SunSept wipes NR AF (BIG)
nealkoholinés servetélés greitai maZzy neinvaziniy medicinos priemoniy
pavirSiy dezinfekcijai

Charakteristikos:
- sudétyje néra alkoholiy, aldehidy, fenoliy, dazikliy, kvapikliy
- geras medziagy suderinamumas

Priemonés tipas: pagal medicinos priemoniy reglamenta
Drégnos servetélés alkoholiams jautriy neinvaziniy medicinos priemoniy pavirSiy dezinfekcijai. »

Pastabos dél naudojimo

Atidarius papildymo pakuote, jj dedama j paskirstymo dézute, pirmoji servetélé iStraukiama 18
ritinio vidurio ir prakiSama per paskirstymo dézutés anga, po to dangtelis uzdedamas ant dézutés ir
uzfiksuojamas. Prie$ naudojimg patikrinkite informacija apie atidarymo data, galiojimo pabaigos
data, dézuté turi bati paZenklinta tinkamai. Kruop$¢iai nuvalykite dezinfekuojama vieta
vienkartinémis drégnomis servetélémis ir leiskite dezinfekavimo priemonei veikti pagal Zemiau
nurodyta ekspozicijos laika. Isitikinkite, kad dezinfekuojamas pavirsius yra visiskai padengtas.
Pries dezinfekuojant didesnj jautriy pavirsiy (tokiy kaip dirbtiné oda) plota. pirmiausia patikrinkite
medziagy suderinamuma mazame plote. Norédami i$vengti dryziy, dezinfekuotus pavir§ius
reguliariai nusluostykite drégna (sudrékintu vandeniu) vienkartine §luoste.

Atidarius pakuote, servetéles galima naudoti 28 dienas, laikant dozavimo dezutéje. Servetéliy
indelis turi buti dezinfekuojamos taip pat.

Dezinfekuojant, naudoti apsaugines pirstines (pvz. nitrilo).

Ekspozicijos laikas Bacterijos ir Candida albicans (pagal EN 13727, EN 1276, EN 1650, EN 13624
ir EN 13697 (esant neSvarioms salygoms): 2 min.,

Apvalkalétieji virusai (jskaitant HBV, ZIV ir HCV) pagal RKI/DV. esant uzter§tumui:

1 minuté

Rotaviruses as per RKI/DVV, dirty: Conc. 1 min.,

Noroviruses as per EN 14476, (clean conditions): Conc. 30min., Virus Polyoma-SV 40
(RKI/DVVYV con carico): Conc. 30min.

Effectiveness of the impregnated cloths as per EN 16615 and VAH (dirty conditions): Conc. 1 min.
Rotavirusas pagal RKI/DV (esant §varioms salygoms):1 minuté

Norovirusas (pagal EN 14476)(esant $varioms salygoms) :30 minuciy

Impregnuoty serveteliu efektyvumas pagal EN 16615 ir VAH (esant neSvarioms salygoms):1
minuté

Kiekis pakuotéje: 600 serveteliy, pagaminty 1§ PP/VIS pluosto, servetéles dydis 13cmx20 cm,
impregnuotos SunSept Flachendesinfeltion RAPID FOAM PLUS
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Sudétis:
100 g impregnanto sudétyje yra:

0.24 g Benzyl-C12-16-alkyldimethylammonium chlorode
0.24 g N, N-Didecyl-N, N-dimethylammonium chloride
0.24 g C12-14-Alkyl{(ethylphenyl)methyl}dimethylammonium chloride

Galiojimas: nurodytas ant pakuotés
Partijos numeris: nurodytas ant pakuotés

Gamintojas:
PRISMAN GmbH Otto-Hahn-Ring 6-18

64653 Lorsch
Vokietija

Platintojas: L. R. Tamulio firma “Meditalika™

Radvily Dvaro g. 4. LT-48320 Kaunas, Lietuva.

Tel.: 8 (37) 22 22 23nfo@meditalika.lt
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sl PRISMAN Gmb

Otto-Hohn-Ring 6-18
64653 Lorsch
+49 (0) 6251-866 980-0

LOT

a
A" CE

BAUA-Nr.: N-77287
[REF] SUN276

600 Stk. €
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PRISMAN GmbH + Otto-Hahn-Ring 6-18 » 64653 Lorsch * Germany

To whom it may concern

Tel, Date

Message from
06251-866980-0 22.6.2020

Tilmann Junger

Declaration
about product names of our EC certificates (page 1 of 2)

We declare and confirm herewith that the product names in the annexes of our 2 EC-
certificates are identical with the below mentioned ones:

Identical product
(as on the label)

Innotol conc.

Annex to the EC certificate No. 50681-17-05

(Class 11 a)

Suction System Disinfection conc. SS 400 conc.

Surface Disinfection PREMIUM conc., SD 240 cone. Innolin PREMIUM conc.

Surface Disinfection RAPID FOAM PLUS, Innolin FOAM AF

RFD 440, including Disinfection Wipes + Innolin WIPES SMALL AF
+ Innolin WIPES MAXI AF
+ Innolin WIPES FLOW AF
Impression Disinfection PLUS, IM 400 INNODES IMP

Identical product

Annex to the EC certificate No, 50681-16-05
(as on the label)

(Class1ib)

Instrument Disinfection BASIS conc., Innosept BASIS conc.

1D 200 conc. (incl. Zyme)

Instrument Disinfection POW(D)ER HIGH conc., Innosept POWDER conc.
IDP 700 conc.

Instrument Disinfection PREMIUM HIGH conc., Innosept PREMIUM conc.

ID 700 conc.
Instrument Disinfection VIREX HIGH conc., Innosept PLUS conc.

ID 700 conc.

(0T~

PRISMAN GmbH
Otle-Hahn-Ring 6-18
64653 Lorsch

Germany
Tel.:  +49 (D) 6251 B66 980-0
Fax:  +49 (0) 6251 866 980-77

E-Mail: info@prisman,de
www.prisman.com

Aultragsbearbeltung

Fax: 149 (0) 6251 B66 980-78
E-Mail:
auftragsbearbeitung@prisman, de

Unsere aligemeinen Geschiifls-
bedingungen finden Sie unter
www.prisman.de

Geschafisfihrer
GEO:
Stephan W. Metzgor

HRB 93718
Amitsgerichl Darmstadt

USt-1dNr./

VAT-No.  DF 812526190
Steuer-Nr. 00724100808
Zoll-Nr. 4787930

Bankverbindungen
Bank accounts:

Volksbank
Darmstadt-Siidhessen G
IBAN;

DEA48B 5089 0000 DD30 2903 05 .

SWIFT-BIC:
GENODEF1VBD

Sparkasse Starkenburg

IBAN :

DEO8 5095 1469 0003 0324 39
SWIFT BIC:

HELADEF1HEP

Qualitatsmanagement
Quality Assurance:

EN ISO 9001

ENISO 13485

Annex V, Direclive 93/42/66C
Annex 1, Directive 93/42/E1:C

Herstellungseriaubnis
ausgestelit durch RP Darmstadt
DE_HE 01 MIA 2015 0008
am 29.01.2015

GME. Direclive 2001/B3/EC
Grohandalseraubnis

ausgestelll durch RP Dar
am09.02:2015 ]




Vertimas i§ angly kalbos

Suinteresuotiems asmenims

Deklaracija prie EC sertifikato
dél gaminiy ir jy pavadinimy (1 psl. i§ 2)

Mes deklaruojame ir uztikriname, kad produktai nurodyti miisy 2-jy EC sertifikaty priede yra $ie:

Priedas prie EC sertifikato Nr. 50681-17-05 Produktas (pavadinimas, nurodytas apt etiketés)
(11 a klasé)

Siurbimo sistemos dizenfekantas konc., SS 400 conc. Innetol conc,
Pavirsiy dezinfekantas PREMIUM conc., SD 240 conc. Innolin PREMIUM conc.

Pavirsiy dezinfekantas RAPID FOAM PLUS. RFD 440, Innolin FOAM AF

jskaitant dezinfekcijos servetéles + Innolin WIPES SMALL AF
+ Innolin WIPES MAXI AF

+ Innolin WIPES FLOW AF

Atspaudy dezinfekantas PLUS, IM 400 INNODES IMP

T e o B o o o o = T ISR AT

Priedas prie EC sertifikato Nr. 50681-16-05 Produktas (pavadinimas, nurodytas ant etiketés)
(I1 b klasé)

Instrumenty dezinfekantas BASIS conc., Innosept BASIS conc.
ID 200 conc. (jsk. Zyme).

Instrumenty dezinfekantas POW(D)ER HIGH Innosept POWDER conc.
conc., IDP 700 conc.

Instrumenty dezinfekantas PREMIUM HIGH Innosept PREMIUM conc.
conc., ID 770 conc.

Instrumenty dezinfekantas VIREX HIGH conc., Innosept PLUS conc.

ID 700 conc.
Vertimas i§ angly kalbos
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PRISMAN GmbH - Olfo-Hahn-Ring 6-16 » 64653 Lorsch « Germany

To whom it may concern

Message from
Tilmann Junger

Declaration

Tel, Date
06251-866980-0 22.6.2020

about product names of our EC certificates (page 2 of 2)

Drill Bath PLUS, DB 400

Surface Disinfection VIREX PLUS conc.,
SD 400 conc.

Surface Disinfection VIREX HIGH conc.,
SD 700 conc.

Rapid Surface Disinfection MAX, RSD 500
including Disinfection Wipes

Rapid Surface Disinfection MED, RSD 700
including Disinfection Wipes

Lorsch, the 22|ld f June 2020
fraecy,

Stephgn Metzger
Geneyal Manager

Innodrill

Innolin PLUS conc.
Innolin HIGH conc.
Innelin RAPID

Innolin RAPID Plus

+ Innolin WIPES SMALL
+ Innolin WIPES MEDI

+ Innolin WIPES MAXI

+ Innolin Wipes PREMIUM

— {07 -
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PRISMAN

GmbH

PRISMAN GmbH
Otto-Hahn-Ring 6-18

64653 Lorsch

Germany

Tel.:  +49 (0) 6251 866 980-0
Fax: 48 (0) 6251 866 980-77

E-Mail: info@prisman.de
WWW.prisman.com

Aultragsbearbeitung

Fax: +49 (0) 6251 866 980-78
E-Mail:
aultragsbearbeitung@prisman.do

Unsere allgemeinen Geschifis-
bedingungen finden Sie unter
vww.prisman.de

Geschéftsilhrer
CEO:
Stephan W. Melzger

HRB 93716
Amtsgerich! Darmsiadt

USt-ldNr./

VAT-No.  DE 812526190
Stauer-Nr. 00724100808
Zoll-Nr. 4797830

Bankverbindungen
Bank accounts:

Voltksbank
Darmstadt-Siidhessen eG
IBAN:

DE48 5088 0000 0030 2903 05
SWIFT-BIC:

GENODEF1VBD

Sparkasse Starkenburg
IBAN :

DEDB 5095 1468 0003 0324 39
SWIFT-BIC:

HELADEF1HEP

Qualitdtsmanagement
Cuality Assurance:

EN SO 9001

EN IS0 13485

Annex V, Directive 93/42/EEC
Annex |l Directive 93/42/EEC

Herstellungseriaubnis
ausgestelil durch RP Darmstacit
DE_HE_01_MIA 2015 0008
am 29.01,2015

GMP, Directiva 2001/B3/EC

Grafihandelseriaubnis
ausgestellt durch RP Damstadt

am 09022015
74



Suinteresuotiems asmenims

Deklaracija prie EC sertifikato
dél gaminiy ir jy pavadinimy (2 psl. i§ 2)

Drill Bath PLUS, DB 400 Innodrill

Pavirdiy dezinfekantas VIREX PLUS conc., Innolin PLUS conc.
SD 400 conc.

Pavirsiy dezinfekantas VIREX HIGH conc., Innolin HIGH conc.
SD 700 conc.

Dezinfekantas pavirsiy greitai dezinfekcijai MAX, Innolin RAPID

RSD 500, jskaitant dezinfekcijos servetéles

Dezinfekantas pavirdiy greitai dezinfekcijai MED, Innolin RAPID Plus

RSD 700, jskaitant dezinfekcijos servetéles + Innolin WIPES SMALL
+ Innolin WIPES MEDI

+ Innolin WIPES MAXI
+ Innolin WIPES PREMIUM

Lorsch, 2020 birZelio 22d.

Stephan Metzger
Vadovas

~{0& -



2020-12-21

Declaration of Identity

We herewith declare that the medical device (class Ila)

Product name REF Product name REF
PRISMAN PRISMAN PRISMAN Pharma PRISMAN
International AG Pharma
International
AG
Flachendesinfektion CFA SunSept wipes NR AF SUN271
P RAPID FOAM PLUS LFA SunSept wipes SOFT AF | SUN272
RFD440 REF 246 FFA SunSept wipes FLOW SUN273
BIG AF
SunSept wipes NR AF SUN276
BIG

manufactured by PRISMAN GmbH is identical in composition and manufacture with the
product SunSept wipes of the company PRISMAN Pharma International AG.

S O

Dr. Miriam Starke

Manager Regulatory Affairs
PRISMAN GmbH \ “/'
i1/

v
PRISRIARS
GCmbe
Ctio-Hahn-Ring 5-18
D-C4E53 Lorach

Stand: 2019-06 erstellt/geandert:

4 (09,

Rev: 00



Vertimas i$ angly kalbos

PRISMAN GmbH firminis blankas

2020-12-21

Identiskumo deklaracija
Mes atsakingai deklaruojame, kad II a klasés medicinos priemoné (prietaisas)
Produkto pavadinimas REF Produkto pavadinimas REF
PRISMAN PRISMAN |PRISMAN Pharma PRISMAN Pharma

International AG International AG
Pavirsiy dezinfekantas RAPID CFA SunSept servetélés NR AF SUN271
FOAM PLUS RFD440 jsk. LFA gungem Sefvet‘?:?s ?SST\;[ABF]G SUN272
dezinfekcines servetéles REF 246 |FFA Aan ept serveteles SUN273

SunSept servetélés NR AF BIG | SUN276

Pagamintas PRISMAN GmbH, yra tas pats (savo sudétimi ir gamintoju identiskas) produktui
Innolin HIGH conc., teikiamu PRISMAN Pharma International AG.

(parasas) PRISMAN GmbH spaudas
Dr. Miriam Starke

PRISMAN GmbH

vadove reguliacijos klausimais

_440..-
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SUNSEPT

Product information

Alcohol-free Disinfection Wipes

120x200 mm
280x300 mm
200x300 mm
130x200 mm

SUN271
SUN272
SUN273
SUN276

NR AF

SOFT AF
FLOW BIG AF
NR AF BIG
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Eigenschaften

e Alcohol-free formulation for quick disinfection even of sensitive
materials

e wide range of effects

e PH-level neutral

e Approval as medical device and biocide (dual use)

Product type

Non-alcoholic wipes for cleaning and disinfecting alcohol-sensitive
surfaces. It covers a broad spectrum of activity against bacteria, fungi
and viruses.

Areas of application
According to MPG: Aqueous wipes for prophylactic surface

disinfection of non-invasive medical devices.

According to biocide regulation: Aqueous wet wipes for the

disinfection of surfaces.

Notes on application

Open the bag with the soaked cloths at the top and place in the
appropriate container. Put the cloth in the middle of the fleece roll
and thread it through the star in the lid closure from below. Then
firmly press the lid onto the container and close tightly. The date of
opening, the expiry date and the legally relevant instructions for the
drinking liquid must be observed and transferred to a label for the
outer marking of the container. After removing a cloth, the container
must be closed again carefully and tightly. Carefully wipe the surfaces
to be disinfected and leave the disinfectant to work. Carefully wipe
the surfaces to be disinfected and let them work. Prior to large-scale
applications on sensitive materials such as artificial leather, test for

material compatibility only at a small hidden point. To avoid streaking, the treated surfaces should be wiped
periodically with a damp (water) disposable cloth. Can be used after opening the bag for 28 days in the withdrawal
can. The preparation of the sampling container must be carried out with a suitable disinfectant preparation in
accordance with the reprocessing instructions on the right. When applying, wear suitable gloves (eg nitrile rubber).

Application times (related to the impregnating fluid):

Bacteria according to EN 13727 and EN 13697 (high load):

Conc. 1min.
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Candida albicans according to EN 13624 and EN 13697 (high load):

Conc. 1min.

Stuffed viruses (e.g., HBV, HIV, HCV) according to RKI / DVV, high load:
Conc. 1min.

Rota viruses according to RKI / DVV with load:

Conc. 1min.

Noro viruses according to EN 14476 (low load):

Concert 30min.

Effectiveness of impregnated wipes according to EN 16615 and VAH (high
load):

Conc. 1min.

Drinking liquid: Bacteria and Candida albicans entry in VAH list:

Conc. 5 minutes (shortest exposure time for surface disinfectants in VAH
list)

Disposal methods

Only completely empty packaging should be taken to the recyclable waste
collection. Dispose of product residues under EAK 07 06 99.
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Report

Our products have been

scientifically tested and tested
according to the latest methods. We
will gladly send you copies of our

reports upon request.

Contact

PRISMAN Pharma International AG

Am Stalden 16
4622 Egerkingen

Switzerland

Tel.: +41 (0)62 206 20 60
Fax.: +41 (0)62 206 20 69
www.sunsept.de

info@prismanpharma.com

Manufacturer

PRISMAN GmbH
Otto-Hahn-Ring 6-18
64653 Lorsch

Germany
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