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VSEM, KTERYCH SE TO TYKA

Monteriggioni, 3. dubna 2023

My, DIESSE Diagnostica Senese SpA, vyrobce in vitro diagnostickych zdravotnickych prostiedk( se sidlem

na adrese Via A. Solari 19, 20144 Milan a vyrobnimi zavody na adrese Via delle Rose 10, 53035 Monteriggioni

(Sh), Via del Pozzo 5, 53035 Monteriggioni (Sl) a Strada dei Laghi 39, 53035 Monteriggioni (Sl), Italie, timto

prohlasujeme, ze

7e produkty DIESSE jsou klasifikovany, oznacovany a baleny odlisné podle NARIZEN{ EVROPSKEHO
PARLAMENTU A RADY (ES) €. 1272/2008 ze dne 16. prosince 2008 o klasifikaci, oznacovani a baleni latek a
smési, 0 zmeéné a zruseni smérnic 67/548/EHS a 1999/45/ES.

NiZze je uveden souhrn rizikovych vlastnosti vyrobkd Chorus (v souladu s jejich bezpenostnim listem

materialu).

Tabulkal.

CHORUS COMMON REAGENTS

WASHING BUFFER AUTOIMMUNITY

86004

CHORUS AUTOIMMUNITY KITS

CHORUS AMA-M2

86084, 86084/12

CHORUS ANA-8

86010, 86010/12

CHORUS ANA-Screen

86014, 86014/12

CHORUS ANTI-CCP

86094, 86094/12

CHORUS ASCA-A

86062, 86062/12

CHORUS ASCA-G

86064, 86064/12

CHORUS BETA 2-GLYCOPROTEIN-G

86050, 86050/12

CHORUS BETA 2-GLYCOPROTEIN-M

86052, 86052/12

CHORUS CARDIOLIPIN-G

86046, 86046/12

CHORUS CARDIOLIPIN-M

86048, 86048/12

CHORUS Cenp-B

86028, 86028/12

CHORUS DEAMIDATED GLIADIN-A

86098, 86098/12

CHORUS DEAMIDATED GLIADIN-G

86100, 86100/12

CHORUS dsDNA-G

86032, 86032/12

CHORUS dsDNA-M

86034, 86034/12

CHORUS ENA-6 S

86012, 86012/12

CHORUS GBM

86070, 86070/12

CHORUS GLIADIN-A

86054, 86054/12

CHORUS GLIADIN-G

86056, 86056/12

CHORUS Jo-1

86030, 86030/12
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CHORUS LKM-1

86080, 86080/12

CHORUS MPO

86068, 86068/12

CHORUS PHOSPHOLIPID SCREEN-G

86106

CHORUS PHOSPHOLIPID SCREEN-M

86108

CHORUS PR3

86066, 86066/12

CHORUS RF-M

86040, 86040/12

CHORUS Scl-70

86026, 86026/12

CHORUS Sm 86016, 86016/12
CHORUS snRNP-C 86092, 86092/12
CHORUS SS-A 86018, 86018/12
CHORUS SS-B 86024, 86024/12

CHORUS TG Extended Range

86110

CHORUS tTg-A

86058, 86058/12

CHORUS tTg-G

86060, 86060/12

CHORUS U1-70 RNP

86088, 86088/12

CHORUS 250H VITAMIN D TOTAL

86900

CHORUS INFECTIOUS DISEASE KITS

CHORUS ASPERGILLUS CALACTOMANNAN Ag 81178
CHORUS BORRELIA IgG CSF 81048
CHORUS BRUCELLA 1gG 81164
CHORUS BRUCELLA IgM 81166
CHORUS CHIKUNGUNYA IgG 81133

CHORUS CHIKUNGUNYA IgM 81134
CHORUS DENGUE 1gG 81154
CHORUS DENGUE IgM 81156
CHORUS DIPHTHERIA IgG 81266
CHORUS PARVOVIRUS IgG 81150
CHORUS PARVOVIRUS IgM 81152

CHORUS POLIOVIRUS IgG 81264
CHORUS Q FEVER PHASE Il IgG 81171

CHORUS Q FEVER PHASE Il IgM 81172
CHORUS SARS-CoV-2 Antigen 81410
CHORUS SARS-CoV-2 "NEUTRALIZING" Ab 81408
CHORUS TETANUS I1gG 81270
CHORUS TICK-BORNE ENCEPHALITIS VIRUS IgG 81276
CHORUS TICK-BORNE ENCEPHALITIS VIRUS IgM 81277
CHORUS TOXOCARA IgG 81280
CHORUS ZIKA IgG 81158
CHORUS ZIKA IgM CAPTURE 81161

CHORUS ZIKA NS1 (RUO) 81159
CHORUS DENGUE IgM CAPTURE 81157
CHORUS DENGUE NS1 (RUO) 81155

CHORUS WEST NILE VIRUS IgG 81174
CHORUS WEST NILE VIRUS IgM 81176
CHORUS HORMONES KITS

CHORUS FSH 86510
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CHORUS T3 86518
CHORUS fT4 86520
CHORUS LH 86512
CHORUS PRL 86514
CHORUS TSH 86516

Vsechny vyrobky uvedené v tabulce 1 jsou klasifikovany jako nebezpecné.

Jsou klasifikovany, oznaceny a zabaleny podle nize uvedenych informaci.

Klasifikace podle nafizeni (ES)

&.1272/2008: Latka zvysujici citlivost kiiZze — kategorie 1
Piktogramy:
Signalni slovo: Varovani
Véta (véty) o nebezpelnosti: H317 - Mdze vyvolat alergickou reakci
Pokyn (pokyny) pro bezpecné
zachazent: Prevence:
P261-. Zamezte vdechovéani prachu / dymu / plynu / mlhy / par /
spreje
p272 - Znecistény pracovni odév by se nemél dostat mimo
pracovisté.
P280 - Pouzivejte ochranné rukavice / ochranny odé&v / ochranu

o¢i/ ochranu obliceje.

Reakce:
P302+P352 — PRI STYKU S KUZI: Omyjte velkym mnozstvim vody a
P333+P313 - mydla.
Pokud se objevi podrazdéni k(ze nebo vyrazka: Vyhledejte
P363 - lékafskou pomoc / odetfeni.
Pred opétovnym pouzitim znecistény odév vyperte.

Likvidace:
P501 - Obsah/nadobu zlikvidujte v souladu s mistnimi predpisy.
Obsah: Reak&ni smés: 5-chlor-2-methyl-4-isothiazol-3-one [€. ES 247-500-7] a 2-

methyl-2H-isothiazol-3-one [C. ES 220-239-6] (3:1)

Indexové ¢&.: 613-167-00-5
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Tabulka 2.

CHORUS AUTOIMMUNITY KITS

CHORUS a-Tg 86072, 86072/12
CHORUS a-TPO 86074, 86074/12
CHORUS TG 86076, 86076/12

CHORUS INFECTIOUS DISEASE KITS

CHORUS ADENOVIRUS IgA

81198, 81198/12

CHORUS ADENOVIRUS IgG

81196, 81196/12

CHORUS CHLAMYDIA TRACHOMATIS IgA

81262

CHORUS CHLAMYDIA TRACHOMATIS IgG 81261
CHORUS CHLAMYDOPHILA PNEUMONIAE IgA 81252
CHORUS CHLAMYDOPHILA PNEUMONIAE IgG 81250
CHORUS CHLAMYDOPHILA PNEUMONIAE IgM 81251
CHORUS CYTOMEGALOVIRUS IgG 81010
CHORUS CYTOMEGALOVIRUS IgG AVIDITY 81092
CHORUS CYTOMEGALOVIRUS IgM 810M

CHORUS EPSTEIN-BARR EARLY ANTIGEN IgG

81058, 81058/12

CHORUS EPSTEIN-BARR EARLY ANTIGEN IgM

81059, 81059/12

CHORUS EPSTEIN-BARR EBNA I1gG

81057

CHORUS EPSTEIN-BARR VCA 1gG 81055
CHORUS EPSTEIN-BARR VCA IgM 81056
CHORUS EPSTEIN-BARR VCA IgM |l 81054
CHORUS HELICOBACTER PYLORI IgA 81062
CHORUS HELICOBACTER PYLORI 1gG 81060
CHORUS HERPES SIMPLEX 119G RECOMBINANT 81023
CHORUS HERPES SIMPLEX 1+2 IgG 81020
CHORUS HERPES SIMPLEX 1+2 IgM 81021
CHORUS HERPES SIMPLEX 2 IgG RECOMBINANT 81029
CHORUS HSV 1SCREEN 81018

CHORUS LEGIONELLA PNEUMOPHILA 119G

81091, 81091/12

CHORUS LEGIONELLA PNEUMOPHILA1-6 19G

81090, 81090/12

CHORUS LEGIONELLA PNEUMOPHILA IgM

81093, 81093/12

CHORUS MEASLES 1gG

81072

CHORUS MEASLES IgM

81073, 81073/12

CHORUS MUMPS 1gG

81075

CHORUS MUMPS IgM

81076, 81076/12

CHORUS MYCOPLASMA PNEUMONIAE IgA

81033

CHORUS MYCOPLASMA PNEUMONIAE I1gG

81034

CHORUS MYCOPLASMA PNEUMONIAE IgM

81035

CHORUS RESPIRATORY SYNCYTIAL VIRUS IgA

81037, 81037/12

CHORUS RESPIRATORY SYNCYTIAL VIRUS IgG

81036, 81036/12

CHORUS RUBELLA IgG

81030

CHORUS RUBELLA IgG AVIDITY 81095
CHORUS RUBELLA IgM 81031
CHORUS SYPHILIS SCREEN RECOMBINANT 81100
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CHORUS TOSCANA VIRUS 1gG

81067, 81067/12

CHORUS TOXOPLASMA IgA

81043, 81043/12

CHORUS TOXOPLASMA IgG

81040

CHORUS TOXOPLASMA IgG AVIDITY

81098

CHORUS TOXOPLASMA IgM

81041

CHORUS TREPONEMA 1gG

81050, 81050/12

CHORUS TREPONEMA IgM

81051, 81051/12

CHORUS VARICELLA 1gG

81078

CHORUS VARICELLA IgM

81079, 81079/12

CHORUS INFECTIOUS DISEASE CONTROL SERUM

CHORUS CYTOMEGALOVIRUS IgG AVIDITY CONTROL SERUM 81501

CHORUS CYTOMEGALOVIRUS IgG CONTROL SERUM 81500
CHORUS CYTOMEGALOVIRUS IgM CONTROL SERUM 81502
CHORUS EPSTEIN-BARR EARLY ANT. IgG CONTROL SERUM 81506
CHORUS EPSTEIN-BARR EARLY ANT. IgM CONTROL SERUM 81507
CHORUS EPSTEIN-BARR EBNA IgG CONTROL SERUM 81505
CHORUS EPSTEIN-BARR VCA IgG CONTROL SERUM 81503
CHORUS EPSTEIN-BARR VCA IgM CONTROL SERUM 81504
CHORUS HELICOBACTER PYLORI IgA CONTROL SERUM 81509
CHORUS HELICOBACTER PYLORI IgG CONTROL SERUM 81508
CHORUS HERPES SIMPLEX 1+2 IgG CONTROL SERUM 81512

CHORUS HERPES SIMPLEX 1+2 IgM CONTROL SERUM 81513

CHORUS MEASLES IgG CONTROL SERUM 81517

CHORUS MUMPS IgG CONTROL SERUM 81519

CHORUS MUMPS IgM CONTROL SERUM 81520
CHORUS MYCOPLASMA PNEUMONIAE IgG CONTROL SERUM 81521

CHORUS MYCOPLASMA PNEUMONIAE IgM CONTROL SERUM 81522
CHORUS RUBELLA 1gG AVIDITY CONTROL SERUM 81524
CHORUS RUBELLA IgG CONTROL SERUM 81523
CHORUS RUBELLA IgM CONTROL SERUM 81525
CHORUS SYPHILIS SCREEN RECOMBINANT CONTROL SERUM 81526
CHORUS TOXOPLASMA IgA CONTROL SERUM 81534
CHORUS TOXOPLASMA IgG AVIDITY CONTROL SERUM 81532
CHORUS TOXOPLASMA IgG CONTROL SERUM 81531

CHORUS TOXOPLASMA IgM CONTROL SERUM 81533
CHORUS TREPONEMA IgG CONTROL SERUM 81527
CHORUS TREPONEMA IgM CONTROL SERUM 81528
CHORUS VARICELLA 1gG CONTROL SERUM 81535
CHORUS VARICELLA IgM CONTROL SERUM 81536

Vsechny vyrobky uvedené v tabulce 2 jsou klasifikovany jako nebezpecné.

Jsou klasifikovany, oznaceny a zabaleny podle nize uvedenych informaci.

5/M
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Klasifikace podle nafizeni (ES)

€.1272/2008:

Piktogramy:
Signalni slovo:

Véta (véty) o nebezpecnosti:

Pokyn (pokyny) pro bezpecné

zachazent:

Obsah:
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Akutni toxicita — kategorie 4 (peroralni)
Latka zvysujici citlivost klze — kategorie 1

Upozornéni

H302 — Zdravi Skodlivy pfi poziti
H317 - Mdze vyvolat alergickou reakci

Prevence:
P261 -.
P264 —
p272 -

pP280 -

Reakce:
P301+P312 —

P302+P352 -
P330 -
P333+P313 -
P363 -
Likvidace:

P501 -

Ethylenglykol

Zamezte vdechovani prachu /dymu / plynu / mlhy / par/
spreje

Po manipulaci si ddkladné& umyjte...

Znecistény pracovni odév by se nemél dostat mimo
pracovisté.

Pouzivejte ochranné rukavice / ochranny odév / ochranu
o¢i/ ochranu obliceje.

V PRIPADE POZITI: Necitite-li se dobfe, volejte
TOXIKOLOGICKE INFORMACNI STREDISKO nebo IékaFe.
PRI STYKU S KUZI: Omyjte velkym mnozstvim vody a
mydla.

Vyplachnéte si Usta.

Pokud se objevi podrazdéni k(ze nebo vyrazka: Vyhledejte
lékafskou pomoc / o3etfeni.

Prfed opétovnym pouzitim znecistény odév vyperte.

Obsah/nadobu zlikvidujte v souladu s mistnimi predpisy.

Indexové €. 603-027-00-1

Reakéni smés: 5-chlor-2-methyl-4-isothiazol-3-one [C. ES 247-500-7] a 2-
methyl-2H-isothiazol-3-one [C. ES 220-239-6] (3:1)

Indexové &.: 613-167-00-5

6/M
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Cistici pfipravek Cleaning Solution 2000 (REF 83609) je klasifikovan jako nebezpe&ny.

Je klasifikovan, oznac¢en a zabalen podle nize uvedenych informaci.

Klasifikace podle nafizeni (ES)

&.1272/2008: Latka zvysujici citlivost kiiZze — kategorie 1
Piktogramy:
Signalni slovo: Varovani
Véta (véty) o nebezpelnosti: H317 — MUze vyvolat alergickou reakci
Pokyn (pokyny) pro bezpecné
zachazent: Prevence:
P261 - Zamezte vdechovani prachu / dymu / plynu / mlhy / par/
p272 - spreje
Znecistény pracovni odév by se nemél dostat mimo
pracovisté.
P280 - Pouzivejte ochranné rukavice / ochranny odév / ochranu

o¢i/ ochranu obliceje.

Reakce:
P302+P352 — PRI STYKU S KUZI: Omyjte velkym mnozstvim vody a
P333+P313 - mydla.
Pokud se objevi podrazdéni k(ze nebo vyrazka: Vyhledejte
P363 - lékafskou pomoc / osetieni.
Prfed opétovnym pouzitim znecistény odév vyperte.

Likvidace:
P501 - Obsah/nadobu zlikvidujte v souladu s mistnimi predpisy.
Obsah: Reak&ni smés: 5-chlor-2-methyl-4-isothiazol-3-one [¢. ES 247-500-7] a 2-

methyl-2H-isothiazol-3-one [C. ES 220-239-6] (3:1)

Indexové ¢&.: 613-167-00-5

7/Mm
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Dezinfekeni pripravek Sanitizing Solution (REF 83604) je klasifikovan jako nebezpecny.

Je klasifikovan, oznac¢en a zabalen podle nize uvedenych informaci.

Klasifikace podle nafizeni (ES)

&.1272/2008: Ziravost pro kUzZi — kategorie 1B
Piktogramy:
Signalni slovo: Nebezpeci
Véta (véty) o nebezpecnosti:  H314 - ZpUsobuje t&Zké popaleniny klze a poskozeni o&i
Pokyn (pokyny) pro bezpecné
zachazent: Prevence:
P280 - Pouzivejte ochranné rukavice / ochranny odév /

ochranu o&i/ ochranu obli¢eje.

Reakce:
P302+P352 - PRI STYKU S KUZ[: Omyjte velkym mnoZstvim vody a
P305+P351+P338 - mydla.
PRI ZASAZEN{ OCI: N&kolik minut opatrné
proplachujte vodou. Vyjméte kontaktni ¢ocky, pokud
P362 — jsou nasazeny a lze to snadno provést. Pokracujte ve
vyplachovani.
Sundejte znecistény odév a pred opétovnym pouzitim

jej vyperte.
Likvidace:
P501 - Obsah/nadobu zlikvidujte v souladu s mistnimi
predpisy.
Obsah: Hydroxid draselny

Indexové &.: 019-002-00-8

8/M
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Tabulka 3.
CHORUS COMMON REAGENTS
WASHING BUFFER 83606
CHORUS NEGATIVE CONTROL/SAMPLE DILUENT 83607
CHORUS AUTOIMMUNITY KITS
CHORUS CALPROTECTIN 86600, 86600/C03
CHORUS COPROCOLLECT 86602
CHORUS INTRINSIC FACTOR 86090, 86090/12
CHORUS RF-G 86038, 86038/12
CHORUS TRADb 86112
CHORUS COMPLEMENT FIXATION TEST (CFT) KITS
CHORUS ADENOVIRUS 85210
CHORUS BORDETELLA PERTUSSIS 85355
CHORUS BORRELIA 85373
CHORUS BRUCELLA 85358
CHORUS CAMPYLOBACTER JEJUNI 85361
CHORUS CHLAMYDIA 85342
CHORUS COXSACKIE VIRUS A MIX 85313
CHORUS COXSACKIE VIRUS B MIX 85251
CHORUS ECHINOCOCCUS 85328
CHORUS ECHO VIRUS N MIX 85275
CHORUS ECHO VIRUS P MIX 85221
CHORUS INFLUENZA A VIRUS 85222
CHORUS INFLUENZA B VIRUS 85224
CHORUS LEGIONELLA PNEUMOPHILA 85352
CHORUS LEPTOSPIRA MIX 85367
CHORUS LISTERIA MONOCYTOGENES 85344
CHORUS MYCOPLASMA PNEUMONIAE 85340
CHORUS PARAINFLUENZA MIX 85225
CHORUS POLIOVIRUS MIX 85283
CHORUS Q-FEVER 85330
CHORUS REOVIRUS 85234
CHORUS RESPIRATORY SYNCYTHIAL VIRUS 85236
CHORUS SHIGELLA FLEXNERI 85370
CHORUS YERSINIA ENTEROCOLITICA 85375
CHORUS COMPLEMENT FIXATION TEST (CFT) CONTROL SERA
CHORUS ADENOVIRUS CONTROL SERUM 85830
CHORUS BORDETELLA PERTUSSIS CONTROL SERUM 85894
CHORUS BORRELIA CONTROL SERUM 85902
CHORUS CAMPYLOBACTER CONTROL SERUM 85895
CHORUS CHLAMYDIA CONTROL SERUM 85832
CHORUS COXSACKIE B CONTROL SERUM 85894
CHORUS INFLUENZA A CONTROL SERUM 85902
CHORUS INFLUENZA B CONTROL SERUM 85895
CHORUS LEGIONELLA PNEUMOPHILA CONTROL SERUM 85832
CHORUS LEPTOSPIRA CONTROL SERUM 85903

am
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CHORUS LISTERIA MONOCYTOGENES CONTROL SERUM 85872
CHORUS MYCOPLASMA PNEUMONIAE CONTROL SERUM 85873
CHORUS Q-FEVER CONTROL SERUM 85874
CHORUS PARAINFLUENZA CONTROL SERUM 85896
CHORUS RESPIRATORY SYNCYTIAL CONTROL SERUM 85875
CHORUS SHIGELLA CONTROL SERUM 85877
CHORUS YERSINIA CONTROL SERUM 85886
CHORUS INFECTIOUS DISEASE KITS
CHORUS BORDETELLA PERTUSSIS TOXIN IgA 81274
CHORUS BORDETELLA PERTUSSIS TOXIN 1gG 81272
CHORUS BORRELIA 1gG 81046
CHORUS BORRELIA IgM 81047
CHORUS CLOSTRIDIUM DIFFICILE A/B TOXINS 81170
CHORUS CLOSTRIDIUM DIFFICILE GDH 81168
CHORUS CYTOMEGALOVIRUS IgM CAPTURE 81012
CHORUS ECHINOCOCCUS I1gG 81284
CHORUS HELICOBACTER PYLORI Ag 81063
CHORUS HSV 2 SCREEN 81019

CHORUS INFLUENZA A IgA

81192, 81192/12

CHORUS INFLUENZA A 1gG

81190, 81190/12

CHORUS INFLUENZA B IgA

81195, 81195/12

CHORUS INFLUENZA B 1gG

81193, 81193/12

CHORUS LEGIONELLA URINARY ANTIGEN

81301

CHORUS SARS-CoV-2 IgA 81402
CHORUS SARS-CoV-2 IgG 81400
CHORUS SARS-CoV-2 IgM 81401
CHORUS SARS-CoV-2 SCREEN SERUM 81406
CHORUS suPAR 86412
CHORUS suPAR EXTENDED 81414

CHORUS TOSCANA VIRUS IgM

81068, 81068/12

CHORUS TOXOPLASMA IgA CAPTURE

81044

CHORUS TOXOPLASMA IgM CAPTURE 81042
CHORUS TUMOR MARKERS

CHORUS PSA 86550
CHORUS PROMONITOR

CHORUS PROMONITOR ADALIMUMAB 86702
CHORUS PROMONITOR ANTI-ADALIMUMAB 86703
CHORUS PROMONITOR INFLIXIMAB 86700
CHORUS PROMONITOR ANTI-INFLIXIMAB 86701
CHORUS PROMONITOR USTEKINUMAB 86712
CHORUS PROMONITOR ANTI-USTEKINUMAB 86713
CHORUS PROMONITOR VEDULIZUMAB 86710
CHORUS PROMONITOR ANTI-VEDULIZUMAB 86711
CHORUS ANEMIA

CHORUS VIT B12 86400
CHORUS FOLATE 86402
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CHORUS VITAMIN EXTRACTION 86500
iRAPID LINE
iRapid SARS-CoV-2 Quant "Neutralizing" Ab 70100

VSechny vyrobky uvedené v tabulce 3 nejsou klasifikovany jako nebezpecné.
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