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Anexi la Avizul sanitar nr. -4 7¢, /020 din L5 0 & 2020

Pmaucétorul(npousao&umenb) ZA0O "Medtest”
Tara de origine (cmpawna npoucxoxderus) Federatia Rusa

Denumirea Firma producitoare, Tara

AZOPIRAM p/u 100 ml solutie gata ZAO “Medtest”, Federatia Rusa

Indicator pentru controlul sterilitdtii 121/15 N1000 ZAO “Medtest”, Federatia Rusa

Indicator pentru controlul sterilitatii 121/20 N1000 ZAD “Medtest”, Federatia Rusa

Indicator pentru controlul sterilitatii 134/18 N1000 ZAO “Medtest”, Federatia Rusa

Indicator pentru controlul sterilitdtii 134/20 N1000 ZAQ “Medtest”, Federatia Rusa

Indicator pentru controlul sterilitatii 134/4 N1000 ZAQ “Medtest”, Federatia Rusa

Indicator pentru controlul sterilitatii 134/5 N1000 ZAO “Medtest”, Federatia Rusa

Indicator pentru controlul sterilitatii 134/7 N1000 ZAO “Medtest”, Federatia Rusa

Indicator pent lul sterilitatii pri i 1IKPS - 1200/45 N1000
(: xf:E ':Nr) pentru controlul sterilitdtii prin aburi IKPS — 12p/. ZAO “Medtest”, Federatia Rusa

Indi | ilitatii pri i * 138
ndicator pentru controlul sterilitatii prin aburi IKPS - 13p/20 N1000 ZAO “Medtest”, Federatia Rusa
10. | (EXTERN)

Indicator pentru controlul sterilitatii prin aburi IKPS YN -120/45 ZAO “Medtest”, Federatia Rusa
11, NIODO(INTERN)

Indicator pentru controlul sterilitdtii prin aburi IKPS VN /91 -132/20 ZAO “Medtest”, Federatia Rusa
12, | N100O (INTERN)

Indicator pentru controlul sterilitatii prin aer IKPS ~ 180/60 N1000

ZAO “Medtest”, Federatia Rusa
3. | (EXTERN)

Indicator pentrut controlul sterilitatii prin aer IKPS VN/01 - 180/60 N1000 ZAO “Medtest”, Federatia Rusa
14, | (INTERN)
s Pachet pentru sterilizare 90x250 N100 ZA0 “Medtest”, Federatia Rusa
16 Pachet pentru sterilizare 100x200 N100 ZAQ “Medtest”, Federatia Rusa
17 Pachet pentru sterilizare 150x250 N100 ZAQ “Medtest”, Federatia Rusa
8 Pachet pentru sterilizare 200x330 N100 ZAO “Medtest”, Federatia Rusa
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Declara
Ltd, to
modific
mentioned

tion of conformity of the product named D

tfle necessary requirements quoted in the
ations (Directive 2007/47/CE enclosed), as

directive and successive modifications,

|

The con

ipany DISPOTECH [td —
named [

Via Mario del Gros
)I§POROLLS

DECL)]

under its own responsibility that the above mention

50 8/12, Chiavenna (SO)

ARES

ed product satisfies all the necessary requ

POTECH
successive
the above

SPOROLLS, made by the company DIS
Enclosure 1, Directive 93/42/EEC and
recommended in the Enclosure VII of

— manufacturing the product

irements
as recommended in the Directive 93/42/EEC (Medichl Devices) and successive modifications.

The co e}ny DISPOTECH, moreover, declares and guarantees:

¢ The above mentioned product satisfies all the necegsary requirements as recommended in the Enclosure

L, Directive 93/42/EEC and successive modificationls

¢ The above mentioned product belongs to Class I

¢ The above mentioned product is sold in NON STERILE packaging

¢ The above mentioned product IS NOT A DEVICE FOR MEASUREMENT

¢ The above mentioned product IS NOT INTENDED|FOR CLINICAL INVESTIGATION

Being that the case, the manufacturer will set up an evgluation procedure on the experience so far acquired,
as recommended in the enclosure VII-4 of the above mantioned Directive and successive modifications.

|

Technica dpcumentation of the product is conserved in [the offices of Dispotech srl Via al piano, 29-23020
Gordona (SO)-

Technical documents will be available for the competeht authority, for a period of five years from the last
date of the manufacturing of the product, as recommdnded in the enclosure VII of the above mentioned
Directive an;xd successive modifications.
The man facturer declares that the above mentioned product satisfies all the necessary requirements as
recomme dbd in the Directive 93/42/EEC and successivg modifications, and that will be_so_ld "E mark,
according to the Article 17- Directive 93/42/CEE and sufcessive modifications.
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