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Company certified to ISO 9001:2015 and ISO 134852016 quality management
systems, and IS0 14001:2015 environmental management system

EU Declaration of Conformity
Regulation (EU) 2017/746 of the European Parliament and of the Council (IVDR)

Certificate No. EU0012023-BIOG

Manufacturer: BioGnost Ltd.
Medjugorska 59
10040 Zagreb, Croatia
Single Registration Number (SRN): HR-MF-000022153
EMDN code: WO01030705 - Fixing reagents (histology/cytology)

BioGnost Ltd. hereby declares with sole responsibility, that products covered by the present declaration
are in conformity with the Regulation (EU) 2017/746 on in vitro diagnostic medical devices. EU
declaration of conformity is issued under the sole responsibility of the manufacturer. Listed products are
classified as Class A — In vitro diagnostics and are in accordance with Annex VIII of the Regulation (EU)
2017/746.

Standards and Directives used in support of conformance to Regulation (EU) 2017/746 on in vitro diagnostic
medical devices:

EN ISO 9001:2015 Quality management systems - Requirements

EN ISO 13485:2016/A11:2021 Medical devices — Quality management systems - Requirements for regulatory
purposes

EN ISO 14001:2015 Environmental management systems - Requirements with guidance for use

EN ISO 14971:2019/A11:2021 Medical devices - Application of risk management to medical devices

EN 13612:2002/AC:2002 Performance evaluation of in vitro diagnostic medical devices

EN ISO 18113-1:2011 In vitro diagnostic medical devices - Information supplied by the
manufacturer (labelling) — Part 1: Terms, definitions and general requirements

EN ISO 18113-2:2011 In vitro diagnostic medical devices - Information supplied by the
manufacturer (labelling) — Part 2: In vitro diagnostic reagents for professional use

EN ISO 15223-1:2021 Medical devices - Symbols to be used with information to be supplied by the
manufacturer — Part 1: General requirements

EN I1SO 20417:2021 Medical devices - Information to be supplied by the manufacturer

EN ISO 23640:2015 In vitro diagnostic medical devices - Evaluation of stability of in vitro diagnostic
reagents

Place, date of issue: Zagreb, 26 July 2023
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BIOGNOST

APPENDIX:
LIST OF PRODUCTS

Group of products: Fixatives (Basic UDI-DI: 385889212HPC30705FIXAQX)

‘Product name Catalogue number Intended use ubl-DI
| 4% NB Formaldehyde 1L FNB4-1L Fixation of histological and/or | 2acaea8830114 |
i o cytologicalsamples """ .

4% NB Formaldehyde, 5 L FNB4-5L Fikationofistoion a ang/r 03858838820138
Rl cytological samples

4% NB Formaldehyde, 10 L FNBA4-10L Fixation of histological andfor | 3¢ cggaa0:0145

_____________________ cytological samples

4% NB Formaldehyde, 20 L FNB4-20L Fixation of histological andfor | 3020000050152
5 cytological samples )
' 4% Formaldehyde, 1L FA-1L Fixation of histological andfor | (30c 000050943

o cytological samples
4% Formaldehyde, 5 L F4-5L Fistionofhistological andjor: | pagegamonysrg
IIIIIII cytological samples

4% Formaldehyde, 10 L F4-10L Fcation of histological and/or | 40690000775

lllllllllllllllllllllllllllllllllllllllllllllllllllllllllllllllllllllll cytological samples _ |

Fixation of histological and/or
oo o e O - __ qptological samples | ° _?_8_':‘_?????977 wd
' 10% NB Formaldehyde, 1 L | ENB10-1L Fixation of histological and/or 03858888820169

...................... . Gtologicalsamples |\ " T

10% NB Formaldehyde, 5 L FNB10-5L Fixation of histological and/or | 20 ca0ean01g3
....... . Cytologicalsamples |\ TR

10% NB Formaldehyde, 10 L ENB10-10L Fixation of histologicaland/or | (20 caceeenn 1o

. oytologicalsamples | T T
' 10% NB Formaldehyde, 20 L FNB10-20L Fixation of histological and/or 03858888820206
N cytologicalsamples 1 """ i
ImmunoForm, 1 L | IME-1L Fixation ofhl.stoioglcal and/or 03858892121146
- cytological samples

ImmunoForm, 5 L IMF-5L Fixation of histolagical and/or | (509005121672
......................................................................................................... cytological samples :

T IMF-10L Fixation of hI.StO|OgICa| and/or

cytological samples

10% Formaldehyde 1L F10-1L Fixation of h|§tolog|cal and/or
................................................... cytological samples

10% Formaldehyde 5L F10-5L Fixation of h|§tolog|cal and/or

| cytological samples
10% Formaldehyde, 10 L | F10-10L Fixation of ht.stologlcal and/or
....... cytological samples ey
10% Formaldehyde, 20 L F10-20L Fixation of histological andfor | 64 ceangrogs |
.......... cytological samples ORISR |
Formaldehyde 37% for use in histology, 1L | F37H-1L Fixation of histological andfor | 50040000400 |
S cytological samples | -

- Formaldehyde 37% for use in histology, 2.5 L | F37H-2.5L Fixation of histological and/or | 3458595153057
o cytological samples o

Formaldehyde 37% for use in histology, 5L | F37H-5L Fixation of histological and/or | ,ac8495001198
S S cytological samples | T T

Formaldehyde 37% for use in histology, 10L | F37H-10L Fotion of histological andfor | 5050000002645

SRR Qtologicalsamples | "

Formaldehyde 379% for use in histology, 20 L | F37H-20L Fotion of histological andfor | gaqcnaqngnsgry
______ emn ! ... cytological samples .

NB Formeldehyde concentrated 5. 1 L FKSX-1L Fbaation of histological and/or | gaaceagn007824

............................ otologicalsamples | |

' NB Formaldehyde concentrated 5x, 5 L FK5X-5L Fixation of histological and/or | (o oo 1
............................... cytological samples
| NB Formaldehyde concentrated 5x, 10 L FKSX-10L Fbation of histolagical ancor 0385839000780 |
cytological samples | T
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BIOGNOST

Bouin's solution, 1 L

Bouin's solution, 5 L

cytological samples

I Fixation of histological and/or
BioFix, 500 mL | BF-500 :ﬁ s10109
ioFix m Sl Sl 03858888829803
i Fixation of histological and/or
BioFix, 1L - :
ioFix BF-1L cyiolocical sampiles 0385889_000??70
e Fixation of histological and/or
BioFix C, 500 mL - :
| io |x.. ............. m BFC-500 oiulogical samples 03858890007688
e Fixation of histological and/or
BioFix C, 1L i - : I
- I.ﬁ....m IIIII BFC-1L cytological samples 9_??_58890005745
BioFix C, 5 BFC-5L Femtionofhistologionl MIA0N | pspcusannagsy
s, cytological samples
' BioFix GL, 500 mL BFGL-500 Fecaion of histological andfor | 4 cacasts15ouas
O . . cytological samples )
BioFix GL 1L BEGL-1L Fixation of hl'stologlcal and/or 03858892122495
e s e cytological samples
BioFix GL, 5L BFGL-5L Fixation of histological and/or | 355895122501
___________ cytological samples
§ = Fixation of histological and/or
BioFix HD, 500 mL BFHD-500 ¢ 03858890003536
______ B cytological samples
BioFix HD, 1L Fixation of histological and/or | 3gcaa90003543
cytologicalsamples | """
BioFix HD, 5 L Fixation of histological and/or | 3500095151702
cytologicalsamples | """ i
BioForm S, 1L Fixation of histological and/or | 3gcggag851517 |
cytological samples ! i
| BioEori S, 5L Fixation of hi_stologscal and/or 03858892121696
....................... cytological samples |
Bouin's solution, 100 mL Fixation of histological and/or | 3858890000665
llllllllllllllllll cytological samples
Fixation of histological and/or 03858888821487 |

Fixation of histological and/or
cytological samples

' 03858890007787 |

Fixation of histological and/or

0385888882150 |

Bouin's solution, 10 L ;
cytological samples
CitoFik T1L CX-1L Fixation of histological and/or 35 cg0990,3139
cytological samples -
CitoSpray, 100 mL CS-100 Fixation of histological and/or | 3500545051548
.......................... __Cytological samples
CitoSpray solution, 1 L Cs-1L Fixation of histological and/or | 3020005051555
............................... __Cytological samples
CitoSpray solution, 20 L | cs-20L Fixation of histological andfor | 5420095150996
- Y ___.._cytological samples i
Saccomano's fixative, 500 mL SF-OT-500 Fixation of histological and/or | 352005154774
cytological samples | "7 N —
Saccomano's fixative, 1 L SF-OT-1L Fiation of histological and/or 03858892120200
........................... cytological samples ]
Saccomano’s fixative, 2.5 L SF-OT-2.5L Fixation of histological and/or 03858892124871
[ cytological samples o
SF-OT-51 Fixation of histological and/or

: Saccomano's fixative, 5 L

cytological samples

EU Declaration of Conformity Certificate No. EUD012023-BIOG_v2

| 03858892121726 |

Page 3/3



