YKA3AHUA
BBbB BPb3Ka ¢ PerHCTPUPAHETO HA TAHHU 32 METUIIMHCKHU U3/1eJIUsl U UH BUTPO
AUATHOCTHYHM MeIMUMHCKH u3aejus B EnekTponna 6a3a JaHHM HA MeIMIMHCKHUTE
U311, 3aIJIAIAHU ¢ 001eCTBEHH CPeICTBA
BbB BpB3Kka ¢ edpekruBHOTO Tpriiarane ot 25.05.2021 r. va Permament (EC) 2017/745 na
EBpornelickust Ilapnament n Ha CpBera 3a MEIUUMHCKUTE H3JENIMSA, 32 W3MEHEHHME Ha
HupextuBa 2001/83/EO, Pernament (EO) Ne 178/2002 u Pernament (EO) Ne 1223/2009 u 3a
orMmsiHa Ha qupektuBd 90/385/EVO u 93/42/ENO na CobBera, u ot 26.05.2022 r. Ha Pernament
(EC) 2017/746 na Esponeiickust [lapmamenT n Ha ChbBeTa 3a MEAMIIMHCKUTE H3IETHS 3a
WHBUTPO AMArHOCTHKa W 3a oTMsHa Ha J{upextuBa 98/79/EO u Pemenue 2010/227/EC na
Komucusita, yBenoMsBaMme iMIlaTa, KOUTO BBBEKIAT NaHHU 32 MEIUIIMHCKU H3AETUS B
€JIEKTPOHHMS COMCHK 10 wi. 30a oT 3aKoHA 3a MEAULIMHCKUTE U3Eus, Ja Ca3BaT CICIHUTE
YKa3aHHUS:
3a MEIMIIMHCKUTE U3JENUs, C OlleHEeHO choTBeTcTBUE 1Mo upektuBa 93/42 EEC morat na ce
noaasaT ganHu 3a BanuaHu CE Ceprudukaru, cbe cpok Ha BamuaHOCT 110 26.05.2024 r.
3a m3nenus ot kinac I mo Jupextua 93/42 EEC u o Permament 2017/745 He ce BBBEKIAT
nanau 3a CE Ceptudukat. IlpenocraBs ce aexmapaius 3a ChOTBETCTBHE, HM3AajieHA OT
npousBouTels Ha e-mail: medical@bda.bg, ¢ men npoBepka Ha MoAaICHUTE TaHHU.
3a u3aeaus ot kiaac Is, Im, Ila, IIb u III 3agbpmxuTeHO ce BBBEXKIAT naHHM 3a BanuaeH CE
CepTtuduxar.
3a m3nenusara ot kiac III, CE CeptudukarsT, cienpa na € u3gajaeH, cbriacHo [punoxenue 11,
touka 4 Ha Jlupektrra 93/42 EEC (Annex II, section 4 Directive 93/42/EEC) - EC Design
Examination Certificate, unu o Ipunoxenue 111 (Annex III Directive 93/42/ EEC) - EC-Type
Examination.
3a m3nenus ot knac III ¢ omeneHo cwhorBeTcTBHME MO pena Ha Permament 2017/745, CE
CepTtudukarsT, cieasa aa € usaaneH, coriacHo [punoxenue X, rmasa 1 wim 3 (Annex 1X
Chapters I & III) na pernamenra.
3a UH BUTPO JUArHOCTUYHUTE MEAUIIMHCKH H3ENHUs C OLEHEHO ChOTBETCTBUE 1O [lupekTuBa
98/79 EC morar na ce nojnasat ganHu 3a BanuHu CE Ceprudukaru, cbc CpoK Ha BaIUIHOCT
10 27.05.2025 r.
3a uH BUTPO TUArHOCTUYHUTE METUIIMHCKHU U3eNUs, C pUCK Kitacudukarop: M3nenus ot apyru
rpynu / IVD others, cbrinacno dupextuna 98/79 EC unu Knac A necrepuinu (Pernament (EC)
2017/746) He ce BbBexnar nanHu 3a CE Ceptudukar. IlpenocraBa ce aexiapanus 3a
ChOTBETCTBHUE, U3/aJIeHa OT Mpou3BoauTeNs Ha e-mail: medical@bda.bg, ¢ nen nposepka Ha
MOJaICHUTE JIAHHHU.
3a UH BUTPO JUArHOCTUYHUTE MEAUIIMHCKH U3/IEJIHsI, C PUCK KIacu(PUKATOP CIUCHK A, CIIUCHK
b, u 3a camorecryBane, cwriiaciHo upektuna 98/79 EC, kakro u kiac A crepunuu, b, C u /],
ceriiacHo Pernament (EC) 2017/746 ce BpBexxnat nannu 3a CE Cepruduxarn.
¥ 3a ecuuxku 3asneenu uzdenua 6 cnucvka no uia. 30a om 3MH e neodxooumo
npeosapumento 0a ce npedocmasam OOKyMeHmu 3a oueHneno cvomeemcmeue na e-mail:

medical@bda.bg.
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Hoga KJIaCI/I(l)I/IKaIIl/Iﬂ HA MH BUTPO JTMATrHOCTUYHMTE MEAUIUHCKH U31eJTUs .
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Categorisation

Devices for the

detection/determina-
tion/quantification of ...

Risk
estimation

Degree of quality
assurance

ABO system, rhesus (C, ¢, D,

self testing

¥

Others

individual risk for

users and/or
patients

Annex I, List A E. o), anti-Kell, HIV infoction High pupllc ) Full quality Class D
(HIV1 and 2), HTLV I and 11, || health risk, high assurance
and Hepatitis B, C and D individual risk

Annex |, List B|| Plood groups: anti-Duffy and | poderate public Class C
anti-Kidd, ... , rubella, toxo- .
plasmosis, ... device for self- health! hlgh
diagnosis: blood sugar individiual risk

Devices for Moderate Class B, C

A

Any device.

Low individual
risk, no or
minimal public
health risk

Basic principles
and requirements

of quality
assurance

ClassA,B,C,D

CONFORMITY ASSESSMENT PROCEDURES UNDER IVDR

Annex | - General safety and performance requirements

Annex Il - Technical Documentation (TD)

—Technical Documentation (TD) on Post-mai

urveillance (PMS)

A non-sterile

(Self-declared)

Annex IX Quality
Management System
Limited to the aspects
related to establishing,
securing and maintaining
a sterile condition

Annex XI Production
Quality A

Limited to the aspects
related to establishing,
securing and maintaining
a sterile condition

Following sampling plan

Following sampling plan

Consultation M-CA/EMA

D[ST&NPT]
D[CDX]

B c
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BIST&NPT] ¢ (cox]
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Documentation
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Annex [X Chapter Il

Annex X
EU Type
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Including
Annex X Section 3 (J)
verification by EU
reference laboratories
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Annex IV EU Declaration of Conformity
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ASterila IVD device

Class B IVD device
Class CIVD device
Class D IVD device
: Self-testing

NPT: MNear patient testing

CA:  Competentauthorities
designated by Member
States

M-CA: Medicinal Products
Competent Authority

EMA: European Medicines
Agency



YabixkaBaHe Ha NPexXoJHHu (,[PAaTHCHU) MEePUOAU W MepPHOaM Ha mpoaaxoda 3a IVD ¢
mapkuposka CE nmo /IupexTuna 98/79 EC

Valid EC certificate issued in accordance with thelVDD

Transition 26 May 2025 Sell-off 26 May 2026 (Article110 (4), IVDR)

Class D IVDR (Article110 (3) IVDR)

Transition 26 May 2025 Sell-off 26 May 2026 (Article110 (4), IVDR)

Class C IVDR (Article100 (3) IVDR)

Transition 26 May 2026 Sell-off 26 May 2027 (Article110 (4), IVDR)

Class B IVDR & Class A Sterile IVDR (Article100 (3) IVDR)

Transition 26 May 2027 Sell-off 26 May 2028 (Article110 (4), IVDR)

Class A non-sterile IVDR
Notransition: 26 May 2022 Sell-off 26 May 2025 (Article110 (4), IVDR)

Mogaea Ha ACRJIapanud 3a CbOTBETCTBHE:

EC Declaration of Conformity

Manufacturers Name: [MANUFACTURER]
Manufacturers Address: [MANUFACTURER ADDRESS]
SRN (Single Registration [SRN]

Number):

Authorized Representative [AUTHORIZED REPRESENTATIVE]
Name (if applicable):

Authorized Representative [EAR ADDRESS]

Address Gf applicable):

Basic UDI-DI: [BASIC UDI-DI]

Name of the Device (s): [DEVICE]

Product code: [REFERENCE]

Classification: [CLASS]

Notified Body name: [NB NAME]

Notified Body Address: [NB ADDRESS]



Notified Body Identification
number:

Conformity assessment route:

[NB ID]

[MANUFACTURER] uses the following procedures for the
CE-labeling of their products according the Regulation
MDR 2017/745:

Class [CLASS]: EC conformity declaration according to
annex Xxx + annex XxXxx

This declaration of conformity is issued under the sole responsibility of [MANUFACTURER].
We hereby declare that he medical device(s) specified above meet the provision of the
Regulation (EU) MDR 2017/745 for medical devices. This declaration is supported by the
Quality System approval to ISO 13485 issued by [NOTIFIED BODY].

All supporting documentation is retained at the premises of the manufacturer.

Signature:

FUNCTION

Place and date (dd.mm.yyyy) of issue:

Attachment to declaration of conformity [DEVICE]

Name 1
Reference number Description
Ref 1 Description 1
Ref 2 Description 2
Ref 3 Description 3
Name 2
Reference number Description
Ref 4 Description 4
Ref 5 Description 5
Ref 6 Description 5




