UNIONPROJET S.R.L.S.

Via Aliprandi 41- 20851 — Lissone (MB)
Tel. 039 4611641 Fax. 039 33099862

E-mail; info@unionprojet.com
http:// www.unionprojet.com

c E CERTIFICATE OF CE-REGISTRATION

According to the In Vitro Diagnostic Medical Directive 98/79/CE

Manufacturer: BEACON DIAGNOSTICS PVT. LTD.
424, New GIDC, Kabilpore,
Navsari — 369 424, Gujarat, India
Phone: +91-2637-265590

European Representative: Unionprojet Srls
Via Aliprandi, 41
20851, Lissone (MB), Italy
Phone: +39 4611641
Email: info@unionprojet.com

Product Name: as per Annex |, dated May 2", 2022

As defined by the aforementioned Directive, the Italian Ministry of Health is notified of the

Manufacturer’s in vitro diagnostics medical devices and has allocated registration numbers shows
in the Annex 1.

The manufacturer has appointed Unionprojet Srls as his European Representative and has provided
Unionprojet Srls with the appropriate Declaration of Conformity.

The IVD medical devices listed in Annex | fulfil the requirements of the European Directive 98/79,
and the assessment of the conformity has been routed accordingly to Annex |ll of the Directive.

Valid from: May 2", 2022
Valid until: May 25, 2027

Signature:

P.IVA 08635300068
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Annex |

List of Beacon Diagnostics PVT., LTD. Registered Products

The above listed products have been notified to the Italian Ministry of Health by Unionprojet Srls as
European Representative of Beacon Diagnostics Pvt, Ltd.

Product Code No. Pack Size’ Registration No.

ADA SYSTEM PACK BA201A 1x20+1x10 ML 2226737
ALKALINE PHOSPHATASE SYSTEM PACK BA203A 1x40+1x10ml 2226739
ALKALINE PHOSPHATASE SYSTEM PACK BA203B 2x20+2x5ml 2226744
AMYLASE SYSTEM PACK BA205A 2x10ml 2226748
APOLIPOPROTEIN A SYSTEM PACK BA206 1x40+1x10 ml 2226759
APOLIPOPROTEIN B SYSTEM PACK BA207 1x40+1x10ml 2226766
BILIRUBIN (VANADATE OXIDASE METHOD) BA210 4x40+4x10ml 2226777
CK MB SYSTEM PACK BA213A 1x20+1x5 ML 2226784
CYSTATIN C SYSTEM PACK BA217 1x20+1x4ml 2226796
GAMMA GT SYSTEM PACK BA218A 1x20 +1x5 ML 2226814
GAMMA GT SYSTEM PACK BA218B 2x20+2x5ml 2226820
HDL DIRECT SYSTEM PACK BA221A 2x30+2x10ml 2226823
HOMOCYSTEINE SYSTEM PACK BA222 1x30+1x5ml 2226831
SALMONELLA 6 ANTIGEN SLIDE AND TUBE TEST KIT WITH CONTROLS SE054A 6x5ml 2226837
UQUIZYME ALKAUINE PHOSPHATASE (AMP OPTIMIZED IFCC METHOD) LSO001F SLTR 2226846
LIQUIZYME ALKAIJOB;;:AI}IZ()ES'::;I(\:ZA;IEETS}-I{Z([S)I;E REAGENT (AMP LS0028B 5 LTR 2226851
LIQUIZYME a AMYLASE (DIRECT SUBSTRATE METHOD) LS003H 4 5(10 ML 2226859
LIQUIZYME a AMYLASE (DIRECT SUBSTRATE METHOD) LS003K S5LTR 2226861
UQUIZYME ADENOSINE DEAMINASE (PNP-XOD METHOD) LS005C 90 ML 2226866
LIQUIZYME ADENOSINE DEAMINASE (PNP-XOD METHOD) LSOOSE SLTR 2226874
LIQUIZYME AMMONIA (KINETIC METHOD) LS007B SLTR 2226881
LIQUIZYME ALBUMIN (BCG METHQOD) LS008D 1X120ML 2226888
LIQUIZYME ALBUMIN (BCG METHOD) LSO08E 5X120 ML 2226890
LIQUIZYME ALBUMIN (BCG METHOD) LSO08F 10X 120 ML 2226892
LIQUIZYME ALBUMIN (BCG METHOD) LS008G 5LTR 2226894
LIQUIZYME BILIRUBIN (DMSO METHOD) LS009D 240 ML 2232178
LIQUIZYME BILIRUBIN (DMSO METHOD) LSO09E 1200 ML 2232185
LIQUIZYME BILIRUBIN (DMSO METHOD) LSO09F 10LTR 2232186
LQUIZYME BILIRUBIN (MOD. JENDRASSIK & GROF’S METHOD) LS0100 240 ML 2232187
UQUIZYME BIURUBIN (MOD. JENDRASSIK & GROF'S METHOD) LSO10E 1200 ML 2232188
LIQUIZYME BILIRUBIN (MOD. JENDRASSIK & GROF'S METHOD) LSO10F 10LTR 2232189
BILIRUBIN TEST KIT 150898 SLTR 2232192
LIQUIZYME BICARBONATL (PEPC METHOD) LSO11A 10 ML 2226918
LIQUIZYME BICARBONATE (PLPC METHOD) LS0118 S LTR 2226923

LIQUIZYME CHOLESTEROL (CHOD/POD METHOD) 150126 1X50ML 2226925 lJ

Scansionato con CamScanner



UNIONPROJET S.R.L.S.
Via Aliprandi 41- 20851 — Lissone (MB)

-

F Tel, 039 4611641 Fax. 039 33099862
& E-mail: info@unionprojet.com
http:// www.unionprojet com
Product Code No. Pack Size Registration No.

LIQUIZYME CHOLESTEROL (CHOD/POD METHOD) LS012H 10 X 50 ML 2226926
LIQUIZYME CHOLESTEROL (CHOD/POD METHOD) 150121 20 X 50 ML 2226927
LIQUIZYME CHOLESTEROL (CHOD/POD METHOD) LS012K 5LTR 2226929
L1QUIZYME CHLORIDE (COLORIMETRIC METHOD) 15013D 4X25 ML, 2226955
LIQUIZYME CHLORIDE (COLORIMETRIC METHOD) LSO13E SLTR 2226959
LIQUIZYME CREATINE KINASE (OPTIMIZED IFCC METHOD) LS014D 100 ML 2226962
LIQUIZYME CK - MB (IMMUNOINHIBITION METHOD) LS015D 100 ML 2226967
LIQUIZYME CREATININE (ALKALINE PICRATE METHOD) LS016D 240 ML 2226974
LIQUIZYME CREATININE (ALKALINE PICRATE METHOD) LSO16F 10 LTR 2226987
LIQUIZYME CREATININE (ENZYMATIC METHOD) LSO17E 5LTR 2228982
LIQUIZYME CREATININE s::gs g;.;\GENT (MODIFIED JAFFE'S LS018¢ 1;5:0 2226993
LIQUIZYME CREATININE snlg:: g;l)\GENT (MODIFIED JAFFE'S L5018 EitR 2227000
LIQUIZYME GLUCOSE (GOD/POD METHOD) LSO19F 3X120ML 2227241
LIQUIZYME GLUCOSE (GOD/POD METHOD) LS019G 5X 120 ML 2227242
LIQUIZYME GLUCOSE (GOD/POD METHOD) LSO19H 20LTR 2227243
LIQUIZYME GAMMA GT (SASZ METHOD) 1LS0208 5LTR 2227244
LIQUIZYME DIRECT HDL CHOLESTEROL (PEGME METHOD) LS021F 10 LTR 2229004
LIQUIZYME DIRECT LDL CHOLESTEROL ( DETERGENT METHOD) 150228 160 ML 2229013
LIQUIZYME DIRECT LDL CHOLESTEROL { DETERGENT METHOD) 1S022C 80 ML 2229017
LIQUIZYME DIRECT LDL CHOLESTEROL ( DETERGENT METHOD) LS022F 10LTR 2229018
LIQUIZYME LDH (L -> P KINETIC METHOD) LS023C 6 LTR 2227258
LIQUIZYME MAGNESIUM (X8 METHOD) L5024D 5LTR 2227264
LIQUIZYME SGOT (IFCC METHOD) LS025G 500 ML 2227274
LIQUIZYME SGOT (IFCC METHOD) LS025H 1000 ML 2227275
LIQUIZYME SGOT (IFCC METHOD) LS025I S5LTR 2227276
LIQUIZYME SGPT (IFCC METHOD) LS026G 500 ML 2227278
LIQUIZYME SGPT (IFCC METHOD) LS026H 1000 ML 2227327
LIQUIZYME SGPT (IFCC METHOD) LS026! 5LTR 2227329
LIQUIZYME TRIGLYCERIDES (GPO/POD METHOD) LS027H 1X 50 ML 2227333
LIQUIZYME TRIGLYCERIDES (GPO/POD METHOD) L5027! 2X50 ML 2227337
LIQUIZYME TRIGLYCERIDES (GPO/POD METHOD) 15027) 10 X 50 ML 2227338
LIQUIZYME TRIGLYCERIDES (GPO/POD METHOD) LS027M 5LTR - 2227339
LIQUIZYME UREA (UV GLDH METHOD) 1S028D 500 ML 2227347
LIQUIZYME UREA (UV GLDH METHOD) LS028F 1000 ML 2227349
LIQUIZYME UREA (UV GLDH METHOD) 15028G 5LTR 2227350
LIQUIZYME UREA (NED METHOD) 150298 10 LTR 2227353
LIQUIZYME URIC ACID (URICASE / POD METHOD) LS031G 1X50 ML 2227354
LIQUIZYME URIC ACID (URICASE / POD METHOD) LSO31H 2X50ML 2227357
LIQUIZYME URIC ACID (URICASE / POD METHOD) LS031l 10 X 50 ML 2227358
LIQUIZYME URIC ACID (URICASE / POD METHOD) L5031 2(:wa50 2227359
LIQUIZYME URIC ACID (URICASE / POD METHOD) LS031K 5LTR 2227360
LIQUIZYME SODIUM (COLORIMETRIC METHOD) LS032D 1X120 ML 2227362
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LIQUIZYME SODIUM (COLORIMETRIC METHOD) LS032F SLTR 2227365
LIQUIZYME POTASSIUM (COLORIMETRIC METHOD) LS033D 1X120 ML 2227366
LIQUIZYME POTASSIUM (COLORIMETRIC METHOD) LS033G 5LTR 2227368
LIQUIZYME CALCIUM ARSENAZO |Il METHOD) LS034H 1X120 ML 2227376
LIQUIZYME CALCIUM ARSENAZO Il METHOD) LS034I 5LTR 2227380
LIQUIZYME CALCIUM (OCPC METHOD) LS035D }33 2227385
LIQUIZYME CALCIUM (OCPC METHOD) 3 LSO35F 5LTR = 2227389
LIQUIZYME LIPASE (METHYL RESORUFIN METHOD) LS036D 5LTR 2229020
L1QUIZYME INORGANIC PHOSPHORUS (MOLYBDATE UV METHOD) Ls037C 4X 25 ML 2227938
LIQUIZYME INORGANIC PHOSPHORUS (MOLYBDATE UV METHOD) LS037D SLTR 2227942
LIQUIZYME TOTAL PROTEIN (BIURET METHOD) LS038D 1X120 ML 2227944
LIQUIZYME TOTAL PROTEIN (BIURET METHOD) LSO38E 5X 120 ML 2227945
LIQUIZYME TOTAL PROTEIN (BIURET METHOD) LSO38F 10X 120 ML 2227946 {
LIQUIZYME TOTAL PROTEIN (BIURET METHOD) LS038G 5LTR 2227948
LIQUIZYME ZINC (COLORIMETRIC METHOD) LS039A 2x10ml 2229024
HbA1C DIRECT WITH CALIBRATOR (LATEX TURBIDIMETRIC METHOD) SE001C 5LTR 2229025
HbA1C DIRECT WITHOUT CALIBRATOR (LATEX TURBIDIMETRIC SE002C £ 1TR 2229028
METHOD)
BEACON CONTROL NORM & PiTH (BIOCHEMISTRY) LP0O10B 6X1ML 2229030
FEBRILE ANTIGEN (WIDAL TUBE METHOD) SEOO5A 4 X 50 ML 2227418
FEBRILE ANTIGEN (WIDAL TUBE METHOD) SE005B 242X50 ML 2227422
FEBRILE S. PARATYPHI A(H) ANTIGEN (WIDAL TUBE METHOD) SE006B 10LTR 2227425
FEBRILE S. PARATYPHI B(H) ANTIGEN (WIDAL TUBE METHOD) SE007B 10 LTR 2227432
FEBRILE S. TYPHI H ANTIGEN (WIDAL TUBE METHOD) SE008B 10LTR 2227436
FEBRILE S. TYPHI O ANTIGEN (WIDAL TUBE METHOD) SE009B LN 10LTR 2227446
IN NT J = .
STAINED SALMONELLA ANTIGEN S.TYPHI'O' (WIDAL SLIDE & TUBE SEO11A 5 ml 2227450
METHOD)
, A ) ) {
STAINED SALMONELLA ANTIGEN S.TYPHI'O' (WIDAL SLIDE & TUBE SE0118B 1LTR 2227451
METHOD)
AINED SALMONELLA ANT! X '0' 4
STAINED S (o) IGEN S.TYPHI'O' (WIDAL SLIDE & TUBE SE011C S LTR 2227452
METHOD) :
All N . 'H'
STAINED SALMONELLA ANTIGEN S.TYPHI'H' (WIDAL SLIDE & TUBE SE012A S5 ml 2227454
METHOD)
' J . ny'
STAINED SALMONELLA ANTIGEN S.TYPHI'H' (WIDAL SLIDE & TUBE SE012B 1LTR 2227457
METHOD)
’ % ) )
STAINED SALMONELLA ANTIGEN S.TYPHI'H' (WIDAL SLIDE & TUBE SE012C 5 LTR 2227458
METHOD)
STAINED SALMONELLA ANTIGEN 5.PARATYPHI A(H) (WIDAL SLIDE & 5
TUBE METHOD) SE013A ml 2227468
STAINED SAUMONELLA ANTIGEN S.PARATYPHI A(H) (WIDAL SLIDE &
TUBE METHOD) SE0138 1LTR 2227470
STAINED SALMONELLA ANTIGEN S.PARATYPHI A(H) (WIDAL SLIDE & : 5
TUBE METHOD) o r SE013C Sl LTR 2227473
STAINED SALMONELLA ANTIGEN S.PARATYPHI B(H) (WIDAL SLIDE & SEO14A =
79_9[ M[”‘OD)_ - Pt 9 n\l 2227489
STAINED SALMONELLA ANTIGEN S.PARATYPHI B(H) (WIDAL SLIDE & SEO1
TUBE METHOD) 10 1LTR 2227497
STAINED SALMONELLA ANTIGEN S.PARATYPHI B(H) (WIDAL SLIDE & SE0 7500
TUBE METHOD) 14C S5LTR 22275 i
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Product Code No. PackSize | Registration No.
STAINED SALMONELLA ANTIGEN S.PARATYPHI A(O) (WIDAL SLIDE &
TUBE METHOD) SEQ15A '5 ml 2227575
STAINED SALMONELLA ANTIGEN S.PARATYPHI A(O) (WIDAL SLIDE &
TUBE METHOD) SEO15B 1LTR 2227577
STAINED SALMONELLA ANTIGEN S.PARATYPHI A(O) (WIDAL SLIDE &
TUBE METHOD) SE015C SLTR 2227578
STAINED SALMONELLA ANTIGEN S.PARATYPHI B(O) (WIDAL SLIDE &
TUBE METHOD) SEO016A Sml 2227579
STAINED SALMONELLA ANTIGEN S.PARATYPHI B(O) (WIDAL SLIDE &
TUBE METHOD) SEO16B 1LTR 2227580
STAINED SALMONELLA ANTIGEN S.PARATYPHI B(O) (WIDAL SLIDE & .
TUBE METHOD) SE016C S5LTR 2227581
STAINED SALMONELLA ANTIGEN S.PARATYPHI C(O) (WIDAL SLIDE &
TUBE METHOD) SE017A 5 ml 2227583
STAINED SALMONELLA ANTIGEN S.PARATYPHI C(O) (WIDAL SLIDE &
TUBE METHOD) SE017B 1LTR 2227584
STAINED SALMONELLA ANTIGEN S.PARATYPHI C(O) (WIDAL SLIDE &
TUBE METHOD) SE017C 5LTR 2227585
STAINED SALMONELLA ANTIGEN S.PARATYPHI C(H) (WIDAL SLIDE &
TUBE METHOD) SEO18A Smi 2227586
STAINED SALMONELLA ANTIGEN S.PARATYPHI C(H) (WIDAL SLIDE & ]
TUBE METHOD) SE018B 1LTR 2227591
STAINED SALMONELLA ANTIGEN S.PARATYPHI C(H) (WIDAL SLIDE & <
TUBE METHOD) SE018C S5LTR 2227592
WIDAL POSITIVE CONTROL SEO019A Sml 2227593
WIDAL POSITIVE CONTROL SE019B 1LTR 2227594
WIDAL NEGATIVE CONTROL SE020A Sml 2227595
WIDAL NEGATIVE CONTROL SE020B 1LTR 2227596
ASO LATEX (SLIDE AGGLUTINATION METHOD) SE021D 250T 2227598
ASO LATEX (SLIDE AGGLUTINATION METHOD) SEO21E 1LTR 2227600
CRP LATEX (SLIDE AGGLUTINATION METHOD) SE022D 250T 2227603
CRP LATEX (SLIDE AGGLUTINATION METHOD) SE022E 1LTR 2227604
RF LATEX (SLIDE AGGLUTINATION METHOD) SE023D 250T 2227606
RF LATEX (SLIDE AGGLUTINATION METHOD) SE023E 1LTR 2227608
ASO TURBILATEX SE027C 1LTR 2227610
CRP TURBILATEX " SE028B 1LTR 2227613
RF TURBILATEX SE029B 1LTR 2227618
MICROALBUMIN TURBILATEX SEO30B 1LTR 2227619
TYPHOID (IgM/IgG) RAOO1A 10T 2227950
TYPHOID (IgM/1gG) RA001B 25T 2227953
HEMOGLOBIN (DRABKIN'S METHOD) LS044A 1X1L 2228003
HEMOGLOBIN (DRABKIN'S METHOD) LS044B 1X5L 2228004
CMG STANDARD LS045B 10 ML . 2228005
FIELD STAIN A SE031A 125 ML 2228010
FIELD STAIN A SE031B 500 ML 2228012
FIELD STAIN A SE031D 5L 2228014
FIELD STAIN B SE032A 125 ML 2228016
FIELD STAIN B SE032B 500 ML 2228018
FIELD STAIN B SE032D 5L 2228019

Scansionato con CamScanner




UNIONPROJET S.R.L.S.

Via Aliprandi 41- 20851 — Lissone (MB)
Tel. 030 4611641 Fax. 039 33099862
E-mail: info@unionprojet.com

http:// www.unionprojet.com

Product Code No. PackSize | Registration No.
POSITIVE CONTROL SE036A 5ml 2228021
NEGATIVE CONTROL SE037A 5ml 2228022

BRUCELLA ABORTUS ANTIGEN SE0388 1x5ml 2228023
ULTIMA DILUENT-MDR DMDO1 ‘20L 2229037
ULTIMA LYSE - MDR LMDO02 500 ML 2229042
ULTIMA RINSE- MDR RMDO3 20L 2229044
ULTIMA EZ-MDR EMDO4 100 ML 2229046
ULTIMA PROBE CLEANER - MDR PMDOS 100 ml 2229051
ULTIMA PROBE CLEANER - MDR PMDOSA 50 ml 2229052
ULTIMA DILUENT - SYS DSY06 20L 2229056
ULTIMA LYSE - SYS Lsyo7 500 ML 2229059
ULTIMA CLEANER - 5YS CSY08 50 ML 2229063
ULTIMA DILUENT - NKH DNK09 { 20L 2229066
ULTIMA LYSE - NKH LNK10 500 ML 2229067
ULTIMA CLEANER - NKH CNK11 5L 2229069
ULTIMA STRONG CLEANER - NKH SNK12 5L 2229071
ULTIMA DILUENT BCT DBC13 20L 2229079
ULTIMA LYSE BCT , LBC14 500 ML 2229082
ULTIMA RINSE BCT RBC15 20L 2229086
ULTIMA COUNT EZ CBC16 100 ML 2229091
ULTIMA DILUENT - URT DUR17 20L 2229104
ULTIMA LYSE - URT LUR18 L 500 ML 2229110
ULTIMA RINSE - URT RUR19 20L 2229116
ULTIMA CLEANER - URT CUR20 100 ML 2229118
ULTIMA DILUENT - MED DME21 0L 2229133
ULTIMA LYSE - MED LME22 5L 2229149
ULTIMA DILUENT - SWL DSW23 20L 2229160
ULTIMA LYSE - SWL LSw24 5L 2229164
ULTIMA DILUENT - M60 DM625 20L 2229197
ULTIMA LYSE - M60 LM626 500 ML 2229221
ULTIMA CLEANER - M60 CM627 1L 2229225
ULTIMADILUENT -HRB DHR28 20L 2229229
ULTIMA LYSE - HRB LHR29 500 ML 2229234
ULTIMA CLEANER- HRB CHR30 1L 2229238
ULTIMA DILUENT - ERM DER31 20L 2229240
ULTIMA LYSE - ERM LER32 500 ML 2229243
ULTIMA RINSE- ERM RER33 1L 2229247
ULTIMA CLEANER - ERM CER34 50 ML 2229253
ULTIMA CLEANER - ERM CER34A 100 ML . 2229256
ULTIMA DILUENT - MDC DAL35 20L 2229259
ULTIMA DILUENT - DIA DDI36 20L 2229264
ULTIMA LYSE - DIA LDI37 500 ML 2229267
ULTIMA CLEANER - DIA cDI38 100 ML 2229285
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Product Code No. " packSize Reglstration No.
DILUENT DIL39 20L 2229287
LYSE LYS40 500 ML 2229290
RINSE RIN41 20L 2229291
CLEANER CLE42 100 ML 2229292
PROTEUS OX 19 KIT WITH CONTROLS SEOS0B 5LTR 2227935
FERRITIN TURBILATEX SE0S6A 25ML 2232084
FERRITIN TURBILATEX SEQS6B 50 ML 2232085
FERRITIN TURBILATEX SE056C 100 ML 2232086
LIQUIZYME HDL / LDL COMBIPACK LS053A 2 x40 ML 2232087
STAINED SALMONELLA ANTIG:ANE?'I:‘:'J\SI)ITH CONTROLS (SLIDE & TUBE R SRgwe 533068
STAINED SALMONELLA ANTIG:’IN;:L\II)\;ITH CONTROLS (SLIDE & TUBE i 2xsML o]
ULTIMA 5 PART DILUENT 5PD43 20L 2232101
ULTIMA 5 PART LYSE 5PL44 500 ML 2232102
ULTIMA 5 PART LYSE 5PL44A 1L 2232103
ULTIMA 5 PART LYSE 5PL44B 2L 2232104
ULTIMA 5 PART LYSE 5PL44C 5L 2232105
ULTIMA 5 PART SHEATH 5PS45 5L 2232107
ULTIMA 5 PART SHEATH 5PSA45A 0L 2232109
ULTIMA 5 PART SHEATH  * 5PS45B 201 2232110
ULTIMA 5 PART DETERGENT 5PD46 5L 2232112
ULTIMA 5 PART DETERGENT 5PD46A 0L 2232113
ULTIMA 5 PART DETERGENT 5PD46B 20L 2232115
ULTIMA FLOW CELL CLEANER UFC47 2x50 ML 2232117
ULTIMA FLOW CELL CLEANER UFCA7A 4x50 ML 2232119
ULTIMA WASH CONCENTRATE uwcas 1x 100 ML 2232120
ULTIMA WASH CONCENTRATE UWC48A 2x100 ML’ 2232121
ULTIMA HDL/LDL CALIBRATOR LSO65A 2x1ML 2232123
ULTIMA HDL CALIBRATOR LSO66A 1x1ML 2232126
ULTIMA LDL CALIBRATOR LSO67A 1x1ML 2232127
LIQUIZYME HDL PRECIPITATING REAGENT LS080B 3ML 2232129
LIQUIZYME HDL PRECIPITATING REAGENT LS080C 5ML 2232136
LIQUIZYME TOTAL BILIRUBIN (DMSO METHOD) LS054A 240ML 2232139
LIQUIZYME TOTAL BILIRUBIN (DMSO METHOD) LS0548 1200ML 2232140
LIQUIZYME DIRECT BILIRUBIN (DMSO METHOD) LSO55A 240 ML 2232142
LIQUIZYME DIRECT BILIRUBIN (DMSO METHOD) LS055B 1200ML 2232153
LIQUIZYME TOTAL BILIRUBIN () & G METHOD) LSOS6A 240ML 2232165
LIQUIZYME TOTAL BILIRUBIN () & G METHOD) LS0568 1200ML 2232166
LIQUIZYME DIRECT BILIRUBIN () & G METHOD) LS057A 240 ML 2232168
LIQUIZYME DIRECT BILIRUBIN (/ & G METHOD) LS057B 1200ML 2232169
Ultima D-DIMER SE101A 1x15+1x5ML 2232170
Ultima Fibrinogen SE108A 1x12+1x4ML 2232171
Ultima Malarla PF/PV antigen RAQO7A 257 2232239
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Ultima Malaria PF/PV antigen RA0078B 30T 2232230
Ultima Malaria PF/PV antigen RA007C 100T 2232231
Ultima Malaria PF/PAN antigen test RAOO8A 25T 2232232
Ultima Malaria PF/PAN antigen test RA0OO8B 30T 2232233
Ultima Malaria PF/PAN antigen test RA008C 100T 2232235
Ultima Dengue combipack (NS1 & IgG/lgM) RAO09A 10T 2232236
Ultima Dengue combipack (NS1 & IgG/IgM) RA009B 25T 2232237
Ultima Prothrombin time (PT)" SE109A 1'x 5 ML 2232238
Ultima Activated partial thromboplastin time(APTT) SE110A 1x3ML 2232239
Ultima R.P.R test kit SE111A 50T 2232240
Ultima R.P.R test kit SE111B 100T 2232241
Ultima R.P.R test kit SE111C 1000 ML 2232242
Ultima Syphilis (card) RAO10A 50T 2232243
Ultima Syphilis (card) RA010B 100T 2232244
Ultima Syphilis Test kit (Strip) RAO11A 50T 2232245
Ultima Syphilis Test kit (Strip) RAO11B 100T 2232246
Ultima Dengue Antigen test (NS-1) RAO12A 10T 2232247
Ultima Dengue Antigen test (NS-1) RA012B 25T 2232248
Ultima APTT SE112A 1x3ML 2232250
Ultima Calcium Chloride SE113A 1x5ML 2232252
Ultima Turbilatex hs CRP SE114A 50 ML 2232255
Ultima S.Typhi-paratyphi antigen card test RAO13A , 50T 2232257
Ultima V.D.R.L antigen SE115A 20 ML 2232271
Ultima Troponin | test kit RAQ14A 25T 2232195

Date: May 2", 2022

Signature:

0851|LISSONE (MB)
.IVA|08635300968

e e R —
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c E CERTIFICATE OF CE-REGISTRATION

According to the In Vitro Diagnostic Medical Directive 98/79/CE

Manufacturer: BEACON DIAGNOSTICS PVT. LTD.
424, New GIDC, Kabilpore,
Navsari — 369 424, Gujarat, India
Phone: +91-2637-265590

European Representative: Unionprojet Srls
Via Aliprandi, 41
20851, Lissone (MB), Italy
Phone: +39 4611641
Email: info@unionprojet.com

Product Name: as per Annex |, dated May 2~, 2022

As defined by the aforementioned Directive, the Italian Ministry of Health is notified of the

Manufacturer’s in vitro diagnostics medical devices and has allocated registration numbers shows
in the Annex |.

The manufacturer has appointed Unionprojet Srls as his European Representative and has
provided Unionprojet Srls with the appropriate Declaration of Conformity.

The IVD medical devices listed in Annex | fulfil the requirements of the European Directive 98/79,
and the assessment of the conformity has been routed accordingly to Annex Il of the Directive.

Valid from: May 2%, 2022
Valid until: May 25, 2027

|

UNION T
Signature: randi, 4
20851 LISSONE (MB)
P.IVQ 08635300968
N
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Annex |

List of Beacon Diagnostics PVT., LTD. Registered Products

The above listed products have been notified to the Italian Ministry of Health by Unionprojet Srls
as European Representative of Beacon Diagnostics Pvt, Ltd.

Product : 25 Code No. " PackSize - . | Registration No.
LIQUIZYME ALKALINE PHOSPHATASE (AMP OPTIMIZED IFCC METHOD) LSO01A 100ML  ° 1999719
LIQUIZYME ALKALOI:; ;E(zzplr;;c\lﬁ;:h:%s REAGENT (AMP hanes s s
LIQUIZYME @ AMYLASE (DIRECT SUBSTRATE METHOD) LS003A 2X 10 ML 1999697
LIQUIZYME @ AMYLASE (DIRECT SUBSTRATE METHOD) LS003C 5X10 ML 1999707
UQUIZYME a AMYLASE (DIRECT SUBSTRATE METHOD) LS003D 10 x 10 ML 1999708
UQUIZYME @ AMYLASE (DIRECT SUBSTRATE METHOD) LS003E 10X 1.0 ML 1939709
LIQUIZYME ADENOSINE DEAMINASE (PNP-XOD METHOD) LSO0SA 30 ML 1999713
ADA CALIBRATOR LSO06A 1ML 2028530
ADA CALIBRATOR LS006B 3ML 2028531
ADA CALIBRATOR LS006C SML 2028532
ADA CALIBRATOR LS006D 0.5 ML 2028533
~ LIQUIZYME AMMONIA (KINETIC METHOD) LS007A 20 ML 1999717
~ LIQUIZYME CHOLESTEROL (CHOD/POD METHOD) 150128 2X 50 ML 2006599
LIQUIZYME CHOLESTEROL (CHOD/POD METHOD) LS012C 6X50 ML 2006600
LIQUIZYME CHLORIDE (COLORIMETRIC METHOD) LS013A 1X25ML 2006608
LIQUIZYME CHLORIDE (COLORIMETRIC METHOD) 1S013B S 2006610
LIQUIZYME CREATINE KINASE (OPTIMIZED IFCC METHOD) LS014A 15T 2006616
LIQUIZYME CREATINE KINASE (OPTIMIZED IFCC METHOD) 1S0148 25 ML 2006617
LIQUIZYME CK—MB (IMMUNOINHIBITION METHOD) LS015A 15T 2006623
UQUIZYME CK — MB (IMMUNOINHIBITION METHOD) 150158 25 ML 2006624
LIQUIZYME CREATININE (ENZYMATIC METHOD) LS017A 40 ML 2031106
LIQUIZYME CREATININE (ENZYMATIC METHOD) 150178 80 ML 2006813
UQUIZYME CREATININE (ENZYMATIC METHOD) LS017C 160ML 2006817
LIQUIZYME CREATININE SI,:céTL: gg;GENT (MODIFIED JAFFE'S iEA 3% eh L T
LIQUIZYME GLUCOSE (GOD/POD METHOD) 15019C 2 X 500 ML 2006831
UQUIZYME GAMMA GT (SASZ METHOD) LS020A 25 ML 2006834
LIQUIZYME DIRECT HDL CHOLESTEROL (PEGME METHOD) LS021A 40 ML 2006848
LIQUIZYME DIRECT HDL CHOLESTEROL (PEGME METHOD) 150218 80 ML 2006851
LIQUIZYME DIRECT HDL CHOLESTEROL (PEGME METHOD) L5021C 160 ML 2006852
LIQUIZYME DIRECT HDL CHOLESTEROL (PEGME METHOD) 450210 | -+ 320ML - 2006853
LIQUIZYME DIRECT LDL CHOLESTEROL (DETERGENT METHOD) LS022A aOML 2006855
LIQUIZYME LDH (L -> P KINETIC METHOD) LS023A’ 24 ML 2006859
LIQUIZYME MAGNESIUM (XB METHOD) LS024A 2X 25 ML 2006863
LIQUIZYME MAGNESIUM (XB METHOD) 150248 25T 2006865
LIQUIZYME SGOT (IFCC METHOD) LS025A 50 ML 2006869
LIQUIZYME SGOT (IFCC METHOD) 150258 100 ML 2006872
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LIQUIZYME SGOT (IFCC METHOD) Ls025C 200 ML 2006873
LIQUIZYME SGPT (IFCC METHOD) LS026A S50 ML 20068792
LIQUIZYME SGPT (IFCC METHOD) LS026B 100 ML 2006893
LIQUIZYME SGPT (IFCC METHOD) LS026C 300 ML 2006895
LIQUIZYME TRIGLYCERIDES (GPO/POD METHOD) LS027A 4 X 50 ML 2006903
LIQUIZYME TRIGLYCERIDES (GPO/POD METHOD) LS027D 6 X 50 ML 2006907
LIQUIZYME UREA (UV GLDH METHOD) LS028A ' 50 ML 2006912
LIQUIZYME UREA (UV GLDH METHQD) LS028B 100 ML 2006913
LIQUIZYME UREA (UV GLDH METHOD) LS028C 200 ML 2006914
LIQUIZYME UREA (NED METHOD) LS029A 100 ML 2006915
LIQUIZYME URIC ACID (URICASE / POD METHOD) LS031B 4 X 50 ML 2006923
LIQUIZYME SODIUM (COLORIMETRIC METHOD) LS032A 25T 2008556
LIQUIZYME SODIUM (COLORIMETRIC METHOD) LS032B8 50T 2008557
LIQUIZYME POTASSIUM (COLORIMETRIC METHOD) LS033A 25T 2008559
LIQUIZYME POTASSIUM (COLORIMETRIC METHOD) LS0338B 50T 2008560
LIQUIZYME CALCIUM (ARSENAZO 11l METHOD) LS034A 25T ; 2008583
LIQUIZYME CALCIUM (ARSENAZO |Il METHOD) LS034B 50T 2008584
LIQUIZYME LIPASE (METHYL RESORUFIN METHOD) LS036A 25 ML 2008572
LIQUIZYME LIPASE (METHYL RESORUFIN METHOD) LS0368B 50 ML 2008575
LIQUIZYME INORGANIC PHOSPHORUS (MOLYBDATE UV METHOD) LS037A 1X25ML 2008590
BEACON CONTROL NORM (BIOCHEMISTRY) LPO11A 2X1ML 2028535
BEACON CONTROL NORM (BIOCHEMISTRY) LPO11B 4X 1ML 2028536
BEACON CONTROL PATH (BIOCHEMISTRY) LPO12A 2X1ML 2028537
BEACON CONTROL PATH (BIOCHEMISTRY) LPO12B 4X1ML 2028539
BEACON MULTICALIBRATOR (BIOCHEMISTRY) LPO13A 1X3ML 2028540
BEACON MULTICALIBRATOR (BIOCHEMISTRY) LPO13B 4X3ML 2028541
HbA1c DIRECT WITH CALIBRATOR (LATEX TURBIDIMETRIC METHOD) SE001A 40 ML 2028751
HbA1c DIRECT WITH CALIBRATOR (LATEX TURBIDIMETRIC METHOD) SE001B 80 ML 2028752
HbA1C DIRECT WITHOUT C;;ZR(;\J)OR(LATEX TURBIDIMETRIC SE002A 40 ML 2028753
HbA1C DIRECT WITHOUT CJ}IE..II'?{ROA';I')OR(LATEX TURBIDIMETRIC SE002B 80 ML : 2028754
HbA1C CALIBRATOR SE003A 4X1ML 2028755
HbA1C CALIBRATOR SEO03B 4X0.5ML 2028756
HbA1C CONTROL SEO04A 2X0.5ML 2028757
HbA1C CONTROL SE004B 2X1ML 2028758
HbA1C CONTROL SE004C 4 X0.5ML 2028759
HbA1C CONTROL SE004D 4X1ML 2028760
HbA1C CONTROL SEOO4E 6X0.5ML 2028761
STAINED SALMONELLA ANTIGEN (WIDAL SLIDE & TUBE METHOD) SEO10A 4X5 ML 2029125
STAINED SALMONELLA ANTIGEN (WIDAL SLIDE & TUBE METHOD) SE010B 2+2X5ML 2029126
STAINED SALMONELLA ANTIGEN (WIDAL SLIDE & TUBE METHOD) SE010C 2X5ML 2029127
ASO LATEX (SLIDE AGGLUTINATION METHOD) SE021A 25T 2008515
ASO LATEX (SLIDE AGGLUTINATION METHOD) SE021B 50T 2008517
ASO LATEX (SLIDE AGGLUTINATION METHOD) SE021C 1007 2008518
CRP LATEX (SLIDE AGGLUTINATION METHOD) SE022A 25T 2008527
CRP LATEX (SLIDE AGGLUTINATION METHOD) SE022B 50T . 2008528

Scansionato con CamScanner



P UNIONPROJET S.R.L.S.

5 S Tel. 039 4611641 Fax. 039 33099862
o E-mail: info@unionprojet.com
i http:// www.unionprojet.com

Via Aliprandi 41- 20851 - Lissone (MB)

CRP LATEX (SLIDE AGGLUTINATION METHOD)

SE022C

100T 2008529
RF LATEX (SLIDE AGGLUTINATION METHOD) SE023A 25T 2008535

RF LATEX (SLIDE AGGLUTINATION METHOD) SE023B s0T 2008536

RF LATEX (SLIDE AGGLUTINATION METHOD) SE023C 100T 2008537

ASO LATEX ANTIGEN SE024A 5ML 2008521

CRP LATEX ANTIGEN SE025A 5ML 2008530

RF LATEX ANTIGEN SE026A 5ML 2008541

ASO TURBILATEX SE027A 50 ML 2008524

CRP TURBILATEX SE028A 50 ML 2008532

RF TURBILATEX SE029A 50 ML 2008552

MICROALBUMIN TURBILATEX SE030A 50 ML 2008554

PROTEUS OX 19 KIT WITH CONTROLS SEOS0A SML 2028765

BRUCELLA MELITENSIS SLIDE AND TUBE TEST KIT SEOS1A 5ML 2028767

STAINED SALMONELLA ANTIGcEgI Ns:;o\t“m POSITIVE AND NEGATIVE SEsSiA T5E L So3a511
STAINED SALMONELLA ANTIGCECI;I ;ngovznu POSITIVE AND NEGATIVE Sé0Es 242x5ML 3038515
STAINED SALMONELLA ANTIGCE(rJ\I ;ngov:um POSITIVE AND NEGATIVE Sasie 3%¢ i 5836514
SALMONELLA 8 ANTIGEN SLIDE AND TUBE TEST KIT WITH CONTROLS SEOSSA 8x5ML 2028915
ADA SYSTEM PACK M2301 1x30+1x15ML 2039298

ALBUMIN SYSTEM PACK M2302 5x40 ML 2039299

ALKALINE PHOSPHATASE SYSTEM PACK M2303 2x40+2x 10 ML 2039301

AMMONIA SYSTEM PACK M2304 1x16+1x4 ML 2039302

AMYLASE SYSTEM PACK M2305 2x20 ML 2039303

ASO TURBILATEX SYSTEM PACK M2308 1x20+1x5ML 2039304

BILIRUBIN SYSTEM PACK M2309 4x40+4x10ML 2039305

CALCIUM SYSTEM PACK M2311 5x40 ML 2039308

CHOLESTEROL SYSTEM PACK M2312 5x40 ML 2039310

CK MB SYSTEM PACK M2313 2x40+2x10 ML 2039313

CK NAC SYSTEM PACK M2314 2x20+2x5ML 2039316

CREATININE SYSTEM PACK M2315 4x30+4x10ML 2039321

CRP TURBILATEX SYSTEM PACK M2316 1x20+1x5ML 2039325

GAMMA GT SYSTEM PACK M2318 2x40+2x10 ML 2039326

GLUCOSE SYSTEM PACK M2319 5 x40 ML 2039327

HBA1C SYSTEM PACK M2320 1x30+1x10ML 2039329

HDL DIRECT SYSTEM PACK M2321 4x30+4x10ML 2039331

INORGANIC PHOSPHOROUS SYSTEM PACK M2323 4x20 ML 2039333

LDH SYSTEM PACK M2324 1x40+1x8ML 2039335

LDL DIRECT SYSTEM PACK M2325 2x30+2x10ML 2039338

LIPASE SYSTEM PACK M2326 2x20+.2x5ML 2039341

MAGNESIUM SYSTEM PACK M2327 4x20 ML 2039343

RF TURBILATEX SYSTEM PACK M2328 1x20+1x5ML 2039346

SGOT SYSTEM PACK M2329 4x40+4x 10 ML 2039347

SGPT SYSTEM PACK M2330 4x40+4x10 ML 2039348

TOTAL PROTEIN SYSTEM PACK M2331 5 x40 ML 2039355

TRIGLYCERIDES SYSTEM PACK M2332 5x40ML 2039356
UREA UV SYSTEM PACK M2333 4x40+4x10ML 2039358
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URIC ACID SYSTEM PACK M2334 Sx40 ML 2039360
ADA SYSTEM PACK BA201 1x30+1x15ML 2039450
ALBUMIN SYSTEM PACK BA202 5x40 ML 2039451
ALKALINE PHOSPHATASE SYSTEM PACK BA203 2x40+2x10ML 2039453
AMMONIA SYSTEM PACK BA204 1x16+1x4ML 2039454
AMYLASE SYSTEM PACK BA205 2x20ML 2039456
ASO TURBILATEX SYSTEM PACK BA20S 1x20+1x5ML 2039458
BILIRUBIN SYSTEM PACK BA209 4x40+4x10 ML 2039460
CALCIUM SYSTEM PACK BA211 S x40 ML 2039461
CHOLESTEROL SYSTEM PACK BA212 5x40 ML 2039463
CK MB SYSTEM PACK BA213 2x40+2x10ML 2039464

CK NAC SYSTEM PACK BA214 2x20+2x5ML 2039467
CREATININE SYSTEM PACK BA215 4x30+4x10ML 2039468
CRP TURBILATEX SYSTEM PACK BA216 1x20+1x5ML 2039470
GAMMA GT SYSTEM PACK BA218 2x40+2x10ML 2039471
GLUCOSE SYSTEM PACK BA219 S x40 ML 2039487
HBA1C SYSTEM PACK BA220 1x30+1x10ML 2039488

HDL DIRECT SYSTEM PACK BA221 4x30+4x10 ML 2039489
INORGANIC PHOSPHORQUS SYSTEM PACK BA223 4x20 ML 2039490
LDH SYSTEM PACK BA224 1x40+1x8ML 2039491

LDL DIRECT SYSTEM PACK BA225 2x30+2x10ML 2039492
LIPASE SYSTEM PACK BA226 2x20+2x5ML 2039493
MAGNESIUM SYSTEM PACK BA227 4x20 ML 2039494
RF TURBILATEX SYSTEM PACK BA228 1x20+1x5ML 2039495
SGOT SYSTEM PACK BA229 4x40+4x10ML 2039496
SGPT SYSTEM PACK BA230 4x40+4x10ML 2039497
TOTAL PROTEIN SYSTEM PACK BA231 5x40 ML 2039498
TRIGLYCERIDES SYSTEM PACK BA232 5 x40 ML 2039499
UREA UV SYSTEM PACK BA233 4x40+4x10ML 2039500
URIC ACID SYSTEM PACK BA234 5x40 ML 2039501

Date: May 2+, 2022

Signature:
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