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tMEOFTHE DEVICE
phthalmic kits for long-term intraocular tamponade in vitreoretinal surgery:

1 RSO 006-00 ophthalmic kit: RS-OIL ECS 1000 cS silicone oil, viscosity of 1000 ¢St in a 10 mL syringe;
1plunger; 1 adapter; 1 product insert, 4 labels for product traceability.

2. RSO 007-00 ophthalmic kit: RS-OIL ECS 5000 cS silicone ail, viscosity of 5000 ¢St in a 10 mL syringe;
1 plunger; 1 adapter; 1 product insert, 4 labels for product traceability.

3. RSO 010-00 ophthalmic kit: RS-OIL ECS 1300 cS silicone oil, viscosity of 1300 cSt in a 10 mL syringe;
plunger; 1 adapter; 1 product insert, 4 labels for product traceability.

4. RSO 011 -00 ophthalmic kit: RS-OIL ECS 5700 cS silicone oail, viscosity of 5700 ¢St in a 10 mL syringe;
1 plunger; 1 adapter; 1 product insert, 4 labels for product traceability.

5. RSO 013-00 ophthalmic kit: RS-OIL ECS 2000 cS silicone oail, viscosity of 2000 cSt in a 10 mL syringe;
1 plunger; 1 adapter; 1 product insert, 4 labels for product traceability.

INTENDED USE OF THE MEDICAL DEVICE

Kits for long-term intraocular tamponade are used in ophthalmic surgery. Silicone oil in-cluded in the kit is
used as a replacement of the vitreous body and for intraocular tamponade in cases of retina! detachment.
The oil can be injected intraocularly for up to 2 months.

According to international literature, practicing eye surgeons disagree on the maximum period of eye
exposure to the oil. The eye exposure period is determined by the surgeon subject to assessment of the
anatomical effect achieved. According to research studies (articles), eye exposure to the silicone oil for
more than 2 months is not recommendable; however, based on patient's interests, the physician may
increase the tamponade period. Emulsification is an absolute indication for removal of the silicone oil.

INFORMATION ABOUT INTENDED USERS OF THE MEDICAL DEVICE
Ophthalmic surgeons performing ophthalmic surgeries.

CONDITIONS OF USE
Solutions are used in the settings of health care institutions only.
Operating conditions: temperature range from +15“C to +32°C; 20 - 65% humidity.

INDICATIONS FOR USE

The kits are used in ophthalmic surgeries for:

- intraocular hemorrhage when rebleeding can be expected.

- long-term tamponade in vitreoretinal surgeries for patients with primary or recurrent reti-nal detachment
complicated by retinal perforation, large retinal tears or proliferative vitre-oretinopathy, cytomegalovirus
retinitis;

- prevention of the need to maintain face down posturing, especially in pediatric patients, patients with
mental and physically disabilities;

- early rehabilitation of vision in comparison with other methods.

- enabling airborne transport or climbing after surgery for retinal detachment, since atmos-pheric pressure
change may cause recurred detachment, the risk of which is minimized when using the silicone oail.

OPERATING INSTRUCTIONS
Make sure the packaging is intact.

Take the syringe out of the package.

For manual injection: Remove the adapter (1) rotating it counter-clockwise; screw the plunger (2) into
the rubber stopper of the syringe (3).

For injection via mechanical/automated systems: remove the plunger (2) and rotate the adapter (1)
clockwise to firmly secure it onto the syringe; connect the syringe to the mechanical/automatic system.
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N. Prot. 43426/2020
N. Prog. 1340/2020

CAMERA 01 COMMERCTtO. tNDUSTRIA. ARTIGIANATO E ACRICOLTURA 01 PAOOVA
PAOOVA CHAMBER OF COMMERCE. INDUSTRY, HANDICRAFTAND AGRICULTURE

In refazione allistanza agll atll, resa dal filolare/legale rappresentante/procurafore
dell'impresa. si certifica che tl medesimo ha poteh di firma su alti e dichiarazlonl dellimpfesa
a valere per I'estero.

In relation to the instance on record made by the proprietor/legal representative/attomey of
the enterprise, we certify that the said applicant is a duly authorized signatory for any
documents and acts to be used in trade with foreign countries.

Firma/Signature: P. IL SEGRETARIO GENERALE
Il Funzionario Delegate

Germana Fattore n

PAOOVA, 28/09/2020
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WHEN USING PERFLUORO-N-OCTANE OR PERFLUORODECALIN DURING A SINGLE
SURGICAL PROCEDURE, FLUID/AIR EXCHANGE SHOULD BE PERFORMED PRIOR TO
INJECTION OF THE SILICONE OIL TO ENSURE THE COMPLETE REMOVAL OF
PERFLUOROCARBONS.

Inject the silicone oil in accordance with the common medical practice. Remove any residues of the

silicone oil. Remove the silicone oil from the patient's eye upon reaching the satisfactory results and
dispose as the general sanitary waste.

TECHNICAL SPECIFICATIONS

Specifications of RS-OIL ECS 1000 cS silicone oil, viscosity of 1000 cSt, included into RSO 006-
00 ophthalmic kit

Specifications of RS-OIL ECS 1000 cS silicone oil, viscosity of 1000 cSt,
included into RSO 006-00 ophthalmic kit

Iltem Standards

Composition Silicone oil (polydimethylsiloxane)
Appearance Clear, free of foreign matter
APHA color < 15

Refractive index at 25°C 1,4013-1,4053

Viscosity mm”/s (cSt) at 25@C 950-1050

Specific gravity (g/cm”) at 25°C 0,967-0,975

Phenolic compounds (absorption in the UV 0,0-0,2

spectrum in the range of 250 - 270 nm)

Volatile content % 0,10-0,30

Volatility, % max. 0,1

Identification with infrared spectrophotometry Passed

Purity, % (active ingredient content) 100%

Heavy metals ppm <5

Surface tension, mN/m

Interfacial tension, mN/m

Acidity, mL NaOH 0.01 N

Acid value (with 0.01 n KOH) mg KOH/g
Spectral transmission range, nm
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21,2 - 21,5 against air
40 - 44 against water
0,10-0,15

<0,019

300-1100



)ecifications of RS-OIL ECS 5000 cS silicone oil, viscosity of 5000 cSt,

item Standards

Composition Silicone oil (polydimethylsiloxane)
1 Appearance Clear, free of foreign matter

APHA color <15

Refractive index at 25°C 1,4013-1,4053

Viscosity mm*/s (cSt) at 25°C 4750 - 5250

Specific gravity (g/cm”®) at 25"C 0,967-0,975

* Phenolic compounds (absorption in the UV spectrum <0,20
in the range of 250 - 270 nm)

Volatile content % 0,10-0,30

Volatility, % max. 0,1

Identification with infrared spectrophotometry Passed

Purity, % (active ingredient content) 100%

Heavy metals ppm <5

Acidity, mL NaOH 0.01 N 0,12-0,15

Acid value (with 0.01 n KOH) mg KOH/g <0,019

Surface tension, mN/m 21,2-21,5 against air
Interfacial tension, mN/m 40 - 44 against water
Spectral transmission range, nm 300-1100

Specifications of RS-OIL ECS 1300 cS silicone oil, viscosity of 1300 cSt, included into

Iltem Standards

Composition Silicone oil (polydimethylsiloxane)
Appearance Clear, free of foreign matter
APHA color <15

Refractive index at 25°C 1,4013- 1,4053

Viscosity mm”/s (cSt) at 25°C 1235-1365

Specific gravity (g/cm”?) at 25"C 0,967-0,975

Phenolic compounds (absorption in the UV spectrum < 0,20
in the range of 250 - 270 nm)

Volatile content % 0,10-0,30

Volatility, % max. 0,1

Identification with infrared spectrophotometry Passed

Purity, % (active ingredient content) 100%

Heavy metals ppm <5

Surface tension, mN/m 21,2-21,5 against air
Interfacial tension, mN/m 40 - 44 against water
Acidity, mL NaOH 0.01 N 0,12-0,15

Acid value (with 0.01 n KOH) mg KOH/g < 0,019

Spectral transmission range, nm 300-1100
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Specifications of RS-OiL ECS 5700 cS silicone oil, viscosity of 5700
included into RSO 011-00 ophthalmic kit

Item N Standards
Composition Silicone oil (polydimethylsiloxane)
Appearance .
Clear, free of foreign matter

APHA color <15
R.efrac?uve index at 25°C 1,4013- 1,4053
Viscosity mmz2/s (cSt) at 25°C 5415-5985

o , R
Specific gravity (g/cm”) at 25X 0.967-0.975

Phenolic compounds (absorption in the UV spectrum  _ 0,20
in the range of 250 - 270 nm)

Volatile content % 0,10-0,30
Volatility % max. 0,1

Identification with infrared spectrophotometry Passed

Purity, % (active ingredient content) 100%

Heavy metals ppm <5

Surface tension, mN/m 21,2 -21,5 against air
Interfacial tension, mN/m 40 - 44 against water
Acidity, mL NaOH 0.01 N 0,10-0,15

Acid value (with 0.01 n KOH) mg KOH/g <0,019

Spectral transmission range, nm 300-1100

Specifications of RS-OIL ECS 2000 cS silicone oil, viscosity of 2000 cSt,
mcluded into RSO 013-00 ophthalmic kit

[tem
N Standards
Composition . . . .
Silicone oil (polydimethylsiloxane)
Appearance i
Clear, free of foreign matter
APHA color
< 15
Refractive in t2
efractive index at 25®C 1,4013-1,4053
. . N o
\S/lsco?_lty mm Is (<;St)Aat 252 5Cx 1900-2100
t t
pecific gravity (g/lcm”?) a 0.967-0,975

Phenolic compounds (absorption in the UV spectrum  _ g5
in the range of 250 - 270 nm) '

V,iz - U 10
Acid value (with 0.01 n KOH) mg KOH/a <0.019
Spectral transmission range, nm 300-/1100

sterilization
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iOIL ECS medical devices are sterilized according to 1ISO 17665-1 Sterilization of health care products
oist heat - Part 1. Requirements for the development, validation and routine control of a sterilization
,cess for medical devices. Sterilization of the medical devices is conducted by means of steam
lerilization in an autoclave. The applied method is an overkill approach which ensures that sufficient
Nality is achieved during the cycle. Confirmation of the lethality of the process is ensured by
Jhermometric measurements and inactivation of Biological Indicators located inside the sterilizer load. The
sterility assurance level (SAL) is 10-6 or higher.
Re-sterilization of the kits is not applicable.

A"Hprhe primary packaging for RS-OIL ECS 1000 cS, RS-OIL ECS 5000 cS, RS-OIL ECS 1300 cS,
,  RS-OIL ECS 5700 cS and RS-OIL ECS 2000 cS silicone oil is syringes.
| Syringe filling volume: 10.0 mL + 0.1 mL

The weight of a syringe with the silicone oil RS-OIL ECS 1000 ¢S, RS-OIL ECS 5000 cS, RS-OIL
ECS 1300 cS; RS-OIL ECS 5700 cS; RS-OIL ECS 2000 cS is 26.73 g = 0.2 g.

Syringes are supplied clean, sterile, verified to be endotoxins-free and ready-to-use.

Syringes are supplied with certificates of conformity and are subject to incoming quality control
conducted by Product Safety Specialist of AL.CHI.MI.A. S.R.L.

Syringes are sterilized by the X-ray method and the sterility period is 24 months; during this
period the syringes must be filled with the silicone oil. After filling, the final product is re-sterilized
by autoclaving.

Materials for syringes manufacturing

Description Material _ _ _ _
Luer-lock syringe with: CQC (cyclic olefin copolymer), is compliant
with Ph. Eur.

TOPAS 6013, manufactured by Topas
Advanced Polymers GmbH, Germany

Plunger Polypropylene Bormed HD 810 MO,
manufactured by Borealis AG, Austria
Brombutyl Datvtfyler FM 257/2, manufactured
Plunger stopper

by Datwyler Pharma Packaging Deutschland
GmbH, Germany

Ti Brombutyl Datwyler FM 257, manufactured
P cap by Datw/yler Pharma Packaging Deutschland
GmbH, Germany

: Polycarbonate Lexan HP 4REU
Adapter with: . ! .
dapter wi manufactured by Sabic Innovative Plastic,
Saudi Arabia
. . Viton, manufactured by DuPont, USA.
Sealing ring - _
. Silicone MED 4159, manufactured by NuSil
Lubricant

Technology LLC, USA

The secondary packaging for silicone oil syringes is a st™'fA*le peel-off pouch nia”™ of
PET12/PP40 and medical grade paper Eline, manufactured by E-Lme Sri, Italy. Pouches do
mt have an adhesive layer as they are subject to thermal sealing. No adhesive materials are
used. No adhesive defects. Width seal is 13+3 mm. Opening force, maximum 30 N.
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Eline medical-grade paper specification %

Density: 60 £1.8 g/m”, A
Longitudal tension strength: 6.4 +0.2 kN/m; ‘éﬂ‘
Transverse tension strength: 3.4 £0.1 kN/m; @e

Thickness: 83.0 - 2.5 um;
Air permeability: 11.4 +0.3um;
Longitudal rupture strength: 600 £18mN
Transverse rupture strength: 650 =19 mN

PET12/PP40 peel-off pouch specification
Thickness: 52 +1.5 um;
Oxygen permeability: 02-125 +3.7 cm3/m2/24h

Name of the kit Dimensions of the peel-off pouch,
length Xwidth £ 5 mm
RSO 006-00 ophthalmic kit: RS-OIL ECS 1000 cS
silicone oail, viscosity of 1000 ¢St in a 10 mL

syringe; 1 plunger; 1 adapter; 1 instruction for use, 250 mm x 100 mm
4 labels for product traceability.

RSO 007-00 ophthalmic kit; RS-OIL ECS 5000 cS
silicone oail, viscosity of 5000 cSt in a 10 mL

syringe; 1 plunger; 1 adapter; 1 instruction for use, 250 mm x 100 mm
4 labels for product traceability.

RSO 010-00 ophthalmic kit: RS-OIL ECS 1300 cS

silicone oail, viscosity of 1300 cSt in a 10 mL

syringe; 1 plunger; 1 adapter; 1 instruction for use, 250 mm x 100 mm
4 labels for product traceability.

RSO 011-00 ophthalmic kit: RS-OIL ECS 5700 ¢S
silicone oil, viscosity of 5700 ¢St in a 10 mL

syringe: 1 plunger; 1 adapter; 1 instruction for use, 250 mm X 100 mm
4 labels for product traceability.

RSO 013-00 ophthalmic kit: RS-OIL ECS 2000 ¢S
silicone oil, viscosity of 2000 ¢St in a 10 mL

syringe; 1 plunger; 1 adapter; 1 instruction for use,
4 labels for product traceability. 250 mm x 100 mm

Te,%?oomer packaging of the kits is a cardboard box. Dimensions of the cardboard boxes are given in the

Name of the kit Dimensions of the outer packaging
(cardboard box), length x width x height + 5
mm
RSO 006-00 ophthalmic kit: RS-OIL ECS 1000 ¢S
silicone oil, viscosity of 1000 ¢St In a 10 mL
syringe; 1 plunger; 1 adapter; 1 instruction for use,
4 labels for product traceability. 150 mm X100 mm x 35 mm

RSO 007-00 ophthalmic kit: RS-OIL ECS 5000 cS
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silicone ail, viscosity of 5000 ¢St in a 10 mL syringe;

1 plunger; 1 adapter; 1 instruction for use, 4 labels 150 mm x 100 mm x 35 mm
for product traceability.

RSO 010-00 ophthalmic kit: RS-OIL ECS 1300 cS
silicone ail, viscosity of 1300 cSt in a 10 mL syringe;

1 plunger; 1adapter; 1 instruction for use, 4 labels 150 mm x 100 mm x 35 mm
for product traceability.

RSO 011-00 ophthalmic kit: RS-OIL ECS 5700 ¢S
silicone ail, viscosity of 5700 ¢St in a 10 mL syringe;

1 plunger; 1 adapter; 1 instruction for use, 4 labels 150 mm X 100 mm x 35 mm
for product traceability.

RSO 013-00 ophthalmic kit: RS-OIL ECS 2000 cS
silicone ail, viscosity of 2000 cSt in a 10 mL syringe;

1 plunger; 1 adapter; 1 instruction for use, 4 labels 150 mm x 100 mm x 35 mm
for product traceability.

HANDLING PRECAUTIONS

« Do not use if packaging Is opened or broken.

* Expiration date is indicated on the device label. Do not use after expiration date.
* Do not shake or mix with other substances.

« For single-use only. Do not re-sterilize. The use or sterilization of disposable devices may result in cross-
contamination.

* Prior to injection, release approximately 0.5 ml of silicone oil and make sure that the rubber stopper slides
well into the syringe.

« Before using, perform fluid/air exchange to ensure the complete removal of perfluorocarbons.

* Prior to injection of the silicone oil, make sure there are no retinal holes or tears that can absorb the
silicone oil. Avoid contact between the silicone oil and the corneal endothelium.

« During the injection, ensure that the substance is not absorbed in the areas of retinal tears.

* The device should be used only by qualified personnel in the settings of operating room of the health care
institution. Any residues should be disposed as general sanitary waste. In case of unintentional damage or
spillage prior to or during the surgical procedure, the spilled liquid should be cleaned up with the inert
material, placed in a plastic container and disposed as prescribed by the applicable procedures.

» Empty packaging should be disposed as prescribed by the applicable regulations.

CONTRAINDICATIONS

« Silicone ail is a relatively inert substance, however it is not recommended for patients with hypersensitivity
to silicone ail.

« Silicone oil is contraindicated for patient with pseudophakic eyes having silicone intraocular lenses or for a
permanent replacement of the vitreous body.

SIDE EFFECTS

» Temporary elevated intraocular pressure; hypotension; glaucoma; cataract may occur after surgery.

* Penetration of silicone oil into the anterior chamber of the eye may lead to corneal swelling or opacity;
emergence of Descemet’'s membrane folds; corneal decompensation.

Keratopathy.
LABELLING
The following symbols are used on the label:
Symbol Definition
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Manufacturer

ul
-
-

€ Indicates that the device complies with the requirements of the
European Medical Devices Directive
A Read the instructions for use before any operation
STERILE[{] Indicates sterilization of the medical device by steam or dry heating

Do not use if package is damaged

‘—! Read the instructions for use before any operation

t This side up
am
Fl'%ﬁ ; Do not re-sterilize
@ Latex free
Catalogue number
For single-use only

@ n Environmentally friendly disposal
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( Apyrogenic

SUPPLY PACKAGE for RSO 006-00; RSO 007-00; RSO 010-00; RSO 011-00; RSO 013-00 ophthalmic

(instructions for use).

™  kte hansported at the temperature ranges from -40“C to -40“C and humidity 0" Shorh

term deviations from the specified temperature range do not have a significant effect on the stability of

Tf~eNpaokaging integrity is maintained during normal loading and transportation procedures, preserving the
Sterility of the device.

oThraM c*kte”orTerfvT n*of the anterior chamber volume during °P«halmic surgeries are
Mro* ded to be stored at room temperature .18»C to .27"C and 20-650/,, humidity and kept away from
the direct sunlight. Do not freeze. Fragile.

Shelf life:

RSO 006-00 ophthalmic kit: RS-OIL ECS IUOO

¢S silicone oil, viscosity of 1000 cStina 10 m|

syringe; 1 plunger; 1 adapter; 1 instruction for

use, 4 labels for product traceability. 3years

RSO 007-00 ophthalmic kit: RS-OIL ECS 5000
¢S silicone oil, viscosity of 5000 ¢St in a 10 mL
syringe; 1 plunger; 1 adapter; 1 instruction for
use, 4 labels for product traceability. 3years
RSO 010-00 ophthalmic kit: RS-OIL ECS 1300
¢S silicone oil, viscosity of 1300 ¢St in a 10 mL
syringe; 1 plunger; 1 adapter; 1 instruction for
use, 4 labels for product traceability. 3years
RSO 011-00 ophthalmic kit: RS-OIL ECS b/UU
¢S silicone ail, viscosity of 5700 ¢St in a 10 mL
syringe; 1 plunger; 1 adapter; 1 instruction for
use, 4 labels for product traceability. 3years
RSO 013-00 ophthalmic kit: RS-OIL ECS 200U

¢S silicone oil, viscosity of 2000 ¢St in a 10 mL

syringe; 1 plunger; 1 adapter; 1 instruction for 3years
use, 4 labels for product traceability.
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WASTE DISPOSAL

Materials and tools, objects contaminated with blood and/or other biological waste. i

MANUFACTURER’S WARRANTY

COMPLAINTS

g laints forth? %uallty ?ft medica Ide vic sh uld be referred to- LLC “IRIS-M”, 13, Marshal
ilevskogo str., build office 30, 21, 123 83
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HO Maypo Bbekkapo (Mauro Beccaro)

"  1a 23-09-2020
To

/Mopanuce/
/Mognuce)
Vima oTBeTCcTBEHHOro nuua: Maypo Bekkapo (Mauro Beccaro)

LTamn

KN.MNA C.p.n.
Bnane Ayctpua, 14
35020 MoHTe-CaH-Hukono (nposuHumua Magys)
Ten. 049.8952074 - dakc 049.8962071
Cuet nnatenbwmka HOC: 00033370282

WNHCTPYKUUSI NO NPYMEHEHMUIO:
Habopbl 0 TaIbMONOTMUYECKNE ANS gonrocpounon UHTPAOKYNAPHON TamnoHabl B

BUTPEOPETUHASIbHOW xupyprun

MpounssoguTens:
Al.KN.MN.A. C.P.J1., NTtanns

Habopbl opTasibMonornyeckme ais Ao/roCpoYHON MHTPAOKYNSPHOWN
TaMmrnoHaabl B BUTPEOPETUHASIBHON XUPYPIrun
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Ne npoTokonia 43426/2020
Ne n/n 1340/2020

TOPIOBO-MPOMbBILWAIEHHAS, CE/IbCKOXO3ANCTBEHHAS I PEMEC/IEHHAS MAJIATA
NALYW

OTHOLLUEHUN 3aperucTpupoBaHHOro cnyyas, cAeslaHHOro Bnajensuem/npencrasutenemM
KOMMaHUn/goBePEHHbIM TNLOM KOMMAHUN, Mbl NOATBEPXAAEM, UTO YKa3aHHbIA 3asBUTENb
ABNAETCA [O/DKHBIM 06pa3omM YyNOSTHOMOYEHHbIM SINLOM, MMEKLWMM NpaBo Ha COBepLUeHne
aencTeunii u noanucaHmne nobbIX 4OKYMEHTOB, KOTOpbie GyAYyT UCNO/Mb30BaTbLCS B TOProB/ie C

3apy6exHbIMK CTpaHamu.

3a NMABHOI'O CEKPETAPH
YNO/THOMOUYEHHbLIN COTPYAHWK
MuTtono JomeHunko (Mitolo Domenico)

/Mopnucek/

/MeyaTb: TOProBo-NPOMbILL/IEHHASA, CENbCKOXO3SIMCTBEHHAs U pemecneHHas nanaTa NALQYW/

NAOYA, 28/09/2020
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HVUMEHOBAHVE V3OENNA

|b6opbI 0hTasibMoIOrM4yeckme oasa 4OAroCPOYHONM MHTPAOKYISPHOM TaMnoHaabl B
MTpeopeTnHasIbHOM XUpYpPruu:

[ Ha6op odranibmonormnyecknii RSO 006-00; macno cunmkoHoBoe RS-OIL ECS 1000 cS, BsiskocTb 1000
cCr B wnpuue 10 mn; 1 noplueHs; 1 agantep: 1 NMNCTOK-BKIAAbIW, 4 STUKETKU ANA NPOC/1EXNBAEMOCTU
n3penvs.

2. Habop opranbmonormdeckmin RSO 007-00: macno cunmkoHoBoe RS-OIL ECS 5000 cS, BsskocTb 5000
cCT B wnpuue 10 mn; 1 nopiieHb; 1 agantep; 1 AUCTOK-BKNaAbIW, 4 3TUKETKN AN1A MPOC/IEXNBAEMOCTH
aenvs.

3. Ha6bop ochtansmonormyecknii RSO 010-00: macno cunmkoHoBoe RS-OIL ECS 1300 ¢S, BsskocTb 1300
cCt B wnpuue 10 mn; 1 nopweHb; 1 agantep: 1 NNCTOK-BKNaAbIW, 4 3TUKETKN A1 MPOC/eXnBaemMoCcTu
n3genus.

4. Habop oprasibmonornyeckmin RSO 011-00: macno cunimkoHoBoe RS-OIL ECS 5700 cS, BaskocTb 5700
cCt B wnpuue 10 mn; 1 nopweHb; 1 agantep; 1 NNCTOK-BKNaAbIW, 4 3TUKETKN A1 NPOC/exXnBaemMocTu
n3penus.

5. Habop odpranibmonoruyeckunii RSO 013-00: macsio cunmnkoHosoe RS-OIL ECS 2000 cS, BsA3KocTb 2000
cCt B wnpuue 10 mn; 1 nopweHb; 1 agantep: 1/MCTOK-BKIaApbIW, 4 3TUKETKM 19 NPOC/eXnBaemMoCTu
n3genus.

HA3HAYEHVE MEJNUNHCKOIO U3AEJTINA.

HabGopbl ANsi AONTOCPOYHONM MHTPAOKYNSIPHOV TaMnoHadbl NPUMEHSTCA B ohTanibMOXM-pyprun. Macro
CW/IKOHOBOE, BXOZsLLee B Habop, WCMosib3yeTcs B KayecTBe 3aMEHWTEsIss CTEK/I0BMAHOIO Tena v ans
BHYTPUrIasHoi TaMrnoHadbl B Clydyasix OTC/OWKM ceTyaTku. B 3aBMCUMOCTM OT CTENeHW BSA3KOCTW, ero
MOXHO BBOAWTb BHYTPb [/1a3a Ha MaKCUMaJlbHbIA CPOK 0 2 MECSILIEB.

Mo AaHHbIM MMPOBOIA NUTEPATYPbl, €ANHOTO MHEHUS MO NOBO/Y MaKCUMa/IbHOTO CpoKa

HaXOXAEHNs Macna B rnasy y NpakTUKYOLLIMX XUPYypProB-ohTasibMo1oroB HeT. Cpok

HAXOX/AEHUS B rfasy OnpeaesnsieTcs XMPyproM Ha OCHOBAHWUM OLEHKU AOCTUKEHWUS aHATOMUYECKOro
acpcpekTa. Mo AaHHLIM HayuHbIX MCCNEAoBaHWiA (cTaTeli) HaxoXAeHWe CUMKOHOBOrO Macsa B riasy
fonee 2x MecsileB HelleniecoobpasHo, OfIHAKO [OKTOP WCXOAS W3 MHTEPecoB MNalMeHTa, MOXET
YBE/IMUATL CPOK TaMMoHadpbl. OMyfbrauusi SBMASETCS abCOMOTHLIM MOKasaHWeM ANs  yAaieHus
CWIMKOHOBOTO Macria.

NHPOPMALINA O MOTEHUMAJIbHBbIX MOTPEBUTENAX MEAVUMNHCKOIO N3OENNA
Xvpypru-opTasibMosior, NpoBoAsiLive 0dTasIbMOIOTMYECKME ONEPALIMN.

OnucaHuve ycTpoiicTBa

RS-OIL ECS npeactaBnsieT coboi cTepuiibHOoe meauumHckoe magenve n3 100% CuinmkoHOBOro macna
(nonnaMMeTUNCUNOKCaH), He CoAepXallee NMpPoreHos, ¢ BA3KocTbio 1000, 1300, 2000, 5000 n 5700 cCr.
CuvnnkoHOBOE Macs/io NOCTaBNSIETCS B COCTaBe Habopa B wwinpuuax oobemom 10 mn ¢ 1 nopuwHewm; 1
afanTepoM, WHOMBUAYa/IbHO YMakoBaHHble B MakeTbl W KapTOHHYK KOPOOKY, KOTopas COAEPXUT
MapKMPOBKY A1 NPOCNEXMBAEMOCTH, a TaKKe BKNablll YNaKoBKU.

MexaHn3m aencTBusi

3(be6KT TamMnoHagbl CU/IMKOHOBbLIX MacCesl CBA3aH C UX CbVI3VI‘-IeCKVIMVI CBOWCTBaMM: npn BBEOEHNN B
BUTpEeas/ibHYI0O NOJ1I0CTb, CW/IMKOHOBOE MacC/10 nogaepxXmBaeTt CKpensieHne cetdatkm n NUIrMeHTHOro
ANUTENTINA ceTyaTKN.

ycnosuma nPUMEHEHUA

Habopbl NpuUMEHAOTCA B YC/I0BUSAX OQTa/IbMOJSIOTMYECKUX OTAENEHUA Xupypramu-ogptasibMosioraMmu.

Ycnosus npumeHeHus: Temnepatypa ot +15”"C go +32°C; snaxHocTtb 20 - 65%.

B xope odTanbmonornyeckor onepauuy CUIMKOHOBOE Mac/io BBOAWUTCA BHYTpPb [flasa U npu

nocneayowemM HaxoXaeHn B HEM COXPaHsieT CBOM CBOMCTBa Mpu Temnepatype oT +32RC go +42°C wu
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OKA3AHVA K NMPUMEHEHO MEANUMHCKOIO N3LENNA.

~GOpbl NPUMEHSIKOTCS NPV OPTA/TLMOJIOTMYECKMX OMnepaumsix no noBoay:

reModpTasibMa, Korfa cyLiecTByeT BEPOATHOCTb NOBTOPHOTO KPOBOTEUEHNSI.

B KQuecTBe [/INTEe/IbHOV TaMnoHazbl MpU BUTPEOPETUHA/IbHBIX Onepauyusix B NauyyeHTax C nepBUYHbLIM
TV1 MOBTOPHbIM OTC/T OEHWEM CeTyaTKM, KOTOpOe OC/IOXKHEHO nepdopauyeli cetyatku, GOMbLIMMK
paspblBamn CeTYaTKN UM NPONGEPATUBHOV BUTPEOpETUHONATNEN, LMTOMEra/IOBUPYCHOM PETUHUTE;

B /15 NPeAoTBpaLLeHNs HeOBGXOAMMOCTY NOAAEPXMBATb MO3ULUMIO «IULOM BHM3», OCOGEHHO B Crlyyae
[eTeld, NauneHToB C YMCTBEHHOW OTCTaNIOCTbi0 U on3nYeckn AedeKTUBHBIX NaLNEHTOB;
- NPV paHHeli peabunTauumn 3peHunsi, Npu CPaBHEHUN C APYTIMA MEeToLaMW.

11 BO3MOXHOCTW MepemelLieHrst Mo Bo3AyXy WM BOCXOXAEHWS HA BbICOTbI MOC/E onepauun no nosogy
OTC/IOMKN CeTHYaTKN, NMOCKO/IbKY NP N3MEHEHUM aTMOCEPHOrO [aBNEHNST BO3MOXHbI PELMANBLI OTC/IONKMY,
PVCK KOTOPOI MUHUMWU3UPOBAH NpW NPUMEHEHUI CUNMKOHOBOTO Macna.

YKA3AHWA MO NCMOMb3OBAHUIO
Y6eautech, UTO ynakoBKa He MoBpexXaeHa.

3Bnekute wnpuvy, U3 naketa.
Ona BBefeHna BpyyHyt: CHumute agantep (1), noBepHyB ero NpoTVB YAaCOBOI CTPENIKUN; BKPYTUTE
nopLueHb (2) B pe3uHoByto Npoobky wnpuua (3).

[na BBefeHnsa Npy NoMoLWmM MexaHnyeckoi/aBToMaTnyecko CUCTEMbI: BbIGPOCLTE MOPLUEHDb (2) U
nosepHuTe agantep (1) No 4acoBoW CTpesike, YTOObI NI0THO 3aKPENUTb €ro Ha LUNPULE; NOAKIHYUTE

LUNPUL, K MEXaHUYeCKo/aBTOMaTUYeCKOn cucteme.

NMeEPEL I/IH'I:>EKLI,I/IEI7I BbIMYCTNTb NMPUBTN3NTENIBHO 0,5 M/1 CUJTIMKOHOBOIO MAC/TIA
YBEONTBLCA B TOM, UTO PE3VMHOBAA MNMPOBKA (3) XOPOLWIO MPOCKAJ/Ib3bIBAET B LUMPKL,.
MPN NCMNOMb30OBAHNIN TEP®TOP-H-OKTAHA NIV MEP®TOPAEKAJIMIHA B OLI,HOVI N TOW XXE
OMEPAUMW, TMEPEL I/IH'bEKLI,I/IEI7I CNNIMKOHOBOIO MACJIA NMPOBEONTE )KI/I,CI,KO-BOS,EI,YLLIHbIVI
OBMEH, YTOBbl OBECINEYNTb MNOJIHOE YOANEHUNE NMEP®TOPYINTIEPOLOB.

BBOAUTE CM/IMKOHOBOE MAcC/1I0 B COOTBETCTBUM C OGLLENPUHSTON MeAVLIMHCKOV NpakTuKoi. Yaanute
OCTaBLLIEECS CU/IMKOHOBOE Mac/o. Mo AOCTMXKEHUW Y0BEeTBOPUTENbHbIX Pe3ybTaToB, yaa/nuTe

CU/IMKOHOBOE Macsio U3 r/iasa nauveHTa, v yTUIn3npyiiTe kak caHUTapHble OTXOApI.

13BneyeHre CMIMKOHOBOTO Mac/ia BO3MOXHO MPU MOMOLLY pa3/iMuHbIX METOAVK. PelleHne 0 NpUMEeHEHNN
TOW WM MHOV METOAVKN NMPUHUMAET XUPYPr, PYKOBOACTBYSICb MHTEPECAMU MauyeHTa.
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XHNYECKNE XAPAKTEPUCTUKIN

/pakTepuUCTMKn mMacna cunmkoHosoro RS-OIL ECS 1000 cS, BAskocTb 1000 cCt, BXogsuwero B
ctaB Habopa ohTasibmosiorndyeckoro RSO 006-00
ACTBOpP XapaKTepucTukm macna cuiankoHoBoro RS-OIL ECS 1000 ¢S, BsskocTb 1000 cCr,
/xopswero B coctaB Habopa odtanibmosiormdeckoro RSO 006-00

MNoka3zartesnb Hopwmbl
Cocras CunnnkoHoBOE machno
(nonnanmeTUncnNoKcaH)
BHewHnin Bng Mpo3payHoe, 6e3 NOCTOPOHHUX BK/OYEHUIA
LiBeTHOCTb no wkane APMA <15
AToka3aTtenb npenomseHud npu 25 ®C 1,4013- 1,4053
BsaskocTb Mm2/c (cCT) npu 25°C 950- 1050
YpaenoHblii Bec (r/cm™) npu 25°C 0.967 - 0,975
deHoNbHbIE coegnHeHNA (NornouieHne B YO 0,0-0,2
cnekTpe B AnanasoHe 250 - 270 HM)
NeTyune coepgnHeHnsa, % 0,10-0,30
Netyuectb, % Makc. 0,1
MoannHHOCTL MeToaoM VK cnekTpodhoToOMeTpun MpoligeHo
UunctoTa, % (cogep)aHne akTMBHOro uHrpegmenta) 100%
Taxenole meTanibl ppm <5
MoBepXHOCTHOE HaTsXeHue, MH/Mm 21.2 - 21,5 Ha rpaHuLe c BO34yXOM
MexdgasHoe HaTsxeHne, MH/m 40 - 44 Ha rpaHuue c BOAOW
KucnotHocTb, mn NaOH 0,01 N 0,10-0,15
KucnoTtHoctb (c 0.01 H KOH) mr KOH/r <0,019
Jnana3oH cnekTpasibHOro NPOnyckaHus, HM 300- 1100

Xapaktepuctuku macna cunmkoHosoro RS-OIL ECS 5000 cS, Baskoctb 5000 cCrt, Bxogsuwero B

MokasaTtenb Hopmbl

CocraB CnnnkoHoBOe machno
(nonnanmeTUnCcnNoKcaH)

BHewHwnin Bug Mpo3payHoe, 6€3 NOCTOPOHHUX BKHOUYEHUN

LiBeTHOCTb no wkane APMA < 15

lMokasaTenb npenomneHus npu 25 1,4013- 1,4053

BaskocTb MMmYc (cCT) npu 25°C 4750 - 5250

YaenbHbin Bec( rlcm?) npu 25°C 0,967-0,975

®eHosbHble coeAnHeHnsa (nornoweHne B YO <0,20

cnekTpe B AnanasoHe 250 - 270 Hm)

Netyune coeguHeHns, % 0,10-0,30

Netyyectb, % Makc. 0,1

MognmHHocTb MeTogom VK cnektpochoTomeTpum MpoingeHo

UuctoTa, % (coaepxaHue akTUBHOro uHrpegueHta) 100%

Taxenole metasnbl ppm <5

KncnotHoctb, ms1 NaOH 0,01 N 0,12-0,15

KncnotHocTtb (¢ 0.01 H KOH) mr KOH/r < 0,019

MoBepxHOCTHOE HaTsaxeHue, MH/m 21,2 - 21,5 Ha rpaHuule c BO34yXOM

MexdasHoe HaTsxeHue, MH/m 40 - 44 Ha rpaHuue c Bogou

[vana3oH cnekTpasibHOro NPonyckaHusa, HM 300- 1100
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~NaKTepUCTMKU Macna cuinkoHosoro RS-OIL ECS 1300 cS, BaskocTtb 1300 cCrt, Bxoadulero B
cTtaB Habopa opTasibMosiornyeckoro RSO 010-00

|[azaTenb Hopmbl
ICras CunnkoHoBoe macno (nonuaumMeTusICUIoKCaH)
(lewHwii BnA, Mpo3payHoe, 6e3 NOCTOPOHHUX BK/IHOYE-HUN
YeTHoCTb no wkane APMA <15
bkazaTtenb npenomseHuns npn 25 °C 1,4013- 1,4053
VsizkocTb, MMYC (cCT) npu 25“C 1235- 1365
/penbHblii Bec ( r/lcm3) npun 25°C 0,967-0,975

K HONbHbIEe coeAuHeHna (nornouieHve B Y® <0,20
cnekTpe B AnanasoHe 250 - 270 HM)

NeTtyune coeguHeHunsa, % 0,10-0,30

NeTtyyectb, % Makc. 0,1

MopgnuHHOCTL MeTodoM UK MpoigeHo
cnekTpotpoTomeTpun

UunctoTta, % (copepxaHne akTMBHOIO 100%

NHTpeaueHTa)

TshKkenble metansibl ppm <5

MoBepXHOCTHOE HaTaxeHue, MH/M 21,2 - 21,5 Ha rpaHuue c BO34yXOM
MexdgasHoe HaTsaxeHne, MH/m 40 - 44 Ha rpaHuue c BOAOMN
KucnotHocTtb, mn NaOH 0,01 N 0,12-0,15

KncnoTtHocTb (c 0.01 H KOH) mr KOH/r < 0,019

JnanasoH cnekTpasibHOro nponyckaHusa, Hm  300- 1100
Xapaktepuctnkm macna cunnkoHosoro RS-Ol L ECS 5700 cS, BsiskocTb 5700 cCT, BXOASALLETO B

Moka3aTesnb HopMmbl

Cocras CunmkoHoBoe Macno (MonaAnMeTusiCUIoOKCaH)
BHewHun Bug Mpo3payHoe, 6€3 NOCTOPOHHUX BKIOYE-HUI
LiBeTHOCTb no wkKasne APMA <15

MokasaTtenb npenomneHnsa npn 25 °C 1,4013- 1,4053

BsskocTb MmYc (cCTt) npu 25°C 5415-5985

YpaenbHoeln Bec, (r/cm?) npu 25°C 0,967-0,975

®eHosbHble coeanHeHusa (nornoweHve B YO <0,20

cnekTpe B AnanasoHe 250 - 270 HM)

NeTtyune coegnHenunsn, % 0,10-0,30

NeTtyyecTtb, % Makc. 0,1

MopnnHHOCTL metoaoMm MK cnektpodotomeTpumn lMpoiigeHo

UucrtoTa, % (coaepxaHue akTUBHOIO 100%

NHrpeaneHTa)

Taxensle metanabl ppm <5

MoBepxHOCTHOE HaTsXKeHue, MH/Mm 21,2-21,5 Ha rpaHuuye c BO34yxXOM
MexdasHoe HaTsxeHue, MH/m 40 - 44 Ha rpaHuue c Bogon

KncnotHocTtb, M1 NaOH 0,01 N 0,10-0,15

KncnotHocTtb (¢ 0.01 H KOH) mr KOH/r <0,019

AnanasoH crnekTpasibHOro NponyckaHus, HM 300-1100

XapakTepuctuku macsa cumkoHoBoro RS-OIL ECS 2000 cS, BaskocTb 2000 cCt, BXOAsLWeEro B
cocTaB Habopa ogpTanbmosiorndeckoro RSO 013-00
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cKasaTe/lb HopMmbl

Cocras CnnnkoHoBOE Macsio
(mnonnanmeTnncuioKkcaH)
BHewwHWn Bug, Mpo3payHoe, 6€3 NOCTOPOHHUX BKOYE-HUI
LiBeTHOCTb No wkane APMA <15
, MokazaTtens npenomneHus npu 25 °C 1,4013- 1,4053
Baskoctb MMYcC (cCT) npu 25°C 1900-2100
YaenbHbln Bec, (r/cm™) npu 25°C 0,967 - 0,975
®eHoNbHbIE coefnHeHusa (nornoweHve B Yo <0,2
WnekTpe B ananasoHe 250 - 270 HM)
NeTyyectb, % Makc. 0,1
MoanuHHocTb MeTtogoM WK cnekTpodpotomeTpun  lNpoigeHo
UucrtoTa, % (cogepxaHune akTUBHOIO 100%
NHrpegneHTa)
Taxenole metassibl ppm <5
Netyune Bewectsa, % 0,10-0,30
MoBepXHOCTHOE HaTaXeHue, mH/m 21,2 - 21,5 Ha rpaHuue c BO34yXOM
MexdtasHoe HaTsxeHne, MH/m 40 - 44 Ha rpaHuue c BOAOM
KucnotHocTb, ms1 NaOH 0,01 N 0,12-0,15
KucnotHocTb (¢ 0.01 H KOH) mr KOH/r <0,019
[dnana3oH crnekTpasbHOro NpPonyckaHus, HV 300- 1100

Mog, TepMMHOM «4YUCTOTa» MNPOU3BOAUTESNb NOAPAa3yMEBAET COLEpPXaHWe akTUBHOrO WHrpeauneHTa.
MOCKO/IbKY aKTUBHbLIM WHIPEAVEHTOM SB/IAETCHA CW/IMKOHOBOE Macnio (NoNugumeTWICUIOKCaH), TO ero
cogepxaHue coctaBnaet 100%. BenuumHa nokasatens yunctotbl 6onee 100% BO3HWKAET MO MpUUnHE
MorpewwHocT MeTofa u3MepeHus. [Ona  unaen Tudukauum 1 KOJIMYECTBEHHOIO  OnpefesieHus
nonuanMeTWICUIoKCcaHa ucnonbdyetca mMetoq AMP u VK cnektpomeTpuu, KOTOpPbIA 3akniovaeTcs B
cpaBHeHun AMP wn/vnn UK cnekTpoB uccregyemoro obpasua co ctaHgapTom (3aBefoMO M3BECTHbIM
BELLeCTBOM, B [AAHHOM c/yyae nonvavMeTU/ICUIOKCOM, C 3apaHee M3BEeCTHbIMM napameTpamu). Ha
OCHOBaHWM CpaBHEHWs CNeKTpoB nccnegyemoro obpasua W cTaHgapTta fgenaetca  BbiBOA4 00
MAEHTUYHOCTW.

KonnuectBo uckomoro Beulectsa B obpasue (B AaHHOM cCriyyae nNOMMAMMETU/ICUIIOKCaHa) TaK Xe
onpefenseTca 0THOCUTE/IbHO CoAepXaHnsa nomanMmeTUICUIoOKcaHa B CTaHfapTe U paccunTbiBaeTcs B %
OT CTaHfapTa. YuuTbiBas 4TO norpewHocTs metoga AMP coctasnseT 3%, a B uccnegyemom obpasue
copgepxmtca 100%ii nonnauMeTUsiICUNoKCaH, B pe3ysibTaTe BbIMMC/IEHWI NONyYaeTcsl BeNn4ymMHa 60nblie
100%. Ans cylecTByioLLEro MeTo4a 310 He SAB/SieTCA NPOTUBOPEUMEM.

YMNAKOBKAONa cunukoHoBoro macna RS-OIL ECS 1000 ¢S, RS-OIL ECS 5000 ¢S, RS-OIL ECS 1300
cS, RS-OIiL ECS 5700 ¢S n RS-OIL ECS 2000 cS nepBM4YHOI YyNakoBKOW SBASKOTCA LINPULbL.OO6BEM
3anosHeHusa wnpvda: 10,0 mn £ 0,1 mn

Macca wnpuda ¢ cunmkoHosbim Macsiom RS-01L ECS 1000 cS, RS-OIL ECS 5000 ¢S, RS-OIL ECS 1300
¢S : RS-OIL ECS 5700 cS; RS-OIL ECS 2000 ¢S -26,73r+0,2r.

LLnpuubl NOCTaBNAKTCA YACTbIMU, CTEPU/IBHBIMKU, NMPOLUeALLMMU NPOBEPKY Ha OTCYTCTBME SHAOTOKCUHOB
N TOTOBbIMA K UCIMOJ/1Ib30BaHUIO.

LLnpvupl NOCTaBAAOTCA C cepTudpmkataMm COOTBETCTBUA U AB/AKOTCA NPeAMETOM BXOAALLEro KOHTPOsIA
KayecTBa, NPOBOAMMOrO CrneuuasimcToM rno 6esonacHoCT npoaykumm komnaHum AL.CHI.MILA. S.R.L.

LUnNpuupbl CTEPUNN3YIOTCA pagvauMoHHbIM METOAOM, CPOK CTEPU/ILHOCTM 24 Mecsila, B TEYEHWEe 3TOro

CpoKa LWNpuUbl JO/MKHbI 6bITb 3an0/IHEHbI CU/TMKOHOBLIM Mac/ioM. [oc/ie 3ano/IHEHNS KOHeYHoe n3gesnne

NOBTOPHO CTEPU/IM3YIOTCSI aBTOK/MABMPOBaHWEM. CpOK FOAHOCTM KOHEYHOTro wu3fenusi coctaBnsieT 36
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aTtepuasibl U3roTOB/IEHNS LUNPULOB
MaTtepuasibl U3rOTOB/IEHUS N TEXHUYECKME XapaKTEPUCTUKN LLMPULIOB

OnuncaHve MaTepuan

; Wnpwvy, Tuna J1toap-J1ok c: COC (umknuyeckuii onedMHOBBIA Cononmmep),
cooTBeTCcTBYyHOWMI EBp. Papm TOPAS 6013,

I npouseogctea Topas Advanced Polymers

GmbH, NepmaHus

MopLueHb MonunponuneH Bormed HD 810 MO,
npouseogcTea Borealis AG, ABCTpus
[[DrpaHnumnTens xoga NOPLUHA BpombyTtunkayuyk Datwyler FM 257/2,

npouseogctea Datwyler Pharma Packaging
Deutschland GmbH, NepmaHus

Konnayok HakoHeuYHuKa BpombyTunkayuyk Datwyler FM 257,

npouseogctea Datwyler Pharma Packaging
Deutschland GmbH, Nepmanus

Apanrep : Monunkap6oHaT Lexan HP 4REU, npousBoacTea
Sabic Innovative Plastic, Caygosckasa Apasus

YNNAoTHUTENbHOE KOMbLO ®TopKayyyk Viton, npoussoactea DuPont, CLUA.

Ny6puKaHT CunukoH MED 4159, npoussoactsa NuSli

Technology LLC, USA

BTopnyHOI  ynakoBkOWM ANA  WNpUMUEB C  CWIMKOHOBbIM  Macs/ioM  SBASETCSA  CTEPUIU3YEMbIiA
oTcramBaroLLMiAcs nakeT m3 nneHkn M3IT12/MMN40 n 6ymarn gna mMeauUMHCKOro npumeHeHmsa EMne,
npousBoAcTea E-Line Sri, Tanna. MNakeTbl HE NMET afre3uBHOro /104, Tak Kak NpoxXoAaT npouenypy
TEeNn/0BOro 3anamBaHWs. Hukakne KneeBble Martepuasibl He UWCMoNb3ylTcA. [edekTbl cKnenBaHus
oTCyTCTBYIOT. LUnpuHa nuHmMmM cnavikn 13+3 mMMm. Ycunave npu OTKpbiBaHuK, He 6onee 30 H.

XapaktepucTtukn bymarn ansa meauumHCKOro npumeHeHus Eline
MnoTtHocTb: 60+1,8 r/mM2;

MpPOYHOCTL Ha pacTskeHve B NPOAO/IbHOM HanpasneHun: 6,4+0,2 kH/wm;
MPOYHOCTL Ha pacTsXeHue B nonepeyHom HanpasneHun: 3,4+0,1 kH/w;
TonwuHa: 83,0+2,5 MKwm;

BosgyxonpoHuyaemocTs: 11,4+0,3 MKM;

IMpoYyHOCTbL Ha pa3pbIB B NPOA0/IbHOM HanpasaeHun: 600+18 mH;
MpoyHOCTE Ha paspbiB B NoMepeyvyHom HanpasneHun: 650+19 vH

XapakTtepuctukm nneHkn M3T12/MMN40 Eline
TonwuHa: 52+1,5 MKwm;
KucnopogonpoHvuyaemocTtb: 02 - 125+3,7 ecmVm’Y 24 y

HaumeHoBaHne Habopa Pa3mep oTcnavsatoLLierocs nakera,
Ox wx5mMm
Ha6op odhtanbmonornyecknin RSO 006-00: macno
cunmnkoHoBoe RS-OIL ECS 1000 cSt, BA3KOCTb
1000 cCrt B wnpuue 10 mn; 1 nopweHs; 1 agantep; 250 mm x 100 mm
1 VIHCTpYKUMSA NO NPUMEHEHUIO, 4 3TUKETKN OJ1A
NpocnexnBaemMocTn n3aenus.

Ha6op odtanbmonornyeckmnii RSO 007-00: macso

cununkoHosoe RS-OIL ECS 5000 cS, BA3KOCTb

5000 cCrt B wnpuue 10 mn; 1 noplieHs; 1 agantep; 250 mm x 100 um
1 NHCTPYKUMS NO NPUMEHEHNIO, 4 3TUKETKU A/1A

MpPOCNEeXNBaeMOCTN N3AeNus.

Ha6op ogptasibMonornyecknii RSO 010-00: macno
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/evnnkoHoBoe RS-OIL ECS 1300 ¢S, Ba3kocTb 1300

/cCT B wnpuue 10 mn; 1 nopweHs; 1 agantep: 1 250 mm x 100 mm
VIHCTPYKUMA MO NPUMEHEHMIO, 4 3TUKETKU ONA

NPOCNeXnBaeMoCTn N3[enns.

Ha6op ochtanbmonornyecknini RSO 011-00: macno

cunukoHoBoe RS-OIL ECS 5700 cS, BaskocTtb 5700

cCrt B wnpuue 10 m; 1 nopweHs; 1 apgantep: 1 250 wm x 100 mwm
VIHCTPYKLMA NO NpUMEHeHUI0, 4 3TUKETKN NS

NpoCNexXnsaeMocT N3aesnvs.

Ha6op ochtanbmonormyeckmin RSO 013-00: macno

cununkoHoBoe RS-OIL ECS 2000 cS, Bsi3kocTb 2000

cCrt B wnpuue 10 mn; 1 noplieHb; 1 agantep; 1 250 wm X 100 mm
VHCTpYKUMS Mo npuUMeHeHuto, 4 3TUKETKN oNA

NMPOC/IEXXNBAEMOCTN U3LENUA.

HapyxHoin ynakoBKO [N HAGOpPOB SABSAETCA KapTOHHas kopobka. [abapuTHble pa3mepbl KapTOHHbIX
KOpOO6OK NpuBeaeHb! B Tabnmue.

HaumeHoBaHune Habopa Pa3mep HapyXHOV ynakoBku (KapTOHHOM
KOpoOKK), AX W XB+E5MM
Ha6op odtanbmonornyeckuii RSO 006-00: macno
cunmkoHoBoe RS-OIL ECS 1000 cSt, BaskocTs 1000
cCt B wnpuue 10 mn; 1 noplueHs; 1 agantep; 1 150 mm x 100 MM x 35 MM
WNHCTpYyKUMst N0 NpUMEHEHWNIO, 4 3TUKETKU ANs
MPOC/IeXNBAEMOCTN U3LENNA.

Habop ogpranibmonornyecknii RSO 007-00: macno

cunmkoHoBoe RS-OIL ECS 5000 cS, BsizkocTb 5000

cCrt B wnpuue 10 mn; 1 nopweHs; 1 agantep; 1 150 MM x 100 MM x 35 MM
VIHCTPYKUMA MO NPUMEHEHUI0, 4 3TUKETKU 414

NMpocnexnsaemMocTu n3genus.

Ha6op odptasibmonormnyeckmin RSO 010-00: macno

cunmnkoHoBoe RS-OIL ECS 1300 cS, BaA3kocTb 1300

cCr B wnpuue 10 mn; 1 nopweHs; 1 agantep: 1 150 MM x 100 MM X 35 MM
MHCTpyKuuA no npumMeHeHuo, 4 3TUKETKU oNnA

NpocnexvsaemMocTu n3aenus.

Ha6op ogtasibmonormyecknii RSO 011-00: macno
cunukoHoBoe RS-01L ECS 5700 ¢S, BsaA3kocTb 5700

cCrt B wnpuue 10 mn; 1 nopweHs; 1 agantep: 1 150 MM x 100 MM x 35 MM
NHCTpYKUMA NO NpUMEHEHWIo, 4 3TUKETKM N1
NPOCNEXNBAEMOCTN N3aenus.

Ha6op ochTanbmonoruyecknii RSO 013-00: macno
cunmnkoHoBoe RS-OIL ECS 2000 ¢S, Bsi3kocTb 2000

cCt B wnpuue 10 mn; 1 noplueHb; 1 agantep; 1 150 MM x 100 MM x 35 MM
VHCTpYKUMA NO NpUMEHEeHUo, 4 3TUKETKN AN
NPOCNEXMBAEMOCTU U3AE/NS.

MEPbI MPEAOCTOPOXHOCTW MNMPU MAHUMYNALUNN
. He ncnonb3oBarb, ec/iv ynakoska bbi1a OTKpbITa UM NOBPeXAeHa.

. [laTa OKOHYaHWsA CpoKa rofHOCTU yKa3aHa Ha STUKETKe 13aenus. He 1cnonb3oBath Mo OKOHYAHUM
CpOKa rofHoOCTW.
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He TpscTV 1 He cMmelumBaTth C ApyruMu BeLLecTBaMu.

Tonbko Ans o4HOPa30BOro Ucnonb3osaHua. He ctepunmn3oBaTtb NOBTOPHO. /cnonb3oBaHue wunm
repyunmsauma n3genuii AN 04HOPa3oBoro UCMosIb30BaHUA MOXET NPUBECTU K NepeKpecTHOMY
arpsA3HeHuto.

A Mepea ncnonb3oBaHMEM BbINYyCTUTL NPUGAM3UTENLHO 0,5 M CUNMKOHOBOIO Macna 1 yeeanTbes B
OM, YTO pe3nHoBas NPo6Ka XOpPOLLO NPOCKasib3bliBaEeT B LUMPULL.
Mepen ncnosnb3oBaHMEM NPOBECTM BO3AYLUHO-XWAKOCTHON OOMEH, UTOObl 06ecneunTb NOJIHOE yaasnieHne

nepdTopyrneposos.
Mepen VHbEKUMER CUIMKOHOBOIO Macsia Heobxoaumo ybeamTbCsi B OTCYTCTBUM OTBEPCTUIA U pa3pbiBOB

ceTyaTku, KOTOopble MOryT MOrMOTUTb CWUMKOHOBOE Mac/io. Heobxoaymo wusberatb KOHTakTa Mexay
CUIMKOHOBbLIM Mac/ioM U 3HAOTENIMEM POroBULLbI.

B xoe UHbEKLMN HEOBXOAUMO CNeanTb, YTO BELLEeCTBO He NOr/IowWaeTcs B Mectax paspbiBa CeTyaTku.

* N3penne JOMKHO ObITb MCMNOIb30BAHO TOJIbKO KBa/IM(PMUMPOBAHHLIM NEPCOHA/IOM B OMNepauvioOHHOM
KOMHaTe B YC/OBUAX Jie4eBbHOro ydpexaeHusi. Jliobble ocTaTkm HeobXo4MMo YTUAM3UPOBaTb, Kak
caHuTapHble O0TXOo4bl. B cnyyae HenpegHamepeHHOW MNOMIOMKUM WM MNposvBa neped, WM B Xoge
NCMONb30BaHNs, cregyet cobpaTb NPOSMBLUYIOCA >XUAKOCTb WMHEPTHbIM MatepuasioMm, MNOMecTUTb B
NAaCTUKOBbI KOHTEMHEpP Y YTUAM3MPOBaTb COr/1acHO AENCTBYOWMM npoueaypam,

¢ Heobxogymo yTuam3npoBaTb NyCTble YNakoBKM B COOTBETCTBMUN C AEWCTBYIOLLMMU NpaBuIamu.

MPOTUNBOIMNOKA3AHNA K MPUMEHEHNIO

* CUNIMKOHOBOE  Mac/io  ABNAETCA OTHOCUTE/IbHO WHEPTHbIM BELECTBOM, TEM HE MeHee ero He
pPeKoMeHAyeTCs UCNosib30BaTh Y NaUMEHTOB, C rMNep4YyBCTBUTENNBHOCTLIO K CUIMKOHOBOMY Macrty.

* CuniMkoHOBOE  Macsio  NPOTMBOMOKa3aHO [1  WCMO/MIb30BaHWA B NCEBAOMAaKMYHbIX rnasax C
CWIMKOHOBBLIMU WHTPAOKY/APHLIMU JIMH3AMU WK [N 3aMEeLLEHNs CTEKIOBUAHOIO Tefna Ha MOCTOAHHOWA
OCHOBE.

MOBOYHbIE 2P PEKTHI

. Mocne npoBefeHNs onepawuy MOryT BO3HUKHYTb BPEMEHHOE MOBLILLIEHHOE BHYTPUIIA3HOE
[laB/IEHVE: TUMNOTOHNS; TNayKoMa; KaTapakTa.
. MPOHMKHOBEHME CUIMKOHOBOTO Mac/ia B NepeaHIo KaMepy rnasa MOXET NPUBECTU K OTEYHOCTY

W NOMYTHEHMIO POTrOBULLbI; BO3HUKHOBEHMIO CK1aA0K AECLEMETOBOM 060/104KN; AeKOMNEHcaUNn
porosuLbl.
KepaTtonatusi.

CTEPUTN3ALNA

MegauumnHckme mnsgenua RS-01L ECS cTepuin3yoT B COOTBETCTBMM CO cTaHgaptom ISO 17665-1
CTepunusauus meguUUHCKONW npoaykumn - BnaxHoe Tenno - Yacte 1. TpeboBaHus K
paspaboTke, BaMgaumn U Tekywemy KOHTPO npouecca cTepunmsaunm MeguuuHCKUX usgenui.
CTtepunusauma unsgenua ocylecTtBnseTca MeToLoM NapoBOW cTepwuinsaumn B aBTOK/aBe.
Wcnonb3yemblii mMeTopd npeactaBnseT co60M M3ObITOYHLIA MeToh, MNOCPeACTBOM KOTOPOro B
TeyeHMe UuuMKna p[ocTuraeTtcsa p[ocrtatoyHas JfeTasibHOCTb. [loATBepXAeHWeM /feTasibHOCTU
npouecca cnyxar TepMOMeTpUYeckne U3MepeHua u nHaktupauusa buonornyeckux MHAnMKaTopos,
pacnonioXeHHbIX BHYTPWU 3arpysku cTepusnsatopa. YpoBeHb obecrneyeHus ctepunbHocTn (SAL)
coctaBndet 10® nnu BbiLle.

MoBTOpHaa cTtepunusauma HabopoB He NpefycMOTpeHa.

MAPK/POBKA
Ha mapkmpoBKe MUCNosb3yrTCA cneayolime CUMBO/IbI:
BO/ O603HauyeHne

Vicnonb3oBatb 0
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MMIEKT NOCTABKW gna Habopos odhtasibMmonornyecknx RSO 006-00; RSO 007-00; RSO 010-00;
SO 011-00; RSO 013-00:

MepBryHas ynakoBka: LINpuL eMkocTbio 10,0 mi, cogepxawmii macnio cunukoHosoe RS-OIL ECS 1300
;S, BA3KocTb 1300 cCt; RS-OIL ECS 1000 cSt, BaskocTb 1000 cCt; RS-01L ECS 1300 cS; RS-OIL ECS
5700 cS, BaAskocTb 5700 cCt wim RS-OIL ECS 2000 cS, Baskoctb 2000 cCr.
- BTopuyHaa ynakoBka: LINpWUL, BMeCTe C MNOPLUHEM W afanTtepoM ynakoBaH B MNakeT W3 He-TKaHoro
martepvana.

FpynnoBasi yrnakoBKa: KapTOHHasi KOpoGKa, B KOTOPYK Y/IOXKEH LUNPUL, C MOPLUIHEM M ajan-TepoM BO
BTOPUYHOI ynakoBke. B KOMMNMEKT MNOCTaBKM BXOOAT 4 STUKETKU ANS NPOC/EXU-BAEMOCTV U3OENUS;
aKCM/lyaTauyoHHasi JokymeHTaums (VIHCTpYKUMS Mo MPUMEHEHMUIO).

AHCIOPTNPOBKA
« abopbl MOXHO MEepeBO3UTb Mpu Temnepatypax oT -40“C po +40°C u BnaxHoctn 0-65%.
KpaTkoBpeMeHHble OTK/IOHEHUSA OT YKa3aHHOIO MHTepBasia TemMrnepaTyp He OKasbliBalT 3HAuYMTEe/lbHOro
ahchekTa Ha CTabUbHOCTbL U3AeNus.
LlesloCTHOCTb yNakoBKN COXpaHAeTCs Npu 00blYHbIX Npoueaypax norpyskv U TpaHCNOPTUPOBKK, COXpaHAs
CTepU/IbHOCTb M3LeNnus.

XPAHEHVE U CPOK rOAHOCTU

Habopbl othTasibmoniornyeckie Ans noggepxaHus obbema nepefHeint kamepbl rnasa npu npoBefeHun
O(PTa/IbMONOTNYECKNX OMepaunini peKoMeHAYeTCA XpaHUTb MpUM KOMHATHOW TemnepaTtype oT +18°C fo
+27°C n BnaxkHocTn 20-65% B 3alMLeHHOM OT cBeTa MecTe. He 3amopaxusaTtb. ObeperaTb OT yAapoB.

CpoK rogHocCTu:

Ha6op ogTanbmonornyecknii RSO 006-00:
mMacso cunmkoHoBoe RS-OIL ECS 1000 cSt,
BA3kocTb 1000 cCt B wnpuuye 10 mn; 1
nopweHs: 1 apantep; 1 VHCTpyKumMsa no
NMPUMEHeHNo, 4 3TUKETKN AN
NpoCNexnBaeMoCcT N3genns.

3 roga

Ha6op odTanbmonornyecknii RSO 007-00:
mMacno cunukoHosoe RS-OIL ECS 5000 cS,
BA3koCTb 5000 cCt B wnpuye 10 mn; 1
nopwieHb; 1 agantep: 1 MHCTpyKumMsa no
NPYMEHEeHNIo, 4 3TUKETKN AN
NpoCNexnsaeMocTu U3genus.

3 roga

Ha6op odptanibmonormnyeckmii RSO 010-00:
macno cunmkoHoeoe RS-OIL ECS 1300 cS,
BA3kocTb 1300 cCt B wnpuue 10 m; 1
nopiueHb; 1 agantep: 1 VIHCTpyKuma no
NPUMEHEHUIO, 4 3TUKETKW AJ14
NPOCNeXnBaeMoCTu 1U3Lenus.

3 roga

Ha6op odtanibmonormyeckmin RSO 011-00:
mMacno cunmkoHosoe RS-OIL ECS 5700 cS,
BA3kocTb 5700 cCrt B wnpuue 10 mn; 1
nopiueHb; 1 apantep: 1 VIHCTpyKuusa no
NPUMEHEHWIO, 4 3TUKETKU ANs
NMpoCNexnBaemMocTu U3genus.

3 roga

Ha6op ogptanbmonornyecknii RSO 013-00:

mMacno cunmkoHosoe RS-OIL ECS 2000 cS,

BA3koCTb 2000 cCt B wnpuue 10 mn; 1 3 roga
nopweHbs: 1 agantep; 1 VIHCTpyKUMA no

NPUYMEHEHN0, 4 3TUKETKN ANnA
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NepeBoA A4aHHOTO TEKCTa BbIMO/IHEH NepeBOAYNKOM ByLleHKOBbLIM IBaHOM BuTanbeBnyem

Poccuiickaa Pefepaums
"opog Mocksa
UeTBEpTOro fAekabps fBe ThiCAYM ABaALATOrO roga

A, 3BepeBa EkaTepuHa BanepbeBHa, BpeMEHHO MCMOMHAKOLWAA 00653aHHOCTU HOTapuyca ropoga
Mocksbl [OypnapeBa AnekcaHgpa BnagumupoBuya, CBUAETENLCTBYH MOAJ/MHHOCTL MOANUCK
nepesofunka bylleHkoBa VBaHa Butanbesnya.

Mognuce caenaHa B MOEM MPUCYTCTBUN.

JInyHoCTb NoAnNucaBLLErO JOKYMEHT YCTaHOB/EHa.

3apernctpupoaHo B peectpe: Ne 77/178-H/77-2020-

B3bICKaHO rocyapCTBEHHON NOLWMHbI (Mo Tapudyy): 100 py6. 00 kon.
AT, ™MH 0 a oKasaHue YCnyr NpaBoBOro lyrexHM4eckoro xapakrep

OBaHO, NPOH>blEPOBAHO W CKPENIEHO MeyaTbio

BPWO HoTapuyca:
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