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Surfaces cleansing and disinfection, aldehyde free (concentrate)

Beta Guard

Medical product of the class lla, C€ 0481

Type of product:

Beta Guard is an aldehyde- and phenol-free surface
disinfectant for the disinfection of medical devices. It is
based on quaternary ammonium compounds and has excel-
lent cleaning characteristics. It is suitable for all water- and
wipe-resistant surfaces and for immersing objects. Ideal for
areas with high degree of soiling and odour. Suitable also for

kitchen and food-processing areas. For all dosing equipments.

Good material tolerance. Economical through low dosage
concentrations.

Certification by University and Scientific Institutes expert
opinions:

For the disinfection of surfaces according to the standard
methods of the DGHM:

Hygiene Nord GmbH, Greifswald 2004
Prof. Dr. Schubert, Frankfurt 1994
Prof. Dr. Wille, Giessen 2004
Surface disinfection according to DVG:

Dr. Férber, Giessen 1994
M.-Terrae-efficacy:

Prof. Dr. Schubert, Frankfurt 1999
HBV-/HIV-efficacy:

Dr. Steinmann, Bremen 2000
According to the DGHM standards:

Prof. Dr. med. Burkhard Wille, Giessen ‘ 2000
BVDV (HCV)/ Vaccinia-efficacy:

Dr. Steinmann, Bremen 2004
Feline Calicivirus (FCV) - efficacy:

Dr. Steinmann, Bremen 2004

Tuberculocidal efficacy according to DIN EN 14348
(Mycobacterium terrae):
HygCen GmbH, Schwerin: 2% - 60 min. 2009

Listed in the disinfection list of the German Society of Hygiene
and Microbiology (DGHM)

Dosage concentration according to DGHM:
Bactericidal, fungicidal:

0,5 % (5ml) concentrate + 100 % (1 litre)
water - effective time 4 hours

Spectrum of effect:
] bactericidal, yeasticidal, tuberculoci-
dal (incl. M. Terrae), virus-inactivating
(incl. HBV, HIV, BVDV-HCV, Vaccinia,
Avian Flu virus).

Active ingredients - 100 gr contain:
5g Didecyldimethylammoniumchlorid
Other components:

ph-value regulators, auxiliary, solvent
and perfume agents

Chemical and physical data:

PH-value: ca.7,0-88
Density 20°C: 0,9963 g/cm3
PH-value of the 0,5%-usage solution
in tap water: circa 8

Refractive index 20°C:1,3575-1,3775
Available sizes: € €0481

2 litre bottle,

5 litre canister,

10 litre canister

Shelf life:

\—J 3 years
Storage conditions:

Do the product not expose to direct

sunlight.

1% (10ml) concentrate + 100 % (1 litre)
water - effective time 1 hour
3% (30ml) concentrate + 100 % (1 litre)
water - effective time 15 min

Virus inactivating, incl. HBV/HIV:

1 % (10ml) concentrate + 100 % (1 litre)
water - effective time 30 min

3 % (30ml) concentrate + 100 % (1 litre)
water - effective time 5 min

For disinfection of linen:
5 % - 2 hours (immerse the linen in a tub)

’ /-AJ“k




www.trisfel.com
Tilolel Sututions Lid Company No. 3515312 Fratel pk Compan, Ho 4riirn) Regletered Office &« boio.

Tilstel Selution: L1d, Lynx Business Park, Fordham Road, Snaiiwell, Cambs, CB8 7NY, UK
T+44(0)1638 721500 £ mall@trstel.com

4" January 2018

LETTER OF AUTHORITY

We hereby confirm and certify that Tristel Solutions Limited,
having a place of business at Lynx Business Park,
Fordham Road, Snailwell, Cambridgeshire, CB8 7Ny,
UK,

has appointed Meditalika
having a place of business at Radvilu Dvaro g.4, Kaunas Lithuania.

as our distributor within the territory of Lithuania for the following products:

Distel
Perastel
Medistel
Enzystel
Anistel|

Meditalika is authorised to register the products manufactured by Tristel
Solutions Limited with the Ministry of Health under the name of Tristel Solutions

Limited.

Meditalika is authorised by Tristel to import, quote, sell, and distribute the
specified Tristel products and accept and execute orders or contracts of public
tenders in the territory of Lithuania,

This letter of authority is valid until 31" December 2018 and it is subject to the
conditions of the valid contract between Tristel Solutions Limited and Meditalika.

0/

Liz Dixon
Managing Director




Vertimas j lietuviy kalbg

2018 Sausio 4d.

IGALIOJIMAS

Mes atsakingai patvirtinam ir pareiskiam, kad Tristel Solutions Limited, esantis
adresu
Lynx Business Park, Fordham Road, Snailwell,
Cambridgeshire, CB8 7NY, Didzioji Britanija

Jgaliojo jmone Meditalika
Esancig adresu Radvily Dvaro g.4 Kaunas Lietuva

Lietuvos teritorijoje atstovauti distributoriaus teisémis Zemiau igvardintus gaminius;

Distel
Perastel
Medistel
Enzystel
Anistel

Meditalika jgaliojama atlikti Tristel Solutions Limited gaminamy gaminiy
registracijg Sveikatos apsaugos ministerijoje Tristel Solutions Limited vardu.

Mediitalika jgaliota importuoti, laikyti, parduoti ir platinti nurodytus Tristel gamybos
produktus, taip pat pritaria ir sutinka vykdyti vieSyjy konkursy uzsakymus arba
sutartinius jsipareigojimus Lietuvos teritorijoje.

Sis jgaliojimas galioja iki 2018 gruodZio 31d., yra parengtas pagal galiojan¢ios
sutarties tarp Tristel Solutions Limited ir firmos Meditalika objekta ir sglygas.

Paul Swinney
Chief Executive

-



TRISTEL TRIO
Tristel §luosc¢iy sistema Naudojimo rekomendacijos

Pirminio paruoSimo Sluosté Sporicidinio poveikio Sluosté Nuvalymo §luosté

Pirmas medicinos prietaisy nukenksminimo proceso zingsnis — kruop$tus pavir§iy valymas. siekiant paSalinti organinés kilmeés tersalus pries
auksto lygio dezinfekcija.

Tristel pirminio paruodimo $luosté impregnuota mazo putojimo paviriy veikliosiomis medziagomis bei trijy enzimy miiniu,
sukurianciu labai silpna pavirsiy jtampa greitam valymui. Tai efektyvi priemoné pirminiam valymui pries nukenksminimo procesa.

Tristel Pirminio paruoSimo 3luostés yra I klasés medicinos prietaisas, Zenklintas CE Zenklu vadovaujantis Europos
Medicinos prietaisy direktyva 93/42/EEB bei nuorodomis pagal 2007/47/EB direktyvs.

Tristel Sporicidinio poveikio $luotése naudojama Tristel patentuota chloro dioksido (C102) cheminé medziaga. Si medziaga per 30
sekundziy ekspozicija pajégi sunaikinti visus mikroorganizmus ant paruosty pavirsiy. nuo kuriy buvo pasalinti visi organiniai terSalai. Tristel
Sporicidinio poveikio §luostes pasizymi sporicidiniu, mikobaktericidiniu, baktericidiniu, virusidiniu ir fungicidiniu poveikiu.

Biocidinis, Tristel Sporicidiniy §luos¢iy poveikis yra Zenkliai efektyvesnis uz alkoholiais, ketvirtiniais amoniais, biguanidais,
chlorheksidino gliukonatu ar kitais cheminiais junginiais impregnuoty serveteliy poveikj.

Tristel sluostés generuoja chloro dioksida ant §luo§éiy pavirsiaus patekus putoms. Puty sudétyje yra natrio chlorido tirpalo. Sluosté
yra impregnuota organiniy riig§ciy, konservanty, korozijos inhibitoriy, buferiniy medziagy misiniu. Tristel sporicidinio poveikio $luostés vra
patentuotos (GB 2 404 337 B).

Beveik akimirksniu, jvykus reakcijai, gaunamas kontroliuojamas chloro dioksido kiekis vandeniniame tirpale. esantiame putuose ir
$luostéje. Chloro dioksidas vra labai stiprus oksiduojantis agentas. pasiZymintis ypa¢ greitu poveikiu pries visus mikroorganizmus, jskaitant
sporas. Tristel technologijoje naudojama buferiné sistema. kuri stabilizuoja pH j panasy kaip ant odos pavirSiaus bei inhibitoriy sistema. kuri
saugo jautrias medzZiagas.

Tristel nuvalymo Sluoste yra impregnuota dejonizuoto vandens ir zemo lygio antioksidanto tirpalu, kuris pasalins ir neutralizuos
cheminiy medziagy liku¢ius nuo pavirsiy, dezinfekuoty Tristel sporicidinio poveikio 3luoste.

Kiekviena Tristel Nuvalymo $luosté yra jpakuota atskirai ir sterilizuota gama spinduliais.

Tristel Nuvalymo Sluostés yra 1 klasés medicinos prietaisas, Zenklintas CE Zenklu vadovaujantis Europos Medicinos
prictaisy direktyva 93/42/EEB bei nuorodomis pagal 2007/47/EB direktyva.

Kaip naudoti Tristel pirminio paruosimo sluoste
m nenaudoti, jeigu Tristel pirminio paruoSimo sluostés pakuoté yra pazeista,

1 etapas
UzZsimaukite pirstines.

2 etapas
Paimkite pakuote, prapléskite ja ir iSimkite §luoste.

3 etapas
I5lankstykite §luoste ir uzdékite ant savo rankos delno.

4 etapas
Kruops¢iai valvkite $luoste pavir§iy. kol bus paSalinti visi matomi organinés kilmés neSvarumai. (Esant ypaé stipriam uzterStumui.

rekomenduojama naudoti daugiau kaip viena sluostg).

etapas

5
Salinkite 3luoste ir piritines kaip medicinines atlickas.

Atsekamumo sistema

Tristel pirminio paruo$imo $luosté jeina j Triste]l atsekamumo sistema.

Prasome uzpildyti Tristel atsekamumo Zurnala, kad i§saugoti jrasus apie nukenksminimo procesa.
Kaip naudoti Tristel sporicidinio poveikio Sluoste

® nenaudoti. jeigu §luostés pakuoté ir/arba puty buteliukas yra pazeisti.

m prie3 naudojant Tristel Sporicidinio poveikio Sluoste, biitina valyti visus numatomus apruosti pavirsius.
Kaip ir visuose paruo$imo procesuose. kruopstus pirminis pavirsiy valymas nuo organinés kilmes tersaly ir neSvarumy yra vienas svarbiausiy

K



zingsniy. Medicinos prietaisy pavirsiy pirminiam valymui gali biti naudojamos Tristel pirminio paruo$imo $luostés.

1 etapas
Uzsimaukite pirStines.

2 etapas
Paimkite pakuote. prapleskite ir isimkite §luoste,

3 etapas
I3lankstykite $luoste ir uzdékite ant savo rankos delno.

4 etapas

Nuimkite dangtelj nuo puty indelio. Puty indelis pazymeétas etikete ACTIVATOR FOAM (aktyvuojancios putos). Tuo atveju jeigu puty
indelis naudojamas pirma karta, paspauskite pompa du-keturis kartus, kad pasirodyty putos. PasirodZiusias putas palikite ant §luostés. po to
dar du kartus pilnai paspauskite pompa. Puty buteliukas skirtas tik Sioms Zluostéms.

Visoms tam skirtoms servetéléms naudokite putas gaunamas du kartus paspaudus buteliuko Tristel Activator Foam pompa.

Jeigu naudojamas 50ml ACTIVATOR FOAM (aktyvuojanciy puty) buteliukas, pompa spauskite 4 kartus, kad reikiamas kiekis puty patekty
ant Sluosteés.

5 etapas
Paglamzykite $luostg 15 sekundziy. jsitikinkite. kad visas Sluostés paviriius yra padengtas putomis. Chloro kvapo atsiradimas aplinkoje

parodo. kad §luosté paruosta naudoti.

6 etapas
Sluostykite medicinos prietaisa, kol visi pavirsiai bus padengti Tristel.

7 etapas
Nusluoscius ir padengus visus reikiamus pavirsius Tristel. palaukite 30 sekundziy.

8 etapas
Sluoste salinkite kaip medicinines atlickas.

m Atminkite, $luosté turi biiti aktyvuota kai tik iSimsite ja i§ pakuotés ir nedelsiant panaudota. Aktyvuota Sluosté skleidZia lengva CIO,
kvapa.

m Panaudojus Tristel sporicidinio poveikio $luoste. nuvalyvkite/nuskalaukite dezinfekuotus pavirius.

Panaudojus Tristel sporicidinio poveikio Sluoste, pries laikyma arba sekantj naudojima. pakartotinai naudojami medicinos prietaisai turi bati
kruopsciai nuskalauti tinkamos kokybés vandeniu. Tristel Nuvalymo $luostés gali biiti panaudotos $iam tikslui.

Kai dezinfekuotas prietaisas néra invazinis. arba naudojamas vienkartinai. skalauti vandeniu nebdtina.

Atsekamumo sistema

Tristel Sporicidinio poveikio $luosté jeina j Tristel atsekamumo sistema. Prasome uzpildyti Tristel atsekamumo Zurnala. kad iSsaugoti jrasus
apie nukenksminimo procesa.

Tristel Sporicidinio poveikio Sluostés yra I1b klasés medicinos prictaisas, zenklintas CE Zenklu vadovaujantis Europos Medicinos prietaisy
direktyva 93/42/EEB bei nuorodomis pagal 2007/47/EB direktyva.

Kaip naudoti Tristel Nuvalymo §luoste
m nenaudoti. jeigu Tristel Nuvalymo $luostés pakuoté yra paZeista.

1 etapas
Uzsimaukite pirdtines.

2 etapas
Paimkite pakuotg, prapléskite ja ir isimkite $luoste.

3 etapas
Islankstykite Sluoste ir uzdékite ant savo rankos delno.

4 etapas
kruopi¢iai valykite Sluoste dezinfekuotus pavirSius.

5 etapas
Salinkite 8luoste ir pirstines kaip medicinines atlickas.

Atsekamumo sistema

Tristel Nuvalymo $luosté jeina j Tristel atsekamumo sistema.
Prasome uzpildyti Tristel atsckamumo zurnala. kad issaugoti jradus apie nukenksminimo procesa.
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Tristel
EC DECLARATION OF CONFORMITY TO MEDICAL DEVICE DIRECTIVE 93/42 JEEC AS AMENDED BY 2007/47/ EC

Tristel Solutions Ltd

Lynx Business Park,
Fordham Road,

Snailwell,
Cambridgeshire, CB8 7NY
United Kingdom

Legal Manufacturer:

European Representative: Not Applicable
Product: Tristel TRIO- Incorporating:
Tristel Sporicidal Wipes, Tristel Rinse Wipes, Tristel Pre-Clean Wipes
Classification: Class lIb, Class | Sterile, Class |
Conformity Assessment Route: Annex I, Annex V, Annex V

We herewith declare that the above mentioned products meet the provisions of the council directive
93/42/EEC as amended by 2007/47/EC for medical devices. All supporting documentation is retained

under the premises of the manufacturer.
These products do not contain animal tissue or medicinal products nor are such materials used during

their manufacture.
The requirements of PPE and that of the Machinery Directive 2006/42/EC do not apply to these products.

This declaration is based upon a review that the specific requirements concerning:
1) A Design file and Full Quality Assurance System compliant to Annex II;
2) Compliance to the Essential Requirements as per Annex |;
3) Quality Assurance procedures in accordance with BS EN 1S013485:2003
4) The implementation of a systematic procedure for post-market surveillance;

have been satisfactorily fulfilled.
Notified Body: BSI Product Services
Maylands Avenue
Hemel Hempstead
HP2 45Q
United Kingdom
No. 0086
(EQ) Certificate(S): ISO 13485:2003 Certificate No. MD78322
Annex Il CE Certificate No. CE544967
Annex V CE Cettificate No. CE78321

Place, Date Of Issue: Hemel Hempstead MD78322- First Issued 08.12.2003
CE544967 - First Issued 20.04.2009
CE78321 - First Issued 08.12.2003

Signature: | Name: Katherine O’Neill
% Position:  Quality Manager
u—’Q g Date: 14 December 2012

Tristel Solutions Ltd Page 10f1
Declaration of Conformity Tristel Trio Issue Noa / - (,
/
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Vertimas i$ angly kalbos:
TRISTEL logo
EB atitikties deklaracija Medicinos prietaisy direktyvai 93/42/EEB bei nuorodomis pagal 2007/47/EB direktyva

Oficialus gamintojas: Tristel Solutions Ltd.
Lynx Business Park,
Fordham Road,
Snailwell,
Cambridgeshire, CB8 7TNY
Jungtiné Karalysté

Atstovas Europoje: netaikoma
Produktas: Tristel TRIO — susidedantis:
Tristel sporicidiné Tristel pirminio Tristel nuvalymo
Sluoste, paruo$imo §luosté, Sluoste
Klasifikacija: 11b klasé I klasé (sterili) I klasé
Atitikties jvertinimas: II priedas, V priedas V priedas

Mes atsakingai deklaruojame, kad auk3¢iau minéti produktai atitinka tarybos reikalavimus pagal direktyva 93/42/EB bei
nuorodas pagal 2007/47/EB medicinos prietaisams. Visi susije dokuementai saugomi gamintojo.

Sio produkto sudétyje néra gyvulinés kilmés audiniy ar medicininiy produkty, jie taip pat nebuvo naudojami gamybos
procese.

PPE ir Masiny direktyvos 2006/42/EB reikalavimai netaikomi $iam produktui.

Si deklaracija paremta specifiniais reikalavimais susijusiais su:
1) Projekto byla ir visa kokybés uztikrinimo sistema atitinka I prieda;
2) Atitikimas bendriems I priedo reikalavimams;
3) Kokybes uztikrinimo procediros yra pagal BS EN I1SO 13485:2003:
4) ldiegta sisteminé rinkos prieziaros procediira.

kurie tinkamai ispyldyti.

Notifikuota jstaiga: BSI Produkty servisas
Mayland Avenue
Hemel Hempstead
HP2 58Q
Jungtiné Karalysté

Nr.0086

(EB) Sertifikatas: ISO 13485:2003 Sertifikato Nr. MD78322
Il priedo CE sertifikato Nr. CE544967
V priedo CE sertifikato Nr. CE78321

Isdavimo vieta, data: Hemel Hempstead MD78322 — Pirma karta i3duotas 08.12.2003
CES544967 - Pirma karta i¥duotas 20.04.2009
CE78321 — Pirma karta i§duotas 08.12.2003

Para3as Vardas: Katherine O'Neill
Pareigos: Kokybés vadovas
Data: 14 Gruodzio 2012
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Tristel Trio Wipes System | Tristel http://www.tristel.com/tristel-trio-wipes-system
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e Home
e Tristel Trio Wipes System

Tristel

Tristel Trio Wipes System

The Tristel Trio Wipes System is a three-part decontamination system for non-lumened medical
devices. It comprises of three wipes which in sequence perform the steps of the decontamination
procedure in a matter of minutes:

1. Cleaning with the Tristel Pre-Clean Wipe
2. High-level disinfecting with the Tristel Sporicidal Wipe & Activator Foam
3. Rinsing with the Tristel Rinse Wipe

The Tristel Trio Wipes System is a trialled, tested, approved and easy-to-implement solution for the
decontamination of non-lumened medical devices. Full tracking and traceability can be performed
with the Tristel Quality Audit Trail Record Book.

The Tristel Trio Wipes System is approved as a Class IIb Medical Device and meets the requirements
of the Australian Therapeutic Goods Administration (TGA - ARTG Identifier: 182843). The Tristel
Trio Wipes System has also received a licence from the Health Department of the People’s Republic
of China and approval from the Russian Ministry of Health for import and sales in the Russian
Federation. Other approvals include Hong Kong, Israel, Turkey and Saudi.

Microbiological Efficacy

The Tristel Sporicidal Wipe achieves high-level disinfection including sporicidal efficacy in 30
seconds. It has been independently tested and complies with testing requirements set by European
Norms. The chlorine dioxide chemistry contained within the wipe destroys microorganisms, from the
most resistant ones (spores) to the least resistant ones (lipid enveloped viruses), including:

® Bacillus subtilis

e Clostridium difficile

e Mycobacterium tuberculosis
o Mycobacterium avium

4234 -
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Tristel Trio Wipes System | Tristel http://www.tristel.com/tristel-trio-wipes-system

Polyomavirus SV40 (surrogate of HPV)
Vancomycin-Resistant Enterococcus faecium (VRE)
Klebsiella pneumonia

Escherichia coli (E. Coli)

Aspergillus brasiliensis (formerly niger)
Candida albicans

Adenovirus

Staphylococcus aureus

Human Immunodeficiency Virus (HIV)
Hepatitis B Virus

Hepatitis C Virus

e @ ¢ ¢ ¢ @ o © o o o

Please refer to the Resources section to view the Microbiological Efficacy Summary.

Applications

The Tristel Trio Wipes System is designed specifically for the decontamination of non-lumened
medical devices, such as:

Nasendoscopes

Transoesophageal echocardio probes (TOE/TEE)
Transvaginal ultrasound probes

Transrectal ultrasound probes

Laryngoscope blades

Intubation endoscopes

Manometry catheters

Diagnostic contact lenses

Laser contact lenses

Tonometer prisms

Ophthalmic ultrasound probes, including (but not limited to)
A-scan and B-scan ultrasound probes

e Pachymeters

Product Options & Accessories

All Tristel wipes are individually packed in sachets, ensuring a high-quality product is delivered for
each application.

TRIOS0 provides 50 decontamination procedures and is delivered in a box of 50 of all three
Tristel Wipes and a 100ml Tristel Activator Foam.

Tristel Pre-Clean Wipes, Tristel Sporicidal Wipes and Tristel Rinse Wipe are also available in
separate boxes of 50 wipes.

Please note, the Tristel Activator Foam is not available separately.

View All
View All

Downloads
56
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Innovation made in Germany

Interlock Medizintechnik GmbH
Zum Windpark 1

23738 Lensahn, GERMANY
Telefon: +49 4363 905900
Telefax: +49 4363 90550590

Interlock Medizintechnik GmbH - Zum Windpark 1 - 23738 Lensahn E-Mail: info@interlockmed.com
Internet: www.interlockmed.com

To whom it may concern

POWER OF ATTORNEY

We herewith confirm that the company

L.R. Tamulio firma
Meditalika
Radvilu Dvaro g.4
48319 Kaunas

is authorized by us to sell our products in the Lithuanian market.
This authorization is valid until 31.12.2017.

/Z %é Interlock Medizintechnik GmbH

Benjamin Obermiiller Zum Windpark 1
Head of Commercial Operaigns:s : :nsahn. Qo
e

i e g
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Lensahn, 18.01.2016 Fax  +2%

Amtsgericht Libeck HRB 14124 HL Geschaftsfihrer: Gerhard Baum Hypo Vereinsbank
USt.-1d.Nr.: DE 295959444 Dr. Dirk Steinwirder IBAN DEO6 2003 0000 0628 8256 97
Frederik Vnael RIC  HYVEDFMM3ND
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