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1. Name of the product

Adult absorbent diapers TENA® Slip Plus (Medium, Large, Extra Large); TENA® Slip Super
(Medium, Large).

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

Production site;

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

2. Essity Operations Germep B.V., Hoogveld 25,6598 BL Heijen, Gennep, The Netherlands
3. Essity Turkey Hijyen Unmleri San.Ve Tic A. S. ;Sarimese Mah. Kanal Yolu Cad, Kerime
Sok. Ne 27 41250, Kartepe, Turkey

3. Intended use of the product

Adult absorbent diapers TENA® Slip Plus and TENA® Slip Super offer all-in-one design for
heavy protection with the outstanding dryness and comfort of FeelDry technology. Featuring a
soft, cloth-like material for discretion and comfort, and multi-use, velcro-like fasteners that can
be simply re-adjusted. This product fits a waist size of 72-122cm for Medium size (M); 92-
144cm for Large (L); 120-160 cm for Extra Large (XL). This product is of the 1st class of
potential risk ofuse; for a short period of time it contacts with intact human skin, non-sterile.

4.1ndications for use
Incontinence
5. Contraindications

No contraindications found.
6. Side Effects
No side effects found.
7. Precautions
N/A

8. Information about potential customers

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.

9. Functional characteristics of MD and indications for use

TENA® Slip Absorption cap&dfaTg” i\
(RothweU)ftly
Plus Medium 210214 ( 1
Plus Large 241>\ ynv
Plus Extra Large 2550
Super Medium 2483
Super Large 2670
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Component & and

GOST targets Plus Medium
Sorp’gon ca.pauty after not less 440

centrifugation, g

Rewet not more 4,4
not more 4,4 g

Inlet time ci3/sec not less 2,3

not less 2,3

TENA® Slip

Plus Extra

Plus Large Large Super Medium  Super Large
not less 500 not less 560 not less 440 not less 500
not more 4,4 not more 4,4 not more 4,4 not more
4.4
not less 2,3 not less 2,3 not less 2,3 not less 2,3

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

Measurement point,
mm

Length of diaper

Width of diaper

Absorbtion area length (big
core length)

Absorbtion area length (small

core length)

TENA®
Slip Plus
(Medium)

Weight, g +10%

93

Scheme of MD

MD

TENA® Slip Plus

TENA® Slip Plus

Medium Large &TENA®
&TENA® Slip Slip Super Large
Super Medium

+10% +10%
828 976
650 800
630 730
414 414
TENA® TENA® Slip TENA®
Slip Plus Plus Slip Super
(Large) (Extra (Medium™
+10% Large)
+ 10% +10% LW
110 121

a. Model TENA® Slip Plus Medium

@ 000 LMPMH () INFOGCIRMLRU @ WWW GOSZDRAVNADZOR RU

TENA® Slip Plus
Extra Large

+10%
980

840
720

414

TENA® Slip
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b.Model TENA® Slip Plus Large
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¢. Model TENA® Slip Super Medium
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d. Model TENA® Slip Super Large
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e. Model TENA® Slip Plus Extra Large
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12 .Ho Wto apply the product

* 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 ofthe tapes. Gently press and smooth the t”es 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.

» 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.

13. Handling conditions

Requirements for environmental conditions during handling N

Air temperature, °C A +35™C

Air relative humidity Vil \ 40%
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14.Materials used

Plus Medium, Super Medium, Plus Large, Super Large

Component

Top layer

Standing gather

nw
Transfer layer

Absorbent core
(double)

Backsheet

Elastic threads
(leg)

Waist elastic

Hook/Hook
laminate

Adhesive

Component

Top layer

Material
nonwoven

SMS
nonwoven

PE and
nonwoven
Fluf pulp,

SAP

Laminate
of PE film
and

Polypropy
leneNW

Elastic
spandex
threads
(synthetic)
Thin
elastic
film

Polypropy
lene.
adhesives,
silicone.
nonwoven
Blend of
polymers
(hotmelt)

Material

nonwoven
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Brand of
material
BSNW-SB 12
gm
B1014040AB
SMSNW 14
gm
NW-AIR 50
g/m
PulpBSK E,
FR SS+, 8%;

SAP-
POWD,GS-
301N

B-film, 15
g/m™

NW-SB, SMS,
15
ELA-Span 800

ELA-Film 49
gm

FAS-HLAM,
TENA
bl,NEW

ADH-HMK
Perfectcare
W2780

Brand of
material
NW-SB 12

Supplier
Filesa Germany /Italy

Fibertex Personal Care
A/S

Berry Italy

International Paper

LG Chem Limited

RKW,

Fibertex Personal Care
A/S

Hyosung Corporation

Mondi Gronau GmbH

Avery Dennison

Colquimica S.A.

Supplier \

Gulsan, Turkey

MSDS (X®or
date)

15/4/2014

2/7/2018

21212016

26/5/2015

3/1/2011

31/1/2018

2/7/2018

July/2013

9/3/2017

28/10/2014

16/2/2018

20/55L19



Transfer layer

Absorbent core
(double)

Backsheet

Elastic threads
(leg)

Waist elastic

Hook/Hook
laminate

Adhesive

PE and
nonwoven
Flufpulp.

SAP

Laminate
of PE film
and

Polypropy
leneNW

Elastic
spandex
threads
(synthetic)
Thin
elastic
film

Polypropy
lenc,
adhesives,
silicone,
nonwoven
Blend of
polymers
(hotmelt)

NW-AIR 50

e/m*

Pulp BSK E,
FR SS+, 8%

SAP-

POWD,GS-

301N

B-film, 14
gm

NW-LAM, 14

Km

ELA-Span §1O

ELA-Film 49

gm

FAS-HOOK,

FAS-HLAM,

FAS-
DISPTAP
ADH- HM
Full -Care
5300;

ADH- HM.

HYFIX 1303

IS.Labeling of consumer packs and MD
LOT number is usually indicated on the product.
Information on consumer pack:

-medical device name
-medical device name

- indication for use

- size of medical device

- recommended waist size

- number of items per package

Berry Italy

International Paper

LG Chem Limited

Korozo, Turkey

Ritas A.S.

The Lycra company

Mondi Gronau
GmbH

Bento AS

Korozo, Turkey

HB Fuller;

Organic Kimya San.
ve. Tic.A.S

10/10/2018

26/5/2015

2013/10/22

29/12/2018

01/01/2018

21/03/2018

9/3/2017

25/04/2011

29/12/2018

05/03/2015

03/09/2018

- name and address o f the location of the manufacturer (seller, distributor),

Public
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- trademark

- address of production site

- Lot number

- date of production

-shelf life

- storage conditions

- disposal instructions

- text describing fimctions.

- pictograms how to apply product

- article
- number and date of registration certificate;
- barcode
Symbol Meaning
The possibility of processing low density polyethylene
(LDPE).
PE-LD
Throw in the ballot box
Prohibition of re-use
u J
Packaging not intended for contact with food
(TENA® Slip Plus Extra Large)
1
Do not dispose into drains
4 Absorption capacit®*” V|-~
C€ CE Marking

Public
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@ ©@ Symbol is placed on products manufactured by companies that
finance the waste management program and are included in its
- disposal system

Proskin The name of a marketing concept that unites a group of
products for people with incontinence

LOT Number of batch
Manufacturer
MD Iogo Medical device

(TENA® Slip Plus Extra Large)

16. Information about transportation of MB

Consumer pack with the diapers enclosed in it should be complete. On the surface, tears and
other damage are not allowed.

Temperature-30°C to +35°C; Air relative humidity not more than 80% .
Diapers are transported only in a dry, clean transport that does not have extraneous odors.

17. Storage and Shelf life

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.);

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

Air relative humidity
-t 1J 1041

Shelflife of the diapers is 3 years from the production date indica\

ihlin
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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. Authonzcd representative in Russia

During the warranty period, claims are made to the manufacturer at the address: LLC Essity,
Russia, 117218 Moscow, ul.Krzhizhanovskogo, 14, building 3, phone; +7 (495) 967-33-67.

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 fiill or in part.

1SO 13485:2016 Medical devices - Quality management systems - Systems
requirements for regulatory purposes
This international standard specifies requirements for a quality
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.

1ISO 9001:2015 Quality management systems

This international standard specifies requirements for a quality

management system where an organization

a) nheeds to demonstrate Its ability to consistently provide
product that meets customer and applicable regulatory
requirements, and

b) aims 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.

1ISO 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. Itincludes 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 ISO 10993:2009  Biological evaluation
a) the fundamental principles governing the biological evaluation
of medical devices
b) the definition of categorie”.of4”ces based on the nature
and duration of contac
the selection of appi

EN ISO 17025:2005  General Requirementflffr Se of testing and
calibrating laboratorle

[> Hie
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EN 1041:2008

180 15223:2016

1SO 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

P i

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

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. ltdoes not specify the
language to be used for such information.

Medical devices - Symbols to be used with medical device
labels, labeling and information supplied.

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 international 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 Inthe
conformity assessment of medical devices.

Part 1 of 1ISO 14155 a) specifies requirements for the conduct of a
clinical investigation such that Itestablishes 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
investlgation(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 itwill help in
optimising the scientific validity and reproducibility of the results of
a clinical investigation.

Guidelines to the Classification of Medicai Devices
Medical Devices, Clinical Evaluation
~edical Device Vigilance System

ste
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/KOHrpumBKa: /
HOTAPNYC

A, HwkenognucasLwniics Mabpuanb Pya6ek, HoTapuyc r. CToKrofbM, LLBeLusi, HacToALLM
YA0CTOBEPSAIO

NOATMHHOCTb HaCTOFILLl'eVI KOnwuwn ¢ npeaocTtaB/IEHHOI0 MHE OpUrnHana AOKyMeEHTa.

Ctokronbm, LLBeuus, 18.05.2021

B cnny B03M10XKEHHbIX 3aKOHOM 06513aHHOCTEN:

Inodnuchbl

Mabpuanb Pynbek

CseaBareH 24-26, 3-ii atax, a/s 3098, S-103 61 CTtokronbm, +46 (0) 8 20 59 90

4 2854

/TepboBas neyaTb: Mabpuans Pyabek ~ HoTapuyc r. CToKronbm/
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«YTBepxjato»

CiosaHHa Bepgenb

TexXHNYeCcKnii MeHeIKep Mo NPOAYKTY

KaTeropumn HefepXxaHvie TSHXKeN0M CTENEeHN U yX0[ 3a KOXel
oTAena Npojax U3Lennin MeULMHCKOro HasHaveHus
AcenTn XanmkmH sHg Xenc Ab

/W Tamn:

«3ccuTKn Xang>KuH ang Xenc Ab»
405 03 FéTebopr

WBELWNA/

MNHCTPYKLUMA NO NPUMEHEHUIO
Ha MeMLMHCKOe nu3genune
MoarysHnkn megnumHckue ans B3pocnblx TENA® Slip ansa yxoga npu Hegep>XaHum
TSHKENOM CTeneHu, Creayowmx NCNOMHEHWIA:

1 Plus (Medium, Large, Extra Large); 2. Super (Medium, Large)

«3cenTn XanmknH aHg Xenc Ab»/ Essity Hygiene and Health AB,
SE-405 03 Goteborg, Sweden, LLseuus

2020 r.
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1. HavmeHoBaHne M 1

MoArysHMkn meanumHckme ans e3pocsblx TENA® Slip anga yxoga npu HefepyKaHum
TSXKENON CTeneHn, cnefyroLnx NCNOSTHEHWIA:

1. Plus (Medium, Large, Extra Large); 2. Super (Medium, Large)

2. TMpowusBognTenb: «3ccnTn XanmkuH aHg Xenc Ab»/ Essity Hygiene and Health AB, SE-
405 03 Goteborg, Sweden, LLiBeuus

MecTo npon3BoACTBa:
1. «3cceuTtr OnepaiwHe MonaHg Cn. 3.0.0.»/Essity Operations Poland Sp.
z0.0., Ul. 3 Maja 30 A, 55-200 Olawa, Poland, MonbLa
2. «9ccuTtn OnepaiiwHe MeHHen B.B.»/ Essity Operations Gennep B.V., Hoogveld 25,6598 BL
Heijen, Gennep, The Netherlands, HngepnaHgbi
3. «9cenTn TypKn XuxkbeH YproHnepn CaH. Be Tumk A.LLL.»/ Essity Turkey Hijyen Urunleri
San.Ve Tic A. S .; Sarimese Mah. Kanal Yolu Cad, Kerime Sok. Ne 27 41250, Kartepe, Turkey,

Typuusa

3. HasHaueHne MU

BnuTbiBatowme nogrysHuku ansa s3pocnbix TENA® Slip Plus n TENA® Slip Super BbLUO/THEHbI
B K/1TaCCUYECKOM [M3aliHe 1 NpeAHasHadeHbl 4718 yXo4a Npu HefepXXaHUM TSXKENI0M CTerneHn,
obecneunBaroT CyxoCTb W KoMopT 6narogaps TexHonorum FeelDry. Cnoii, npunerarvowmi K
Teny, AenarT U3 MAFKOro HeTKaHoOro MaTepuana, a yHMBepcasibHble 3aCTEXKU-NNYYKN MOXHO
NIErKo OTperynmpoBatb. 3aenuve BbINycKaeTca B CNefyrowmnx pasmepax: pasmep Medium

( M) - obxBaT Tanmn 72-122 cm; pasmep Large ( L) - o6xBat Tanum 92-144 cm ; pasmep Extra
Large (XL)- o6xBaT Tanuun 120-160 cm. [laHHoe n3genne 1 Knacca NoTeHLUMaNbHOI0 puckKa
NPUMEHEHWS; B TeYeHMEe KOPOTKOro NPoOMeXyTKa BPeMEHN KOHTAKTUPYET C HEMOBPEXAEHHOW
KOXel 4esioBeKa, HeCTepPUbHO.

4. TlokasaHuA K npumeHeHunio MA.
Hepgep>xaHne mouw.

5. NMpoTnBonoKasaHus
MpoTuBONOKasaHWii He BbISB/IEHO.

6.Mo60o4HbIE 3hheKThI
Mo60YHbIX 3th(PeKTOB He 0OHAPYIXKEHO.

7. Mepbl NpPefoCTOPOXKHOCTH
He npumeHnmo

8. VMHgopMauHsa 0 noTeHUNanbHbIX NoTpedouTenax MU

MNoTeHUMasbHble MOTPeOUTENN [JAHHOI0 MefMLMHCKOr0 U3Le/IUA 3TO B3POC/ble, CTpajatoLme
HefepXXaHeM TsHKeNou cTeneHn. Mogry3HUKM MOTYT NPUMEHATLCS B KIIMHUYECKUX,
NOSINKNNHUYECKUX YUPEXEHUAX N B JOMALLHUX YC/TOBUAX.
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9.PyHKUNOHA/IbHbIE XapaKTepPUCTUKU U Ha3HayeHne MU

TENA® Slip MonHoe BnaronornouweHue (r) no Poreenny
+15%

Plus Medium 2100

Plus Large 2400

Plus Extra Large 2550

Super Medium 2450

Super Large 2650

TENA® Slip
MNokasaTesu n
. Super

LieneBble 3HaYeHNS Plus Medium Plus Large E!;rs eExtra I\?Ilég?l:m L:rlz]e
no NOCT g
CopbunoHHas
czlc_)'(;oi:ooc:: 22;:35 He Me?ee 440 He MeHee 500 He meHee 560  He MeHee 440 He MeHee
HeHTPVGYTVID ’ r r r 500r
(r)
O6paTHasi cop6uusi, r  He 6onee 4,4 He Gonee 4,4  He Gonee 4,4  HeGonee 4,4 He 60/ee
He 6onee 4,4 r r r r r 441
CkopocTb He meHee 2,3  He meHee 2,3 He MeHee 2,3 He meHee 2.3 He MeHee
BNUTbIBaHUS CM3/C 2,3
He MeHee 2,3

3nenve npegHasHaueHo 405 AL, CTPAAAOLLINX HEAEPXKaHNEM TSHXKENO0M CTEMNeHN.

FO.Puckn npnmeHeHna MW, npoTuBonoKasaHus, 0XXngaemMmble 1 npeackasyemMble
noboyHble 3hheKThbl, CBA3AHHbIE C MPpUMeHeHNnEM MW No Ha3HayeHUto.
OTcyTCcTBYIOT
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11. TexHNYeCcKUe xapakTepuctuku M

MNokasaresb
(Mm)
Plus Medium; Super
Medium
+10%
JnvHa noarysHuka 828
LLinpnHa 650
noarysHuka
OnnHa 630
BMUTbIBAOLLLErO
cnos (bonbLuas
cepLeBMHA)
AnvHa 414
BMUTbIBAIOLLETO
cnos (manas
cepALeBnHa)
TENA® Slip
Plus Plus Large
Macca()  \edium  +10%
+10%
93 no

CxemaTtmyeckoe nsobpaxeHme MW (npumep)

MoarysHnkn megnumHckmne TENA® Slip

Plus Large; Super

Large
+10%
976
800
730
414
Plus Extra Super
Large Medium
+10% +10%
121 108

a. BapwuaHT ucnonHenmna TENA®SIipPlus Medium

& 000 LMPMM (2] INFO@CIRMI.RU & WWW.G0SZDRAVNADZOR.RU
/TTp6oBas neyaThb: Fabpuanb Pyg6ek *HoTapunycr. CTokronsm/

Jsity Internal

Plus Extra Large

+10%

980
840

680

414

Super Large
+10%

121



b. BapuaHT ncnonHeHna TENA® SlipPlus Large

c.BapuaHT ncnonHeHna TENA® Slip Super Medium
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d.Bapuant ncnonnenus TENA® Slip Super Large

e Bapuant ucionnerns TENA® Stip Plus Extra Large

6
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12. Cnocob npumenenns MH
o Jlexaunit Gonbrokl

JlocTanbTe H3ZeNHe M3 YNAKOBKH, MOJHOCTHLIO pa3BepHHTE MOArY3HWK, pacnpaBsTe Bee
COXXEHHbIE YacTH; MONOXKHTE GONbHONO Ha GOK, COrHyB €My HOTM B KOJICHAX; CJIOXHTE
H3Je/IHEe H MPOMYCTHTE €0 MEXAY CNCTKAa PasABUHYTHIMH HOraMH, 3aKphiB NPOMEXHOCTb;
HalleBaHHE HY)XHO HAYMHATHL CTCPEAH, MPOABHIas NOATYIHHK Ha3al H Pacnpabiif 3aaHIOK
4acTh; NOBEPHHTE GONLHOIO HA CIIHHY W BLIPOBHAINTE NOATY3HRK HA XKHBOTE, YTOOH OCTANOCH
MHHEHMYM 38N0MOB; Kpas H3JC/JIHA ROMKHB NAOTHO MpHAETaTh K Teay; ybemurech b
AOCTATOYHOM NpuicraHuu. JlONyCKaeTCs MHOIOKPATHOE 3aKpeIUICHHE MOAry3HUKA, AN
HagexxHoOl Qukcauy caerka NOTAHHTE 32 JNHUNYYKH M 3aKpenmuTe UX Ha 3aaHel naxenn
MOATY3HHKa.

* He nexaunit Gonbroit

JlocTanbTe H3genMe U3 YNAKOBKH, MOAHOCTHIO pasBEpHHTE NOATY3HMK, pacnpaBbTe BCC
cnoxeHHble yacTH. HeMHOrO pacTAHUTE NOAry3HHK, 3aTeM NPOTAHHTE MexAy Hor GommHoro,
HaXoAAWErocs B NMOJIOKSHHN CToA. BhipoBHsliTe nepeanIo0 H 3aQHIO0 YaCTH NOATY3HHKA,
TlocnepoBaTensRo 3aKpenuTe AHNYYKd. Cneayer 3apuUKCHPOBATH NMOATY3HHK JHNYYKAMB —
CHaYaNa HHXHEMH, 4TOObl NAOTHEC OOXBATHTL HOTH, NoToM BepxnumH. Jlomyckaercs
MHOTOKpaTHOe 3aKpel/IeHHe NOATY3HWKA, JUd HaBekKHOH (QHMKCALHHM Clerka MOTAHMTE 33
NMNYYKH H 3aKpenHTe HX Ha 3aaHelt naneau noAry3HUKa,

13. Yenosun obpamenns ¢ MU

OGpauienne ¢ H3AENHEM — B HOPMANBHBIX YCIOBHAX

Tpebosanns K ycIoBHAM o6pamenns ¢ MEAHINHCKEM H3JETHEM
Temneparypa Bo3nyxa, °C Ot + 15°C o +35°C
OTtHocHTENnbHAA BAAKHOCTE BO3AYXa He 6onee 40%
7
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14. Vicnonb3yemMble MmaTepuasbl

TENA® Slip: Plus Medium, Super Medium, Plus Large, Su per Large

KOMMOHeHT MaTepunan Mapka matepuana [llocTaBLKUK MacnopT
6esonacHoCcTU
(Ne; paTa)
BepxHuii HeTKaHbI NW-SB 12g/m~ Fitesa Germany/ 15/4/2014
I'IOKpOBHbII\/’I C/I0/ MaTepuan |ta|y
BapbepHble HeTKaHbIi BSNW-SB 12g/m™ Fibertex Personal 2/7/2018
3/IEMEHTHI MaTepuan Care A/S
PacnpegenutenbH 13 1 HeTKaHbI NW-AIR 50g/m2 Berry Italy 104060103
bl CNOVA mMartepuan
BrnvTbiBatoLuii Lienntonosa PulpBSK E, FR International Paper 26/5/2015
cnoii(aBONHOIN) pacnyLueHHas SS+, 8%;
SAP - POWD,GS- LG Chem Limited 3/1/2011
CANN 301N
HwxHWIA HeTKaHblIi B-film, 15 g/m® RKW; 31/1/2018
NMOKPOBHbIA/3aWy  mMaTepuan u3
THbI CNoii noaunponuieHa v NW-SB, SMS, 15 Fibertex Personal
M3 nneHka g/m™ Care A/S 2/7/2018
dnacTnyHble anactuyHble HUTKU  ELA-Span SOQOdtex Hyosung monb 2013
HUTK (B 06/1acTM  cnaHgekc Corporation
Hor) (cvHTETUKA)
ToHkas ELA-Film 49g/m» Mondi Gronau 9/3/2017
dnacTnyHasn anacTuyHasa nnaeHka GmbH
BCTaBKa B
obnactu Tanmm
dukKcnpyome Monunponwunen, FAS-HLAM, TENA Avery Dennison 28/10/2014
3N1EMEHTbI KNeu, CUITNKOH, bl,NEW
HeTKaHblIl
maTepuan
Knei Cwmecb nonumepos  ADH- HM K Colquimica S.A. 16/2/2018
(Knew ropsiyero Perfectcare W 2780 20/6/2012
pacnnasa) 12/2/2016
TENA® Slip PlusExtralarge
KOMMNOHEHT MaTtepunan Mapka maTepuana lMocTaBLKUK MacnopT
6esonacHoCTH
(Ne; paTa)
BepxHwnii HeTkaHbIl NW-SB 12g/m2 Gulsan, Turkey 20/05/2009
NMOKPOBHbIN CMON  MaTepuas
PacnipegenutenbH M3 v HeTKaHbli  NW-AIR 50g/m~ Berry Italy 10/10/2018
bl CNOMA marepuan
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BnuTbiBatoLLWi
CNnoii (gBOIHOMN)

HwxHuin
NOKPOBHbIA/3aLLm
THBI C/0WA

dnacTnyHble
HUTK (B 06n1acTu
Hor)

dnacTnyHas
BCTaBKa B
obnactn Tanmn
dukecupytoLme
3/1EMEHTbI

Llenntonosa
pacnyLleHHas w

CAIl

HeTkaHbli
martepuan u3
NoNNNponuseHa
n M3 nneHkKa

dnacTuyHble
HUTWN CnaH4eKc
(cuHTETHMKA)

ToHKasA
anacTnyHas
nneHka

MonunponwuneH,
K/1en, CUIMKOH,
HeTKaHbIl
maTepvan
Cwmecb
nonnmepoB(Kse
 ropsivero
pacnnasa)

PulpBSK E, FR SS+,
8%;

SAP - POWD,GS-301N

B-film, 14 g/m®

NW-LAM, 14 iur
ELA-Span 800

ELA-Film 49g/m"

FAS-HOOK,

FAS-HLAM, FAS-
DISPTAP

ADH- HM Full -Care
5300;

ADH- HM, HYFIX 1303

15.MapkupoBka M 1 noTpebmnTeNnbCKOM yrnakoBKM

International
Paper

LG Chem Limited

Korozo,Turkey

Ritas A.S.
The Lycra
company

MondiGronau
GmbH

Bento AS

Korozo, Turkey
HB Fuller;

Organic Kimya
San. ve. Tic.A.S

26/5/2015

2013/10/22

29/12/2018

01/01/2018
21/03/2018

9/3/2017

25/04/2011

29/12/2018
05/03/2015

03/09/2018

MoTpebuTeNnbCcKas ynakoBKa BbINo/IHEHA 13 NOMMMEPHON NNeHKM. Ha camom m3aenmm

YKa3bIBaeTCA BapnaHT NCMNOJTHEHNA NOATry3HUKa 1 YPOBEHb BMUTbLIBAEMOCTW B Kar/iax.

MHhopmaumnsa Ha NoTPebruTeNbCKOM YNaKoBKeE :
HavmeHoBaHve MU
HasHayeHne MU
pasmep M
peKoMeHayeMblli pasmep Tanuu/6begep
KOMIMYECTBO U3AeNNiA B yaKoBKe
HavMeHOBaHVe 1 afipec MecTa HaxoXXaeHna nponssoamTens (Npojasua,
ANCTPUGBLIOTOPA), TOproBasi MapKa
afpec mecTa npoussoacTtea M
HOMep NapTun

faTa npon3BoACTBa

CPOK rogHOCT M U
YCNOBUA XpaHeHNs
yKazaHusa no yTuamsaumm

ssity Internal
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Crocob npuMeHeHus n3gennsa (B BUAE PUCYHKOB)

apTUKYN U3genus

HOMEp 1 AaTa PerucTpaLyoHHOIO YA0CTOBEPEHNS;

LUTPUXOBOM KOf,

"paduyeckne CUMBO/bI Ha YNaKOBKe U UX 3HaUYeHue

CumBon

(g )

.
C€

0 po©

©

Proskin

LOT

3HauyeHne

3HaK BTOPUYHOM MepepaboTKuM 18 NONMITUNEHA HU3KOI NIOTHOCTYU
(M3HIT).

BbIbpocuTb B ypHY

3anpeT Ha NOBTOPHOE NPUMEHEHNE

YnaKoBKa He MpefHasHaYeHa 1 KOHTaKTa C MULLEV

(TENA® Slip Plus Extra Large)

He 6pocaTb B KaHa/mM3aLuo

Nokasarenb BNUTLIBAEMOCTU

W3genve cooTBETCTBYET OCHOBHBIM TPeboBaHWAM anpekTns EC n
rapmMoHU3MPOBaHHbIM CTaHAapTam EBponeickoro coto3a

3HaK CTaBMTCS Ha ToBapax Mpou3BoACTBa (MpM, KOTopble
(hMHAHCUPYIOT NPOrpaMmy NepepatoTKM 0TXO0B 1 BK/HOUEHbI B ee
cuCTeMY YTUM3aLMN

HavMeHoBaHMe MapKETVIHIOBOM KOHLEMLMM, 0GbeANHSIIOLLIEN
rpynny TOBapOB /151 IH0Ael C HeepXKaHVeM

Homep naptum

10
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‘ TMpoussoautens

Hanenne MEAHIMHCKOTO HAZHAUCHNS

MD (TENA® Slip Plus Extra Large)

16.Yxazanus no nepesosxe MH

TMotpeGurensckan ynakobka ¢ NOATy3HHKAMH A0MKHA ObiTh uenoctHo#t. He nonyckaercs

MEXaHUYECKOe NOBPEKACHHE YIAKOBKH, OTKPLIBAIOMICE AOCTYN K NOBEPXHOCTH NOATY3HHKA.

Ycnoens nepeBo3KH npu teMneparype ot -30°Cao +35°C; OtHocuTenbHan BAKHOCTL BO3RYXA
‘ He Gonee 80%. Ioary3HukH NEPEBO3ATCA TOALKO B CYXOM, YTHCTOM TPAHCNIOPTHOM CPEICTBe, HE

HMEIOILEM NOCTOPOHHHX 3aMaxo0B.

17.Ycnosns xpaHenus u cpox rognocrn MH

Hanenue B 3aBOACKON yNAKOBKE CIEAYET XPAHHTH B UMCTHIX, CYXHX, XOPOILO MPOBSTPHBACMBIX
noMemenusx; Kareropuuecky sanpemaercs XpaHUTh W3AENHA BONH3H HCTOYHHKOB OCTPBIX
3a1axop (3T0 MOTyT 6biTh, K IPHMEPY, 3aNAXH JIAKOKPACOUHBIX MATEPHANOB, CPEACTB OurroBoft
XHMHH, o0xura, pactsoputench i T.4.)

[pu XpaHeHWn u3neaua cneayer uiberarsb Bo3ACHCTBHR NPAMBIX CONMHEYHBIX AydeH H pe3KuX

nepenaaocs TeMNEPaTyphl.

YcnoBus okpyxalomeil cpeass HpH XpaHenns
Temneparypa Bo3ayxa, °C or+ 15°Cpo +35°C
‘ OTHOCUTeNbHAA BAAXHOCTH BO3AYXa He Oonee 40%
CpoK rogHOCTH NOATY3HHKOB COCTABIIAET 3 roja ¢ AaTH NMPOH3BOACTBA, YKalaHHOH Ha
noTpebuTeNnbeKo# ynakoske.
18.YTUWIHIALIUA

Hcnonb3oBaHHOE H3ACAHE HEOOXORMMO YTHIH3HPOBATH KaK MEAHLHHCKHE OTXOAM Kiiacca
onacHocTh «B» 3anpemaerca 6pocath B KAHAIH3ALMIO.

19.FapanThn npouspoauTENS

[Ipon3sosuTent rapaHTAPYET KA4ECTBO MEAHLHHCKOTO M3ACAHA NPH COOMOACHHH YCNoBHi
IKCIUTyaTallHH, XpaHEeHHsA H TPAHCMIOPTHPOBAHHSA B TEYCHHE 3-X JIET CO THA AATHl HIrOTOBICHMUA,
yXa3aHHOH Ha yNaKoBKe.
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20.YnoanoMouenHpiil NpeAcTABHTENL NpouIsonuTens B Poccun

000 «Iccntin, 117218 r. Mocksa, ya.Kpaarxanosckoro, a.14, kopn.3,
Ten.: +7 (495) 967-33-67; www.TENA.ru;

21.Cnncox npHMeHAEMbIX HATHOHAALHLIX CTAHARPTOB.
lapMoHN3NPOBAHADIC K APYTHE MEXAYHAPOAHEE CTAHAAPTH, NOATBEPKAAIOMIE
cootBerctre Pernamenry EC o meanumnckux uzaenusx (EU) 2017/745, xoropnie
NONHOCTHIO WM YACTHYHO MPHMEHAET KOMNAHHA «ccuTH Xalimxun sua Xenc ABb».

| 1ISO 134852016

“1SO 9001:2015

| ENISO 10993:2009

EN 1SO 17025:2005

150 14971:2012

H:ule.uul uemnnmclme Cuc'reuu Meuemlmem m'lec'ru -

TpeGoBannun x CHCTEMAM As Uenelt HOPMATHBHOIO

peryanpoBaHun

Hasnniil MexcayHaposHbif CTAHAAPT YCTAHABAUBACT TpeGOBAHMA K

CHCTEME MCHEKMEHTA KayeCTBa, KOTOphle MOTYT OBTh

HCNONB3OBAHK OpraHusalHeii A1 NPOCKTRPOBAHHUA ¥ pa3paboTKy,

MNPOM3BOACTBA, YCTAHOBKH, TEXHHYECKOTO 00CIyXUBaHHA

MEAMUMHCKUX H3AENANH, a TaKKE JUI8 NPOCKTHPOBAHHKS U pa3paboTkn

HIH NPEAOCTABNCHHS COMYTCTBYIOMX YCAYT.

CucTeMBbl MEHEOKMENTA KAUECTBA

Daunnft Mexaynaponusili crangapr onpegenser TpeGoBaHHS K
CHCTEMeE YNpanieHUs Ka4ecTBOM, NPH KOTOPOH# Opranu3auMy

a) HeoOXOQHMO NOKA3aTH CBOIO CNOCOOHOCTh MOCTOAHHO BHIAABATH
NPOAYKUMIO, OTBEvAloOmy0 TpeOoBaHHMAM  KIHCHTa M
COOTBETCTBYIOIHX ACHCTBYIOMX HOPMATHBOB, H

b) cTpemiieHHE NOBLILATL YAOBACTBOPEHHOCTH KAHMEHTa uepes
3 peKTUBHOC NPHMEHEHHE CHCTEMbl YNPABICHHA KAYECTBOM,
BIUIIOYAR MNPOLECCH MOCTORHHOTO YAYYILEHHA >TOH CHCTEMbI, H
obecneuynBats  coOmopaenne  TpeGoBaHHN  KIMCHTA H
AeHCTBYIOIIETO 3aKOHOAATENLCTBA.

Yapanjnenue puckams

Jauneili MexaAYHapoaHbili CTAHAAPT PEKOMCHAYCTCHA PACCMATPHBATD
Kak OCHOBY AnA 3P PeKTHBHOIO YNpaBICHHA H3TOTOBHTENEM DHCKOB,
CBA3AHHLIX C IPUMEHEHHEM MCAULIMHCKHX W3aennil. CraHmapr
COACPXMT NMpOUEAYPhl M0 HCCASAOBAHMIO, BKNIOYAsA HMCIOMIYIOCA
HHpOpMaLIO, 6e30nacHOCTH MEAUIMHCKOrO H3JISNNA, BKIIOYas ero
NPHHAISHKHOCTH, MyTEM BHIABJICHHAN ONACHOCTEH H OUEHKA PHUCKOB,
CBA3aHHBIX C ITHM METULIHHCKHM H3MC/IHEM,

Ouenxa 6ionormaeckoro aelicTenn MeANIUHCKHEX B3aeami.
a) OyHaaMeHTANbHBE NPHHIKITBIL, KOTOPbIMH PYKOBOACTBYETCA
GHoNnornyeckan OLUCHKA MEEHMIMHCKHX W3genni
b) Onpeaenenue KaTeropHu MEAHIHHCKOrO H3CHHA HA OCHOBE
XapakrTepa H NPOACIKHTEALHOCTH KOHTAKTA C OPra’nH3MOM
yenobexa
¢) BriGop cooTBETCTBYIOIMX TECTOB )

Ofmue Tpe6oBAHRE K KOMIETEHTHOCTH HCMLITATCALHBIX H
NoBepoYHBIX AabopaTopril

Hannbti MexyHapoausiil CTaHJapT yCTaHaBNHBaeT oOUIHe
TpeDOBAHNE K KOMNICTCHTHOCTH naboparopuii B NPOBEACHKY
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EN 1041:2008

HCNBITAHUA H KUTHOpOBKY. CTaHAAPT BIUTIOYAET TECTHPOBAHHE H
KaTHOpOBKY MO CTAHAAPTHLIM MCTOOHKAM, HECTAHAAPTHLIM
METOKAM X MCTOIMKAM, pespeGoTaHHLM Raopatopie.
Hudopmanug, NOATOTABIHBACMAS HITOTOBRTEAEM HA
MeAHIHHCKHEE HIRSTHR

Jantutit crasaapt ycranasnnsaer TpeGosaHua k HHdpopmMaunu
H3TOTOBHTENIA, CONPOBOXAAIONIEH MEAHUHHCKHE H3NAENHS PASNBYHBIX
Kateropait, kak Toro Tpebyior coorercTByIomHue upextnsnl EC.
CranaapT He OropapHBacT Ha KAKOM HMCHHO S3hIKE JOMKHA
NPEAOCTABIATECA NoxoOHas KHGopMalmA.

ISO 15223:2016

Hipenns meanunncxne. CHMBOILL, NPpEMEHACMBIC PR
MapKHPOBKE MEARURHCKEX HaReanil, 7THKETKAX B B
CONPOBOANTENALHOMN ROKYMEHTANNNA

JauHstli MeKIyHapOAHEIA CTAHAAPT PACCMATPHBACT CUMBOJILL,
KOTOpbIC MOTYT OBITbH HCTIONL30BAHbI ANA NEPECAAYH IEMCHTOB
HHGOpMALIMH, BAXHLIX, 10 MHCHHIO PETYJIMPYIOLIHX OPraHoB, A
6e30macHOro H HaRICXKAILETO NIPHMCHERHS MEAHIHHCKHX H3AeTnl
NOAb30BATENEM.

ISO 7000:2012

I'padnveckne cHMBONLI, HanOCHMbBIC Ha ofopynoBanne

3ror MexayHapoanbil cranaapt obecneynsaeT Kparkuit ob3op
rpadpuYecCKHX CHMBOJIOB, KOTOpHIC pa3MeMIAlOTCA Ha 000PYA0BAHHH
HIH 9acTaX o0opyaosaHua NioGoro TMNa, YToGB HHCTPYKTHPOBATD
Ak, obpataomuxca ¢ 060pyA0BaHNEM, OTHOCHTENIBHO €10
HCNIONL30BAKHA H IKCTUTYaTallHH.

EN ISO 14155:2011

Kaunuveckne HCNLITAHNE MEANIHHCKHX Haaenul

B nannioM cranzapre onpenenenst obuine TpeGosanus,
HanpaB/ICHRbIC HA 3aUIHTY Npas U obecnedcHHe 6E30MaCHOCTH B
Gnarononyuns moxei; o6ecneucHHE HCNOAL3OBAHKA HAYMHbIX
MOAXOROB NMpPH NPOBEACHAH KIHHUYECKOTO HCCNEAOBAHHS H
ofecrieyerne JOCTOBEPHOCTH PE3YALTATOB KINHHHYECKOTO
HCCEAOBAHNA; ONMPEACACHHE OTBETCTBEHHOCTH CIIOHCOPa M
OTBETCTBEHHOIO HCNOJHHTENA; COAcHCTBHE CIOHCOpaM,
HCCNEAOBATENAM, ITHIECKHM KOMHTETAM, Pery/IMPYIOIHM BIacTAM H
IOpPYTHM OpraHaM, BOBACYCHHBIM 8 OLICHKY COOTBETCTBHA
MCEAMLHMHCKHX H3genuii.

Yacts 1 ISO 14155 a) ycranasnupaer TpeGoBalus K NPOBEACHHIO
KNHHUYECKHX UCNBITAHHUIL, 3 HMEHHO K OMPEACNCHUIO KNHHUYeCKOH
3 PeKTHBROCTH MEIHIMHCKOTO H3ACIHA B XOA€ KIHHHYECKHX
HCIIBITaHWH, HMETHPYIOIUX MPHMECHECHHE JaHHOTO H3ACHA B
INMPOKOH MEAHLIHHCKON NPaKTHKe, K BHABICHHIO HeXeNaTeNbHBIX
coOuiTiit NpH OOLIMHBIX YCIOBHAX MPHMEHCHHA H K OLICHKS
AOMYCTHMOCTH PHCKOB, CBA3AHHBIX € NPEAHA3HAYCHHBIM
NPHMEHEHHEM MEANLMHCKOO u3aeina; 6) ycraHasnnsaer
TpeOOBaHHA K OpraHH3alMK, NPOBEACHHIO, MOHHTOPHHTY, cOOpy
JIAHHBIX H AOKYMCHTHPOBAHUIO KITMHHYCCKHX NCABLITAHAHN
MEAMUHHCKOTO H3ACIHSA, C) NPHMEHAETCA KO BCEM KIHHHYECKHM
HCIIHITAHHAM MEAHLHHCKRX MARENHH, KIMHHYECKYIO 2¢peXTHBROCTD
H 6e30MacHOCTh KOTOPHIX OLCHHBAIOT C y4acTHeM Jiofiel B kauecTse
CYOBEKTOR KAHHHYESCKHX HCTILITAHHHA,
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B Yact 2 31010 CTaHAApTa HINOKEHB! TPeOOBAHHA K COCTAB/ICHHIO
nuiaHa knHHEUYeckux Heeneaopannit (CIP) ana xnmuanveckux
HCCNeAoBAHMH MeTHUMACKHX H3zennii. CocTasnenue niasa B
COOTBETCTBHH ¢ Tpe0OBaHHAMH 3TOI'O CTAHAAPTA H €ro CodNioZeHNe
; TIOMOMET ONTHMH3HPOBATS HAYUHYIO JOCTOBEPHOCTD B

: BOCNPOH3BOAHMOCTD PE3yNbTATOB KIHHHYECKOro HCCHEAOBAHMS.

MEDDEV_z:I.fn pea. © PykoBoacTso no KIACCHPAKAUNK MeXHURHCKUX maaennii
MEDDEV 2.7.1 pea. 4 PyxoBoacTBo N0 MEAWLMHCKHM H3AETRRM, KIHHHYECKAR OleHKa
MEDDEV 2.12/1pea.8 Cucrema GaureasnocTn Meanuuuckoro obopyaosanns

Pewenne Kommuccum Esponeiicknii knaccadnxarop orxozos
2000/532/EC

- . —
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MepeBof AWITOro0 TEKCTa chenaH MHOA, nepeBog4ynkoM MapkoBbiM AniekcaHApoM AneKcaHLpoBuYenu

Poccuiickaa ®depgepaums
Mopog Mocksa
TpnauaTb NEPBOro Mmas Age ThbiCAYM ABajLaTb NEepBOro roga

A, MapTblHOBa HaTanna AHApeeBHa, BPEMEHHO UCNONHAKLWAaa 0653aHHOCTU HOTapuyca

ropoga Mocksbl AkumoBa [ ne6a bopucosnya, CBUAETENLCTBYIO NOAINMHHOCT b MOAMNUCY NEPeBofYMKa
MapkoBa AnekcaHgpa AnekcaHiposuya.

Mognuck caenaHa BMOEM NPUCY TCTBUN.

JInyHoCTb NognucasLLero AOKYMEHT YCTaHOoB/NeHa.

3aperncTpupoBaHo BpeecTC yc-
YnnayeHo 3a cosepLueHme N oe™wysua: 400 py6. 00 Kon.
HA. MapTblHOBa

Bcero npoLuHypoBaHo,
1 CKPEM/EHO nevyaTbio

BPWO HoTapuyca
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Poccniickas degepaLus
lopog Mockaa
A838"Tb “ETBPTI0 NOA MUV LTELOR

R, Ueiineko NMogmun! B«n!plA9AmM, p«YBUMO uncnonHatwLwwas
0653aHHOCTM HOTapuyca ropoga MocHaur M " 1" Hikc6oit Enetb
EBreHbeBHbl, CBUETBLCT1YI0 BepHocTM K crrcreacT gteir >

MHE [LOKYMeHTa,
SperHcpHIWIB1 A>Clps

Vrviad*in»ewww»|jI»aeBtt! 57

Bcero npowHyposaxo,
NPOHYMEPOBAHO M CKPENNEHO
neyateio ™ 5 aucr
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