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1. Name of MD.

Breathable diapers with triple protection for incontinent patients TENA® Slip Plus (Medium,
Large), TENA® Slip Super ( Medium, Large)

2. Manufacturer and developer of MD: Essity Hygiene and Health AB, SE-405 03 Goteborg,
Sweden

Production site: Essity Operations Poland Sp. z 0.0., Ul. 3 Maja 30 A, 55-200 Olawa, Poland

3. Intended use of MD

Breathable diapers with triple protection for incontinent patients TENA® Slip Plus (Medium,
Large), TENA® Slip Super ( Medium, Large) are single-used multi-layer absorbent products
with a cellulose absorbent layer containing gel-forming moisture-absorbing substances
(superabsorbents) used to absorb and retain human urine. Purpose: designed to absorb and retain
urine, are used to care for patients with urinary incontinence of heavy degree, in- patients, as
well as in other cases.

Group of breathable diapers TENA® Slip Plus (Medium, Large) refer to size range for waist
Medium 80-122 cm ; Large 96-144 cm. Absorption level for Plus subgroup is 6 "drops”,
indicated on consumer pack.

Group of breathable diapers TENA® Slip Super (Medium, Large) refer to size range for waist
Medium 80-122 cm ; Large 96-144 cm. Absorption level for Super subgroup is 7 “drops”,
indicated on consumer pack.

The product is non-sterile, this is a medical device with a low degree ofrisk - class 1
This medical device briefly contacts with intact human skin. Change the product no later than after

8 hours of continuous use (in case ofpolyuria syndrome - no more than 5 hours) or with full filling

ofthe product. It is recommended to change the product immediately after defecation.

4.Indications for use of MD

Incontinence.

S.Contraindications for use of MD

Contraindications: individual intolerance to the materials of the product.
6.Side effects
Allergic reaction due to patient intolerance to the materials of the product.
7. Precausions
N/A
S.Information about potential consumers of MD

This medical device is intended for people suffering from incontinence of heavy degree.
The product can be used in a home-care environment or at institutions.
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9.Functional characteristics of MD and indications for use

Incontinence of heavy degree.

Name of MD

TENA® Slip Plus Medium
TENA® Slip Plus Large
TENA® Slip Super Medium
TENA® Slip Super Large

Total moisture absorbency (g) Rothwell not less

2100
2450
2350
2650

Name of MD Sorption Resorption, Absorption rate,
capacity after  (rewetting) (inlet time)
centrifugation () (cmVs)

r

TENA® Slip Avergg)e 670 Average 0,7 Average 10,6

Plus Medium StDev 20,6 StDev 0,37 StDev 0,49

TENA® Slip Average 860 Average 0,5 Average 4,5

Plus Large StDev 31,0 StDev 0,13 StDev 0,23

TENA® Slip Average 890 Average 0,2 Average 4,8

Super Medium StDev 38,0 StDev 0,03 StDev 0,42

TENA® Slip Average 1030  Average 0,3 Average 4,6

Super Large StDev 329 StDev 0,07 StDev 0,46

10. Risks of using a medical product, contraindications, expected and predictable side
effects associated with the use of a medical product for the intended purpose.

None

11. Technical characteristics of MD
TENA® Slip Plus (Medium, Large), TENA® Slip Super
Measurement point (Medium, Large)

Medium (mm) £mm Large (mm) £ mm

Length of diaper (A) 800 +15 940 £15
Width of diaper (B) 690 £15 850+15
Length of I'W 630/400 £10 715/400 +10
absorption layer (C/D)
Width of 1st/2nd 240/150 +10 9551150 +10
absorption layer (E/F)
Length oftransfer |

ength oftransfer layer 270 420 270430

(G)
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Width of transfer layer

90+10 9010
) 250+10
Length of back panel (1) 200 +10 -
Width of back panel (J) 21045 290 45
Length of front panel (K) 170410 20010
Width of front panel (L) 170 +5 230£5
Weight ofMD.
Name of MD Incontinence degree Weight (g) not less
TENA® Slip Plus Medium heavy 87 £10%
TENA® Slip Plus Large heavy 100 +10%
TENA® Slip Super Medium heavy 97,5 £10%
TENA® Slip Super Large heavy no £10%

Scheme of MD
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12. How to use MD

* Non - mobile

Remove the product from the bag and open the front and back side panel. With the user
lying on their side, centre and smooth out the pad in the back and slide the pad between the legs
from back to front. Make sure good fit in the groin. Centre and smooth out the pad in front. Fit
the tapes, one at the time. The top tapes angled slightly downwards, and the bottom tapes angled
slightly upwards. Check for comfort and fit. The pad allows for multiple refastening and
adjustments of the tapes. Gently press and smooth the tapes on to the textile - like back -sheet.
Give a gentle pull to anchor the tapes into the fibres ofthe back- sheet. This ensures the secure
fixation.

¢ Semi-mobile

Remove the product from the bag and open the front and back side panel. With the user standing
place the pad between the legs and ensure a good fit in the groin. Centre and smooth out the pad
in front and back. Fit the tapes, one at the time. The top tapes angled slightly downwards, and
the bottom tapes angled slightly upwards. Check for comfort and fit. The pad allows for multiple
refastening and adjustments of the tapes. Gently press and smooth the tapes on to the textile-like
back- sheet. Give a gentle pull to anchor the tapes into the fibres of the back -sheet. This ensures

the secure fixation \
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13. Handling conditions

Requirements for environmental conditions during handling

Air temperature, °C

Air relative humidity

14. Materials used.

Component
Top sheet
Standing gather

Transfer layer

Absorption  core,

Fluff
SAP

Front and back
panels

Backsheet film

Back-sheet nw
Fixing elements

Elastic threads

Waist elastic film

Wetness indicator
Glue

Glue
Glue
Glue

Material/Brand

Nonwoven
Nonwoven PC5F\W-
111/PC5FW113

Nonwoven highloft TER 50-

12050W50A
Pulp, BSK

K-SAM, Sodium Polyacrylate,

cross-linked
Nonwoven

PP/CaCo3 film Type 12000

Aptra B 140
Spunbond nw

Y5965

Spandex/elastane fiber

CEX 836 WR/CEX-836WRT
KMELT PERFECTCARE W

3488

KWIELT PERFECTCARE W

2780

NW 1002 ZP
Full-Care 8515 -NZP
Technomelt
DISPOMELT

IS.Labeling of consumer packs.

DM 4500 UV

Supplier
BERRY Spain
Fitesa Germany

Fiberweb Temo
dTsola Sr.l.

GP Cellulose GmbH
LG Chem, Ltd.

ATEX SpA

RKW

Fibertex
Avery Dermison
A&AT UK Limited

Tredegar Corporation

Colguimica SA.
Colquimica S.A.

HB Fuller

HB Fuller
Henkel
AG&C0.KGaA

Labelling of the product includes model and absorption capacity.

Consumer pack is made of a polymer film.

Information on consumer pack:

Consumer pack contains the following info:

-product name
-inteded use
-size of MD

- size range for waist
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not more 40R

MSDS (Ng; date
Oct 17,2018
March 2,2017

02 February 2016
May 07-2015

2013. 10. 22.

3/2020

1/31/2018

July 2nd 2018
28/10/14
21 March 2018

14 May 2019
12/02/2016
16/02/2018
05.03.2015

04/11/2016
17.09.2018
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- pack count;

“name and address of manufacurer (seller, supplier), trademark
- production site address;

- date of production;

- shelflife;

- storage conditions

- instructions for disposing of diapers

- rules how to use diapers (in the form of drawings);
- article

- Lot number;

-date and number of RC;

- bar code.

Graphic symbols on consumer pack
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Proskin The name of a marketing concept that unites a group of
products for people with incontinence

16. Information about transportation of MD

The consumer packaging with the diapers enclosed in it should be complete. On the surfai
tears and other damage are not allowed. Temperature -30°"C to +35°C; Air relative humid
no more than 80%. Diapers are transported only in a dry, clean transport that does not ha

extraneous odors.
17. Storage and Shelflife
The product in the packaging of the enterprise should be stored in a cool place - clean, dry, well
ventilated areas; It is strictly forbidden to store products near sources of sharp odors (for

example: paintwork materials, household chemicals, bums, solvents, etc., etc.); i

When storing and operating the product, direct sunlight and sudden changes in temperature
should be avoided.

Environmental conditions during storage

Requirements for environmental conditions during storage
Air temperature, °C +\5°C-+35%

Air relative humidity no more 40%

Shelflife of the diapers is 3 years from the production date indicated on the package.

18.UTILIZATION
The product must be disposed of as medical waste of hazard class "B"
Do not throw into drains.

19. Manufacturer's warranty

The manufacturer guarantees the quality of diapers under the conditions of operation, storage
and transportation within 3 years from the date of manufacture date indicated on the package.

/ \

20.Authorized representative in Russia A

During the warranty period, claims are made to the manufacturer at the address:
Russia, 117218 Moscow, ul.Krzhizhanovskogo, 14, building 3, phone: +7 (495) 967-33-67.
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21. List of applicable national standards

Harmonized and other International Standards that are relevant to prove conformity to Medical
Devices Regulation (EU) 2017/745 by Essity Hygiene and Health AB applied in full or in part.

ISO 13485:2016 Medical devices - Quality management systems - Systems
requirements for reguiatory purposes

This international standard specifies requirements for a quaiity
management system that can be used by an organization for the
design and development, production, installation and servicing of
medical devices, and the design, development, and provision of
related services.

ISO 9001:2015 Quality management systems

This international standard specifies requirements for a quality
management system where an organization

needs to demonstrate its ability to consistently provide product that
meets customer and applicable regulatory requirements, and

alms to enhance customer satisfaction through the effective
application of the system, Including processes for continual
improvement of the system and the assurance of conformity
to customer and applicable regulatory requirements.

ISO 14971:2012 Risk management

This international standard is a framework for effective
management by the manufacturer of the risks associated with the
use of medical devices. It includes a procedure to investigate,
using available information, the safety of a medical device,
including accessories, by identifying hazards and estimating the
risks associated with the device.

EN 1SO 10993:2009 Biological evaluation

a) the fundamental principles governing the biological evaluation
of medical devices

the definition of categories of devices based on the nature and
duration of contact with the body;

the selection of appropriate tests.

EN ISO 17025:2005  General Requirements for the competence of testing and
calibrating laboratories

This international standard specifies the general requirements for
the competence to carry out tests and/or calibrations, including
sampling. It covers testing and calibration performed using
standard methods, non-standard methods and laboratory-
developed methods.

EN 1041:2008 Information supplied by the manufacturer of medical devices
This standard specifies the information to be supplied by a
manufacturer for different categories of medical devices, as
required by the relevant EEC Directives. It does not specify the
language to be used for such information.

18015223:2016 Medical devices - Symbols to be used with medical device
labels, labeling and information supplied.
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ISO 7000:2012

EN ISO 14155:2011

' MEDDEV 2.4/1 rev. 9
MEDDEV 2.7.1 rev. 4
MEDDEV 2.12/1 rev.8

Commission Decision
2000/532/EC
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This international standard identifies symbols conventionally used
to convey information essential for proper use to the user and
others for safe and effective use of medical devices.

Graphical symbols for use on equipment - index and
synopsis.

This international standard provides a synopsis of graphical
symbols, which are placed on equipment or parts of equipment of

any kind in order to instruct the persons handling the equipment
as to its use and operation.

Clinical Investigation of medical devices for human subjects
This internationai standard defines procedures for the conduct and
performance of clinical investigations of medical devices, it
specifies general requirements intended to -protect human
subjects, -ensure the scientific conduct of the clinical
investigation, -assist sponsors, monitors, investigators, ethics
committees, regulatory authorities and bodies involved in the
conformity assessment of medical devices.

Part 1 of ISO 14155 a) specifies requirements for the conduct of a
clinical investigation such that it establishes the performance of
the medical device during the clinical investigation intended to
mimic normal clinical use, reveals adverse events under normal
conditions of use, and permits assessment of the acceptable risks
having regard to the intended performance of the medical device,
b) specifies requirements for the organization, conduct,
monitoring, data collection and documentation of the clinical
investigation of a medical device, c) is applicable to all clinical
investigation(s) of medical devices whose clinical performance
and safety is being assessed in human subjects.

Part 2 of this standard provides requirements for the preparation
of a Clinical Investigation Plan (CIP) for the clinical investigation of
medical devices. The compilation of a CIP in accordance with the
requirements of this standard and adherence to it will help in
optimising the scientific validity and reproducibility of the results of
a clinical investigation.

Guidelines to the Classification of Medical Devices
Guidelines on Medical Devices, Clinical Evaluation
Guidelines on a Medical Device Vigilance System
European List of Waste



«YTBepxxaaro»

Cro3aHHa Bepenb

TexXHUYECKNA MeHeKep NO NPOAYKTY

KaTeropumn HefepxXaHue TSXKeN0M CTEMEHN N YXO0[ 3a KOXKEN
oTAena Npofaxk N3fesmn MefULNHCKOro HasHaueHus
acenTtn XanmkuH aHa Xenc Ab

LLTamn:

AccnTn XanmkuH aHg Xane Ab
405 03 FETEBOPI

LLIBELA

<nognucb=>

VIHCTPYKUMSt MO NPUMEHEHWIO

MogrysHukn TENA® Slip  ansa B3pocnbIX A1 yXo4a Npu HeLepXaHUn TSXeNoi
CTENeHW, CneayroLmX NCNONHEHNIA:
1 Plus (Medium, Large) 2. Super (Medium, Large)

«QCCUTN XanmKMH aH Xenc Ab»/
Essity Hygiene and Health AB, SE-405 03 Goteborg, Sweden, LLiseups

A, HmkenognucasLwwuiica, Mabpnans Pyg6ek, HoTapuyc
Crokronbma, LLiBeuns, HaCTOALLMM CBUAETENLCTBYHO, YTO
NeHa Cro3aHHa Begensb -

MCNOMHWMA U NOANUCANA BbILLEN3NOXEHHbIN JOKYMEHT.

Coop CTOKrosnbm
KpoH Mo gomkHocTu: 10.12.2020
<n()anncbe>
Mevatb:
HOTAPUYC CTOKIONbMA
"Nabpwanb Pypbek* 7772
2020
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MogrysHukn TENA® Slip  ana B3pocnbIX A/18 yxo4a npyu HeaepXXaHUn TSHXKEN0N CTeneHu,
CNefyOLMX UCNOMHEHWIA:

1 Plus (Medium, Large)

2. Super (Medium, Large):

2. MpownsBoanTenb: «dccnTn XanmkmH aHa Xenc Abx»/ Essity Hygiene and Health AB, SE-405
03 Goteborg, Sweden, LLIBeums

MecTo nponsBoacTBa: «dccutn OnepaiwHe Monang Cn. 3.0.0..»/Essity Operations Poland Sp.
z 0.0., Ul. 3 Maja 30 A, 55-200 Olawa, Poland, MonbLua

3. HasHaueHne MU

MoarysHukn TENA® Slip  ans B3pocnbiX ANS yXo4a Npu HeAepXXaHUW TSHXKENOW CTENEHN,
cnegytowmx ncnonHeHuii: 1 Plus (Medium, Large) 2. Super (Medium, Large):

- 3TO O4HOPAa30Bble MHOrOC/N0MHbIE a6COPOUPYIOLLIME N3LENNA C LeNH0N03HbIM
abcopbupyLoLLMM CNOeM, CofepXKallmm reseobpasytoLlee BnaronorioLlatoLlee BeLecTso
(cynepabcopbeHT), ncnonb3yemble 415 BNUTbIBAHWS U YepXKaHUsa Moun venioBeka. HasHaveHue:
BNUTbIBaHWE 1 YepXKaHue Mouu, npefHasHayeHbl 419 B3POC/bIX 419 yXo4a Npu HefepxaHuu
TSDKE/ION CTENeHM, CTaumMOHapPHbIX NAUMEHTOB, a TakXKe UCMOMb3YHTCA B MHbIX CyyasiX.
MoarysHukn TENA® Slip Plus ocTynHbI B cnegytowmx pasvepax: pasmep Medium, obxsat
Tannm 80-122 cm; pasmep Large, 06xBaT Taimm 96-144 cm. Nokasartesib BMUTLIBAEMOCTU
noarysHukos TENA® Slip Plus 0603Ha4yeH KONMYeCTBOM Kane/b Ha yrnakoBke, 6 “kanenb”.
MoarysHukn TENA® Slip Super 4ocTynHbl B criefytowmx pasmepax: pasmep Medium, o6xsat
Tanun 80-122 cm; pasvep Large, o6xBaT Tanmm 96-144 cm. NokasaTesib BNUTbIBAEMOCTHU
noarysHnkos TENA® Slip Super 0603Ha4eH KOIMYECTBOM Kareslb Ha ynakoBke, 7 “Kanesb”.
[JaHHoe n3genvie 1knacca NOTEHLMaILHOTO pUCKa NPMMEHEHWS, KOTOPOe B TEYEHME KOPOTKOro
BPEMEHW KOHTaKTMPYeT C HEMOBPEXAEHHOW KOXel YenoBeka, HeCTepuibHO. MeHsTb
MOArY3HVKM ClieflyeT He Mo3fHee, Yem yepes 8 4acoB HEMPepPbIBHOMO MUCMo/b30BaHMsA (Mpu
CUHAPOME NONnypum - He 6onee 5 4acos) WM NP NOIHOM 3aro/IHEHUN NPOAYKTA.
PekoMeHyeTCAa MeHATb MPOAYKT cpa3y rnocse gedexauuu.

4. MNoKa3aHuK K npumMmeHeHnio MU
Hepnep>kaHne mo4u
5. lMpoTmnBonoKasaHua
VHavBrAayanbHas HernepeHoCUMOCTb MaTepuanoB, U3 KOTOPbIX N3rOTOBNEHO M3AeNKe.
6. Mo6ouHbIe 3 heKTbl
Anneprnyeckas peakumsa Ha COCTaBMAIOLLME MaTEPUasbI
7. Mepbl NPefoCTOPOXXHOCTU

H/n

8. WMHMhopmayma o noTeHUKManbHbIX noTpedutensax Mu
MoTeHUMaIbHble NOTPEOUTENN AaHHOTO MEAMLIMHCKOIO M3Ae/NNs 3TO - B3POC/ble, CTpajaroLye
HeflepXKaHneM THKenol  cTeneHW. TOArY3HUKM  MOTYT MPUMEHATLCA B KIMHUYECKUX,
NOMIMKNNHUYECKNX YUPEXKAEHUAX U B JOMALLIHUX YCOBUSAX.
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9. ®YHKUMOHaNbHbIe XapakTepucTnkn Mm

HenepyaHwue TXKenon cTeneHu

BapuaHT UcnosHeHna mMu

3HayeHWe NosHOro BnaronoraoweHms (r) Ho

TENA® Slip PoTBennYuy He MeHee
Plus Medium 2100
Plus Large 2450
Super Medium 2350
Super Large 2650
BapuaHT CopbumnoHHas cnocobHOCTb O6paTHas copbuus CKOpOCTb BMUTbIBAHNSA
NCMOSTHEHNA MK nocne LeHTPUGyrmpoBaHus (r) (cm Vo)
TENA® Slip i6. 1
Plus Medium CpefHee 3HayeHue CpepHee 3HaveHue 0,7 CpefHee 3HauyeHue
670 CTaHAapTHoe 10,6
CTaHAapTHOe OTK/IOHeHMe OTK/IOHEHME 0,37 CTaHAapTHOE OTK/IOHEHUe
20,6 0,49
Plus Large CpepfHee 3HaueHue CpepHee 3HayeHue 0,5 CpefHee 3HayeHune
860 CTaHAapTHoe 4,5
CTaHAapTHOe OTK/I0HeHMe OTK/IOHeHue 0,13 CTaHAapTHOe OTK/IOHEHME
31,0 0,23
Super Medium CpepfHee 3HayeHue CpepHee 3HayeHue 0,2 CpefiHee 3HayeHune
890 CTaHJapTHoe 4.8
CTaHAapTHOe OTK/I0HeHMe OTK/IOHEHUe 0,03 CTaHAapTHOe OTK/IOHEHMe
38,0 0,42
Super Large CpefHee 3HayeHue CpepgHee 3HauveHve 0,3 CpefHee 3HayeHue
1030 CTaHjapTHoe 4,6
CTaHAapTHOEe OTK/IOHEHMe OTK/IOHEHVE 0,07 CTaHAapTHOE OTKNOHEeHue
32,9 0,46

10. Pucky npuMeHeHns MW, npoTMBONOKa3aHUs, 0OXuaaemMble U NpefcKasyeMble No6oUYHbIe
3 (eKTbl, CBA3aHHbIE C MPUMeHeHUEeM MW no HasHauYeHulo.

OTCcyTCTBYIOT

11. TexHu4yeckue xapakTepnuctmkn M

Mokasatens (MMm)

TENA® Slip Plus (Medium, Large), TENA® Slip Super

(Medium, Large)

Pasmep Medium (Mm)

Pasmep Large (MM) MM

+tMM

[nvHa noarysHuka (A) 800 £15
LLinpnHa noarysHuka (B) 690 £15
[nvHa 1°™/20ro0 BNMTLIBAIOLLENO €105

630/400 £10
(C/D)
LLinpuHa 1loro/2 oro BNMTbIBAKOLLErO

240/150 £10
cnos (E/F)

[OrnvHa pacnpegenutensHoro cnos (G)

LLinpuHa pacnpesennMTensHoro cnos

(H)
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270 £20

90+10

940 15
850 +15

715/400 =10

255/150 %10

270 £20

9010



[OnunHa 3agHelt yacTy noarysHuka (1) 200 +10

LWupuHa 3agHei vyactn nogrysHuka (J) 21045
[nvHa nepegHen yacty NOAry3HmKa
170+10
(K)
LLInpnHa nepeaHein 4acTn NoArysHuKa
170 5
(L)
BapunaHT ncnonHenns mn TENA® Slip CTeneHb HeaepxaHus
Plus Medium THKenas
TSHKenas
Plus Large
Super Medium TsHKenas
Super Large TAXenaa
UepTexx M/

-l
¢

iF--
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250+10
290 £5

200 10

230 £5

Macca ”r)

87 +10%

100 £10%

97,5 +10%

Mo +10%



e Jlexkauuii 601bHOI

3BneknTe n3aenve U3 ynakoBKM 1 MONHOCTLIO pa3BepHUTE ero, pacrnpaBbTe BCe
CNOXKEeHHbIe YacTu. MomoruTe 60/1bHOMY NPUHATL GOKOBOE MOIOXKEHWNE, HEMHOIO PacTAHUTE
NOArY3HUK C 3afiHeli CTOPOHbI, 3aTeM MPOTAHMTE MeX/y HOr 601bHOr0. Y6eanTech B TOM, UTO
NOAry3HUK XOPOLLIO NPWAEraeT K NaxoBoil 06M1acTu. BbIpOBHANTE NepeiHIO 1 3aHIOK YacTy
noArysHunka. NocnegosaresibHO 3aKpenuTe (PUKCATOPbI-IMNYYKW. 3aKpenuTe BEPXHME TUMYUKN
nof, YrnoM BHI3, H/XXHME NUMYYKX NOJ YI/I0M BBEPX. Y6eauTech B TOM, UTO NOAMY3HUK
3aMKCMpPOBaH B Y06HOM /11 60/IbHOr0 NMONOXKEHUM. JTIMNYUKN MOXHO NIErKO NepecTernsarb no
HECKO/bKY pa3s, MOAroHsAs naeanbHyt nocaaky noarysHnka. OHM Nerko UKCMpyroT nsaenwve,
MPOCTO CNerka HagaBmTe Ha NUNYYKy ¥ pasrniagpte eé. UTobbl yoeanTbCs B HaaeXHOW hrkcaumm
CNerka NOTSAHUTE NINMNYUYKY.

* He nexkaunin 601bHOM

3BneknTe n3menme U3 yrakoBKM U NOMHOCTLIO Pa3BEPHUTE €ro, PacnpaBbTe BCE CIOKEHHbIE
yacTu. HEMHOro pacTsiHMTe NOArYy3HUK, 3aTeM NPOTAHUTE MeXay HOI 60/IbHOr0, HaXoAALLErocs B
MONOXEHUN CTOS. BbIPOBHSITE NepeaHIO 1 3aIHIO YacTi Noary3HuKa. MocnenoBaTenbHo
3aKpenuTe UKCaTOPbI-MMYYKU. 3aKPenuTe BEPXHUE NUMYUKW NOA YTNIOM BHU3, HUXHVE
NMMYYKK NOJ, YINIOM BBEPX. Y6eANTeCh B TOM, UTO NOANY3HUK 3aIMKCMPOBaH B Y06HOM A1s
60/IbHOrO MONOXEHWUW. JINNYYKM MOXHO NIErKo NepecTernBaTth N0 HECKO/bKY Pas, NoAroHsS
MaganbHyH0 Nnocaaky noAry3Huka. OHU Ierko GUKCUpYHOT M3aenune, NPocTo Cerka HaaaBnTe Ha
NMNYYKy ¥ pasrnagbTe eé. UToObl yOeanTbCs B HAAEXHOM (UKCALWK Cerka NoTSHUTE IUMYUKY.

13. Ycnosusa akcnnyatayun MU

TpeboBaHMA K OKpyXKatoLeln cpese
Temneparypa Bo3gyxa, °C + 15"C -+35%0

OTHOCKTENbHAA BNaXKHOCTb BO3AyXa He 6onee 40%

14. Vicnonb3yemble MaTepua.ibl

Ne KoMnoHeHT Martepua.l/mapka MocTaBLW KK MacnopT
6esomnacHocTu
(Ne; gata)
1 BepxHuii  MOKPOBHbIA HeTKaHblli MaTepuan «B3PPWN Cnauu» [/ 17 okTA6psa 2018
cnoi BERRY Spain
bapbepHble 3/1EMEHTbI HeTKaHblii maTepuan «duTeca 02 mapra 2017
2 PC5FW-111/PC5FW 113 DxepmaHu» / Fitesa
Germany
3 PacnpegenuTtenbHblii HetkaHbE matepuan highloft  «®u6epse6 TepHo 02 despans 2016; 10
cnom TER 50-12050W50A 8’W3onaC. p. N.»/ okTAa6ps 2018
Fiberweb Terno
dTsola S.r.l.
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4 BrnuTbiBatowmnin - cnoin, PacnyweHHas 6eneHas «n Lenntonos 07 maa2015
uennnosa uenniosa M6 X» / GP
Cellulose GmbH
5 CATI K-SAM, nonunakpunart «JIl Kem, N1a.» / LG, 22.10.2013
HaTpus, NepekpecTHoO- Chem, Ltd.
CWNTBIN
6 MepegHaa v 3agHan HeTkaHblli MaTepnan «ATEKC CnA» [/ wmapT 2020
yacTb NOATYy3HUKa ATEX SpA
7 MneHKa HUXHEro Mnenka  TMM/CaCo3 Tmn  «PKB» / RKW 31.01.2018
nokKpoBHOro/3awutHoro 12000 AptraB 140
cnos
8 HeTkaHblli MaTepuan dunnbepHbIn HeTKaHblli «PuBepTeEKC» /2 nwonga 2018
HUXHETO matepuan Fivertex
NMOKPOBHOTIO/3aWMTHOTO
cnos
9 dukcupyroume Y5965 «ABepn [eHHUcoH» / 28/10/14
3/1IEMEHTHI Avery Dennison
10 3SnacTuUyHble HUTKU CnaHpekc/anacTaH « A 32HO AT KK 21 maprta 2018
Numnteg» | A&AT
UK Limited
11 3nactuyHas BcTaBka B CEX 836 WR/CEX-836WRT  «Tpegerap 14 masa 2019
obnactu Tanum KopnopanwH» /
Tredegar Corporation
12 WHpukaTop KMELT PERFECTCARE W  «Konkyumuka C.A.» 12/02/2016
HanosIHeHUA 3488 / Colquimica S.A.
NOATy3HMKa
13 Kneid KMELT PERFECTCARE W «Konkyumuka C.A.» 16/02/2018
2780 / Colquimica S.A.
14 Knen NW 1002 zZP «XB ®ynnep» / HB 05.03.2015
Fuller
15 Knei Full-Care 8515-NZP «XBb ®ynnep» / HB 04/11/2016
Fuller
16 Knei Technomelt DM 4500 UV «XeHkenb Al 3Hg 17.09.2018
DISPOMELT Ko.KlFaA» / Henkel
AG&Co.KGaA

15. Mapkuposka MW 1 noTpebuTenbCKOM YyNakoBKMU.

Ha camom mn3gennn ykasbiBaeTcA BapuaHT UCMONHEHNA NOArY3HMKa U YPOBEHb BNUTLIBAEMOCTA B
Kannax.

|_|0Tpe6l/ITeﬂbCKaFI YMNaKOBKa BbIMNO/IHEHA U3 nonmmepHoﬁ MNMEHKN.

MHhopmaums Ha NoTpebuTeIbCKOIM YrNakoBKe :
HanmeHoBaHne MU
HasHayeHne MU
- pasmep M
- peKoOMeH/yeMblii pasmep Taimu
KO/IMYeCTBO M3eNuiA B yNaKoBKe
HaMMeHOBaHWe 1 afipec MecTa HaXxoXaeHns nponssoauTens (npogjasua,
- OUCTPUOBLIOTOpPA), TOProBas Mapka
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agpec mecta npounssogctea M

fiaTa Npon3BoACTBa

CpoK rogHoctn M

YC0BUS XpaHEHWS

yKa3aHusa no ytuamsauuu

Cnocob npuMeHeHns nsgenus (B BUAE PUCYHKOB)
apTUKyN n3genus

HOMep napTuu;

HOMep ¥ faTa PerncTpauyoHHOr0 YAOCTOBEPEHNS;
LUTPUXOBOW KOf,

I"pachryeckme CUMBObI Ha NOTPEBUTENLCKON YMNaKoBKe
CumBon 3HayeHue

3HaK BTOPWYHOI NepepaboTKX ANs NOANITUIEHA HUSKO
nnotHocty (M3HIT).
PE-LD

I I I 3HaK 106poBO/IbHONM cepTUMKaLum

BbI6GPOCUTL B YPHY

3anpeT Ha NOBTOPHOE NPUMeHeHne

He 6pocaTb B KaHaM3aLyi0

MokasaTenb BNUTbLIBAEMOCTU

3aenvie COOTBETCTBYET OCHOBHbIM TPE60BaHUSM ANPEKTUB
EC v rapmMoHM31poBaHHbIM CTaHAapTam EBponeiickoro corosa

3HaK CTaBWTCSA Ha ToBapax NpPou3BoacTea pM, KOTopble
(hMHAHCMPYIOT NPOrpaMmy nepepaboTKM 0TXOA0B U BK/HOUEHbI
B €e CUCTEMY YTUN3aLMN
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HanmeHOBaHNEe MapKETUHIOBOM KOHLIEMLWW, 06beNHSIIOLLEN

Proskin s
rpynny TOBapoB A/11 MIOAEN C Heflep>KaHnem

16. CsegeHus o TpaHcnopTuposaHun MU

MoTpebuTenbckasi ynakoBKa C MOAFY3HMKaMu [OMKHa ObITb LENOCTHOW. He ponyckaetcs
MeXaHMYeCKoe MoBpPeXXaeHNe YrnakoBKW, OTKPbIBatoLLiee A4OCTYN K MOBEPXHOCTM MOAry3HMKa.
Ycnosusa TpaHcnopTuposaHua npu temnepartype o1 -30“C go +35®C; OTHOCUTeIbHAA BIAXKHOCTb
Bo3fyxa He 6onee 80%. lMoAry3HWKM NepeBO3ATCA TOMIbKO B CYyXOM, YMCTOM TpaHCMopTe, He
MMEIOLLEM MOCTOPOHHUX 3araxos.

17. YcnoBua XxpaHeHUsa U CPOK rogHOCTH

N3nenvie B 3aBOACKOI YMaKOBKe CMieayeT XpaHUTb B YMCTbIX, CyXUX, XOPOLLIO NPOBE3PUBAEMbIX
nomeLLeHnsx; KaTeropuyeckn 3anpeLiaeTcs XpaHUTb U3AENNs BOIN3M UCTOUYHIKOB OCTPbIX
3anaxoB (HanpyMep, NaKOKPacoUHble MaTepuanbl, GbITOBAsS XMMUS, 0XKOT, PaCTBOPUTENN U T.A.)
Mpn XpaHeHWW 13genns cneayeT nsberaTb NOMagaHMs NPSMbIX COMHEYHBIX Tyyeld U Pe3KnX
rnepenagoB TemnepaTypbl.

YcnoBus oKpyxatoLleid cpefbl NpK XpaHeHUK

Temnepatypa Bo34yxa, °C + 15°C-+35°C
OTHOCUTeNIbHAA BNAXXHOCTb BO3AyXxa He 6onee 40%

CpoK rofHOCT NOAY3HWKOB COCTaBNsAeT 3 roja ¢ Aathl NMPOM3BOACTBA, YKa3aHHON Ha
NoTPeOUTENLCKON YNaKoBKe.

18. YTununsayums

llcnonb3oBaHHOE M3feNMe HeOBX0AMMO YTUNN3NPOBATL KaK MeANLIMHCKNE OTXOAb! Knacca
onacHocTK «Bb» 3anpeLlaeTcs 6pocaTb B KaHaM3aLyHo.

19. MapaHTK Npon3BoOANTENSA

MpounsBoanTENb FapaHTUPYET KauyecTBO MeAMLMHCKOro 13genms npu coboaeHNN YCNoBUl
aKcnyaTaumm, XpaHeHUs U TPaHCNOPTUPOBaHMA B TeUeHue 3-X NIeT CO AHA AaTbl U3rOTOB/IEHUS,
yKa3aHHOM Ha YNaKoBKe.

20. Y MO/THOMOYEHHbIV NpefcTaBUTeNb NPOVU3BOAUTENS B Poccun
B TeueHne rapaHTUIIHOrO Cpoka NPeTeH3UN NPeabABNSITCA K MPOM3BOANTESIO MO aApecy:

000 «3ceuTtu», 117218 r. Mocksa, yn.KpxxumkaHoBckoro, A.14, kopn.3,
Ten.: +7 (495) 967-33-67; \W\Ww.TENA.ru:

21. CNnCOK NPUMEHSEMbIX HAaLMOHA/IbHbIX CTaHAAPTOB.

["ap.MOHU3MPOBaHHbIE N ApYrye MeXAYHapoaHble CTaHAapThl, NOATBEPXKAatoLLye
cootseTcTBMe PernameHTy EC 0 meamumHckux nsgenmax (EU) 2017/745, kotopble
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ISO 13485:2016 N3nenus meguumuHcKme - CUCTEMbl MEHEIXKMEHTA KauyecTBa —
Tpe6oBaHWA ANs Leneil MOPMaTHBUOTO PErYNNPOBaHNS

HacTtoswmii MexayHapoaHblii CTaHaapT ycTaHaBMBaeT
Tpe6GoBaHUs K CUCTEME MEHEIKMEHTA KauecTBa, KOTopble MOryT
6ObITb MCMOMb30BaHbI OPraHN3aLIME, y4acTBYHOLLEl B BbIMOHEHNN
OfIHOTO U/IN HECKO/bKUX 3TanoB XXM3HEHHOTO LK
MeAMLMHCKOro M3aenuns, BKIKYas NPOEKTUPOBaHME 1 pa3paboTky,
MPOU3BOACTBO, XPaHEHME U NOCTaBKY, YCTaHOBKY, TEXHUYECKOE
06CNY>KMBaHWe, OKOHUATE/bHbIV BbIBOJ, U3 IKCNyaTalun U
YTUN3aLMI0 MEAVLIMHCKIX U3AENUIA, a TakoKe NPOEKTUPOBaHME 1
paspaboTKy MM NpefoCcTaBNeHNe CONYTCTBYHOLLMX YCYT.

I1SO 9001:2015 CucTeMbl MeHeKMeHTa KayecTBa
Hactoswwmin MexayHapogHblii CTaHAapT HauesieH Ha
NPOABMXXEHME NMPUMEHEHNS MPOLLECCHOrO NOAXoAa As
Pa3paboTKMN, BHEAPEHUA 1 Y/YULLIEHNS Pe3y/IbTAaTUBHOCTUA CUCTEMbI
MEeHEeKMEHTa KayeCTBa, POCTa yJOBNETBOPEHHOCTA ﬂOTpe6|/|Tef|F|
MOCPEACTBOM BbIMNOIHEHNS ero Tpe6oBaHWiA

ISO 14971:2012 MprYMeHeHNe MeHeDKMEHTA PUCKA K MeJULVHCKUM U3AeNNsaMm
HacTosawwmii MexayHapoaHbIi CTaH4apT peKOMeHAyeTCS
paccMaTpyvBaTh Kak OCHOBY A/151 OCYLLECTB/IEHUS U3rOTOBUTENAMM
pe3ynbTaTMBHOIO MEHEePKMEHTA BCEX PUCKOB, CBA3AHHbIX C
MPUMEHEHNEM MeANLMHCKMX n3genmid. Coaepxxalymecs B
HaCTOALLEM CTaHAapTe TPeboBaHWs ABNAKTCS 415 U3TOTOBUTENEN
TOI 6a30l, B pamMKax KOTOPOI NpaKTUYeCKWi OMbIT, NHTYUTUBHOE
MOHMMaHUE N YMeHWe NPUHATL NPaBUIbHOE PELLEHME UCMOb3YHOT
ANS MeHeDKMEHTA BblLLIeyKa3aHHbIX PUCKOB.

EN 1SO 10993:2009 OueHKa 6MONOTMYECKOI AeACTBUA MEAULMHCKUX N3AeNNii.

a) PyKoBOAALMNE JOKYMEHTbI A8 MPOTHO3NPOBAHUA U UCCNeA0BaHNS
610N0TMYECKOTO AeCTBUA MeAULUHCKUX N3AeNNii;
onpefeneHne KaTeropuu MegULMHCKOTO U3LeNUs Ha OCHOBE
xapakTepa 1 MpoAOMKUTENbHOCTU KOHTAaKTa C OpraHu3mMom
yenoseka

EN 1SO 17025:2005 O6Lue Tpe6OBaHUA K KOMMNETEHTHOCTU UCMbITATENbHbIX H
MOBEPOYHbIX NabopaTopuii
HacToawwmin MexxayHapoaHbI CTaHAapT yCcTaHaB/IMBaeT obLume
TpeboBaHMs K KOMNETEHTHOCTM TabopaTopumii B MPOBEAEHNN
UCNbITaHUA W/ KanM6POBKKM, BKKOYas 0T60p 06pa3LioB,
UCMbITaHUA U KaMOPOBKY, NMPOBOAMMbIE NO CTaHAAPTHbIM
METOAMKaM, HECTaHAAPTHLIM METOAMKAM 1 METOAVKAM,
paspaboTaHHbIM nabopaTopueil.

EN 1041:2008 NHhopmaums, noarotaBnneaeMas U3roToBUTENEM,
conpoBoXjarollas MeguLMHCKME U3Lenus
HacTtoswwmin ctaHgapT ycTaHaBNmMBaeT TPeboBaHMS K MH(opMauum
M3roTOBUTENSA, CONPOBOXKAAIOLLEN MeANLMHCKINE U3AENNS
pas/INYHbIX KaTeropui, Kak Toro TpebytoT COOTBETCTBYIOLLME
OvpekTuebl EC. HacTodAwme pekomeHaauumn He orosapusaroT Ha
KaKOM VIMEHHO f3blKe [O/hKHA NPUBOAUTLCA NOLO6HAS
NHopMaLmS.
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ISO 15223:2016 N3penus meamumHckme. CUMBONbI, MPUMEHSIEMbIE MPY
MapKMpPOBaHWUM Ha MEANLIMHCKUX U3AeNUaX, STUKETKAX 1 B
COMPOBOAMTENbHON JOKYMeHTaLUN

MexkayHapoAHbIA CTaHAaPT paccmMaTpyBaeT CUMBO/IbI, KOTOPbIE
MOrYT ObITb UCMO/b30BaHbI A4/151 Nepeaaqn 3/1eMeHTOB
MH(OpMaLyK, BXHBIX, N0 MHEHWIO PerynvpyroLMX OpraHoB, 41
6e30MacHOro v Hagexatlero npUMeHeHUs MeaNLUHCKMX
N3aenunii.

ISO 7000:2012 "pagnyeckne CMMBOJIbI, HAHOCUMbIE Ha 060pyL0BaHKeE.
ATOT MeXAYHapOAHbI CTaHAapT obecneymBaeT KpaTKMin 0630p
rpajmyeckmx CUMBO/OB, KOTOPbIE Pa3MELLAtOTCs Ha
060pyA0BaHNM UK YacTAX 060pyA0BaHUA TO60ro TMNa, YToobI
WHCTPYKTUPOBATb /L, 0bpaLlatowmxca ¢ 060pyL0BaHNEM,
OTHOCUTE/IbHO ero UCMo/b30BaHUA 1 IKCMyaTauuu.

EN 1SO 14155:201 KnnHunyeckne ncnbiTaHNA MeANLUNUHCKNX |/|3,qen|/||7|

B HacTosLem cTaHZapTe onpeseneHsbl 06Lme TpeboBaHus,
Hanpas/ieHHble Ha 3aWwuTy npas 1 obecreveHne 6e30MacHOCTM U
Gnarononyunsa Noen; obecrneyeHne NCnoib30BaHUA HayUHbIX
MOAXO0A0B NPW NPOBEAEHUN KNTNHUYECKOr0o UCcCefoBaHNs v
obecneyeHve JOCTOBEPHOCTMN PE3YNbTaTOB KIMHUYECKOTO
1CCnefoBaHus; onpeseneHne OTBETCTBEHHOCTM CMOHCopa U
OTBETCTBEHHOI0 VCMONHUTENS; COLEINCTBIE CMOHCOpaM,
nccnepoBaTensam, 3TMYECKUM KOMUTETaM, PerynvmpyroLmm
B/IACTAM W APYr1M OpraHam, BOB/IeYEHHbLIM B OLEHKY
COOTBETCTBUA MEANLMHCKUX N3O

Uactb 11SO 14155 a) ycTtaHaBnMBaeT TpeboBaHMS K NPOBEAEHMNIO
KIMHWUYECKNX UCMbITaHUIA, @ UMEHHO K OnpefenieHnto
KIMHNYECKON 3PMEKTUBHOCTY MEAULUHCKOrO N3LeNns B Xo4e
KMHWUYECKNX UCNbITaHUA, UMUTUPYIOLLMX NPUMEHEHWE JaHHOTO
N3L4eNnsa B LUMPOKOA MEAMLMHCKONM MPaKTUKe, K BbISBIEHUIO
HeXXenaTeNbHbIX COObITUIA NPU 06bIYHLIX YCIOBUAX MPUMEHEHMSA 1
K OLleHKe JoMYyCTUMOCTU PUCKOB, CBA3aHHBIX C NpeaHa3HauYeHHbIM
NPYMEHEHNEM MEAULIMHCKOTO U3genns; 6) yctaHaBnMBaeT
TpeboBaHMA K OpraHu3aumn, NpoBeLeHNIO, MOHUTOPUHTY, coopy
[aHHbIX N JOKYMEHTUPOBAHMIO KMHUYECKUX UCTIbITAHWI
MEeAMLIMHCKOr0 U3Aenns, ¢) MPUMEHSAETCA KO BCEM KMHUYECKUM
UCNbITAaHNAM MEAULMHCKUX U3LeNNIA, KNMHUYECKYHO
3(hpeKTMBHOCTL M 6€30MaCHOCTb KOTOPbIX OLEHUBAKOT C y4acTUEM
NOfeN B KauecTsBe CyObEKTOB KIMHUYECKMX UCTbITaHUIA.

B yacTu 2 atoro ctaHzapTa 13noXeHol TpeboBaHUA K
COCTaB/IEHMIO M/1aHa KIMHUYECKNX nccnegoBaHmin (C1P) gns
KIMHNYECKMX UCCNea0BaHN MeANLMHCKNUX U3AENNIA.
CocTaBneHue niaHa B COOTBETCTBUM C TPEGOBAHUAMM 3TOr0O
cTaHfjapTa 1 cob/ofieHe ero NOMOoXXeT ONTUMMU3NPOBATb
Hay4HY0 JOCTOBEPHOCTbL M BOCMPOM3BOAUMOCTb Pesy/bTaToB
K/IMHWUYECKOT0 MUCCef0BaHuS.

MEDDEV 2.4/1 rev. 9 PyKkoBOACTBO MO Knaccuukaunum MeaguLMHCKUX N3aenmni

MEDDEYV 2.7.1 rev. 4 PyKoBOLCTBO MO MEAULMUHCKUM U3LENUNAM, KNTMHUYECKASA OLEeHKa
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- MEDDEV 2.12/1 rev.8  Cucrema M3 GANTEALHOCTH MEIHUHACKOTO 0GopyaoBaANNS

| Pemeune Enponeﬁcnoﬁ Esponelicknii kiaccnpnxatop orxonos
Komuccnn 2000/532/EC
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MepeBof AaHHOro TEeKCTa C aHrIMACKOrO S3blKa Ha PYyCCKUiA A3bIK CAenaH MHOW,
nepesogumkom MapbiyesbLl FOpue.y Kropesnyem.

noanmch

Poccuiickasa ®epepayus
Mopos MockBa

[BaguaTb NepBoro gekabpsa gse ThicAuM ABaALaTOro roga

A, Akumos Me6 Bopucosny, HoTapuyc ropoga MoCKBbI, CBUAETENbCTBY NOANMHHOCTb NogNNUCH
nepesogunka Mapbluesa FO pus Mropesunua.

MoAnuck cAenaHa B MOeM NPUCYTCTBUU.

JInyHoCTb NoANucaBLIEro JOKYMEHT yCcTaHoBeHa.

3aperncTpupoBaHo B peecTpe: Ma 77/09-1/77-2020-
B3bicKkaHO rocygapcTBeHHOW nownuHbl (no Tapudy): 100 py6.
YnnayeHo 3a OKasaHue ycnyr npaBoBOro 1 TexHuyeckoro xapakTepa: 300.

NoAMNunCh

epboBas neyaTb
HoTapuyca r.MockBbl
Axknmosa I'.b

Bcero npowHypoBaHo, MPOHYMEPOBAHO
M CKpenjeHo neyaTbHo nucT(a)(oB)

HoTapuyc

NoAMUChH

Poccuiickas deaepauus
[opos Mocksa

nepBoro fekabps fBe TbiCAYN [BaALATO rofa

0B "ne6 BoprcoBunY, HoTapuyc ropoga MoCKBbI,

bCTBYIO BEPHOCTb KOMUM C NPeSCTaBNeHHOraMHe JOKyMeHTa,
MpoBaHO B peectpe: Ne 77/09-H/77-2020-

rocygapcTBeHHoN nownuHbl {no Tapudy): 2.20 PY®
103a 0Ka3aHWie yCyr NpaBoBOrO W TEXHUYECKOTO XapaKTepa:

'B. AKumoB

Bcero npowmnTo, NPOHYMEPOBAHO, CKPEMeHO
neyaTbto nnct(a) (oB)

HoTtapuyc
AKIMOB
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