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1. Name of the medical devices

Rolls and pouches EUROSTERIL for sterilization and storage of medical devices,
versions:

1. Rolls EUROSTERIL without folds (50 mm x 200 m, 75 mm x 200 m, 100 mm x 200 m
150 mm x 200 m, 200 mm x 200 m, 250 mm x 200 m, 300 mm x 200 ni.
400mmx200m).

2. Rolls EUROSTERIL gusseted (200 mm x 50 mm (fold) x KO0 m, 250mmx50mm (fold)
X100m, 250 mm x65 mm (fold) x 100m).

3. Pouches EUROSTERIL (50 mmx250mm, 75mm x 250 mm, 100mm x250 mm)
4. Pouches EUROSTERIL (Self-adhesive) (90 x 250 mm, 140 x 260 mm, 190 x 330 mm).

Hereinafter - devices, rolls and/or pouches EUROSTERIL.

2. Designer, manufacturer and authorized representative information

Designer

EURONDA S.p.A.

Via delPArtigianato 7 - 36030 Montecchio Precalcino (Vicenza), Italy 3
Tel. +39 0445 329811, fax +39 0445 865246

info@euronda.com

Manufacturer

EURONDA S.p.A.

Via delPArtigianato 7 - 36030 Montecchio Precalcino (Vicenza), Italy
Tel. +39 0445 329811, fax +39 0445 865246

Manufacturing site

E.LINE S.r.l.

Via Soncino S/N 24050 Torre Pallavicina, Bergamo, ltaly, tel. +39 0363 996836 - fax +39 0363
996852

Manufacturer”™ authorized representative on the territory of the Russian Federation

«PROTECO», JSC

Legal address 192102, Saint-Petersburg, Salova street, 57, buildingl, letter “I” and

196128, Saint-Petersburg, Varshavskaya street, 5/2, office 401, business center "Varshavsky"
Phone +7 (812) 635-88-90; Email: info@ protecodent.ru
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3. Intended purpose, indications and potential consumers of the medical devices

vices, Rolls and pouches EUROSTERIL are intended for packaging of medical devices that are
subject to sterilization in order to preserve their sterility until opening or during the established

00 m, shelflife.

O m,
Rolls and pouches EUROSTERIL are recommended for the following consumers:

(fold) - Personnel in health care institutions, medical and preventive treatment institutions of
various profiles and accreditation levels, including obstetric in-patient departments,
physiotherapy departments, maternity hospitals, children and day in-patient
departments, polyclinics, dental clinics and offices, hospitals, ambulatories,

im). dispensaries, medical and obstetric centers, organs transplantation centers, medical
units and medical stations, first-aid stations, anatomic pathology departments, health

- resorts, recreation resorts, rehabilitation centers, social welfare institutions,

I specialized medical centers, donor centers and blood transfusion centers, clinical,
microbiological, biochemical, bacteriological, virological, serological and other
laboratories, etc.;

Personnel of companies manufacturing sterile medical devices; pharmaceutical,
chemical, microbiological industries;

Personnel of other epidemiologically significant facilities the activity of which
requires medical devices sterilization and further storage in sterile condition in
accordance with the existing hygienic and sanitary regulations and anti-epidemic
rules, normative legal documents.

4. Contraindications, precautions, side effects associated with the intended use of the
medical devices

No contraindications.

Read instructions for use prior to application. Do not use expired devices. Use of expired
devices is prohibited.

Rolls and pouches EUROSTERIL are classified as single use devices!

)363 Prior to packaging, rolls or pouches shall be inspected for integrity. Use of damaged
devices is prohibited!

Auvailability of sterilization indicator and its conformity to the color specified in the
instruction shall be checked. Pouches without an indicator or with an indicator of non-
conforming color are not permitted for use.

Sterilization of packed devices is performed in the sterilizers approved for use according
to the procedure established in the Russian Federation, in accordance with the modes

INSTRUCTION FOR USE
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regulated by the existing documents, as well as according to the operation manual for a
certain-type sterilizer.

Possible side effects associated with medical device intended use are not registered.

5. General information, design and operation principle.

Assortment of products manufactured by EURONDA S.p.A. is represented in the form of
combined rolls (with and without folds) and pouches, including self-adhesive pouches, of
different sizes (see table 1), resistant to steam and gas sterilization (with the use of ethylene
oxide).

Rolls without folds and pouches for sterilization are intended for packaging of small-
thickness devices. Rolls with folds are used for larger devices. 4

Rolls and pouches are made of transparent blue film and paper. Polyester and polypropylene
film (transparent side) and water-repellant medical paper (non-transparent side) are connected by
3-strip thermal seam for increased strength (2-strip seam for rolls 50 mm x 200 m and pouch
EUROSTERIL 50mmx250 mm). The sealed edge of a pouch has a cutout for fingers, which
facilitates opening of packages when taking sterilized devices out from them. Sealed zone is free
of any texts in order to prevent printing ink penetration into the package. Heat-resistant glue with
0.07 mm thickness closed with protective paper strip is applied on the open edge of self-adhesive
pouches, on the internal side of the protruding paper part. Rolls and pouches are sealed by
sealing or thermo sealing machines of different types, permitted to use in a prescribed manner
according to instructions for use for every type of machine in particular.

Pouch comers are additionally sealed in order to prevent accumulated dust in the open
package. Closing of devices is not difficult, which allows reducing medical staff expenses for
packaging. 1®class indicators are applied on the paper side of the bag, they change color upon
steam or ethylene oxide sterilization (see the section “Indicators”), which allows to distinguish
between processed and unprocessed devices. -

Rolls and pouches EUROSTERIL:
- Permeable for relevant sterilizing agents, allowing to sterilize packaged devices;

- Non-permeable for microorganisms when the rules of package closing, storage
conditions and dates are observed;

- Preserve integrity (including tightness of seams) and appearance (except for indicator
color change) after sterilization by the appropriate method;

- Manufactured with the use of transparent film materials, ensuring easy identification
of sterilized devices;

INSTRUCTION FOR USE
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Moisture-proof

Sterilized pouches and rolls must be handled as less as possible, kept possibly in
closed cabinets in a clean environment, at a temperature between 8° and 35°C and a
relative humidity of between 30 and 70%. If maintained as described, the devices will
keep the contents sterile for a maximum 6 months and no later than the indicated

expired date.

6. Sizes

Table 1.

Version

Rolls EUROSTERIL
without folds

Rolls EUROSTERIL
gusseted

Pouches
EUROSTERIL

Pouches
EUROSTERIL (self-
adhesive)

INSTRUCTION FOR USE

Width, mm
50 +5
75 +5
100 £5
150+5
200 +5
250 +5
3005
4005
200 +5
250+5
2505
5045

7545
10045
90 £5
140 £5
1905

Length, m
200 £ 5%
200+ 5%
200+ 5%
200 5%
200+ 5%
200 5%
200 5%
200 5%
100£5%
100+x5%
100+x5%
250+ 5mm
250+ 5mm
250+ 5mm
250 £ 5 mm
260 £ 5 mm
330 £ 5 mm

Rolls and pouches EUROSTERIL for sterilization and storage of medical devices
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7. Drawings of the devices
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Fig. 1 Pouches EUROSTERIL (self-adhesive)

printing area

R



seating type

area E
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applied on the protruding paper part, fold the protruding part along the fold
line indicated on the pouch, press with the adhesive layer to the package
surface, pressing in the direction from the center to the edges; check adhesion
zone for air bubbles. Rolls and pouches (except self-adhesive pouches) are
sealed by a thermo sealing device.

Packaged devices are grouped into baskets, cassettes, trays and plates.
Packages are placed according to the principle film-to-film, paper-to-paper.
The package shall be arranged with its transparent part facing the tray or plate
surface.

Sterilization of packed devices is performed in the sterilizers approved for use
according to the procedure established in the Russian Federation, in
accordance with the modes regulated by the existing documents, as well as
according to the operation manual for a certain-type sterilizer.

When loading a sterilizer, it is necessary to observe correctness of packaged
devices placement in the sterilization chamber: do not allow packages contact
with the walls, door (cover), follow the loading norm; do not put them one on
another, and do not put baskets, cassettes, trays and plates with packaged
devices on the upper shelf

Sterilizing chamber shall not be loaded by more than 2/3 of the volume, so
that steam and gas could freely circulate between and inside the packages.

In the absence of any violations, sterilization packages are opened aseptically,
C from the non-applied part of the device; then devices are placed on the “sterile
table” or immediately used according to their intended purpose.

Sterility of devices is ensured by:
1. Sterilization process:

- Steam sterilization: at 121 °C during 20 minutes or at 134 °C during 5
minutes.

- Ethylene oxide sterilization: at 40 °C during 24 h.
2. Rolls and pouches sealing process:
- Tension or displacement of the device shall be avoided during sealing.
Sealing area shall be clean and dry.

- In order to avoid folds and corrugations, it is required to strain and hold the
edge to be sealed until it is completely placed into the sealing part of the
machine.

- Avoid shutdowns of a sealing machine during the sealing process.
INSTRUCTION FOR USE
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Rolls
EUROSTERILwithout
folds

Rolls EUROSTERIL
gusseted

Pouches
EUROSTERIL

Pouches
EUROSTERIL  (self-
adhesive)

Version

50 mm X200 m
75 mm x 200 m
100 mm X200 m
150mmx200m
200 mm x 200 m
250 mm x 200 m
300 mm X200 m
400mmx 200 m
200 mm x 50 mm
(fold) X100 m
250 mm x 50 mm
(fold)x 100m
250 mm x 65 mm
(fold) x 100 m
50mm X250 mm
75mmx 250 mm
I0OOmmx 250 mm
90 mmx 250 mm
140mm X260 mm
190 mmx 330 mm

Quantity of Quantity of

12. Description of symbols used in labeling of the package

Symbol

Date of

Description

production

Protect from moisture

|_ O T Lot number

INSTRUCTION FOR USE

devices in a devices/consumer
consumer packages in
package transport package
: 8rolls
5rolls
4 rolls
2 rolls
2 rolls
Iron
Iron
1roll
2 rolls
Iron
1roll
500 pcs 1box
500 pcs 1box
500 pcs 1box
200 pcs. 9 boxes
200 pcs. 6 boxes
200 pcs. 5 boxes
Symbol Description
- Manufacturer
K« J

CE

Temperature range

Conformity to
European standards

Rolls and pouches EUROSTERIL for sterilization and storage of medical devices

& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU

Page 14 of 15



Symbol Symbol

Description Description
Read instructions for Confo_rmlty mark tpon
declaring conformity in
use the system GOST R
Keep away from .
sunlight For single use only
Use before O Humidity range
“Fragile” handle § “Do not use if package is
carefully damaged”

13. Requirements for maintenance and repair of the medical devices.

Devices are easy to apply, intended for single use and do not require any special training or
qualification ofthe user. They do not require any maintenance or repair.

14. Storage and transportation conditions.

Storage. Rolls and pouches EUROSTERIL shall be stored in consumer and transport
packages away from direct sunlight, in a dry and clean place, at the temperature from +5 °C to
+30 °C and relative humidity from 5% to 50 %.

In case of partial use of packages from the transport box, further storage of remaining
packages (within the established shelflife period) shall be effected in the same transportation box,
which shall be closed tightly.

Transportation. Transportation of devices packed into transport package shall be effected
by all types of roofed vehicles with observance of all precautions specified on the transport
package and in accordance with the cargo transportation rules effective for a certain type of
vehicle. Transportation conditions are identical to the storage conditions: at the temperature from
+5 °C to +30 °C and relative humidity from 5% to 50 %.

15. Sterilization, disinfection
Rolls and pouches EUROSTERIL for sterilization and storage of medical devices are
non-sterile and intended for single use only.

INSTRUCTION FOR USE
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16. The procedure of disposal and destruction of medical devices.

Medical devices shall be disposed in accordance with the medical procedures
adopted in health care institutions and with local, state or federal regulations. Choice of
methods of safe disposal and destruction of devices depends on the capacity and profile
of the healthcare institution, existence of wastes decontamination/detoxification
installations, method of wastes decontamination/detoxification adopted on the
administrative territory (incineration, removal to landfills, disposal).

Medical devices Rolls and pouches EUROSTERIL for sterilization and storage of
medical devices, consumer package, defective devices and expired devices are classified
as epidemiologically safe wastes similar in composition to household wastes.

17. Shelf life

Medical devices shelf life is calculated from the date of production is 5 years
provided that the storage and transportation conditions are observed.

Storage period of sterilized material is not more than 6 months provided that all the
requirements are observed.

Storage period of sterilized material shall not exceed the shelf life of the medical
device Rolls and pouches EUROSTERIL for sterilization and storage of medical devices.

INSTRUCTION FOR USE

Roils and pouches EUROSTERIL for sterilization and storage of medical devices
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VYRt

Certifico io sottoscritto dottor LEOPOLDO D*ERCOLE Nota- ]Studio Notarile D'Ercole
io residente in Vicenza, iscritto nel ruolo dei Distretti No-
tarili riuniti di Vicenza e Bassano del Grappa che la persona
appresso indicate
MONTAGNANI dr.ssa PAOLA nata a Vicenza il 27 gennaio 1968,
domiciliata per 1la carica in Montecchio Precalcino (VI), Via
dell"Artigianato n. 7;
quale procuratrice speciale, TfTornita dei debit! poteri gia
depositati al registro delle imprese, della societa:
"EURONDA - S.P.A." con sede 1in Montecchio Precalcino (I),
Via dell"Artigianato n. 7, zona artigianale Astichelli, capi-
tale sociale iInteramente versato di Euro 175.440,00 (cento-
settantacinquemi laguattrocentoquaranta e zero zero centesi-
mi), partita 1.V.A. - codice fiscale e numero di iscrizione
al Registro delle Imprese di Vicenza: 00595740242;
della cui identita personale 10 Notaio sono certo previa e-
spressa rinuncia Tatta col mio consenso all‘rassistenza dei
testi ha sottoscritto la prima pagina del presente documento
in mia presenza e vista.

Fara Vicentino (I), Via Ortigara n. 12 - 15 (quindici)
novembre 2019 (duemiladiciannove) . - _

/wtb.
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Apostille

(Convention de La Haye du 5 octobre 1961)
1. Stato: ITALIA

Il presente atto pubblico
2. e stato firmato da Leopoldo D’Ercole
3. operante in qualita di Notaio in Vicenza
4. e munito di sigillo/bollo in uso.......

Attestato

5.inVicenza.....ccocvevevnenee. 6. il 29/11/2019

7. da Pwcwa della Repubblica di Vicenza

8. Apostille

Il Procuratore della Repubblica Reggente
Dott.ssaOriettaCanova
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1. HaumeHOBaHMWe MeJULNHCKOr0 13aenns

PynoHbl n naketbl EUROSTERIL agna ctepunusaumn n XpaHeHUs MegnuMHCKNX U3aenun,
BapuvaHTbl UCMNOJIHEHUA:

1. PynoHel EUROSTERIL 6e3 cknagok (50 mm x 200 M, 75 mm x 200 m, 100 mm x 200 m,
150 mm x200 M, 200 Mmm x 200 M, 250 mm X 200 M, 300 Mm X 200 m, 400 mm x 200 M)

2. Pynonubl EUROSTERIL co cknagkamu (200 mm x 50 mm (cknagka) x 100 m, 250 mm X
50 mm (cknagka) x 100 m, 250 mm X 65 MM (cknagka) x 100 m)

3. Maketbl EUROSTERIL (50 mm x 250 MM, 75 MM X 250 MM, 100 mm X 250 mMm)

4. Maketbl EUROSTERIL (camokneswmecs) (90 mm x 250 mm, 140 mm X 260 MM, 190 Mm
X330 mm)

[anee no Tekcty - musgenus, pynoHsl n/unu naketel EUROSTERIL.

2. CaepgeHunsA o paspaboTynKe, NpoM3BOANTENE M YNOTHOMOYEHHOM MpeAcTaBUTeNe
PaspaboTunk

«EYPOHOA C.n.A.»

Ynuua genn’AptugxaHato, 4. 7 - 36030 r. MoHTeKKbO-IpeKanbunHo (BuyeHua), Ntanus
Ten.: +39 0445 329811, dakc: +39 0445 865246
info@euronda.com

MpounssoauTenb

«EYPOHOA C.IT.A»
Ynuua genn’AptugxaHarto, . 7 - 36030 r. MoHTeKKbO-IpekanbunHo (BuyeHua), Ntanus
Ten.: +39 0445 329811, dakc: +39 0445 865246

MecTo Npon3BoACTBa

«3.N1ANH C.p.n.» (E.LINE S.r.l.)
Bna CoHunHo Ne 24050 Toppe MannaemuunHa, bepramo, Ntanma (Via Soncino S/N 24050 Torre
Pallavicina, Bergamo, Italy), Ten.: +39 0363 996836 ~ (hakc: +39 0363 996852

YNO/MTHOMOYEHHbI NpeAcTaBUTENb NPOM3BOANTENS (M3rOTOBUTENS) HA TeppuTOpUM PO

AQO «MPOTEKO»

KOpuaunyeckunii agpec:

192102, r. CaHkT-lMeTepbypr, yn. Canosa, 4. 57, kopn. 1, nuT. W, hakTn4ecKkunii agpec:
196128, CaHkT-NeTepbypr, yn. Bapwasckas, 4. 5, kopn. 2, oguc 401, BL| «BapLiaBcKuin»
TenethoH +7 (812) 635-88-90; an. nouta: info@ protecodent.ru

NHCTPYKLWSA MO MPUMEHEHWIO
PynoHbl 1 naketbl EUROSTERIL ans ctepunusaumm n XxpaHeHUst MEAULMHCKUX U3LeNNi

[MevaTs: A’3pkone fleononbpe an ®paHuecko * Hotapuyc r. BuueHua] CrtpaHnua 3 13 16
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3. TpenaycMoTpeHHOe HasHAYEHHE, TOKAIAHESA K NPHMEHCHUIO M MOTCHNHANLHLIN
norTpebuTens nigenHn

Pynouss # nakerst EUROSTERIL npeaHassadeHsl A YNAKOBRBAHWA MEAHLIMHCKHX
M3ZEIN, NOANEKANIMX CTEPUIM3ALKH ¢ UETbIO COXPAHEHHS CTEPHIBHOCTH 0 BCKPLITHA KIH B
TeYeHNe YCTAHOBNICHHOTO CPOKA XpaHEeHH.

Pynonsi # naketst EUROSTERIL pexoMeHROBAHEL CEAYIOUMM NOTPeGHTENIAM:

- Tlepconan B yUpexaeHHAX 3APABOOXPAHEHHA H J1e4eGHO-NPOGHIAKTHUECKHX YIPEKICHHAX
pasiuuHbIX npodunelt W ypoBHEH AKKPSAMTAUMH, BKMOYAA aKyMIEPCKHE CTAlHOHADHI,
du3HOTEpanNeBTHYECKHE OTAENCHHS, POMMIbHbIE IOMA, ACTCKHE H JHEBHBIC CTALUMOHAPHI,
NOMHK/IKHMKH, CTOMATONIOFHYECKHE KIHHMKH H KaOHHETHl, TIOCTMHUTAIH, amMOynaropun,
AHCTIAHCEPH, (ENbALIEPCKO-aKYIIEPCKHE MYHKTH, UCHTPH! MO TPAHCIJIAHTALWH OpraHos,
MEJCAHYACTH H  MEINYHKThl, CTaHUMH  CKOpOH  MEJHMUMHCKOH  noMoum,
NATONOrOAHATOMHYECKHE OTAC/ICHHA, CAHATOPUHM, NpodHNaKTOpHH, peabunuTaUHOHHBIE
IEHTPHl, YMPeXKACHHS COUMANbHON 3AMTH HACENCHUA, MEAMUMHCKHE npopunsHele
IEHTPE, JOHOPCKHE TNYHKTH M OTHCNICHMA TMCPE/IHBAHHA KPOBH, KIWHHYCCKUC,
MHKpOGHONOrHYeckHe, GHOXWMHUeCKHE, GaKTEPHONOTHYCCKHE,  BUPYCOJNOrHYECKHE,
CEpONOrHYecKHe H ApyrHe naboparopuy) K T.4.

- TlepcoHan Ha NPEANPHATHAX NO MNPOU3BOACTBY CTEPHABHBIX MEAHIMHCKHX H3neNnnii;
dapmanesTHueckol, XHMHYECKOR, MHKPOGHONOrHYeCKOH NPOMBIILICHHOCTH

- Tlepconan Ha APYrux SMHAEMHYECKH 3HAYHMBIX OGBEKTaX, ACATENBHOCTD KOTOPBIX Tpebyer
npobeAeHHA PaboT MO CTEPHAM3AUMH MEQHUMHCKHX H3IenHH ¥ JanbHeHIero XpaHeHHA
3THX M3denuffi CTEPHABHLIMM B COOTBEICTBMH ¢  AcHCTBYIOIUMMH  CAHKTApHO-
[MrHCHHYECKWMH M MPOTHBOINMHACMHYECKHMH HOPMaMH M TDaBHIAMH, HOPMAaTHBHO-
NpaBOBBIMH JOKYMEHTAMH.

4. TIpoTHBOMOKAIAHESN, MEPLI HPEAOCTOPOXHOCTH, N0G0UHBIC HPPeKTHi, CBEIARNDIE
pHMeHeHHEM MEAHNHNCKOTO H3EJIHS 110 HASHANCHRIO

IpoTHBONOKa3aHu# K NPHMEHEHHIO HE HMEIOT.

Mepen okcnnyataumeli C/EAYeT O3HAKOMHTLCR C HHCTpyKumelt no npumenennio. He
MCTIONB30BATh M3NENMHA C HCTEKIIHM CPOKOM ronHocTd. H3jenHa ¢ npocpoueHHbIM CPOKOM
FOHOCTH NPUMEHATD 3alpPelleHo.

Pynonnt # naketsi EUROSTERIL otHOCSTCS K MaTepHanaM OJHOKPaTHOTO npuMeHeHns!

Tlepen ynakoBbIBAHMEM PYNOHBI WIH MaKeTH OCMATPHBAIOT, NMPOBEPSA HX LIENOCTHOCTB.
TMoBpexaenusIe H3NENHSA NCHONL30BATH HE AONMYCKaeTCA!

TMpoBepAIOT HAMAYHE HHAUKATOPA CTEPHIH3ALHH H COOTBETCTBHE €T0 MO LBETY, YKA3AHHOMY

B HHcTpyKian. [lakeTsl 6e3 HHANKATOPA H ¢ HE COOTBETCTBYIOILAM €My LBETOM K NPHMEHEHNIO
He JOMYCKalOTCA.

CTepnan3aiiMio YNAKOBAaHHEIX H3AC/NHH OCYIIECTBAMIOT B CTEPHIH3ATOPAX, Pa3pelliCHHEIX B
YCTAHOBJICHHOM TNopaaxe k npumeneruio B Poccuiickoil Penepauun, B COOTBETCTBHH C

UWHCTPYKLUMA NO NPUMEHEHHIO
Pynonns w naxerst EUROSTERIL An8 cTEpRANIALAY N XPAHEHHS MEANIIMACKHX HaLeAHH

[[Texams: " dprone JMeononsao au dpanyecko * Horapuyc r. Budenua]  Crpaunua 4 u3 16
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pexnmamn, pernaMmeHTUupPoBaHHbIMU ,D,EI\/'ICTBy}OLLI,VIMVI AOKYMEHTaMWn, a TakKXe CornacHo
MHCTPYKLUWK NO aKcnayaTauynn Ctepunin3aTopa KOHKPETHOro Tumna.

B03MOXHble MOG0OYHbIE 3PYEKTI, CBA3AHHbIE C MPUMEHEHUEM MEAWULMUHCKOrO M34enns no
Ha3HAYeHUIO, HE OTMEYEHbI.

5. O6wue cBefieHNs, KOHCTPYKLMNA MU ONMUcaHKe NpUHLUMNA AeNcTBUSA

AcCCOpTUMEHT npogykuun komnaHun «EYPOHAA C.n.A.» npefctaBneH B Bufie
KOMOUHMPOBaHHbLIX PY/NOHOB (CO CKnagkamm © 6e3 CKNagok) W MakeToB, BK/KOYas
caMoK/esLmecs, pa3IMyHbIX TUNopasmMepos (cM. Tabnuuy 1), BbIAEPXKUBAIOLLMX CTEPUNN3ALLUIO
napom 1 rasom (C NpMMeHeHUEeM 3TUNEHOKCMA).

PynoHbl 6e3 CKMafoK W NakeTbl AN CTepUnusauuMu npefHasHauyeHbl ANS YNaKOBbIBaHMS
HEGOMbLIMX MO TONWMHe n3aenuit. Ans 6onee 06bEMHbK W3AENUA UCMNONb3YHOTCA PYNOHbI CO
CKNafIkamu.

PynoHbl ¥ nakeTbl U3roTOBMIEHbl M3 NPO3payHO rony6oin nneHkn u bymarn. lMneHka w3
nonmacTepa U nonunponusieHa (nNpospayHas CTOPOHA) M BOAOOTTaNKMBaKOLWAA MeLULUMHCKasA
6ymara (HenpospayHas CTOpPOHA) COEAMHEHbl A5 MOBbIWEHHOW MNPOYHOCTU 3-MOMOCHBLIM
TepMoLBOM (2-noNoCHbIM Ans pynoHoB 50 mm x 200 m 1 naketa EUROSTERIL 50 mm X
250 mm). Ha 3amassHHOM KOHLEe NakeToB WMeeTcs Bbipe3 Ansa nanbla, o06nervyarowmi
OTKPbIBAHWE YMaKOBOK MPW U3BIEYEHUN U3 HUX NPOCTEPUIN30BAHHBLIX MU34ennit. B 3anasHHOW
30HE HeT Hagnucei AN nNpesoTBpalleHMs MNPOHWKHOBEHMSA TUMNOrpaCKol KpacKm BHYTPb
ynakoBku. C OTKPbITOr0O KOHLLA MNaKeTOB CaMOK/IEALWMXCA, Ha BHYTPEHHEWA MOBepXHOCTU
BbICTynatouieli 6ymMaxHOM 4acTu, HaHECEH CNOW TepMOCTOMKOro Knes ¢ TonwmHoin 0,07 MM,
3aKpbITbI/ 3aLWMTHON 6YMaXHOW MONOCKOW. PYNOHbl M MakeTbl 3aneyarbiBaldT C MOMOLLbIO
3anevyatbiBalWMX  YCTPOWCTB  WAM  TepMOCBAapOYHbIX  annapaToB  pas/IMYHOro  TWMa,
paspelleHHbIX B YCTaHOB/IEHHOM NOpsAAKe K NMPUMEHEHUIO, B COOTBETCTBUW C MHCTPYKLMER no
aKcnnyatayuy yCTPOMCTB M annapaToB KOHKPETHOro Tumna.

Yronkn nakeToB [AOMNONHWUTENbHO 3anasHbl A4S NPejoTBPALLEHUS CKOMMEHUA NblAN B
OTKPbITO ynakoBKe. 3akpblBaHWe W3Aennii HeTPYAOEMKO, UTO COKpauiaeT 3aTpathbl
MeAMLMHCKOro MepcoHana Ha WX ynakoBbiBaHWe. Ha 6GyMaXHOW CTOpPOHE MakeTa HaHEeCeHbl
MHAMKaTOpPbl 1 Knacca, W3MEHSIOLWME LBET NPU NapoBOA WU 3TUNEHOKCUAHON CTepunmsauun
(cm. pasgen «WHAMKaATOpbl»), 4TO MO3BO/MSET OTAUYUTL MPOCTEPUIN30BAHHbIE W3AENNUs OT
HECTEPU/IM30BaHHbIX.

Pynounbl n naketel EUROSTERIL:
- MpOHWUAeMbl [N COOTBETCTBYIOWMX CTEPUIN3ALUNOHHBIX CPEeACTB, 4TO MNO3BOASAET
NMPOCTEPUIN30BATL YNaKOBaHHbIE U3eNus;
HenpoHuuaembl A9 MUKPOOPraHW3mMoB MpuM  YCNOBMWU, 4TO COOMOAEHbI MpaBuna
3aKpblBaHWSA, YCNIOBUSA U CPOKN XPAHEHUS YNaKOBKMU;

[MevaTb: [°OpKone Sleononbao an ®paHyecko * Hotapuyc r. BuyeHua]

COXPAHSOT LIENIOCTHOCTL (B TOM YMCNE FePMETUMYHOCTb LIBOB) M BHEWHWUi Bug (Kpome
M3MEHEHMSA LiBETa MHAMKATOPA) NOC/e CTePUN3ALIUM COOTBETCTBYOLUM METO/0M;

VHCTPYKUWA no NMPUMEHEHWIO
PynoHbl 1 nakeTbl EUROSTERIL gnsa crepunmnsauyin 1 XpaHeHUs MeAULIMHCKUX U3aennii
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M3roTOBMEHbI C  WCMNONb30BaHWEM  MPO3PaYyHbIX  MMIEHOYHbIX  MaTepuanos, 4TO
obecneunBaeT NErkoCTb MAEHTU(PUKALUN CTEPUNNIYEMBIX U3AENNIA;

BNaroycton4ymBbl;

NPOCTEPUIN30BAHHbIE PY/NOHbI W MakKeTbl He [O/MKHbI NOABepraTbCca  U3NULIHEMY
BO3EACTBUIO, AO/MKHbI XPaHUTLCA B 3aKPbITbIX AWMKAX B YUCTOM MNOMELLEHUU, MpU
Temnepatype Mexgy 8 m 35 °C u oTHocUTenbHOW BnaxHocTn oT 30 po 70%; npwu
COOMOAEHNUN 3TUX YCNIOBUIN NU3LENNA COXPAHAIOT COAEPXKMMOE CTEPUNbHLIM MaKCUMYM Ha
6 MecaLUeB 1 He No3f4Hee AaTbl UCTEYEHUSA CPOKA FOLHOCTH.

6. Pasmepsbl

Tabnuua 1.
BapunaHT ucnonHeHmnsa LWnpuHa, mm OnvHa, m Cknagka, mm
5045 200+5% -
7545 200+5% -
10045 200+5% -
PynoHbl EUROSTERIL 6e3 15045 200+5% i
CKNafoK 20045 200+5% -
25045 200+5% -
30045 200+5% -
40045 200+5% -
2005 100+£5% 50+6
PynoHel EUROSTERIL co 25045 100+5% 5046
crnagkamu 25045 100+5% 656
50+5 250+5 mMm -
MakeTbl EUROSTERIL 7545 2505 mm -
1005 25045 mMm -
90+5 25045 mMm -
Maketbl EUROSTERIL 14045 26045 MM )
(camoknesiwmecs) 19045 33045 MM i

MHCTPYKUWA MO NMPUMEHEHNIO
PynoHbl 1 nakeTbl EUROSTERIL ans ctepynmsaummn n XxpaHeHUs1 MeaULMHCKNX U3aennii
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7. CxeMmbl nsgenuni

Puc. 1Maketbl EUROSTERIL (camoknesiwuecs)

[IBYCTOPOHHSAS
Klefixas IcHTA

———— e e e THII CBApKH

N

06/1aCTb Mevartun

[MevaTb: A°Opkone Jleononbae an ®paHuecko * Hotapuyc r. Buuenua]
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UHCTPYKLIMA MO MPHMEHEHHUIO
Pynoust u nakeres EUROSTERIL An% CTCPHANIAUME # XPAHEHHS MEAHUHHCKEX winennh

[[Tevams: I’ Ipxone Jleononsao au Ppanvecko * Horapuyc r. Buuenua] Crpannua 8 u3 16
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Puc. 3 PynoHbl EUROSTERIL co ctotagkamu

061acTb neyatn

|

e
M

[MeyaTs: [,°3pkone leononbao an dpaHyecko * Hotapuyc r. BuueHual

MHCTPYKLUMWA MO NPUMEHEHWIO
PynoHbl 1 naketbl EUROSTERIL gnsa ctepynmsauym U XxpaHeHU MeaULMHCKNX U3aennii
[MevaTb: [°3pkKone leononbao an ®paHuecko * Hotapuyc r. BuueHua] CrpaHunua 9 n3 16
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8. WHAaukaTopsbl

PynoHbl n naketel EUROSTERIL uMerloT gBa pa3nMyHbIiX LUBETHbIX UHAMKATOPa npouecca
ctepunusaymm (1 knacca cornacHo knaccugumkaumm EN ISO 11140-1:2015) gns napoBoi u
rasoBoii cTepunmMsaunmn, YyKasbiBalOLWMX Ha [OOCTWKEHUE CTepWUSIbHbIX YyCnoBuin. Mpwu
CTepuIM3aunoHHON 06paboTKe NPOUCXOANUT BMU3YyaNbHO Pa3iMyuMoe U3MEHEHWEe XMMUYECKOT0
WHAMKATOPA, HAHECEHHOr0 Ha YMakoBKY A/ COOTBETCTBYHLLEr0 MeTofa: WHAMKATOp ANf
MapoBOli CTEPMAM3AaLUN MEHAET PO30BbIN LiBET HA KOPUYHEBLIN, UHAUKATOP ANS CTEpUNn3aLmnm
rasom (3TMNEHOKCMAOM) MeHSAET roNy60i LBET Ha XENTbINA.

YcnoBua gna naMeHeHns useta nHamkartopa cornacHo EN 1SO 11140-1:

HacblueHHbIR BogaHoi nap: 10,0 muH. £5 ¢ npu 121 °C (+3/0 °C)
2 MUH. £5 ¢ npu 134 °C (+3/0 °C)
dTueHoKeung: 25 MUH. £ 15c npun 49 °C = 1 °C, 60-85 % OTH. BNaXHOCTH,
600 mr/n + 30 mr/n

Mpn XxpaHeHWn wusgenunii npu Temnepatype cBbiwe 100 °C wmHAMKATOpP ANS NapoBOiA
CTepunM3auMm  MOXeT MOoKasaTb  «/OXHOMOMOXWUTENbHbIN»  pe3ynbTaT, [aXe ec/iun
CTepunnsaLns He COCTOANACH.

B cooTBetcTBUM cO cTaHgaptom ISO 11140-1 napameTpbl Npouecca CTepunmsauunm,
onpefenseMble Kak OCHOBHble M Tpebylowe KOHTPOASA, & TakKXe UX KOHTPOJibHble 3Ha4YeHUs
ONS LaHHOTO0 Kfacca UHAMKaTOPOB He YKasblBaloTCA.

9. Cnocob npumeHeHUS

MpoBepUTb YNaKoBKY Ha LLeNI0CTHOCTb. MpoBepUTb CPOK FOAHOCTH Ha YNakKoBKe.

Mpu M“CNONb30BaHUM PYNOHHOrO MaTepuana npy MNOMOLLM 3aneyaTbiBaloLWEero
yCTpoicTBa WM TepMOCBapOYHOro annapara (pekomeHayemas Temnepartypa
csapuBaHua 185+15 °C) Hapes3aloT M 3anavmBalOT MakeTbl C Y4YeTOM 3amaca Ha
CBO6GOAHOE pasmMelleHne wW3genns W WUPUHY LWBOB. 3amac Ha CBO6OAHOE
pasMelleHne [O/MKEeH cocTaBnATb He MeHee 20 mm. B o6nactu 3anevaTbiBaHuMA
ronybas nneHka npuobpetaeT 60/ee TEMHbIA OTTEHOK, 4YTO MO3BONSET MO
pPaBHOMEPHOCTW OKPackyW BU3yasibHO KOHTPO/IMPOBATb LIESIOCTHOCTb TEPMOLLBA.
MpuMeHAOT 3anevyaTbiBaloliMe YCTPOCTBA WM  TEPMOCBApPOYHble annaparbl
pasIM4yHOro TwUna, paspelleHHble B YCTaHOB/IEHHOM MOPAAKE K MPUMEHEeHW, B
COOTBETCTBUM C WHCTPYKUMeA nNo 3KchnayaTauuMm YCTPOWCTB W annapaTos
KOHKPETHOro Tmna.

Mognexalyme  CTepunnM3auuMum  UYACTble, CyxXue  W3Aenus, npefBapuTENbHO
noABeprHyTble NPeACTePUIN3aLMOHHOW 0UYNCTKE, MOMELLAIT B YNaKOBKY (PY/OHbI
unu naketbl). Mpyu 3TOM U3LeNUs pasMelLarT, OpUeHTUpPYs pabouyeil yacTbio B
OTKPbITYIO CTOPOHY YMaKoBKW (CTOpPOHA HamofiHeHWs). YnNakoBKYy cnefyet
3anoNHATb MHCTPYMEHTaMM He 6o/ee YeM Ha 2/3 o6beMa BO M3bexaHMe paspbiBa BO
BPEMS CTepUAU3aLUN.

[MeuaTs: [ ’3pkone fleononsge an ®paHyecko * HoTtapuyc r. BuueHua]
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- Tpwn ucnonb3oBaHMM NakeToOB, Mepef 3akpblBAHWEM MNakeTa U3 Hero cregyet (no
BO3MOXHOCTW) yAanuTb BO34yX MyTeM MNPOrnaxuBaHWA MakeTa PyKoA B
Hanpas/eHNN OT 3aKPbITOr0 KOHLA K OTKPbITOMY. [lanee, B cnyyae CaMOK/IeALWUXCs
NnakeToB, HeOOXOAMMO CHATb 3aWUTHY O6YMaXKHYK MOMIOCKY C KEWKOro
MOKPbITUSA, HAHECEHHOr0 Ha BbICTyNawlWy OyMaxXHYK 4acTb, COrHYTb
BbICTYNalLWy 4YacTb BAOMb 0003HAYEHHOW Ha MakeTe NMHMM cruba, npuxartb
NNKUM CI0EM K MNOBEPXHOCTU YNaKOBKWU, HAZaBMBas OT LEeHTpa no HanpasfieHUo
K Kpasm; NpoBepuUTb 30HY CKNeMBaHWA Ha OTCYTCTBME BO3AYLIHbIX My3blPbKOB.
PynoHbl 1 nakeTbl (3a UCKIHOUYEHWEM CaMOK/eALWMXCA NakeToB) 3ameyaTbiBalOT C
MOMOLLbIO TEPMOCBAPOYHOr0 annapara.

YnakoBaHHble W3[eNns KOMMEKTYHOT B KOP3WHbI, KacCeTbl, MOAHOCHI U NOTKW.
YNakoBKW CKNaAblBalOT MNMEHKa K MNieHKe, Gymara K 6ymare. YnakoBKa [O/KHa
pacnonaraTbCs MPO3pavyHON YacTbl K MOBEPXHOCTM I0TKA UM MOAHOCA.

CTepunn3auuio  ynakoBaHHbIX W34enunii  OCYLLEeCTBAAKOT B  CTepuiusaTopax,
paspelleHHbIX B YCTAHOB/EHHOM TMOpPsSAKE K MPUMEHEHU B Poccuiickoit
depepaumm, B COOTBETCTBMM  C  peXuMamy,  PernameHTUpOBaHHbIMU
AEeACTBYHOLW MMM AOKYMEHTAMM, & TaK e COrlaCHO MHCTPYKLMM MO 3KCnayaTauuu
KOHKPETHOro Tuna cTepuan3artopa.

Mpu 3arpyske cTepunusaTtopa Heob6XoAMMO CneauTb  3a  MNPaBUIBHOCTLIO
pasMeLLeHNs YNaKoBaHHbIX U3Jenuii B CTEPUIN3ALMOHHOW Kamepe: He LONycKaTb
COMPUKOCHOBEHUWA YNaKOBOK CO CTEHKaMW, ABepbio (KPbILWKO), cob6nt0aTb HOPMY
3arpy3ku; He CTaBUTb APYr Ha Apyra, a TakXKe Ha BEPXHIOK MOJIKY KOP3WHbI,
KacceTbl, MOAHOCHI M NOTKW C YNaKOBaHHbIMU MHCTPYMEHTaMW.

CTepunmsaunoHHasa Kamepa f0/HKHA OblTb 3aMo/iHeHa He 60/iee YeM Ha 2/3 06bema,
4yTO6bI Nap 1 ra3 MoOrnn cBO60AHO LMPKYMPOBaTh MEXAY Y BHYTPU YNaKOBOK.

MpyM OTCYTCTBUM HapyLleHWI CTepUIM3alMOHHbIE YMNAaKOBKM BCKPbIBAKT C
cobnogeHnemMm acenTuku, € Hepabouyeid CTOPOHbI MHCTPYMEHTa, BbliKNaAbliBalOT
N3AeNnNa Ha «CTePWUbHbIA CTON» WX CPa3y UCMO/b3YKOT MO Ha3HAYEHWIO.

CTepubHOCTb M3AeNnii rapaHTUpyeTCs:

1. Tlpoueccom cTepununsaLnm:

[Maposasa cTtepunmsayna: npn 121 °C B TeyeHne 20 MuH. nan npu 134 °C B TeveHune
5 MUH.

Ctepunusauna stuneHokcngom: npun 40 °C B TeHeHne 24 u.

2. [lpoueccom 3aLeyaTbiBaHMA NMAKETOB U PY/IOHOB:
- Bo Bpems 3aneyatbiBaHMA N36eratb HaTSXXEHUA WU CABUTA N3LENNA.

O6nacTb Ans 3aneyaTbiBaHUA J0/MKHA ObITb YACTON U CYXOM.

MHCTPYKUWMA no MPUMEHEHUNIO
PynoHbl 1 nakeTel EUROSTERIL gnsi ctepynmsadyin U XpaHeHUs1 MeAULIMHCKUX N3NNI
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- Bo wusbexaHue Crn6oB U CMOPLLMBAHMA HEOGXOAMMO pacTsaHYTb W yaepXusaTb
KOHeL, A8 3aneyaTbiBaHWS HAaTAHYTbIM, NOKa OH He 6YAeT MNOMHOCTHLI0 MOMELLEH B
3aneyatbiBatoLL Y0 YacTb annapara.

N36eraTb OCTAHOBKM 3ameyaTblBalOWEro YcTpoiicTBa BO Bpems npolecca
3aneyaTbiBaHuS.

3aneyvatbiBaloLLee YCTPONCTBO [ANA PY/IOHOB WM MNaKeTOB [AO/MKHO [LOCTUTHYTb
Temnepatypbl 170-200 °C.

- 3ameyaTbiBalollee YCTPOWCTBO ANSi PY/IOHOB U MAaKETOB A0/KHO MMETb LUMPUHY
3anevyatbiBaHUS MUHUMYM 6 MM.

- [lpoyHOCTb 3aneyartblBaHUA PY/NOHOB W MNakKeToB [fO/HKHA ObITb 1,2 H/15mMm
LWMPUHbI 3aneyaTbiBaHNA NOCNE CTepUAn3aLnm.

O6nacTb 3aneyaTbiBaHUA A0/XKHA O6bITb POBHOW U He NMeTb AedeKTOB.

3anpeuwiaeTcs  MCNoONb30BaTb  W34eNMe U3 CTEPUIN3ALWMOHHON YNaKoBKM B
CnefyoLWmnx cnyyasax:

1. Ecnu ncTek CpoK rofHOCTU AaHHO MapTUK YNaKoBOK.

2. Ecnn uUCTeK AONYCTUMBIA CPOK XpaHeHWs MPOCTEPUNN30BAHHbIX W3AENNiA UK
OTCYTCTBYET MH(OPMALMA O AaTe CTEPUNN3ALUN/KOHEYHOM CPOKE XpaHEHMUS.

3. Ecnv HapyLeHa LenocTHOCTb YNakKoBKy.
4. ECnv XMMWUYECKUI MHAMKATOP He U3MEHW CBOW LiBeT.
5. Ecnv ynakoBKa HaxofuTcs BO BIAYKHOM COCTOSHUM (MOAMOYEHA).

6. YacTuyHoe U3MeHeHWe LBeTa WHAMKATOPHOW METKU roBOPWUT O TOM, YTO [aHHbIN
matepuan He Obll  KayeCTBEHHO 06paboTaH WAM He OblM  COOGMOAEHDI
MUHMUMasbHbIE YCNOBUA NPOXOXAEHMSA NpoLecca N3MEHEHNA LiBETa METKMN.

10. CTtaHpapThbl, NPUMeHsemMble 471 NOATBEPXKAEHNA COOTBETCTBUA OCHOBHbIM
TpeboBaHuam AunpekTtusbl 93/42/EEC 0 MeAUUMHCKUX U3LENNAX

ISO 14971:2007, 1SO 15223-1:2016, ASTM D1003 - 13, ASTM D1922 - 15 ASTM
D3985-05, ASTM D882 - 12, ASTM F1249 - 13, ASTM F1608-00, ASTM F1929:1998,
ASTM F1980-07, DIN EN 868-2-2017, DIN EN 1SO 11140-1-2015, DIN EN 1SO 11607-2-
2017, EN 868-2-2017 (Mpun. B), EN 868-2-2017 (Mpun. D), EN 868-2-2017 (Mpun. E), EN
868-5-2009, EN 868-5-2009, 1SO 11607-1:2006, ISO 13485:2016, ISO 1924-2:2008, 1SO
1974:2012, 1SO 2758:2014, 1SO 3689:1983, 1SO 3781:2011, 1SO 534:2011, 1SO 535:2014,
ISO 536:2012, 1SO 5636-3:2013, ISO 6588-2:2012, 1SO 8791-2:2013, I1SO 9197:2016, 1SO
9198:2001

MHCTPYKUWNA no MPUMEHEHWIO
PynoHbl 1 nakeTbl EUROSTERIL ans crepunmsauyn n XpaHeHUst MeEAULIMHCKUX N3NNI
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11. KomnnekTtauusa

PynoHbl, N0 1 WT. 3aneyaTtaHHble B MOMMITUNEHOBYIO MMEHKY, W MaKeTbl B KAPTOHHbIX
noTpebuUTeNbCKUX KOPOOKAax B KO/MMYECTBe, YyKasaHHOM B Tabnuue, YynakoBaHbl B

TPaHCNOPTHbIE KOPOOKM U3 KapTOoHa:

Konnyectso n3aenuii Konm4ecTso
BapvaHT o N30eNniA/NOTPEBUTENbCKNX
NCMOJSTHEHWA B HOTpe6”Te”ng0” yNaKoBOK B TPaHCMNOPTHOM
ynakoBKe(KOpPObOKe) yITaKOBKe
50 mm X200 m 8 py/oHoB
75 Mm X200 m 5 pynoHoB
PyIOHb 100 mm X200 m 4 pynoHa
150 mm X200 m 2 pynoHa
EKL;R%?(TERIL Ge3 200 mm X200 m 2 pynoHa
an 250 MM X200 M 1 pynoH
300 mm X200 m 1 pynoH
400 mm X200 m 1 pynoH
200 mm X50 Mm
Py/IOH| (cknagka) x KaDm 2 pyrona
EUROSTERILco 220 MM XS0 Mu 1 pyrioH
CKIAIKAMIA (cknagka) X KaDm
an 250 Mm X65 Mv 1 pyroH
(cknagka) x KaDm
n 50 Mmx 250 Mv 500 w. 1 kopobka
EUR(T;DSITERIL 75 MMx 250 Mm 500 wu. 1 KopobKa
100 mmx 250 mm 500 L. 1 Kopobka
MaKetbl 90 Mmx 250 MM 200 w. 9 KOpObOK
EUROSTERIL 140 Mm X260 Mm 200 L. 6 KOpOobOK
(camokriesiLLmecst) 190 Mm X330 mv 200 L. 5 KopoboK

12. Pacwun@poBKa CUMBOJIOB, MPUMEHAEMbIX B MaPKNPOBKE YNaKOBKN

Cumson Pacwunpposka Cumeon Pacwudgposka
PR
wsT] [aTa n3rotosneHus 1M1 M3roTtoBuTens
TemnepaTypHblIii
bepeus oT BNaru 1 paryp
AmanasoH
C € CooTBetcTBME
Kog naptum

eBpONeicKNM HopMam

3HaK COOTBETCTBUA MpU
AeKnapmpoBaHunm
COOTBETCTBUSA B
cucteme FOCT P

O6paTnTbhCs K
WHCTPYKLMK MO
MPUMEHEHUNIO

A

MHCTPYKUMA no NMPUMEHEHUIO
PynoHbl 1 nakeTbl EUROSTERIL gns ctepynmsaumm n XpaHeHUst MeaULMHCKNX U3aennii
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CumBon
Cumson PacwmndpoBka Pacwundposka

He ponyckaTtb

. 3anpeTt Ha NOBTOPHOE
BO34encTBua

npuMeHeHue
CO/THEYHOrO CBeTa
Wcnonb3oBaThb [0 [vana3oH BNaxHoCTH
0
Xpynkoe, He ncnonb3oBatb npu
I obpatyaTbes (§ ) NoBpeXAeHUM
. OCTOPOXHO YyNakoBKM

13. Tpe6oBaHMA K TEXHUYECKOMY 06CNYXXMBAHWUID U PEMOHTY MeAULMHCKOTO U3aenns

N3penns npocTbl B NPUMEHEHWUW, CNYXaT AN8 OAHOKPATHOrO MPUMEHEHUS, He TPebytoT
cneynanbHoOM MOATOTOBKM WMAM  0CO6OW KBanugukauum nonb3osatens. B TexHMYeckom
06CNYXXMBAHUM N PEMOHTE He HYXAAKTCS.

14. YcnoBua XpaHeHUd, TpaHCMoOpTUPOBaHUSA

XpaHeHue: PynoHbl 1 naketbl EUROSTERIL AO/MKHbI XpPaHUTbLCA B NOTPEOUTENLCKUX U
TPAHCNOPTHbLIX YMaKoBKax B 3aljULEHHOM OT MPAMOro CO/IHEYHOrO CBETa, YMCTOM CYXOM
mecTe npu TemnepaType oT 5 °C go 30 °C 1 0THOCUTENbLHON BRaXHOCTK 0T 5 % 0 50 %.

MpW 4aCTUYHOM PacXOA0BaHMU YMAKOBOK M3 TPAHCMOPTMPOBOUYHOM KOPOGKM AanbHeiilee
XpaHeHWe OCTaBUMXCA YMNakoBOK (B Mpedenax pernameHTUMPOBAHHOrO CpoKa rogHOCTM)
cneflyeT OCYLLECTBAATb B TOI Xe TPAHCMOPTUPOBOYHO KOPOGKe, TLaTe/lbHO 3aKPbIB €e.

TpaHcnopTupoBaHue: TpaHCNOPTMPOBaHNE M3AENNIA, yNaKOBaHHbXX B TPAHCMNOPTHYO Tapy,
[0O/MKHO OCYLLeCTBNATbLCSA BCEMW BMAAMU KPbITbIX TPAHCMOPTHbIX CPEACTB C CO6GMOAEHMEM
NPefOCTOPOXHOCTEN, YKasaHHbIX Ha TPaHCMOPTHOW Tape, M B COOTBETCTBMM C MpaBuiamu
NepeBO3KN rpy30B, AENCTBYIOLWMMIN Ha TPAHCMOPTE 4aHHOT0 BUAA. Y CNOBUA TPAHCMOPTUPOBKU
NOEHTUYHbI YCNOBMAM XpaHeHusa: npu Temnepatype oT 5 °C go 30 ®C u OTHOCUTENbHOW
BaXXHocTn o1 5 % fo 50 %.

15. CTtepunuszaumsa, gesmHgpekyms

PynoHbl n naketel EUROSTERIL agna ctepunmsaunm u XxpaHeHUs MeAULUHCKUX WU3Lennii
HecTepu/bHbI, NpegHasHayeHbl AN18 O4HOKPATHOrO NPUMeHEHNS.

16. [daHHble ANa yTUAN3ALUN UM YHUUTOXEHUS MeANLVUHCKOTO U3fenus

MeanunHCcKne Mn3fenns AOMXKHblI YTUAM3MPOBATLCA B COOTBETCTBMU C MEAULMHCKUMU
npouegypamMu, NPUHATBIMU B MEAULUHCKNX YUPEXAEHUAX, N MECTHbIMW, rOCYAapCTBEHHbIMU
nnu egepanbHbIMM HOpMaTMBaMu. Bbibop MeTof0B 6e30MacHOW yTUAnN3aLum U YHUUTOXEHNS
n3aennii 3aBUCUT OT MOLLHOCTM U NPouNa MeaULUMHCKOWA OpraHunsaumm, Hanmuus ycTaHoBOK
no o06e33apaxxmBaHuio/06e3BpeXnBaHNIO 0TX0[0B, crnocoba o6e33apaxxuBaHua/
006e3BpeXnBaHNA 0TX0A0B, MPUHATOrO Ha agMUHUCTPATUBHOM TeppUTOpUM (CXKMUraHue, BbIBO3
Ha MONMTOHbI, yTUAN3aLMS).

MHCTPYKUMA no MPUMEHEHUNIO
PynoHbl v nakeTbl EUROSTERIL gns ctepynmsaumm n XpaHeH st MeANUUHCKNX U3LeNNIA
[MevaTs: O’°3pkone Jleononbfo gn dpaHyecko * Hotapuyc r. BuueHuya] CrtpaHuua 15 13 16
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MegauunHckue wusgennsa «PynoHbl n naketel EUROSTERIL pgns crepunmsauum u
XpaHeHns MeaULUHCKUX W3[eNnin», noTpebuTenbckas ynakoBka, OpakoBaHHble M3Lenns u
n3gennms C UCTEKWMM CPOKOM TFO4HOCTW OTHOCATCA K 3NMAEMMONOrMYyeckn 6e30nacHbIM
0TX0Aam, NPUOGAMXKEHHBbIM M0 eocTaBy K TBepAbiM 6bITOBbIM 0TX04aM (TBO).

17. CpoK rogHocTtu

CpOK TroflHOCTV MeAULMHCKOTrO W3Aenus, UCUMCNSIeMbld C AaTbl UX NPOW3BOACTBA, MpW
COGM0EHNMN YCNIOBUIA XPaHEHWS W TPAHCMOPTUPOBKYM COCTaBNSAET 5 NeT ¢ AaThbl NPOM3BOACTBA.

CpoK XpaHeHusi CTepunnM30BaHHOrO0 MaTepuana npuW YCNoBWW COGMIOAEHUS BCeX
TpeboBaHWi COCTABNAET He 6onee 6 MecsLeB.

CpoK XpaHeHWs CTepunM30BaHHOIr0 martepuana He [O/DKeH MpeBbillaTb CPOK FOAHOCTU
camMoro MejuuMHCKOro musgenus «PynoHbl M naketel EUROSTERIL gna ctepunusauum u
XpaHeHWs MegULUHCKUX U3LENNI».

MHCTPYKUWNA no MPUMEHEHWIO
PynoHbl n naketel EUROSTERIL gna ctepynmsaumm v XpaHeHUS: MEANLVHCKNX U3AeNnii

[MevaTs: [’°3pkKone Jleononbao an dpaHyecko * Hotapuyc r. BuueHua] CrtpaHuua 16 3 16
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[Fep6oBas mapka: 16,00 eBpo
WECTHAALLATbL/00

MWHUCTEPCTBO 3KOHOMUKN N (PMHAHCOB
ATEHTCTBO NO Hanoram u céopam
LWTtpux-koa: O 119019376 048 9]

[MeyaTb: O4°3pKone Jleononbao an ®paHyecko* Hotapuyc r. BuyeHua]

[Fep6oBas mapka: 16,00 eBpo
WECTHAALLUATbL/00

MUHNUCTEPCTBO 3KOHOMMUKN N (PMHAHCOB
ATEHTCTBO NO Hasforam u coéopam
LWTpux-kog: o 1 19 019376 049 1]

[Fep6oBas mapka: 16,00 eBpo
LWECTHAALATBL/00

MUWHNCTEPCTBO 3KOHOMUKN U (hMHAHCOB
ATeHTCTBO N0 Hasoram u céopam
LWTpux-kog: o 1 19 019376 050 3]

[MevaTsb: A, Opkosne Sleononbfo an ®paHyecko* Hotapuyc r. BuyeHua)

[Fep6oBasi mapka: 16,00 eBpo
LUECTHAALATbL/00

MWHUCTEPCTBO 3KOHOMMKMN N PUHAHCOB
ATEHTCTBO N0 Hanoram n cbopam
Wtpux-kog: 0 1 19 019376 051 4]

[MeuyaTs: [’3pkKone Jleononbao an ®paHyecko * HoTapuyc r. BuyeHua]
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[Fep6 U TaubsaHcKoi Pecnybnuku]

HoTapuansHas koHTOpa/ Spkone

A, Hwxenognucaswwuiicas poktop JIEOMO/AbAO A’SPKOMIE (LEOPOLDO
D’ERCOLE), HoTapuyc, npoxuBawuwmuii B T. BuyeHua, 3apermctpupoBaHHbii B PeecTpe
OO6beMHEHHbIX HOTapuanbHbIX OKPYroB BuueHua u baccaHo-genb-Ipanna, y40CTOBEPSAIO, YTO
yKazaHHOe HuXe nuuo:

a-p MOHTAHbAHW TTAOJA, poguswasca B r. BuyeHua 27 aHsapa 1968 r., B cBA3U C
3aHMMaeMol [O/DKHOCTbIO MMeeT AOMULWUANIA, 3aperucTpupoBaHHbli B . MOHTEKKbO-

MpekanbunHo (BuyeHua), ynuua genn’AptuixkaHato, 4. 7 (Montecchio Precalcino (V1), Via
deU’Artigianato n. 7);

B Ka4yeCTBe AOBEPEHHOro nuua co cneunanbHbIMM MOJHOMOYUAMWU, HaAENEeHHOro BCEMU
H606XOAMMbIMM NOJIHOMOYUAMU, 3aperucTpupoBaHHbIMU B PeecTpe I'IpeAI'IpI/IFlTI/II\/’I, KOMMNaHnn:

«EYPOHAA - C.M.A» (EURONDA - S.P.A), Haxopdweincas B r. MOHTEKKbO-
MpekanbumHo (BuueHua), ynuua genn’AptugxkaHato, 4. 7 (Montecchio Precalcino (VI1), Via
dell’Artigianato n. 7), pemecneHHas 30Ha ACTUKeNun, yCTaBHbIA KanuTtan B eBpo 175 440,00
(cTO cembecAT NATb ThICAY YeTblpecTa COPOK HO/Mb HOMb COTbIX) MO/THOCTbKO BHECEH, HOMEP
nnatenswmka HAC - Hanorosblil KOA4 W perncTpauuoHHbIi HOMep B PeecTpe npeanpuaTuii
ropoga BuueHua: 00595740242;

NMYHOCTb, @ TaKXKe KBanM(uKaLms 1 NoNHOMOUYMS KOTOPOI YA0CTOBEPEHbI MHOIA, HOTapuUyCcoM,
MpV BbIPaXXEHHOM 0TKase, C MOEro cornacus, 0T MOMOLLM B COCTAB/IEHUMN TeKCTa JOKYMEHTA,
nognucana B8 MOeM NPUCYTCTBUU NEPBbIA NNCT BbiLIENPUBEAEHHOTO JOKYMEHTA.

®apa BuuyeHTnHo (BuueHua), Bua Opturapa, g. 12 (Para Vicentino (VI), Via Ortigara
n. 12) - 15 (nATHaguaToro) Hos6ps 2019 (ABe ThicAUM AeBATHAALATOr0) roja.

[MevaTs: [°3pkone Jleononbfo an ®paHyecko* Hotapuyc r. BuueHua]

/noanuce/
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[aHHas cTpaHMLa HaMepeHHO
OCTaB/ieHa NycTol

[MeuvaTs: MpokypaTypa Pecny6nuku npn Cyae r. BuueHua]
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Anoctunb
(Faarckasa KoHBeHLus 0T 5 oKTA6pa 1961)

1. N'ocypapcteo: UTAJTNA
HacTtosauwmnii opuumanbHblii AOKYMEHT
2. nognucaH Jleononbge °3pkone
. BbICTYMalowmnm B KayecTse HoTapuyca r. BuyeHua
4. cKpenéH Ncnofib3yeMbiMKN nevaTbo/WTaMnom....

w

Y 10CTOBEPEHO

5. BT. BUYEHLA.....ccvvveecieee e 6.29.11.2019 r.

7. Mpokypatypoit Pecny6nukn r. BnyeHua

8. 3a HoMepoMm 2956/2019 B PeecTpe AnocTunei

9. Wramn/neyvatsb 10. 3am. npokypopa Pecny6anku
[-p OpunetTta KaHoBa
(Orietta Canova) /nognucs!

[MeyaTb: Mpokypatypa Pecny6nukn npu Cyge r. BuyeHua]
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MepeBoj AAHHOTO TeKCTa BbiMONHEH NMepeBoaYNKoM FAcbi6aw AHapeeM AdaHacbeBUUYEM

Poccuiickas degepaums
["opos Mocksa
[BajuaTb BOCbMOro AHBaps ABe ThICAYM ABaALATOrO0 rofa

A, Akumos [ne6 Bbopucosuy, HoTapuyc ropoga MOCKBbl, CBULETENbCTBYH MNOAMHHOCTb
noAnucy nepesogumka Acblbalw AHgpes AdaHacbesnya.
Moanuck caenaHa B MOEM NPUCYTCTBUN.
JlnyHocTb NoanucasLlero JOKYMeHT yCTaHOoB/EHa.
3aperncTpuposaHo B peecTpe: N9 77/09 - H/77 - 2020 -
[lapcTBeHHO nownuHbl (no Tapudy): 100 pyo6.

LWHMe YCYyT NpaBoBOro U TexHn4yeckoro xapakTepa: 300py6.

[.b. AKumos

MpoLHyposaHo, npoHy.M) uuaHo
N CKpPenjeHo neyaThblo, nmcT(-a, -0B).

HoTapuyc:

& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU



