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Manufacturer's Declaration of Conformity

Manufacturer's name: Diagon Ltd.

Manufacturer's registered place of business:
1047 Baross str. 48-52, Budapest, Hungary

declares in our own responsibility conformity of the products Iisted in the
Appendix I. below, according to the essential requirements Annex I of the
Directive 98 / 79 i EC on in vitro diagnostic medical devices (lVD Directive):

The conformity was established by the manufacturer in a conformity
assessment procedure according to Annex lll (class: other IVD products) of

the Directive gB 179 lEC, except of Point G.

IVD Category: Non-liqted according to IVDD (Others)

I declare that the use of the device(s) under appropriate conditions as
described in product instructions of use will not compromise the health or

safety of the patient, the user or other involved person,
lwill ensure to institute and to keep up to date a quality system which enables

me to review experiences gained from the device(s) in the post-production
phase and to implement the necessary corrective actions,

Diagon Ltd.
Budapest, 13.03.2023

Signature:
Name of Authorized Signatory:
Position held in conrpany:
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Ref. No. Product name CE Registration No
h301 01 Diaton Erma Diluent HUiCA0l/61676t15
h301 02 Diadriplyse-Ernra HU/CA01/61676t15
h301 03 Dialyse Hrma HU/CA01/61676/15
h301 09 Dialyse ERMA CF HU/CA01/61676t15
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Manufacturer's Declaration of Conformity

Manr:facturer's name: Diagon Ltd.

Manufacturer's registered place of business:
lA47 Baross str.48-52, Budapest, Hungany

declares itr our own responsibility conformity of the products listed in the
Appendix L below, according to the essential requirements Annex I of tlre
Directive 98 / 79 / EC on in vitra diagnostic medical devices (lVD Directive):

The conformity was established by the manufacturer in a confornrity
assessment procedure according to Annex lll (class: other IVD products) of

the Directive 98 l79 I fC, except of Point 6.

IVD Category: Non-listed according to IVDD (Others)

I declare that the use of the device(s) under appropriate conditions as
described in produrct instructions of use will not conrpromise the health or

safety of the patient, the user or other involved person.
I will ensure to institute and to keep up to date a quality system which enables

rne to review experiences gained from the device(s) in the post-produciion
phase and to implement the necessary corrective actions.

Diagon Ltd,
Budapest, 22J2.2AX.

Signature:
Name of Authorized $ignatory:
Position held in company.
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Appendix l.
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Ditgon l,td Ref, No. Diagon Ltel Protluct narne CO Registrntion No.

h23101, h231 1 1 Diaton-$YS Diluent HU/CA01/29777 t2019
h231 A2, h231 I 2, h231 22,
h23132 Diadriplyse-$Y$ HU/CA01129777 t2019
h23'103, h23113 Diaresh-SYS HU/CA01/29777 nA19
h23104, h23114, h231 24 Dianrox-SYS-WM2 HU/CAo1/29777 t2015
h23105, h23115, h23125 Dialyser-SYS-SHB HUtCAol /29777 t2019
h231 06, h231 1 6, h23128,
h231 36 Diaclean-SY$ HU/CA01/2S777t2A19
h23202, h23212 Diasheath-SYS HU/CAo'1/29777 t20'1s
h23203, h23213 Diastronrlyser-SYS-C HU/C401/29777 t2019
h23204, h23214 Diastromlyser-SYS-WP H U/CAo1129777 t2019
h2s20s, h23215,h23225 Diastrom lvser-SYS-3W P H U/CA01/29777 t2019
h23207, h23217, h23227 Diamox-SYS-W HU/CAo1/29777 t2A19
h23301, h233'l 1 D iastronr lyser-SYS- FD-l HU/CAo1/2977712019
h23302, h2331 2 D iastronrlyser-SYS-FD-ll H U/CAo1 /29777 t2019
h23303, h2331 3 D iastrom lyser-SYS-FBA H U/CAo1/29777 t2019
h23401 , h23411 D iastronr lvser-SYS-W H HU/CAo1/2s777 t2019
h23601 D iastrorn lyser-SYS-4D L H U/CAo1/29777 t201s
h23602, h23622 D iastrom lyser-SYS-4DS-Dye HU/CAO1/29777 t2019
h23603 Diastromlvser-SYS-NR HU/CAo1/29777 t2019
h23604 Diastrorn lys er-SYS-N R-Dye HU/CAo1129777 t2015
h23605, h236'15 Diastromlvser-SYS-lM HU/CAo1/29777 t2019
h23606 D iaretic- I I -SYS-Buffer HU/C401i29777t2019
h23607 Diaretic-ll-SYS-Dve HU/CAo1/29777 t2019
h2361 3 Diastro m lyser-SYS-N R-Kit HU/CAo1/2977712019
h2361 6 Diaretic-ll-SYS-Kit t-tu/c401/29777t201s
h23801, h2381 1 Diacatch-SYS-Diluens HU/C401/29777t2A19
h23802, h23812 Diasheath-U HU1CA01/2S777 t2A15
h23803, h23813, h23823 Diacatclr-SYS-Dve HU/CAo1/2977Vt2015
h51 101, lr51 '11 1 , h51 121 Diaclean-Cell HU/CAo'1/29777t2019
h341 01 DiaSheath U ll HU/CA01/29777 t2019
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Manufacturer's Declaratinn nf Conformity

Manufacturer's name: Diagon Ltd.

h/anirfactltrer's registered place of business:
1047 Baross str. 48-52, Budapest, llungary

declares in our own responsibility confornrity of the products listed in the
Appendix l. below, according to the essential requirements Annex I of the
Directive 98 i 79 / EC on in vitro diagnostic meclical devices (lVD Directive):

The confornrity was established by the manLrfacturer in a confornrity
a$ses$ment procedure according to Annex lll (class: other IVD products) of

the Directive 9B I 7g I EC, except of Point 6.

IVD Category: Non-listed according to IVDD (Others)

I declare that tlre use of the device(s) under appropriate conditions as
described in product instructions of use will not compromise the health or

safety of the patient, the user or other invslved person.
I will ensure to institute and to keep up to date a quality system which enables

me to review experiences gained from tl"re device(s) in the post-production
phase ancl to inrplernent the necessary corrective actions.

Diagon Ltd"
Budapest, 20.05.2022

Signature:
Name of Ar:thorized Signatory:
Position held in con-rpany:
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Appendix l.

Ref. No. Product name CH Registration No"
h20201 Diaton Diff. LMG Diluent Fru/cAo1 t20704t18
h20212 Dialyse-Ditf-LMG HU/CAO1/20704t18

h24300 DiaTIMIPACK Reagents 4120 CBC HU/C401i61084/15
h?43a1 Diabaso A120 HU/CAO1161084115

h24342 DiaHgb 4120 HU/CAO116't084/15

h24303 Dia-RBC/PLT A120 HU/CAO1/61A&il15
h2431 0 DiaDlFF TIMEPACK Reagents A120 HU/CAO1/61084i 15

h24311 DiaPerox-1 4120 HU/CA01/61084/15
h24312 DiaPerox-2 A120 HU/CAo1/61 084i 15

h2431 3 DiaPerox-3 A120 HU/CAO1/6',1084/15
h24314 Diaperox Sheath 4120 HU/CA0'l/61A8q15
h24315 Diaperox Sheath A120 PACK HU/CA01/61084t15
h24321 DiaSheath Rinse 4120 HU/CA01t61084t15
h24322 Diaretic Auto A'120 PACK HU/CA01/61084/15
h24332 Diaretic Auto A120 HU/CA01/61084t15
h24350 CBC DiaTimepack A120 CF HU/CAo1/61084/15
h24352 HGB Reag CF HU/CA01/61084/15
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Manufacturer 's Declaration of Conformity

Manufacturer's name: Diagon Ltd.

Manufacturer's registered place of business:

L047 Baross str, 48-52, Budapest, Hungary

declares in our own responsibility conformity of the products listed below as follows:

Haernatology controls

according to the essential requirements Annex I of the Directive 98 179 /ECon in vitro
diagnostic medical devices (lVD Directive):

The conformity was established by the manufacturer in a conformity assessment procedure

according to Annex lll (class: other IVD products), outside Annex ll and not for self-testing of
the Directive 98 / 79 I EC.

IVD Category: Non-listed according to IVDD (Others)

ldeclarethatthe use of the device(s) under appropriate conditions as described in product

instructions of use will not compromise the health or safety of the patient, the user or other

involved person,

I will ensure to institute and to keep up to date a quality system which enables me to review

experiences gained from the device(s) in the post-production phase and to implement the

necessa ry corrective actions,

Diagon Ltd.

Buda pest, 1J"1L2024.

Sign atu re:

Name of Authorized SignatorY:

Position held in company:

Rozdlia Fl6rika-l(at
Head of QA
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Product lD Product name CE Registration No.

M

DCTVL D-Check 7 Low HU/cAou60076114
DCTVN D-Check 7 Normal HU/CA01/60076/L4
DCTVH D-Check 7 Hieh HU/CAo1/60076174
DC].8T21 D-Check 1.8 Low HU/CAo1/60076114
DC1BT2N D-Check L8 Normal HU/CA01"/60A76/14
DC18T2H D-Check 18 Hieh HU/CAou60076/74
DC3TL D-Check 3P Low HU/CAo1/60A76h4
DC3TN D-Check 3P Normal HU/CAo1/60076lL4
DC3TH D-Check 3P Hieh H U/cAou6007 6/1.4

DCCD3RTl D-Check CD3Ret HU/CAo1/600761L4
DCCD3RT2 D-Check CD3Ret HU/CA01/60076/14
DCCD4KTL D-Check CD4K Low HU/CAo1/60A76lt4
DCCD4KTN D-Check CD4K Normal H U/CAo1/60076/14
DCCD4KTH D-Check CD4K Hieh HU/CA0L/60O76/14

DCCD4RTl D-Check CD4Ret HU/CAo1/60076/14
DCCD4RT2 D-Check CD4Ret HU/CAo1/60A76/1.4

DCAl2OT]. D-Check A120 Ret HU/CAo1/60076174

DCA12OT2 D-Check A120 Ret HU/CAo1/6007611,4

DCA120T3 D-Check 4120 Ret HU/CAou60O76/14

DClBPT2L D-Check 1.8 Plus Low HU/CA0!60A76/74
DClBPT2N D-Check 18 Plus Normal H U/CAo1/60076/74

DC18PT2H D-Check 18 Plus High HUlCA0L/6OA76/t4

DClSPTL D-Check 18 Plus Low HU/CAo1/60076/1.4

DClBPTN D-Check 18 Plus Normal HU/CAO1/60A76/14

DClSPTH D-Check L8 Plus High HU/CAOL/6A07611"4

DCSTL D-check SYS Low HU/CA}t/60076lL4
DCSTN D-check SYS Normal HUlCA}t/60076/L4
DCSTH D-checl< SYS Hieh HU/CA01/60076/L4

DCTTL D-Chech Tech Low HU/CA01/60076/1,4

DCTTN D-Chech Tech Normal HU/CAOL/60076/14

DCfiH D-Chech Tech High HU/CAou6o076/1,4

DCXETL D-Check XE Low HU/CA01/60A76/14

DCXETN D-Check XE Normal HU/CA01/60076/1.4

DCXETH D-Check XE Hish HU/CAo1/60A76/L4

DC4KRTL D-Check CD4KRet Low HU/CA01/60076/74

DC4KRTN D-Check CDAKRet Normal HU/CAAV60076/1.4

DC4I(RTH D-Check CD4KRet Hieh HU/CAOL/60076/14

DC5DTL D-Check C5D Low HU/CAo1/60076/t4

DC5DTN D-Check C5D Normal Hu/cAou6oa76/14
DC5DTH D-Check C5D High HU/CAOU6OA76/L4

DCRETIV]" D-Check Ret 1V HU/CAOv60076/L4

DCRE"TIV2 D-Check Ret-l 2V HU/1AOL|6007611,4

DCRETIV3 D-Check Ret ?\/

DCRETITl D-Check Ret 1T HUlcAOt/60076lt4
DCRETIT2 D-Check Ret-l 2T HU/CA01/60076114 
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DCRETIT3 D-Check Ret-l 3T HU/CAoU60076 t4
DCRETPl D-Checl< Ret P 1- HU/CAor./60076/14
DCRETP2 D-Check Ret P 2 HU/CAO1./60076/14

DCRETP3 D-Check Ret P 3 HU/CA01/60076/74
DSTl D-Sed-Plus level 1 HU/CAAu6oo76/L4

DST2 D-Sed-Plus level 2 HU/CAo1/6007611,4

DSVl D-Sed'Plus level L HU/CAo1i60076lt4
DSVz D-Sed-Plus level 2 HUICA}L/60076/1.4

DCALCD D-CalCD HU/CAo1/60076/t4
DCALNEI( D-Cal NEK HU/CA01/60076114

DCALP D-Cal Plus HU/CA0u60076/t4
DCALTECH D-CaI TECH HU/CAou60076174

DCXERETl D-Checl< XE-RET Level 1" HU/CA01/60076/74

DCXERET2 D'Check XE-RET Level 2 HU/CA01/60A761t4

DCXERET3 D-Check XE-RET Level 3 HU/CAo1/60iA76/t4

DCXENRBCl D-Check XE-nRBC Level 1 H U/CAo1/6007 6/1.4

DCXENRBC2 D-Check XE-nRBC Level 2 HU/cAo1/60076/t4
DCXENRBC3 D-Check XE-nRBC Level 3 HUlCA0l/60D761!4

m
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lVlanufacture!, 's Declaration of Cnnformity

Manufacturer's name: Diagon Ltd.

Manufacturer's registered place of LrLrsiness:
1047 Baross str, 4S-SZ, Budapest, Hungary

declares in r:ur own responsibility conformity of tlre products listed in the
Appendix L below, according to the essential requirements Annex I of the
Directive 98 179 / EC on in vitro diagnostic medical devices (lVD Directive):

The conformity was established by the manufacturer in a conformity
assessment procedure according to Annex lll (class: otlrer IVD products)of

the Directive gB l7g lEC, except of point 6,

I declare that the use of the device(s) under appropriate conditions as
described in product instructions of use will not compromise the health or

safety of the patient, the user or other involved per$on,
I will ensure to institute and to keep up to date a quality systenr which enables

me to review experiences gained from the device(s) in the post-production
phase and to implement the necessary corrective actions.

Diagon Ltd.

ffi6].,' $'iS \ Sli:i * 16*frJ.l.hl.rd X,rrg&ry j$r;i.rrix*.rt{l}\.rar{dfifl: l;tl,j*{.!tiar ,(, i.:}at)lri}6!i) Htr,..dtrl$ii$.ltt 4.qX*ai$&Gr$s$M&SSei+$
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Appendix l.

Itern lD Name CE Reg. No.
Control

DDC]"8PT2,51 D-Check D Plus 2,51 nu/c{a7/9a61,3/L5
DDC1"BPT2,5N D-Check D Plus 2,5N H U/CA0 1/e0 6t3 /1s
DDC18PTz,5H D-Check D Pius 2,5H HU/CA01/e0613/Ls
DC3TL D-Check 3P Low HU/CA01/60A76/L4.
DC3TN D-Check 3P Nornrdl HU/CA01/50A76/74
DC3TH D-Check 3P High HU/CAOU6O076/L4
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fulareufactuner's Decrarafion of confornnity

Manufacturer's name: Diagon l_td.

Manufacturer's registered place of business:
ffi4V Baross str.48-52, Budapest, [-lungary

declares in our own responsibility conformity of the products listed in the
Appendlx l. below, according to the essential requirements Annex I of the
Directive SB / 79 / EC on in vitro diagnostic medical devices (lVD Directive):

The conformity was established by the manufacturer in a conformity
assessment procedure according to Annex lll (class: other IVD producis) of

the Directive gB I 79 I EC, except of point 6,

IVD Catego!"y: Non-listed according to IVDD (Others)

I declare that tlre use of the device(s) under appropriate conditions as
described in product instructions of use will not compromise the health or

safety of the patient, the user or other involved person.
I will ensure to institute and to keep up to date a quality system which enables

me to review experiences gained from the device(s) in the post-production
phase and to implement the necessary corrective actions.

Diagon Ltd.
Budapest , 25.05.2022

Signature:
Name of Authorized $ignatory:
Position held in company:
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Appendix l.

Ref. No. Product name CE Registration No.

h31101, h31111 Dia-Diluent-D HU/CA01/95421115

h31 1 02 Dia-Lyse-Diff D-CF HU/CA01 195421115
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