Kit v1

Bosphore HPV Screening Kit v3 Bosphore HPV HR-LR-Genotyping Kit v2
Bosphore HPV Genotyping High Risk Basic Kit v1 Bosphore HPV HR-LR-Genotyping Kit v3

Bosphore HPV Genotyping High Risk Kit v1

PRODUCT CLASS/URUN SINIFI:
IVD Other (Not Included in Annex Il List)/ IVD Diger (Ek Il Liste Disi)

We herewith declare that the above mentioned product meets the provisions of the directive
98/79/EC forinvitro diagnostic medical devices. All supporting documentationis
retained under the premises of the manufacturer./ Yukarida belirtilen Grtinlerin 98/79/EC Vicut
Disinda Kullanilan Tibbi Tani Cihazlar Direktifi’nin sartlarina uygun oldugunu beyan ederiz. ilgili tim

dokiimantasyon Uretici tarafindan saklanmaktadir.

LOCATION-DATE/YER-TARIH: ISTANBUL, 13 MAY 2022/ 13.05.2022

LEGALLY BINDING SIGNATURE/YETKILi iMZA:
AMATOLIA TANI VE BIYOTEXNOLOM URDNLER]

::Rﬂ SAMAY! VE TICARET ANONIM siRRET]
asanpesa Mah. Beyd Sok :1-
c ( 34920 Sultanbeyli/iST. L.ssc.ak, 59‘5;3

 Mersls No: 07925630

Tel: 0216 33004 55 ¢
SULYANSEYU}&:’
/

OX1 e

Dr. Elif Akyiiz, R&D Director/Ar-Ge Direktérii

Anatolia Tani A.S.; considers the following regulations and standards: / asagidaki mevzuat ve standartlari
uygulamaktadir:

¢ Directive 98/79/EC of the European Parliament and of the Council of 27 October 1998 on In Vitro
Diagnostic Medical Devices/ Avrupa Parlamentosu ve 27 Ekim 1998 tarihli konseyi’nin 98/79/EC Viicut
Disinda Kullanilan Tibbi Tani Cihazlari Direktifi

¢ The Harmonized Standard “EN ISO 13485:2016 Medical Devices—Quality Management Systems—
Requirements For Regulatory Purposes”/ “EN ISO 13485:2016 Tibbi Cihazlar-Kalite yénetim sistemleri-
Mevzuat Amaglari Bakimindan Sartlar” uyumlastiriimis standardi

¢ The Harmonized Standard “EN I1SO 14971:2019 - Application of the Risk Management to Medical
Devices”/ “EN I1SO 14971:2019 Risk Yonetiminin Tibbi Cihazlara Uygulanmasi” uyumlastiriimis
standardi




EC-DECLARATION OF CONFORMITY /
EC-UYGUNLUK BEYANI

Document No/Dokiiman No: DOC294v4

ACCORDING TO THE 98/79/EC DIRECTIVE ANNEX 4/
98/79/EC DIREKTIFI EK 4 UYARINCA;

MANUFACTURER/ URETICI:

Anatolia Tani ve Biyoteknoloji Uriinleri Ar-Ge San. ve Tic. A.S.
Hasanpasa Mah. Beydagi Sk. No: 1-9 H, 34920 Sultanbeyli, Istanbul TURKEY

PRODUCT DESIGNATION/ URUNLERIN TANIMI:
Bosphore HBV Quantification Kit

RELATED CERTIFICATE NUMBERS/ ILGILI SERTIFIKA NUMARALARI:
EC Design-Examination No/ EC Tasarim-inceleme Sertifika No: 1434-IVDD-502/2021
EC Certificate No (Full Quality Assurance System)/
EC Sertifika No (Tam Kalite Yénetim Sistemi): 1434-1IVDD-501/2021

EC NOTIFIED BODY AND CODE/ EC ONAYLANMIS KURULUS VE KODU:
Polish Centre for Testing and Certification-1434

PRODUCT CLASS/URUN SINIFI;
Annex Il List A/ Ek Il Liste A

We herewith declare that the above-mentioned product meets the provisions of the
directive 98/79/EC for in vitro diagnostic medical devices. All supporting documentation is
retained under the premises of the manufacturer./ Yukarida belirtilen triinlerin 98/79/EC Viicut
Disinda Kullanilan Tibbi Tani Cihazlan Direktifi'nin sartlarina uygun oldugunu beyan ederiz.
ilgili tim dokiimantasyon Uretici tarafindan saklanmaktadir.

LOCATION-DATE/YER-TARIH: ISTANBUL, 17 DEC 2021/ 17.12.2021

LEGALLY BINDING SIGNATURE/YETKILI IMZA:
ARATOLIA TANI VE BIYOTERNOLDH DrUNLER]

AR-GE SAMAY! VE TICARET ANONIM SIRKET]
Hasanpesa Mah, Beydadt Sohak Ng:1-9H
24920 sultanbeyll/IST. Tic.Sic.Nd-738589 .
R S e =
¥ =-Fi pr——
1434 wummfa :

_

Dr. Elif Akyiiz, R&D Director / Ar-ge Direktorii

Anatolia Tani A.S.; considers the following regulations and standards: / asagidaki mevzuat ve standartlari

uygulamaktadir:

¢ Directive 98/79/EC of the European Parliament and of the Council of 27 October 1998 on In Vitro Diagnostic Medical
Devices/ Avrupa Parlamentosu ve 27 Ekim 1998 tarihli konseyi'nin 98/79/EC Vicut Disinda Kullanilan Tibbi Tani

Cihazlan Direktifi

¢ The Harmonized Standard “EN ISO 13485:2016 Medical Devices-Quality Management Systems—Requirements For
Regulatory Purposes”/ “ EN ISO 13485:2016 Tibbi Cihazlar-Kalite yonetim sistemleri-Mevzuat Amaclari Bakimindan

Sartlar” uyumlastiriimis standardi

¢ The Harmonized Standard “EN I1SO 14971:2012 - Application of the Risk Management to Medical Devices"/ “EN

ISO 14971:2012 Risk Yonetiminin Tibbi Cihazlara Uygulanmasi” uyumlastiriimis standardi




EC-DECLARATION OF CONFORMITY /
EC-UYGUNLUK BEYANI

Document No/Dokiiman No: DOC295v4

ACCORDING TO THE 98/79/EC DIRECTIVE ANNEX 4/
98/79/EC DIREKTIFI EK 4 UYARINCA;

MANUFACTURER/ URETICI:

Anatolia Tani ve Biyoteknoloji Uriinleri Ar-Ge San. ve Tic. A.S.
Hasanpasa Mah. Beydagi Sk. No: 1-9 H, 34920 Sultanbeyli, Istanbul TURKEY

PRODUCT DESIGNATION/ URUNLERIN TANIMI:
Bosphore HCV Quantification Kit

RELATED CERTIFICATE NUMBERS/ ILGILI SERTIFIKA NUMARALARI:
EC Design-Examination No/ EC Tasarim-inceleme Sertifika No: 1434-IVDD-498/2021
EC Certificate No (Full Quality Assurance System)/
EC Sertifika No (Tam Kalite Yonetim Sistemi): 1434-1IVDD-497/2021

EC NOTIFIED BODY AND CODE/ EC ONAYLANMIS KURULUS VE KODU:
Polish Centre for Testing and Certification-1434

PRODUCT CLASS/URUN SINIFI;
Annex Il List A/ Ek Il Liste A

We herewith declare thatthe above-mentioned product meets the provisions of the
directive 98/79/ECforin vitro diagnostic medical devices. All supportingdocumentation s
retained under the premises of the manufacturer./ Yukarida belirtilen Griinlerin 98/79/EC Viicut
Disinda Kullanilan Tibbi Tani Cihazlari Direktifi'nin sartlarina uygun oldugunu beyan ederiz.
ilgili tim dokiimantasyon Uretici tarafindan saklanmaktadir.

LOCATION-DATE/YER-TARIH: ISTANBUL, 17 DEC 2021/ 17.12.2021

LEGALLY BINDING SIGNATURE/YETKILI IMZA:
AMATOUIA TAMI VE BIvOTERNOLOM ORUNLER]

AR-GE SAMAY! VE TICARET ANONIM 51 RRET
Hasanpesa Mah, Beydadi Sohak Ng:1-9H
34920 Sultanbeyll/IST. Tic.Sic. - -
Wiersls No: 068 07925630 o=~
1434 ]

Te4:0216 330 04 55 Feba- 0316
WLTM!-EY'L_I

_,/-/— | =
Dr. Elif Akyiiz, R&D Director / Ar-ge Direktori

Anatolia Tani A.S.; considers the following regulations and standards: / asagidaki mevzuat ve standartlari

uygulamaktadir:

¢ Directive 98/79/EC of the European Parliament and of the Council of 27 October 1998 on In Vitro Diagnostic Medical
Devices/ Avrupa Parlamentosu ve 27 Ekim 1998 tarihli konseyi'nin 98/79/EC Viicut Disinda Kullanilan Tibbi Tani

Cihazlan Direktifi

¢ The Harmonized Standard “EN ISO 13485:2016 Medical Devices-Quality Management Systems—-Requirements For
Regulatory Purposes”/ “ EN ISO 13485:2016 Tibbi Cihazlar-Kalite yonetim sistemleri-Mevzuat Amaclari Bakimindan

Sartlar” uyumlastinimis standardi

¢ The Harmonized Standard “EN I1SO 14971:2012 - Application of the Risk Management to Medical Devices”/ “EN

ISO 14971:2012 Risk Yonetiminin Tibbi Cihazlara Uygulanmasi” uyumlastiriimis standardi




EC-DECLARATION OF CONFORMITY /
EC-UYGUNLUK BEYANI

Document No/Dokiiman No: DOC302v5

ACCORDING TO THE 98/79/EC DIRECTIVE ANNEX 4/
98/79/EC DIREKTIFi EK 4 UYARINCA;

MANUFACTURER/ URETICi:

Anatolia Tani ve Biyoteknoloji Uriinleri Ar-Ge San. ve Tic. A.S.
Hasanpasa Mah. Beydagi Sk. No: 1-9 H, 34920 Sultanbeyli, Istanbul TURKEY

PRODUCT DESIGNATION/ URUNLERIN TANIMI:
Bosphore HDV Quantification Detection Kit v1

RELATED CERTIFICATE NUMBERS/ iLGiLi SERTIFIKA NUMARALARI:
EC Design-Examination No/ EC Tasarim-inceleme Sertifika No: 1434-IVDD-237/2021
EC Certificate No (Full Quality Assurance System)/
EC Sertifika No (Tam Kalite Yonetim Sistemi): 1434-IVDD-236/2021

EC NOTIFIED BODY AND CODE/ EC ONAYLANMIS KURULUS VE KODU:
Polish Centre for Testing and Certification-1434

PRODUCT CLASS/URUN SINIFI:
Annex Il List A/Ek Il Liste A

We herewith declare thatthe above-mentioned product meets the provisions of the directive
98/79/ECforinvitro diagnosticmedical devices. All supportingdocumentationis retained under the
premises of the manufacturer./ Yukarida belirtilen trtinlerin 98/79/EC Viicut Disinda Kullanilan Tibbi
Tani Cihazlan Direktifi'nin sartlarina uygun oldugunu beyan ederiz. ilgili tiim dokiimantasyon uretici
tarafindan saklanmaktadir.

LOCATION-DATE/YER-TARIH: ISTANBUL, 25 MAY 2022/ 25.05.2022

LEGALLY BINDING SIGNATURE/YETKILI IMZA:
AMATOLIA TANI VE BIYOTEKNOLOM ORONLER]

AR-GE SAMAY] VE TICARET ANONIM le
Hasanpesa Mah, Beydo?n Sokak
34920 Suitanbeyli/iST. Tic.Sic, )8589

Whersls No: G068 0792 5630 et
Tet. 0216 13004 55 Foksoie —
ANSEYL .80 ¢ '
P

Dr. Elif Akyiiz, R&D Director / Ar-Ge Direktorii

Anatolia Tani A.S.; considers the following regulations and standards: / asadidaki mevzuat ve standartlari
uygulamaktadir:

¢ Directive 98/79/EC of the European Parliament and of the Council of 27 October 1998 on In Vitro Diagnostic Medical
Devices/ Avrupa Parlamentosu ve 27 Ekim 1998 tarihli konseyi'nin 98/79/EC Viicut Disinda Kullanilan Tibbi Tani
Cihazlar Direktifi

¢ The Harmonized Standard “EN ISO 13485:2016 Medical Devices-Quality Management Systems—Requirements For
Regulatory Purposes”/ “EN ISO 13485:2016 Tibbi Cihazlar-Kalite yonetim sistemleri-Mevzuat Amaglarn Bakimindan
Sartlar” uyumlastiriimis standardi

¢ The Harmonized Standard “EN I1SO 14971:2019 - Application of the Risk Management to MedicalDevices”/ “EN
ISO 14971:2019 Risk Yonetiminin Tibbi Cihazlara Uygulanmasi” uyumlastiriimis standardi




EC-DECLARATION OF CONFORMITY c €

Document No: DOC 1008v2

Manufacturer : Anatolia Tani ve Biyoteknoloji Uriinleri Ar-Ge San. ve Tic. A.S.

Address : Hasanpasa Mah. Beydagi Sk No:1-9 H, 34920 Sultanbeyli, Istanbul, TURKEY
SRN : TR-MF-000022487

Authorized Representative : Not Applicable

Product Name : Bosphore Viral DNA/RNA Extraction Spin Kit

Basic UDI-DI : 868001894EXKSPNVR10002ZP

Product Code : ABXDR1

Product Class : Regulation 2017/746/EU, Annex IV, Self-Declared, Non-Sterile Class A
Notified Body Details : Not Applicable

Intended Use : Bosphore Viral DNA/RNA Extraction Spin Kit has been designed for manual

extraction of nucleic acids from biological samples including blood, serum,
plasma, sputum, saliva, cerebrospinal fluid, amniotic fluid, liquid-based
cytology, bone marrow, cell culture, urine, semen, breast milk, swab,
bronchoalveolar lavage, buffy coat, mouthwash, tissue, tears and stool
samples.

GMDN Code : 52521

This declaration of conformity is issued under the sole responsibility of Anatolia Tani ve Biyoteknoloji
Uriinleri Ar-Ge San. ve Tic. A.S. We hereby declare that the medical device(s) specified above meet
the provisions of the Regulation 2017/746/EU Directive on in vitro diagnostic medical devices. This
declaration is supported by the Quality System approval to EN ISO 13485 issued by the notified body. All

supporting documentation is retained under the premises of the manufacturer.

EN ISO 13485 Issued By : Polish Centre for Testing and Certification
ul. Pulawska 469, 02-844 Warsaw, Poland

ANATOLIA TANI VE BIYOTEKNOLOM DRONLER]
AR-GE SAMAY! VE TICARET ANONIM SIRRET]
Hasanpasa Mah. BMa? Sokak 1-94

34920 Suftanbeyll/IST. :c.St(. )8589
Whersis No: 0068 07925630 i
Tei: 0216 330 04 55 Feka- 0216 <ol
Location-Date : ISTANBUL, 26 May 2022 M’”“fu/wﬂ'%‘TB

Legal Signature : Dr. Elif Akyiiz, R&D Director -

Anatolia Tani ve Biyoteknoloji Uriinleri Ar-Ge San. ve Tic. A.S. considers the following regulations and
standards:
0 Regulation (EU) 2017/746 of The European Parliament and of The Council of 5 April 2017 on in vitro diagnostic

medical devices
0 The Harmonized Standard “EN I1SO 13485:2016 Medical Devices—Quality Management Systems—Requirements
for Regulatory Purposes”

0 The Harmonized Standard “EN I1SO 14971:2019 - Application of the Risk Management to Medical Devices”
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