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on in-vitro diagnostic medical devices

To whom it may concern

EC Declaration of Conformity In-Vitro Diagnostic Medical Devices for Microscopy

For each of the Merck products listed in the enclosure, the assessment of conformity has been
performed and documented in accordance with the provisions of Article 9, and Annexes | and Il of the
“Directive 98/79/EC*. All supporting documentation is retained in the premises of the manufacturer. The
manufacturer of the products listed in enclosure 1 is Merck KGaA, Frankfurter Str. 250, 64293
Darmstadt, Germany.

For the products listed in the enclosure, TUV SUD Product Service GmbH has certified that Merck KGaA
has implemented and maintains a Quality Management System that fulfils the standard of DIN EN ISO
13485:2016 (No. Q5 034909 0117 Rev. 00).

Classification: The products listed in the enclosure are classified as being “in-vitro diagnostic medical
devices” according to Article 1 of the “Directive 98/79/EC”. All products listed in enclosure 1 are not
subject to Annex Il of the Directive 98/79/EC and they are not self-test devices.

This document is effective of 15.05.2021.
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Enclosure: Complete list of CE-marked In-Vitro Diagnostic Medical Devices for Microscopy of Merck KGaA
List of products for declaration according to 834 Abs 1 MPG
Produktliste zur Bescheinigung nach 834 Abs 1 MPG

Bestell-Nr / Cat.
Nr.

Produktbezeichnung (DE)

Article description (EN)

1001210500 Kernechtrot-Aluminiumsulfat-Lésung Nuclear fast red-aluminum sulfate
0,1% fur die Mikroskopie solution 0.1% for microscopy

1001990500 Pikrofuchsin-Lésung nach van Gieson Picrofuchsin solution acc. to van
fur die Mikroskopie Gieson for Microscopy

1002510001 Retikulin Versilberungskit nach Gordon & | Reticulin silver plating kit acc. to
Sweets fur den Nachweis von retikularen | Gordon & Sweets for the detection of
Fasern im histologischen Gewebe reticular fibers in histological tissue

1002510003 Specimens

1003610001 ISOSLIDE® Retikulin Kontrollpraparate ISOSLIDE® Reticulin control slides
mit Referenzgewebe zum Nachweis with reference tissue for the detection
retikuldrer Fasern in der Histologie of reticular fibers in histology

1003620001 Versilberungskit nach von Kossa zum Silver plating kit acc. to von Kossa for
Nachweis von Mikroverkalkungen the detection of microcalcification

1003800001 ISOSLIDE® Eisen Kontrollpraparate mit | ISOSLIDE® Iron control slides with
Referenzgewebe zum Nachweis freien reference tissue for the detection of
Eisens im histologischen Gewebe free iron in histological tissue

1004080001 ISOSLIDE® PAS Kontrollpraparate mit ISOSLIDE® PAS control slides with
Referenzgewebe zum Nachweis von reference tissue for the detection of
Polysacchariden im histologischen polysaccharides in histological tissue
Gewebe

1004250001 ISOSLIDE® Alcianblau, , ISOSLIDE® Alcian blue, ,
Kontrollpraparate mit Referenzgewebe control slides with reference tissue for
fur die Darstellung von sauren the detection of acid mucosubstances
Mucosubstanzen im histologischen in histological tissue
Gewebe

1004821000 Periodsaure-Losung 0,5% - fur die PAS- | Periodic acid solution 0,5% for the
Reaktion zum Nachweis von Aldehyd PAS reaction for the detection of
und Mukosubstanzen in der Mikroskopie | aldehyde and mucosubstances in

microscopy

1004850001 Masson-Goldner Farbekit zur Masson-Goldner staining kit for the
Bindegewebsdarstellung mit der visualization of connective tissue with

1004850003 Trichromféarbung trichromic staining

1004965000 Formaldehydlésung 4%, gepuffert, pH Formaldehyde solution 4%, buffered,

1004968350 6,_9 (ca. ;O% Formalinlésung) fur die pH 6:9 (appro_x. 10% Formalin
Histologie solution) for histology

1004968700

1004969010

1004969011

1004969950

1004970001

1324500001 AFB Férbekit fur die Histologie zur AFB staining kit for histology for the

Darstellung von Mykobakterien im
histologischen Gewebe

detection of mycobacteria in
histological tissue

A
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A

1005910500 ELASTIN nach Weigert fir | ELASTIN solution acc. to
die Mikroskopie Weigert for microscopy
1008200001 Methenamin Versilberungskit nach Methenamine silver plating kit acc. to
Gomori fir die Darstellung argent-affiner | Gomori for the detection of argent-
1008200003 Strukturen im histologischen Gewebe affine structures in histological tissue
1012870100 Lofflers Methylenblaulésung fur die Loffler's methylene blue solution for
1012870500 Mikroskopie microscopy
1012872500
1013830100 Wrights Eosin-Methylenblauldsung fur Wright's eosin methylene blue
1013830500 die Mikroskopie solution for microscopy
1013831022
1013832500
1013839025
1013839180
1013840100 Brillantkresylblau-Lésung zur Brilliant cresyl blue solution for the
fur die Mikroskopie | staining of for
1013849180 microscopy
1014240100 May-Grinwalds Eosin- May-Grinwald's eosine-methylene
1014240103 Mgthylenb_laulbsung modifiziert fur die blue solution modified for microscopy
Mikroskopie
1014240106
1014240500
1014240503
1014240504
1014241000
1014241004
1014241022
1014242500
1014242506
1014249025
1014249026
1015970001
1016030001 Gram-Color modifiziert (phenolfrei) Gram-Color modified (phenol-free)
Farbeset fur die Gram-Farbung von staining kit for Gram staining method
1016030003 : . N X .
bakteriologischen Préparaten on bacteriological smears
1016410001 Kongorot Farbekit Kit fur den Nachweis Congo Red staining kit Kit for
1016410003 von Amyloid nach Highman detection of amyloid acc. to Highman
1016460001 PAS-Farbekit fir den Nachweis von PAS staining kit for detection of
1016460006 Aldehyd und Mukosubstanzen aldehyde and mucosubstances
1016470500 Alcianblau-Ldsung, , fir die Alcian blue solution, for
1016470503 Mikroskopie microscopy
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1326470001 Alcianblau Farbekit, pH 1,0 zur Alcian blue staining kit, pH 1.0 for the
Darstellung stark sulfatierter Muzine detection of strongly sulfated acidic
mucins
1326570001 Alcianblau Farbekit, pH 2.5 zur Alcian blue staining kit, pH 2.5
Darstellung von sauren Mukosubstanzen | for the detection of acidic
mucosubstances
1024140001 Warthin-Starry Versilberungskit Warthin-Starry silver plating kit
modifiziert zum Nachweis von modified for detection of Helicobacter
Helicobacter pylori und Spirochaeten in pylori and Spirochetes in paraffin
1024140003 Paraffinschnitten sections
1024190250 Olrot O- zur Darstellung Oilred O solution for the
neutraler Lipide in Gefrierschnitten fur detection of neutral lipids in cryo
die Mikroskopie sections for microscopy
1024390500 Eosin G-Ldsung 0,5% alkoholisch fiir die | Eosin Y-solution 0.5% alcoholic for
1024390506 Mikroskopie microscopy
1024392500
1024392506
1024720001 ISOSLIDE® Warthin-Starry ISOSLIDE® Warthin-Starry control
Kontrollpraparate mit Referenzgewebe slides with reference tissue for the
zum Nachweis von Helicobacter pylori detection of Helicobacter pylori and
und Spirochaeten im histologischen Spirochetes in histological tissue
Gewebe
1024730001 ISOSLIDE® Methenamine ISOSLIDE® Methenamine control
Kontrollpraparate mit Referenzgewebe slides with reference tissue for the
fur die Darstellung argent-affiner detection of argent-affine structures in
Strukturen im histologischen Gewebe histological tissue
1024801000 Eosin-Phloxin Lésung, alkoholisch fiir die | Eosin-Phloxine solution, alcoholic for
Mikroskopie Microscopy
1025600001 ISOSLIDE® AFB Kontrollpraparate mit ISOSLIDE® AFB control slides with
Referenzgewebe zum Nachweis von reference tissue for the detection of
im in histological tissue
histologischen Gewebe
1025610001 ISOSLIDE® Congo Red ISOSLIDE® Congo Red control slides
Kontrollpraparate mit Referenzgewebe with reference tissue for the detection
fur die Darstellung von Amyloid- of amyloid structures in histological
Strukturen im histologischen Gewebe tissue
1027550001 ISOSLIDE® H&E Kontrollpraparate mit ISOSLIDE® H&E control slides with
Referenzgewebe fiir die reference tissue for overview staining
Ubersichtsfarbung in der Histologie in histology
1327550001 ISOSLIDE® EVG Kontrollpraparate mit ISOSLIDE® EVG
Referenzgewebe zum Nachweis von control slides with reference tissue for
elastischen Fasern im histologischen the detection of
Gewebe elastic fibers in histological tissue
1025721000 Schiffs Reagenz Intense zum Nachweis | Schiff's reagent Intense for the
von Aldehyd und Mukosubstanzen in der | detection of aldehyde and
Mikroskopie mucosubstances in microscopy
1039991000 Formaldehydlésung min. 37% séaurefrei Formaldehyde solution min. 37% free
1039992500 stabilisiert mit etwa 10% Methanol und from acid stabilized with about 10%
Calciumcarbonat fur die Histologie methanol and calcium carbonate for
1039999025 histology
1051740500 Hamatoxylin-Losung modifiziert nach Gill | Hematoxylin solution modified acc. to
1051740503 Il fr die Mikroskopie Gill 11l for microscopy

A

Page 5 of 17



MRRCK

1051741000

1051741003

1051742500

1051742503

1051750500 Hamatoxylin-Losung modifiziert nach Gill | Hematoxylin solution modified acc. to

1051752500 Il fur die Mikroskopie Gill 1l for microscopy

1053870500 Leishmans Eosin-Methylenblaulésung Leishman's eosin methylene blue

1053871022 modifiziert fir die Mikroskopie solution modified for microscopy

1068870500 Papanicolaous Losung 2b Orange II- Papanicolaou’s solution 2b Orange Il

1068872500 Ldsung fur die Zytologie solution for cytology

1068879025

1068880500 Papanicolaous Losung 2a Orange G- Papanicolaou’s solution 2a Orange G

1068880503 Ldsung (OGH6) fur die Zytologie solution (OGB6) for cytology

1068881000

1068881003

1068881022

1068881023

1068882500

1068882503

1068889025

1068889026

1080001000 Sputofluol® fir die Mikroskopie Sputofluol® for microscopy

1080001003

1085120500 AFB-Color Karbolfuchsinlésung fir die AFB-Color carbol fuchsin solution for

1085120503 mikroskopische Untersuchung von the microscopic investigation of acid-
saurefesten Stabchenbakterien (AFB) fast bacteria (AFB) (cold staining)

1085122500 mittels Kaltfarbung

1085122503

1090330500 Schiffs Reagenz fur die Mikroskopie Schiff's reagent for microscopy

1090330503

1090332500

1090930001 AFB-Fluor Farbeset fur die AFB-Fluor Staining kit for
fluoreszenzmikroskopische fluorescence-microscopic detection of

1090930003 Ur?ltersuchung von saurefesten acid-fast bacteria
Stdbchenbakterien

1092040100 Giemsas Azur-Eosin- Giemsa's azur eosin methylene blue

1092040103 Methylenblaulésung fir die Mikroskopie | solution for microscopy

1092040106

1092040500

1092040503

1092040504

1092041000

1092041004

A
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1092041022

1092042500

1092042506

1092049025

1092150100

1092150103

1092150500

1092150503

1092151022

1092152500

1092152503

1092159025

Ziehl-Neelsens Karbolfuchsinldsung fir
die Mikroskopie

Ziehl-Neelsen carbol-fuchsin solution
for microscopy

1092170500

1092172500

1092179025

Grams Safraninldsung fur die Gram-
Farbung

Gram's safranine solution for the
Gram staining method

1092180500

1092181022

1092182500

1092189025

Grams Kristallviolettldsung fur die Gram-
Farbung

Gram's crystal violet solution for the
Gram staining method

1092490500

1092490503

1092491000

1092491003

1092491022

1092492500

1092492503

Mayers Hamalaunlésung fur die
Mikroskopie

Mayer's hemalum solution for
microscopy

1092530500

1092530503

1092531000

1092531003

1092531022

1092531023

1092532500

1092532503

1092539025

1092539026

Papanicolaous Lésung 1a Harris*
Hamatoxylinlésung fir die Zytologie

Papanicolaou’s solution 1a Harris
hematoxylin solution for cytology

1092540500

1092542500

1092542503

Papanicolaous Losung 1b
Hamatoxylinldsung S fir die Zytologie

Papanicolaou’s solution 1b
hematoxylin solution S for cytology

1092611000

1092612500

A
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1092619023 Lugols Losung (verdinnte lod- Lugol's solution (diluted iodine-
Kaliumiodidlésung) fur die Gram- potassium iodide solution) for the
Farbung Gram staining method

1092690100 Papanicolaous Losung 3d Papanicolaou’s solution 3d

1092692500 Polychromlésung EA 65 fir die Zytologie | polychromatic solution EA 65 for

cytology

1092699025

1092700100 Papanicolaous Losung 3c Papanicolaou’s solution 3¢
Polychromlésung EA 65 fir die Zytologie | polychromatic solution EA 65 for

cytology

1092710500 Papanicolaous Lésung 3a Papanicolaou’s solution 3a

1092712500 Polychromlésung EA 31 fiir die Zytologie | polychromatic solution EA 31 for

cytology

1092720500 Papanicolaous Losung 3b Papanicolaou’s solution 3b

1092720503 Polychromlésung EA 50 flr die Zytologie | polychromatic solution EA 50 for

cytology

1092721000

1092721003

1092721022

1092721023

1092722500

1092722503

1092729025

1092729026

1092750500 Shorr'sche Farbelosung zur hormonalen | Shorr staining solution for hormonal
Zytodiagnostik cytodiagnosis

1092770100 Tirks Losung zur Leukozytenzéhlung Turk's solution for leukocyte counting

1094680100 Puffertabletten pH 7,2 zur Herstellung Buffer tablets pH 7.2 for preparing
von Pufferlésung nach WEISE fur buffer solution acc. to WEISE for
Blutausstrichféarbungen staining of blood smears

1098441000 Eosin G-Losung 0,5% wassrig fur die Eosin Y-solution 0.5% aqueous for

1098441003 Mikroskopie microscopy

1098442500

1098442503

1102180500 Grams Entfarbelésung fur die Gram Gram's decolorizing solution for the

1102182500 Féarbung Gram staining method

1106300500 AFB-Color Malachitgriin (Oxalat)-Losung | AFB-Color malachite green (oxalate)

1106300503 flr die mikroskopische Untersuchung solution for the microscopic
von saurefesten Stabchenbakterien investigation of acid-fast bacteria
(AFB) mittels Kaltfarbung (cold staining)

1113730100 Puffertabletten pH 6,4 zur Herstellung Buffer tablets pH 6.4 for preparing
von Pufferlésung nach WEISE fur buffer solution acc. to WEISE for the
Blutausstrichfarbungen staining of blood smears

1113740100 Puffertabletten pH 6,8 zur Herstellung Buffer tablets pH 6.8 for preparing
von Pufferldsung nach WEISE fir buffer solution acc. to WEISE for the
Blutausstrichfarbungen staining of blood smears

1116610001 Hemacolor® Schnellfarbung von Hemacolor® Rapid staining of blood
Blutausstrichen Farbeset fir die smear staining set for microscopy
Mikroskopie

A
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1116740001 Hemacolor® Schnellfarbung von Hemacolor® Rapid staining of blood
Blutausstrichen Farbeset fur die smear staining set for microscopy
Mikroskopie

1118850001 Gram-color Farbeset fiir die Gram- Gram-color Stain set for the Gram

1118850003 Farbung staining method

1119552500 Hemacolor® Schnellfarbung von Hemacolor® Rapid staining of blood
Blutausstrichen Lésung 1 Fixierlésung smear Solution 1 fixing solution

1119562500 Hemacolor® Schnellfarbung von Hemacolor® Rapid staining of blood
Blutausstrichen Lésung 2 Farbreagenz smear Solution 2 colour reagent red
rot

1119572500 Hemacolor® Schnellfarbung von Hemacolor® Rapid staining of blood
Blutausstrichen Losung 3 Farbreagenz smear Solution 3 colour reagent blue
blau

1120840001 HEMATOGNOST Fe® Farbeset zur HEMATOGNOST Fe® staining kit for
Darstellung freien ionischen Eisens the detection of free ionic iron (Fe3+)

1120840003 (Fe3+) in Korperzellen in cells

1123270500 LEUCOGNOST® Fixiergemisch fur die LEUCOGNOST® Fixing Mixture for
Enzymzytochemie enzyme cytochemistry

1137410100 Lactophenolblaulésung zur Pilzféarbung Lactophenol blue solution for staining

fungi

1153550001 CYTOCOLOR® ZzZytologische CYTOCOLOR® Cytological standard
Standardfarbung nach Szczepanik fur stain acc. to Szczepanik for
die Mikroskopie microscopy

1159730002 Weigerts Eisenhamatoxylin Kit fur die Weigert's iron hematoxylin kit for

1159730003 Kernfarbung in der Histologie nuclear staining in histology

1159740002 Elastika van Gieson Farbekit flr Elastica van Gieson staining kit for

1159740003 Bindegewebsfarbung connective tissue

1164500001

1170811000 Eosin G - Losung 1%, alkoholisch fur die | Eosin Y solution 1%, alcoholic for
Mikroskopie microscopy

Festfarbstoffe/Dyes

1002110005 Carminséaure (C.l. 75470) zur Analyse Carminic acid (C.l. 75470) GR for
und fur die Mikroskopie analysis and for microscopy

1011670025 Amidoschwarz 10 B (C.l. 20470) fir die Amido black 10 B (C.l. 20470) for
Elektrophorese electrophoresis

1013010050 Auramin O (C.I. 41000) fur die Auramine O (C.I. 41000) for
Mikroskopie microscopy

1013500010 Leishmans Eosin-Methylenblau fur die Leishman's eosin methylene blue for

1013501000 Mikroskopie microscopy

1013520025 May-Griunwalds Eosin-Methylenblau fur May-Griunwald's eosin methylene

1013520100 die Mikroskopie blue for microscopy

1013521000

1013680025 Brillantkresylblau Zinkchlorid-Doppelsalz | Brilliant cresyl blue zinc chloride
fur die Mikroskopie Certistain® double salt for microscopy Certistain®

1013740025 Brillantgriin (Hydrogensulfat) (C.1. Brilliant green (hydrogen sulfate) (C.1.
42040) fur die Mikroskopie Certistain® 42040) for microscopy Certistain®

A
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1013760025 Neutralrot (C.I. 50040) fur die Neutral red (C.I. 50040) for
Mikroskopie Certistain® microscopy Certistain®

1013980025 Malachitgriin-Oxalat (C.I. 42000) fir die Malachite green oxalate (C.I. 42000)

1013980100 Mikroskopie und fir die Mikrobiologie for microscopy and for microbiology

1013981000

1040220025 Fast Green FCF (C.I. 42053) fur die Fast green FCF (C.l. 42053) for
Mikroskopie Certistain® microscopy Certistain®

1043020025 Hamatoxylin krist. (C.I. 75290) fir die Hematoxylin cryst. (C.I. 75290) for

1043020100 Mikroskopie microscopy

1043021000

1052260100 Neufuchsin (C.I. 42520) fur die New fuchsin (C.l. 42520) for
Mikroskopie Certistain® microscopy Certistain®

1052300025 Olrot O (C.1. 26125) fiir die Mikroskopie Oil red O (C.I. 26125) for microscopy
Certistain® Certistain®

1052310025 Saurefuchsin (C.1. 42685) fir die Fuchsin acid (C.l. 42685) for
Mikroskopie Certistain® microscopy Certistain®

1052340010 Alcianblau 8 GX (C.1.74240) fur die Alcian blue 8 GX (C.1.74240) for

1052341000 Mikroskopie Certistain® microscopy Certistain®

1052350025 Kresylviolett (Acetat) fur die Mikroskopie | Cresyl violet (acetate) for microscopy
Certistain® Certistain®

1071000005 Orcein fUr die Mikroskopie Certistain® Orcein for microscopy Certistain®

1071000025

1075090025 Pararosanilin (Chlorid) (C.I. 42500) fur Pararosaniline (chloride) (C.l. 42500)

1075090100 die Mikroskopie Certistain® for microscopy Certistain®

1075990025 Rhodamin B (C.I. 45170) fur die Rhodamine B (C.l. 45170) for

1075990100 Mikroskopie microscopy

1092030025 Giemsas Azur-Eosin-Methylenblau fur Giemsa's azur-eosin-methylene blue

1092030100 die Mikroskopie for microscopy

1092031000

1092035000

1092110010 Azur Il (C.l. 52010/52015) fur die Azure Il (C.l. 52010/52015) for

1092111000 Mikroskopie microscopy

1092780025 Wrights Eosin-Methylenblau fir die Wright's eosin methylene blue for

1092781000 Mikroskopie microscopy

1117320025 Trypanblau (C.l. 23850) fir die Trypan blue (C.1. 23850) for
Mikroskopie microscopy

1159240025 Nigrosin (C.I. 50420) wasserloslich fur Nigrosine (C.l. 50420) water-soluble
die Mikroskopie Certistain® for microscopy Certistain®

1159250025 Orange G (C.l. 16230) fur die Orange G (C.I. 16230) for microscopy
Mikroskopie Certistain® Certistain®

1159260025 Phloxin B (C.I. 45410) fur die Phloxin B (C.I. 45410) for microscopy

1159265000 Mikroskopie Certistain® Certistain®

1159270025 Ponceau S (C.I. 27195) fur die Ponceau S (C.I. 27195) for
Mikroskopie Certistain® microscopy Certistain®

1159300025 Toluidinblau O (C.1.52040) fur die Toluidine blue O (C.1.52040) for
Mikroskopie Certistain® microscopy Certistain®
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1159310025 Acridinorange Zinkchlorid Doppelsalz Acridine orange zinc chloride double
(C.1.46005) fur die Mikroskopie salt (C.1.46005) for microscopy
Certistain® Certistain®

1159330005 Carmin (C.l. 75470) (Calcium- Carmine (C.l. 75470) (calcium-

1159330025 Aluminium-Verlackung von Carminséaure) | aluminium lacquer of carminic acid)
fur die Mikroskopie Certistain® for microscopy Certistain®

1159340025 Eosin B (blaulich) (C.1.45400) fur die Eosin B (bluish) (C.1.45400) for
Mikroskopie Certistain® microscopy Certistain®

1159350025 Eosin G (gelblich) (C.I. 45380) fir die Eosin Y (yellowish) (C.I. 45380) for

1159350100 Mikroskopie Certistain® microscopy Certistain®

1159351000

1159360025 Erythrosin B (C.I. 45430) fur die Erythrosine B (C.I. 45430) for

1159361000 Mikroskopie Certistain® microscopy Certistain®

1159370025 Fuchsin (C.1. 42510) fur die Mikroskopie | Fuchsin (C.I. 42510) for microscopy

1159370100 Certistain® Certistain®

1159371000

1159380025 Hamatoxylin-Monohydrat (C.1.75290) fir | Hematoxylin monohydrate

1159380100 die Mikroskopie Certistain® (C.I._752_90) for microscopy

Certistain®

1159381000

1159385000

1159390025 Kernechtrot (C.l. 60760) fir die Nuclear fast red (C.l. 60760) for
Mikroskopie Certistain® microscopy Certistain®

1159400025 Kristallviolett (C.I. 42555) fur die Crystal violet (C.I. 42555) for

1159400100 Mikroskopie Certistain® microscopy Certistain®

1159401000

1159410025 Lichtgrin SF gelblich (C.I. 42095) fir die | Light green SF yellowish (C.I. 42095)

1159410100 Mikroskopie Certistain® for microscopy Certistain®

1159411000

1159420100 Malachitgriin-Oxalat (C.I. 42000) fur die Malachite green oxalate (C.I. 42000)

1159421000 Mikroskopie Certistain® for microscopy Certistain®

1159430025 Methylenblau (C.I. 52015) fir die Methylene blue (C.I. 52015) for

1159430100 Mikroskopie Certistain® microscopy Certistain®

1159431000

1159440025 Methylgriin Zinkchlorid Doppelsalz (C.I. Methyl green zinc chloride double salt
42590) fur die Mikroskopie Certistain® (C.I. 42590) for microscopy

Certistain®

1159460025 Nilblau (Hydrogensulfat) (C.l. 51180) fur | Nile blue (hydrogen sulfate) (C.1.
die Mikroskopie Certistain® 51180) for microscopy Certistain®

1159480025 Safranin O (C.l. 50240) fur die Safranine O (C.l. 50240) for
Mikroskopie Certistain® microscopy Certistain®

1163160050 Methylblau (C.l. 42780) fur die Methyl blue (C.I. 42780) for
Mikroskopie microscopy

A
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1245460250 Fluorescein-5-isothiocyanat (FITC) fur Fluorescein-5-isothiocyanate (FITC)
biochemische Zwecke und fur die for biochemistry and for fluorescence
Fluoreszenzmikroskopie microscopy

1248230500 Nitroblau-Tetrazoliumchlorid (NBT) flr Nitro blue tetrazolium chloride (NBT)

die Mikroskopie

for microscopy

Verschiedene Reagenzien/ Different Reagents (e.g.

Fixatives, Embedding media)

1003271000 Salzsaure-Alkohol fiir die Mikroskopie Hydrochloric acid in ethanol for

1003275000 microscopy

1005671000 Lugols Ldsung stabilisiert mit PVP fur die | Lugol's solution stabilized with PVP

1005672500 Gram Farbung for the Gram staining

1005790500 DPX Neu wasserfreies Eindeckmittel fir | DPX new non-aqueous mounting
die Mikroskopie medium for microscopy

1008690500 Entellan® Neu flr Eindeckautomaten fir | Entellan® new for cover slipper for
die Mikroskopie microscopy

1016910025 Kanadabalsam fir die Mikroskopie Canada balsam for microscopy

1016910100

1017281000 OSTEOSOFT® milde Entkalkungs- OSTEOSOFT® mild decalcifier-

1017289010 Ldsung fur die Histologie solution for histology

1017361000 OSTEOMOLL® schnellen OSTEOMOLL®

1017362500 Entkalkung : for

histology

1029240001 DAB-Puffertabletten fur die DAB-buffer tablets for
Immunhistochemie immunohistochemistry

1036930100 M-FREEZE ™ Kryoeinbettmedium fiir Cryoembedding media M-FREEZE ™
die Mikroskopie for microscopy

1036990100 Immersionsol nach 1SO 8036 fur | Immersion oil acc. to ISO
die Mikroskopie 8036 for microscopy

1039730001 M-GLAS® flussiges Deckglas fur die M-GLAS® liquid cover glass for
Mikroskopie microscopy

1039810102 M-FIX® Fixationsspray fur die M-FIX® spray fixative for
Zytodiagnostik cytodiagnosis

1039811000

1040950250 Glycerin fir die Fluoreszenzmikroskopie | Glycerol for fluorescence microscopy

1042390250 Glutardialdehydlésung 25% fir die Glutardialdehyde solution 25% for

1042391000 Elektronenmikroskopie electron microscopy

1042392500

1046990001 Immersionsoél fir die Mikroskopie Immersion oil for microscopy

1046990100

1046990500

1046999023

1071642500 Paraffin Pastillen Erstarrungspunkt etwa | Paraffin pastilles solidification point

1071642504 56-58°C fur die Histologie about 56-58°C for histology

1079600500 Entellan® Schnelleindeckmittel fiir die Entellan® rapid mounting medium for
Mikroskopie microscopy

1079610100

A
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1079610500 Entellan® Neu Schnelleindeckmittel fur Entellan® new rapid mounting
die Mikroskopie medium for microscopy

1082984000 Xylol (Isomerengemisch) fir die Xylene (isomeric mixture) for
Histologie histology

1085620050 Aquatex® (wassriges Eindeckmittel) fiir Aquatex® (aqueous mounting agent)
die Mikroskopie for microscopy

1086350100 Kaisers Glyceringelatine,phenolfrei fir Kaiser's glycerol gelatine,phenol-free
die Mikroskopie for microscopy

1090160100 Neo-Mount® wasserfreies Eindeckmittel | Neo-Mount® anhydrous mounting

1090160500 fur die Mikroskopie medium for microscopy

1092420100 Kaisers Glyceringelatine fir die Kaiser's glycerol gelatine for
Mikroskopie microscopy

1098435000 NEO-CLEAR® (Xylol-Ersatz) fur die NEO-CLEAR® (xylene substitute) for

1098439025 Mikroskopie microscopy

1116091000 Histosec® Pastillen Erstarrungspunkt Histosec® pastilles solidification point

1116092504 5(_5—58°C_ Einbettungsmittel fur die 5_6-58°C embedding agent for
Histologie histology

1116099025

1121790025 Glutardialdehydlésung 25% fir die Glutardialdehyde solution 25% for

1121790100 Elektronenmikroskopie, nach P.J. electron microscopy, acc. to P.J.
Anderson (gereinigt und unter Stickstoff | Anderson (purified and filled into

1121790500 abgefiillt) ampoules under nitrogen)

1151612504 Histosec® Pastillen (ohne DMSO) Histosec® pastilles (without DMSO)

1151612500 Erstarrungspunkt 56-58° C solidification point 56-58°C
Einbettungsmittel fir die Histologie embedding agent for histology

1151619025

1245050001 Osmium (VII)-oxid fir die Mikroskopie Osmium (VIII) oxide for microscopy

1245050500

end
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Revision Sheet

Document Version Date modified Modifications
Version A 05.05.2015 Initial Release

1) Addition of a new Product, 1004821000; Periodic acid
Version B 13.07.2015 solution 0,5% to the list of products for declaration according
to 8§34 Abs 1 MPG

2) Addition of new Products, 102775, ISOSLIDE® H&E control
slides with reference tissue for overview staining in histology;

Version C 16.06.2016 108298, Xylene for histology and 108635, Kaiser's glycerol
gelatine, phenol-free for microscopy to the list of products for
declaration according to §34 Abs 1 MPG

3) Addition of a new Product, 102572, Schiffs Reagenz Intense
to the list of products for declaration according to 834 Abs 1
MPG

4) Actualization of Organisational changes

5) Addition of a new Product, 1171980001 LEUCOGNOST®
NASDCL new, to the list of products for declaration
according to 834 Abs 1 MPG

6) Removed obsolete Products:
1019790500 DPX non-aqueous mounting medium,
1155770100 Immersion oil acc. to ISO 8036 modified,
1163050001 LEUCOGNOST® basic kit for diagnosis of
leukemia
1013240010 Janus green (C.l. 11050) for microscopy

7) Update of several packaging numbers

Version D 18.10.2016

Version E 30.05.2017

8) Added a date to signatures, specified certification company,
added validity date of DoC

Version F 11.10.2017 9) Addition of a new Product, 1036930100 Cryoembedding

media M-FREEZE ™ for microscopy, to the list of products

for declaration according to 834 Abs 1 MPG

10) Changed validity date of DoC in accordance to expiry date
of ISO 13485 Certificate

Version G 03.04.2018 11) Removed obsolete Products:

1092660005 Osmic acid solution 2%

1081030005 Tetrazolium blue for microscopy

Version H 20.02.2019 12) Actualization of validity date

13) Addition of a new Product, 1036990100 Immersion oil acc.
to 1ISO 8036, to the list of products for declaration according
to 834 Abs 1 MPG

Version | 26.02.2019
14) Removed obsolete Product:
1152130001 Auto-Hemacolor® Staining set
15) Actualization of validity date
16) Addition of new Products, 1326470001 Alcian blue staining
Version J 14.10.2019 kit pH 1.0, 1326570001 Alcian blue staining kit pH2.5, and

1327550001 ISOSLIDE® EVG to the list of products for
declaration according to §34 Abs 1 MPG
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Version K

27.03.2020

17) Addition of new Product, 1324500001 AFB staining kit

Version L

24.02.2021

18) Changed validity date of DoC in accordance to expiry date
of ISO 13485 Certificate.

19) Update of several packaging numbers.

20) Removed obsolete Products
1013830503 Wright's eosin methylene blue solution for
microscopy
1013849025 Brilliant cresyl blue solution for the staining of
reticulocytes and trichomonads for microscopy.
1019710001 Neo-Cytocolor® Quick Staining Kit - for
cytological samples for microscopy.
1024800500 Eosin-Phloxine solution, alcoholic for
Microscopy.
1079070001 DNA staining kit according to Feulgen.
1092770500 Tirk's solution for leukocyte counting.
1163000002 LEUCOGNOST® ALPA Detection of the
alkaline leukocyte phosphatase activity in leukocytes.
1163010002 LEUCOGNOST® EST Detection of the alpha
naphthyl acetate esterase reaction in leukocytes.
1163020002 LEUCOGNOST® PAS Detection of the
periodic acid-Schiff reaction in leukocytes.
1163030002 LEUCOGNOST® POX Detection of the
peroxidase reaction in leukocytes.
1163040002 LEUCOGNOST® AP Detection of the acid
phosphatase reaction in leukocytes.
1171980001 LEUCOGNOST® NASDCL new Detection of
naphthol AS-D chloroacetate esterase in granulocytes.
1011670100 Amido black 10 B (C.I. 20470) for
electrophoresis.
1013681000 Brilliant cresyl blue zinc chloride double salt for
microscopy Certistain®.
1075180025 Pyronine G (C.l. 45005) for microscopy
Certistain®.
1159340100 Eosin B (bluish) (C.1.45400) for microscopy
Certistain®.
1159360010 Erythrosine B (C.I. 45430) for microscopy
Certistain®.
1159420025 Malachite green oxalate (C.I. 42000) for
microscopy Certistain®
1246530100 4',6-Diamidino-2-phenylindole dihydrochloride
(DAPI) for microscopy
1245050100 Osmium (VIII) oxide for microscopy

Version M

23.03.2021

21) Actualization of validity date

Version N

15.05.2021

22) Actualization of Organisational changes
23) Update of several packaging numbers.
24) Update of name changes
1004250001 ISOSLIDE® Alcian blue, pH 2.5, control slides
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with reference tissue for the detection of acid
mucosubstances in histological tissue.

1004970001 AFB-Color modified Staining kit for the
detection of acid-fast bacteria (AFB) by hot staining method.
1005910500 ELASTIN staining solution acc. to Weigert for
microscopy.

1013840100, 1013849180 Brilliant cresyl blue solution for
the staining of reticulocytes for microscopy.

1015970001 AFB-Fluor phenol-free Staining kit for the
examination of acid-fast bacteria with fluorescence
microscopy (Auramin-Rhodamine staining).

1016470500 Alcian blue solution, pH 2.5 for microscopy.
1068870500, 1068872500, 1068879025 Papanicolaou’s
solution 2b Orange Il solution for cytology.

101736100, 1017362500 OSTEOMOLL® Solution for rapid
decalcification (with fixation) for histology.

1024190250 QOil red O staining solution for the detection of
neutral lipids in cryo sections for microscopy.

1025600001 ISOSLIDE® AFB control slides with reference
tissue for the detection of acid-fast bacteria in histological
tissue.

1036990100 Immersion oil Type N acc. to ISO 8036 for
microscopy

1068880500, 1068881000, 1068881022, 1068882500,
1068889025 Papanicolaou’s solution 2a Orange G solution
(OG#6) for cytology.

108000100, 1080001003 Sputofluol® for microscopy.
1085120500, 1085122500 AFB-Color carbol fuchsin solution
for the microscopic investigation of acid-fast bacteria (AFB)
(cold staining).

1090930001 AFB-Fluor Staining kit for fluorescence-
microscopic detection of acid-fast bacteria.

1092530500, 1092531000, 1092531022, 1092532500
Papanicolaou’s solution 1a Harris hematoxylin solution for
cytology.

1092540500, 1092542500 Papanicolaou’s solution 1b
hematoxylin solution S for cytology.

1092690100, 1092692500, 1092699025 Papanicolaou’s
solution 3d polychromatic solution EA 65 for cytology.
1092700100 Papanicolaou’s solution 3c polychromatic
solution EA 65 for cytology.

1092710500, 1092712500 Papanicolaou’s solution 3a
polychromatic solution EA 31 for cytology.

1092720500, 1092721000, 1092721022,
1092722500,1092729025 Papanicolaou’s solution 3b
polychromatic solution EA 50 for cytology.

1092750500 Shorr'sche Farbeldsung zur hormonalen
Zytodiagnostik.
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1106300500 AFB-Color malachite green (oxalate) solution
for the microscopic investigation of acid-fast bacteria (cold
staining).

1164500001 AFB-Color staining kit for the microscopic
investigation of acid-fast bacteria (cold staining).
1326470001 Alcian blue staining kit, pH 1.0 for the detection

of strongly sulfated acidic mucins for microscopy.
1326570001 Alcian blue staining kit, pH 2.5
for the detection of acidic mucosubstances for microscopy.
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