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EG-Konformititserkliirung entsprechend Anhang V der Richtlinie 93/42/EWG iiber
Medizinprodukte gesindert durch Richtlinie 2007/47/EG

EC Declaration of Conformity according to annex V of the Council Directive 93/42/EEC concerning medical
devices amended by Directive 2007/47/EC

Wir /We  Heinz Herenz Medizinalbedarf GmbH
Rudorffweg 10

21031 Hamburg, Germany

erkldren in eigener Verantwortung, dass folgende Produkte
declare under our sole responsibility that following products

ABSTRICHBESTECKE ZUR BIOLOGISCHEN PROBENNAHME UND ERHALTUNG MIT

ODER OHNE TRANSPORT MEDIUM
MEDICAL SWABS AND APPLICATORS FOR BIOLOGICAL SAMPLE COLLECTION AND
PRESERVATION WITH OR WITHOUT TRANSPORT MEDIUM

GEMASS ANHANG
AS PER ANNEX

den Anforderungen gemdf Richtlinie 93/42/EWG iiber Medizinprodukte entsprechen.
fulfill the requirements of the Council Directive 93/42/EEC concerning medical devices.

Sie sind klassifiziert als Klasse I steril geméB Anhang IX, Regel 5 der Richtlinie 93/42/EWG in der

gednderten Fassung der Richtlinie 2007/47/EG.
They are classified as Class I sterile according to Annex IX - Rule 5 of Directive 93/42/EEC as amended and integrated by
Directive 2007/47/EC.

Diese EG-Konformitatserkldrung ist giiltig bis 27. April 2024 und gilt fiir alle oben stehenden Produkte,

die in diesem Zeitraum behandelt werden. Bei Anderung des Produktes verliert sie ihre Giiltigkeit.
This EC-Declaration of Conformity is valid till 27% April 2024 and for all products mentioned above which are handled within
this period of time. In case of a change of the product this EC-Declaration of Conformity gets unvalid.

Angewandte Normen und andere normative Dokumente:

siehe Liste der angewandten Normen in der techn. Dokumentation
Applied standards and other normative documents: see list of norms in the technical documentation

Benannte Stelle /Notified Body: CE-Number:
Medcert GmbH :
Pilatuspool 2 c €
20355 Hamburg, Germany 0482

Hamburg, 08.03.2021

Heinz H

Medizinalbedarf GmbfE

Rudorffweg-10. Tel. 7392040
2]931 Hamburg

Di}ter Cyll (Geschiftsfiihrer /Managing Director)
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Anhang zur Konformitéitserkldrung /
Annex to Declaration of Conformity
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DRY SWABS
1020001 Dry Swabs im Rhrchen, Holzstab, Baumwollkopf, lose steril
Dry Swab in test tube, wooden stick, cotton head, bulk sterile
1020002 Dry Swabs im Réhrchen, PS-Stab, Viskosekopf, lose steril
Dry Swab in test tube, plastic stick PS, viscose head, bulk sterile
1020003 Dry Swabs im Rohrchen, Holzstab, Baumwollkopf, einzeln steril im Peel-Pack
Dry Swab in test tube, individually wrapped, wooden stick, cotton head
1020023 Dry Swabs im Rohrchen, Aluminiumstab, Viskosekopf, lose steril
Dry Swab in test tube, aluminium stick, viscose head, bulk sterile
1020025 Dry Swabs im Réhrchen, Aluminiumstab, Baumwollkopf, lose steril
Dry Swab in test tube, aluminium stick, cotton head, bulk sterile
1020070 Dry Swabs im Réhrchen, PS-Stab, Viskosekopf, einzeln steril im Peel-Pack
Dry Swab in test tube, individually wrapped, plastic stick PS, viscose head
1020071 Dry Swabs im Réhrchen, Aluminiumstab, Baumwollkopf, einzeln steril im Peel-Pack
Dry Swab in test tube, individually wrapped, aluminium stick, cotton head
TS-SWABS
1020005 Amies Medium Agar Gel, PS-Stab, Viskosekopf
AMIES transport medium Agar Gel, plastic stick PS, viscose head
1020014 Amies Holzkohle Medium Agar Gel, PS-Stab, Viskosekopf )
AMIES transport medium with CHARCOAL Agar Gel, plastic stick PS, viscose head
1020017 Amies Medium Agar Gel, PP-Stab, Viskosekopf
AMIES transport medium Agar Gel, Polypropylene stick PP, viscose head
1020019 AMIES Holzkohle Medium, Aluminiumstab, Baumwollkopf
AMIES transport medium with CHARCOAL Agar Gel, aluminium stick, cotton head
1020020 AMIES Medium Agar Gel, Aluminiumstab, Baumwollkopf
AMIES transport medium without CHARCOAL Agar Gel, aluminium stick, cotton head
1020022 CARY BLAIR Medium Agar Gel, PS-Stab, Viskosekopf
CARY BLAIR transport medium Agar Gel, plastic stick PS, viscose head
1020053 STUART Medium Agar Gel, Aluminiumstab, Baumwollkopf
STUART transport medium Agar Gel, aluminium stick, cotton head
1020054 STUART Medium Agar Gel, PS-Stab, Viskosekopf
STUART transport medium Agar Gel, plastic stick PS, viscose head
1020073 DOPPELT AMIES Medium Agar Gel, PS-Stab, Viskosekopf
DOUBLE AMIES transport medium Agar Gel, plastic stick PS, viscose head
1020074 DOPPELT AMIES Holzkohle Medium Agar Gel, PS-Stab, Viskosekopf
DOUBLE AMIES transport medium with CHARCOAL Agar Gel, plastic stick PS, viscose head
1020076 STUART Holzkohle Medium Agar Gel, PS-Stab, Viskosekopf
STUART transport medium with CHARCOAL Agar Gel, plastic stick PS, viscose head
1020077 STUART Holzkohle Medium Agar Gel, Aluminiumstab, Baumwollkopf
STUART transport medium with CHARCOAL Agar Gel, aluminium stick, cotton head
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LMS-SWABS LIQUID MEDIUM
1020200 AMIES Medium fliissig, Standardkopf, Plastikstab beﬂgckt
AMIES liquid transport medium, standard tip, plastic stick flocked
1020201 AMIES Medium fliissig, kleiner Kopf, Plastikstab beflockt
AMIES liquid transport medium, fine tip, plastic stick flocked
1020202 AMIES Medium fliissig, padiatrischer Kopf, Plastikstab beflockt
AMIES liquid transport medium, paediatric tip, plastic stick flocked
1020203 AMIES Medium fliissig, Standardkopf, Plastikstab mit Schaumstoffkopf
AMIES liquid transport medium, standard tip, plastic stick foam head
1020204 AMIES Medium fliissig, kleiner Kopf, Plastikstab mit Schaumstoftkopf
AMIES liquid transport medium, fine tip, plastic stick foam head
1020206 AMIES Medium fliissig, Standardkopf, PS-Stab, Polyester-/Dacrokopf
AMIES liquid transport medium, standard tip, plastic stick PS, polyester head
1020208 AMIES Medium fliissig, Standardkopf, PS-Stab, Viskosekopf
AMIES liquid transport medium, standard tipd, plastic stick PS, viscose head
1020215 STUART Medium fliissig, Standardkopf, Plastikstab beflockt
STUART liquid transport medium, standard tip, plastic stick flocked
1020216 STUART Medium fliissig, kleiner Kopf, Plastikstab beflockt
STUART liquid transport medium, fine tip, plastic stick flocked
1020217 STUART Medium fliissig, padiatrischer Kopf, Plastikstab beflockt
STUART liquid transport medium, paediatric tip, plastic stick flocked
1020218 STUART Medium fliissig, Standardkopf, Plastikstab mit Schaumstoffkopf
STUART liquid transport medium, standard tip, plastic stick foam head
1020219 STUART Medium fliissig, kleiner Kopf, Plastikstab mit Schaumstoffkopf
STUART liquid transport medium, fine tip, plastic stick foam head
1020221 STUART Medium fliissig, Standardkopf, PS-Stab, Polyester-/Dacronkopf
STUAR liquid transport medium, standard tip, plastic stick PS, polyester head
1020223 STUART Medium fliissig, Standardkopf, PS-Stab, Viskosekopf
- STUART liquid transport medium, standard tip, plastic stick PS, viscose head
1020230 CARY BLAIR Medium fliissig, Standardkopf, Plastikstab beflockt
CARY BLAIR liquid transport medium, standard tip, plastic stick flocked
1020231 CARY BLAIR Medium flissig, Standardkopf, Plastikstab Schaumstoffkopf
CARY BLAIR liquid transport medium, standard tip, plastic stick foam head
1020232 CARY BLAIR Medium fliissig, Standardkopf, PS-Stab, Polyester-/Dacronkopf
CARY BLAIR liquid transport medium, standard tip, plastic stick PS, polyester head
1020233 CARY BLAIR Medium fliissig, Standardkopf, PS-Stab, Viskosekopf
CARY BLAIR liquid transport medium, standard tip, plastic stick PS, viscose head
1020234 CARY BLAIR Medium fliissig, kleiner Kopf, Plastikstab beflockt
CARY BLAIR liquid transport medium, fine tip, plastic stick flocked
1020235 CARY BLAIR Medium fliissig, kleiner Kopf, Plastikstab mit Schaumstoffkopf
CARY BLAIR liquid transport medium, fine tip, plastic stick foam head
1020238 CARY BLAIR Medium fliissig, padiatrischer Kopf, Plastikstab beflockt
CARY BLAIR liquid transport medium, paediatric tip, plastic stick flocked
1020255 SALINE I?oc_hsalzli:’-sung fliissig, S}:andardkopf, Plastikstab beflockt
SALINE liquid solution, standard tip, plastic stick flocked
1020256 SALINE Kochsalzldsung fliissig, kleiner Kopf, Plastikstab beflockt
SALINE liquid solution, fine tip, plastic stick flocked
1020257 SALINE Kochsalzlgsung fliissig, padiatrischer Kopf, Plastikstab beflockt
SALINE liquid solution, paediatric tip, plastic stick flocked
1020258 SALINE Kochsalzlgsung fliissig, kleiner Kopf, Aluminiumstab, Viskosekopf
SALINE liquid solution, fine tip, aluminium stick, viscose head
1020259 SALINE I‘_{ochsalzlﬁsung fliissig, Standardkopf, Plastikstab mit Schaumstoffkopf
SALINE liquid solution, standard tip, plastic stick foam head
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1020260 SALINE Kochsalzosung fliissig, kleiner Kopf, Plastikstab mit Schaumstoffkopf
SALINE liquid solution, fine tip, plastic stick foam head
1020263 SALINE Kochsalzlgsung fliissig, Standardkopf, PS-Stab, Polyester-/Dacronkopf
SALINE liquid solution, standard tip, plastic stick PS, polyester head
1020265 SALINE Kochsalzlgsung fliissig, Standardkopf, PS-Stab, Viskosekopf
SALINE liquid solution, standard tip, plastic stick PS, viscose head
1020281 SELENITE Medium fliissig, Standardkopf, Plasﬁkstab bgﬂoc_kt
SELENICTE liquid transport medium, standard tip, plastic stick flocked
1020282 SELENITE Medium fliissig, Standardkopf, Plastikstab mit Schaumstofikopf
SELENITE liquid transport medium, standard tip, plastic stick foam head
1020283 SELENITE Medium fliissig, Standardkopf, PS-Stab, Polyester-/Dacronkopf
SELENITE liquid transport medium, standard tip, plastic stick PS, polyester head
1020284 SELENITE Medium fliissig, Standardkopf, PS—_Stab, Vi_skosekopf
SELENITE liquid transport medium, standard tip, plastic stick PS, viscose head
1020285 SELENITE Medium fliissig, kleiner Kopf, Plastikstab beflockt
SELENITE liquid transport medium, fine tip, plastic stick flocked
1020286 SELENITE Medium fliissig, kleiner Kopf, Plastikstab mit Schaumstoffkopf
SELENITE liquid transport medium, fine tip, plastic stick foam head
1020289 SELENITE Medium fliissig, padiatrischer Kopf, Plastikstab beflockt
SELENITE liquid transport medium, paediatric tip, plastic stick flocked
1020290 TSB Medium fliissig, Standardkopf, Plastikstab beflockt
TSB liquid transport medium, standard tip, plastic stick flocked
1020291 TSB Medium fliissig, kleiner Kopf, Plastikstab beflockt
TSB liquid transport medium, fine tip. plastic stick flocked
1020292 TSB Medium fliissig pidiatrischer Kopf, Plastikstab beflockt
TSB liquid transport medium, paediatric tip, plastic stick flocked
1020309 TSB Medium fliissig, kleiner Kopf, Plastikstab mit Schaumstoffkopf
TSB liquid transport medium, fine tip, plastic stick foam head
1020310 TSB Medium flissig, Standardkopf, Plastikstab mit Schaumstoffkopf
TSB liquid transport medium, standard tip, plastic stick foam head
1020312 THIO BROTH Medium fliissig, Standardkopf, Plastikstab beflockt
THIO BROTH liquid transport medium, standard tip, plastic stick flocked
1020317 THIO GLYCOLATE BROTH Medium fliissig, kleiner Kopf, Plastikstab beflockt
THIO BROTH liquid transport medium, fine tip, plastic stick flocked
1020318 THIO GLYCOL_AT_E BROTH Medium fliissig, pﬁdj_atrische}' Kopf, Plastikstab beflockt
THIO BROTH liquid transport medium, paediatric tip, plastic stick flocked
1020313 THIO GLYCOLATE BROTH Medium fliissig, Standardkopf, Plastikstab mit Schaumstoffikopf
THIO BROTH liquid transport medium, standard tip, plastic stick foam head
1020319 THIO GLYCOLATE BROTH Medium fliissig, kleiner Kopf, Plastikstab, mit Schaumstoffkopf
THIO BROTH liquid transport medium, fine tip, plastic stick foam head
VIRUS & CHLAMYDIA SWABS
1020050 VIRUS Transportmedium fliissig in einem Schwamm, PS-Stab, Viskosekopf
VIRUS transport medium soaked into a sponge, plastic stick PS, viscose head
1020051 VIRUS Transportmedium fliissig in einem Schwamm, Aluminiumstab, Viskosekopf
VIRUS transport medium soaked into a sponge, aluminium stick, viscose head
1020052 CHLAMYDIA Transportmedium fliissig in einem Schwamm, PS-Stab, Viskosestab
CHLAMYDIA transport medium soaked into a sponge, plastic stick PS, viscose head
1020075 CHLAMYDIA Transportmedium fliissig in einem Schwamm, Aluminiumstab, Viskosekopf
CHLAMYDIA transport medium soaked into a sponge, aluminium stick, viscose head
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SLIDING TRANSPORT SWABS
1020170 AMIES Medium, PS-Stab, Viskosek_opf, lose steril
AMIES transport medium, plastic stick PS, viscose head, bulk sterile
1020172 AMIES Holzkohle Me-dium, PS-Stab, Viskosekopf, lose steril _ )
AMIES transport medium with CHARCOAL, plastic stick PS, viscose head, bulk sterile
1020174 STUART Medium, PS-S_tab, Viskosek_opf, lose steril
STUART transport medium, plastic stick PS, viscose head
1020176 STUART Holzkohle Medium, PS-Stab, Viskosekopf, lose sterile
STUART transport medium with CHARCOAL, plastic stick PS, viscose head, bulk sterile
1020178 CARY BLAIR Medium, PS-Stab, Viskosekopf, lose steril
CARY BLAIR transport medium, plastic stick PS, viscose head, bulk sterile

Hamburg, 08.03.2021
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