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1. Name of MD.
Urological pads TENA®
TENA® Lady Slim Extra, TENA® Lady Slim Extra Plus, TENA® Lady Slim Maxi

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

Production site: Essity Operations Hoogezand B.V, Abramskade 6, 9601 KM,
Hoogezand, Tlie Netherlands.

3.Intended use of MD

These products provide TRIPLE PROTECTION against leaks, moisture and odor. The instaDRY
zone in the form of hollow instantly absorbs moisture, ensuring dry skin. TENA® Lady Slim
Extra urological pads are designed to protect against light to moderate incontinence. TENA®
Lady Slim Extra Plus urological pads with increased absorbency * are designed to protect against
light to moderate incontinence.

* Compared to TENA® Lady Slim Extra pads.

TENA® Lady Slim Maxi with increased absorbency * are designed to provide protection for
moderate incontinence.

* Compared to TENA Lady Extra Plus pads

The products are unsterile, 1 risk class.

4.INDICATIONS
For women suffering from light and moderate 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 women living an active lifestyle,
suffering light and moderate incontinence.

9. Functional characteristics and weight of MD

Weight Average value of absorption capacity (g)

Model (9)* 15% Rothwelli 15%
TENA® Lady Slim Extra 21,8 500
TENA® Lady Slim Extra Plus 26,2 600
TENA® Lady Slim Maxi 354 798

Rewet under pressure:
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A certain amount of Ilgmd (0,9% NacCl) is added to the product and after a certain resting time
the product is subjected to a pressure and rewet is measured

TENA® Lady Slim Extra 70ml
TENA® Lady Slim Extra Plus 90 ml
TENA® Lady Slim Maxi 150 ml

Acquisition:

LiCHd is added in two doses with a resting of 10 minutes between the doses
ENA® Lady Slim Extra 2x40 ml

TENA® Lady Slim Extra Plus 2x50 ml

TENA® Lady Slim Maxi 2x80 ml

Centrifuge absorption capacity

Zrin! h

‘he reason for different results

during the centrifugation. Therefore, similar values between laboratories are difficult to reach.

I'lboratones. The |mportant parameter to be known is the g-force and the time the product is subjected to

Sorption Distribution o fthe pH value of
Name of Rewet capacit _ SAP the
oroduct Inlet time Yy in the structure of product
after the absorption extract
centrifugal layer (digital
ion
TENA® NA moisture-retention 6
Lady Slim o property of
Extra <n Firstinlet< 10 symmetrical sections +/- 0,05
Second inlet<9,5 s of the samples on the
left and right is the
TENA® NA moisture-retention 6
Lady Slim o property of
ExtraPlus <109 Firstinlet < 14 5 symmetrical sections +/- 0,05
Second inlet < 145s of the samples on the
left and right is the
same
TENA® NA moisture-retention 6
g o property of
II\_/%(;‘?I/ Slim <12g Firstinlet < 12 s symmetrical sections +-0,05
Second inlet< 15s of the samples on the

left and right is the
same

10. Risks of using a medical product, contraindications, expected and predictable side
*“ medical product for the intended purpose.

Nonf

11. How to apply MD
Remove release paper and fix a pad by the adhesive glue to the underwear.

Change pad when appropriate
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12. Handling conditions

Requirements for environmental conditions during handling

Air temperature, °C

Humidity (relative), without condensation

+15 C-
+35C
not more
40%

13. Technical characteristics of MD (same for all sizes)

TENA® Lady Slim Extra

Ne Measurement point

1 Length ofpad (A)

2 Width of pad (B)

3 Thickness of pad

4 Length of transfer layer ( D)

5  Width of transfer layer (E)

6 Length of absorption core (F)
7 Width ofabsorption core ( G)
8 Length of back sheet (H)

9  Width ofback sheet  (I)

TENA® Lady Slim Extra Plus
Ne  Measurement point
Length of pad (A)
Width of pad (B)
Thickness of pad
Length of transfer layer ( D)
Width of transfer layer (E)
Length of absorption core (F)

CUTRWN -
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AH

mm x 15%

312 mm

113 mm

11 mm in the crotch
110 mm

45 mm

285 mm

89 mm

312

113

mm = 15%

338 mm

126 mm

11 mm in the crotch
130 mm

45 mm

311 mm



7

Yy

Width of absorption core fG)
Length of back sheet fH)
Width of back sheet (1)

TENA® Lady Slim Maxi

No

2

K oor o0 >

Components  Function  Material
Absorbentcore  Absorband  Fluffpulp
store urine
Su'oer alosorbent
polymer
Topsheet User Non woven;
comfort/dry  printed, silk
skin
Transfer layer  Transport uisition layer
urine (high loft)
Glue Joining Blend of polymers
(Hot melt
Backsheet Prevent Polyethylene/Non-
o leakage Woven
Fixation glue Fixatesthe  Pressure Sensitive
product in - Hot Melt
the
underwear
Essity Internal

Measurement point

Length of pad (A)

Width of pad (B)

Thickness of pad

Length of transfer layer ( D)
Width of transfer layer (E)
Length of absorption core (F)
Width of absorption core ( G)
Length of back sheet (H)
Width of back sheet (1)

12. How to apply MD.

100 mm
338 mm
126 mm

mm + 15%

377 mm

126 mm

17 mm

160 mm

45 mm

345 mm

106 mm
mm

126 mm

Open individual pack (if available) and take out a pad; Remove release paper

Fix a pad by adhesive tape to the underwear. Change pad when appropriate.

13. Materials used
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Brand
PULP BSK

Max2020
NWSB, philic

111018HID
2593V

NW-PERphi

Dispomelt 5482

BTXB 25 gsm
NW 1208

Supplier
GP Cellulose

Bvonik Industries

Berry France

Union

Henkel

Berry Aschersleben
GmbH
HB Fuller

MSDS (date
or Xs)

Safety data
Sheet
07/05/2015

Safety data

Safety data
sheet
25/04/2018
Safety data
sheet
27/01/2020
Safety data
sheet
04/01/2016

Safety data
Safety data

sheet
09/10/2017



Release paper  Covers Kraft paper coated RP 36
fixation on one side with all o2 fﬁggy D%?;Iazoos
Klue silicone

14.Labelling of consumer pack and MD
Back sheet of the urological pads contains LOT_Country YYYYMMDDHH:MM.

YYMMDD HH:MM. corfe before
(If RU registration code is visible in bag artwork it may not be printed in-line, see below)
Consumer pack also contains:

- name of product, a trademark

- country of manufacture

- name of the legal manufacturer, address

- number of pads in the package

- date (YYMMDD HH;MM) of production

- shelflife (BBD) YYMMDD

-storage conditions

- disposal instructions: "Do not throw into drains"
- absorbency of pads

- bar code

-Lot number

- number of registration certificate and date of issue

Graphic symbols on consumer pack of MD

Symbol Explanation
IV
A 04\ The symbol of recycling of PE-LD
PE-LD
)K The possibility of processing low density polyethylene
(LDPE).

Throw in the ballot box

Prohibition of re-use

Essity Internal
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Do not dispose into drains

Absorbency index

C€ CE Marking

How to apply pads

MD Medical device

15. Information about transportation of MD
Pads are transported only in a dry, clean transport that does not have extraneous odors
Temperature -30°C to +35°C; Relative humidity of air no more than 80%

16. Storage and Shelf life

Requirements for environmentai conditions during storage

Air temperature, °C + 15°C-+35°C

Alir relative humidity not more 40%

Shelf life of the pads is 3 years from the production date indicated on the package.

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

18. Manufacturer's warranty
The manufacturer guarantees the quality of pads under the conditions of operation, storage and
transportation within 3 years from the date of manufacture date indicated on the package.

19. Authorized 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, Tel: +7 (495) 967-33-67.

Essity internal
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20. List of applicable national standards
Harmonized and other International Standards that are relevant to prove conformity to Medical
Devrces Regnlat.on (EU) 2017/745 by Essity Hygiene and Health AB apphed ™fhil o  part

ISO 13485:2016

ISO 9001:2015

ISO 14971:2012

EN 1SO 10993:2009

EN ISO 17025:2005

EN 1041:2008

ISO 15223:2016

ISO 7000:2012

Essity Internal
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Medical devices mQuality management systems - Systems
requirements for reguiatory 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.

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

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.

Risk management

This international standard is a framework for effective
mana?ement 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.

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 bodly;

the selection of appropriate tests.

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. Itcovers testing and calibration performed using
standard methods, non-standard methods and laboratory-
developed methads.

It*ormation 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 fo 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
sSynopsis.



EN I1SO 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 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 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
investI?atiqn(g) 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
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HaCTOSILLMM MOATBEPXAAl0,

4TO npunaraemblii JOKYMEHT, CKPEr/IeHHbIA MOei JO/MKHOCTHON Neyarbto,

ABAETCA BepHOVI Konven npeacrtaB/ieHHONo MHe AOKyMEHTa.

r. Ctokronbm, WBeunsa 2021-11-16 MeyaTb:
HOTAPUYC CTOKIO/IbMA
B CWU/1y 3aHMMaeMOMN [OIKHOCTH: *TABPN3/Ib PYABEK* 6876

<Mopgnuch>

Mabpmnanbs Pyabek (Gabriel Rudbeck)

M/a 3098 yn. CBeaBareH 24-26, S-103 61 Ctokronbm Ten. +46 (0) 8-20 59 90
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MepeBoOA C aHINIMACKOI 0O A3blKa Ha PYCCKUA A3bIK
«YTBepXaar0»

TEXHUYECKUI MEHEeKEP MO0 NPOLYKTY

NPOKNaAKN AN1S YKEHLLMH/MY>KUUH

Mackanb Kabenbayk CkatT
«QCCUTN XalmKNH 3H Xenc Ab»

<roArmes>

MHCTPYKUMSA MO NPUMEHEHNID

MpoKnafKM yponornyeckune, BapuaHTbl UCMOHEHNS:
TENA® Lady Slim Extra, TENA® Lady Slim Extra Pius, TENA® Lady Slim Maxi

"acenTn XanmpkuH aHg Xenc Aktuebonar»/Essity Hygiene and Health Aktiebolag,
SE-405 03 Goteborg, Sweden, LLseuus

MNeyatb:
HOTAPWYC CTOKIOJ/IbMA
""Cabpunanb Pyabek*

2021

CnyXeb6HbI JOKYMEHT «DCCUTU»
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1 HaumeHOBaHue M U

MpoKNagKy yposiornyeckme, BapyaHTbl UCMO/THEHWA:
TENA® Lady Slim Extra, TENA® Lady Slim Extra Plus, TENA® Lady Slim Maxi

2.Mpounssoantens; «3ccUt XanmkuH sHL Xenc AkTtuebonar»/Essity Hygiene and Health
Aktiebolag, SE-405 03 Goteborg, Sweden, LLiBeuys

MecTo npousBoacTBa: «3ccut OnepaiiliHe XyresaHa B.B.»/Essity Operations Hoogezand
B.V.. Abramskade 6, 9601 KM, Hoogezand, The Netherlands, HuaepnaHab!.

2. HasHauyeHue MU

Mpoknagkn yponorunyeckme TENA® Lady Slim Extra npefHasHaueHbl 41 3alMTbl Npu
HeZlepXKaHunn NErkom 1 CpesiHel CTeneHu.
Mpoknagkn yponornyeckne TENA® Lady Slim Extra Plus ¢ NOBbILLEHHON BNUTLIBAOLLEN
CMOCOBGHOCTLIO™ NpefHa3HayeHb! AN 3aLUTbl NPU HeAePXKaHUN NErkov 1 CpeHen CTeneHu.

* o cpaBHeHutO ¢ npoknagkamm TENA® Lady Slim Extra.
Mpoknagkn TENA® Lady Slim Maxi ¢ NOBbILLEHHOW BNUTbIBAOLLEA CNOCOBHOCTHIO™
npeaHasHayveHbl 415 3aluUThbl NPU HeLEePXKaHUN CPeSHEN CTeMNeHN.

* Mo cpaBHeHUtO ¢ npoknagkamy TENA Lady Extra Plus.
3penns HecTepusibHble, 1 Knacca pucka npuMeHeHUs.

3. TlokasaHua K npumMmeHeHnio MU
Mpy HeepXXaHUU NErKOW U CpefHeid CTeneHu

4. TlpoTnBOMNOKasaHuA
MpOoT1BONOKAa3aHWUIA He BbISBNEHO

5. Mo6ouHble 3hGheKTbl
Mo60OYHBIX 3PHEKTOB He O6HAPYXKEHO.

6. Mepbl NPegOCTOPOXKHOCTU
H/N

7. VH(opMauma o noTeHUmManbHbIX notpedoutenax Mu
MMoTeHuManbHble NOTPEOUTENN [AHHOTO MEAMLMHCKOTO W3LeNMA 3TO XKEHLUMHDI,

BeAyLUME aKTUBHbIA 06pa3 XXWU3HW, CTpajatolyye HefepXKaHeM KanesibHOM, Nerkoi u
CpefHeli CTeneHu.

CnyXebHblli JOKYMEHT «QCCUTN»
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9. ®yHKUMOHaNbHbIEe XapakTepuctukn MU, macca MU

CpefHwuit nokasaTesb

BapuaHT ncnonHeHus rM+aCf§(y BNMTbIBatoLWel cnocobHocTn (r)
(N 0 no metogy Poteenna + 15%
TENA® Lady Slim Extra 21,8 500
TENA® Lady Slim Extra Plus 26,2 600
TENA® Lady Slim Maxi 354 798

ObpaTHas copbums (NOBTOPHOE YBaXXHEHME):

K n3genuio gobasnsetcsa onpegeneHHoe Konmyectso pacteopa (0,9% NaCl)

1 Nnocne onpeAeneHHOro NPOMeXXyTka BpeMeHU NpunaraeTcsd Harpyska u uaMepsieTcs
NMOBTOPHOE YBTXKHEHNE:

TENA® Lady Slim Extra
TENA® Lady Slim Extra Plus
TENA® Lady Slim Maxi

Bpems BnuTbIBaHUS:

TENA® Lady Slim Extra

TENA® Lady Slim Extra Plus

TENA® Lady Slim Maxi

CopbunoHHasa cnocobHOCTL Moc/e LeHTPUGYTrpoBaHNS:

STOT NapameTp OYeHb 3aBUCUT OT TUNa LEHTPUGYT W, UCNONb3YEMON 1 TECTa, W ABNAETCA
MPUYUHON pasHbIX pe3yNbTaToB B pasHbIX fabopatopusax. BaHbIM napameTpoM, KOTOpbIN

Heob6X0AMMO 3HaTb, AB/IAETCS YCKOPEHNE W BPEMS, B TEYEHNE KOTOPOro MPOAYKT NOABEpraeTcs
LIeHTPUYrpoBaHuIO.

Mo3ToMy NoAy4YnTb OAMHAKOBbLIE NOKa3aTeNn, NPUBEAEHHBIE HKE, NMPY UCTbITAHUAX 3AENNIA
MEXAY PasnuyHbIMK 3apyOeXKHbIMU 1abopaToprsMn BeCbMa Mpo6aeMaTyHo.

CopbupoH  PacripesereHve pH 3HaueHvie
Horl cyrepabeopbe 3KCTpaKTa
CrocoBHoe HTa B

MpodyKTa
b CTPYKType
rocre abcopompytoLL
LIEHTPMyT €ro ¢nos
m %mmmm Bpewvs BrvTbBaHAA, VpOBaH (cexuyoHHOR
YBIKHEHVE), T ¢ us LeHTVAYTVD
' (Braroye 0BaHVe), I
K
BarOLLBA
CrocobHoe
Tb),
r
[y nepBoM CoortBeTcTB/E
gFNA@ Lady <Ir BvBaHM < 10C; HN BraroyIEK/Bat0
im Extra LLEA CI'I0006HOC1'I/1

CnyXeb6HbI [OKYMEHT «DCCUTU»
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IMon BTOPOM CUMMETPUYHBIX +- 005

B/MBAHM <95 C CeKLyA MpoayKTa
C/eBa 1 crpasa
HN CootsercTarie 6
["pw nepBom BraroyaepHBato
TENA® Lady <1F BMBaHM < 14¢; LLEV CTIOCOBHOCT +-0,05
Slim Extra Plus P BTOPOM B/MBaHM CUMVETPVHHBIX
<145c CEKLIAA MpozyKTa
C/leBa 1 crpasa
HN CooTBeTCTBM/E 6
vt repsom BMAroy/aep/Bat0
TENA® Ijady <Dr BMBaHM < 12C LLEV CTI0COBHOCTU +-0,06
Slim Maxi [p BTOPOM B/VBaH CUMVETPYHBIX
<15¢ CeKLYV MpoyKTa
C/eBa 1 crpasa

10. Puckn  ucnonb3oBaHMA  MEAULMHCKOTO NPOAYKTa, NPOTUBOMOKa3aHuA,
OXMLaemMble U npefckasyemble MOOOYHble  3(PEKTbI, CBA3AHHbIE C
NCMonb30BaHMeM MeAULMHCKOTO NPOAYKTa No Ha3HauyeHuto.

OTcyTCTBYHOT.

11. Cnoco6 npumeHeHns MW

Cnocob NpYMEHeHUs: CHUMUTE 3aLMTHYHO NOJIOCKY W 3aKpenuTe NPOKNaAKy Ha HUKHEM
Genbe. MeHsliTe Npy HEOOXOAMMOCT.

12. Ycnosus obpalieHms ¢ MU

TpeboBaHUA K yC0BMAM 006paLLeHns C MEULUHCKUM U3LeNnem
TemnepaTypa Bo3gyxa, °C + 15°C-+35°C

OTHOCKTENbHAsA BMaXKHOCTb BO3AyXa He 6onee 40%

13. TexHnyeckune xapakrepuctukn MU

B

CnyXebHblii [OKYMEHT «3CCUTU»
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TENA® Ladv Slim Extra

TexXHUYecKne xapakTepncTukm MM £ 15%
1 AnvHa npoknagku (A) 312 vm
2 LWwupwuHa npoknagku (B) 113 mv
3  TonwwHa npoknagkn (C) 11 MV B OGMaCTVI MPOMEXHOCTY
4  [nvHa pacnpegenutensHoro cnos ( D) 110 v
5  LUunpuHa pacnpegenutensHoro cnos (E) 45 M
6  [nvHa abeopbupytowero cros (F) 285 vm
7  LUupuHa a6copbupytolero cnos ( G) 89 M
8 [AnuHa 3awmTHoro cnost  (H) 312vv
9  LupuHa 3awmtHoro cnos (1) 113wm

TETA® Lady Slim Extra Plus

N2 TexHuueckue xapakTepuUCTUKM MMz 15%

1 AnvHa npoknagku (A) 338 MM

2 wupuHa npoknagku (B) 126 vv

3 TonwmHa npoknagku (C) 11 MV B 0Q/IECTU MPOMEXKHOCTH
4 [inuHa pacnpegenuntensHoro cnos ( D) 10 M

5 LupuHa pacnpegenutensHoro cnos (E) 45 Mv

6  [nmHa abcopbupytowero cnos (F) 3]1mv

7 LLvpwuHa abcopbupytoulero cnos  ( G) 100 mv

8  [nnHa 3awmTtHoro cnoa  (H) 338 Mv

9 LUunpuHa 3awmtHoro cios (1) 126 mv

TENA® Lady Slim Maxi

N2 TexHMYeckne xapakTepucTuKu MM + 15%
1 [AnvHa npoknagku (A) 377 Mm
2 LWunpuHa npoknagku (B) 126 MM
3  TonwwHa npoknagku (C) 17 Mm
4 InuHa pacnpefennTenbHOro cios 160 mm
S LWwvpuHa pacnpefennTesisHOro cnos (E) 45 MM
6 [nunHa abcopbupytowero crioa (F) 345 mm
7 WwupwuHa abcopbupytowero cnos ( G) 106 MM
8  [OnwuHa 3awmTtHoro (H) 377 Mm
9  LWwupwHa sawmtHoro cnost (1) 126 MM

13. icnonb3yemble MaTepuansi

KomnoHeHT HasHaueHne Matepuan Mapka MocTaBLKWK MacnopTt
6e3onacHocTu
(mata nnm Neo)
AGcopbupytoT  nornowaet - Liennonosa PULPBSK GP Cellulose 07/05/2015
vt CIou YAEPKMBAET pacnyLLeHHast
BNUTLIBAEMYHO
XUOKOCTb
Max2020 Evonik Industries ~ 29/9/16
CAIN

CnyXebHblli JOKYMEHT «DCCUTU»

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



BepxHuii
MOKPOBHb I
croi

Pacnpezenurens

HbIiA crol

Kneii

3aLMTHBIIA Crioi

DrKCHpyLOLLNIA
cron

3awpyTHas
OyMaXKHast
nosocka

conpuKacaeTc
A1 C KOXel n
MpOMyCKaeT
YXUOKOCTb
BHYTPb
NPOK/aaKV
croco6eTByeT
PaBHOMEPHOM
Y
pacnpeaeneHn
FO YKMIKOCTU
BHY TPV
MPOK/aaKV
CoeanHeHve
C/oeB

npefoTBpaLLae
T
MPOHNKHOBEH
Ve YXMOKOCTU
Ha 6erbe
PuKcunpyet
v3genve Ha
HIDKHEM 6eflbe
3aKpbIBaeT
(MKCUpYHOLLA
7 crov

HeTkaHblin
varepuian
MPYHTOBAHHb I,

LLENK

Marepuan high
loft

Cwech
MOMMEpPOB
(TepmoKriein)

M3/HeTKaHbIA
Marepuas

UyBCTBUTESbHb
i K AABMEHNIO
TEPMOK/eN
Kpagor-6ymara,
MOKPbITast €
OfIHO CTOPOHbI
CWIMKOHOM

NW-SB, philic
niOISHID
2593/U

NW-PERphi

Dispomelt 5482

BTXB 25 gsm

NW 1208

RP 36 gsm

Berry France

Union

Henkel

Berry Aschersleben
GmbH

HB Fuller

Itasa

14.MapKnpoBKa NoTpebuTenbCKoM ynakosku n MU

25/04/2018

27/01/2020

04/01/2016

OKTS6pb 2018

09/10/2017

Aexkabpb 2008

Ha 3awmTHOM cnoe TMpoknafok yponornyecknx ykasbiBaetcs Homep naptum (LOT), cTpaHa
NMPOVCXOXAeHUs, Aarta npomssogcTea B opmare M MMOAYY:MM.

Ha noTpebuTenbCKyto ynakoBKy HaHOCUTCS C MOMOLLbIO TepMoneyat Homep naptum (LOT) B
(opmate rrMMAL Y4Y:MM, gata 1 HOMep perucTpaLMoHHOro YA0CTOBEPEHWS, CPOK
rogHoctun B popmate NMMMAL. (Homep n gata PY neyartaetcd b0 Ha MapKupoBke 160
HaHOCUTCA NMPUHTOM).

WHopmaLys Ha NOTPeBUTENbCKOW YNaKOBKe TaKKe BK/HOYAET:
- HAaUMeHOBaHVe U3aenusl, TOProBy MapKy
- MeCTO Npov3BoACTBa

- HAMMEHOBaHME U afpec nerasibHoOro NPon3BoANTENA
- KO/TMYECTBO MPOK/aaoK B yNakKoBKeE

- laTa Npoun3BoACTBa
- CPOK roAHOCTW

- YCN10BUA XpPaHEHUA

- YKa3aHusi Mo yTunmsaumm « He BblbpacbiBaTb B KaHa/M3aLmio»
- LUTPUXKOL

-HOMep NapTun
- HOMep ¥ fjaTa pPerucTpaLMoHHOro yA0CTOBEPEHNS

CnyXebHbll fOKYMEHT «DCCUTU»
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padmueckne CUMBO/AbLI Ha NOTPEBUTENBLCKOI YaKOBKe

CumBon 3HaueHune

MpoAyKuus MOXET 6bITb NepepaboTaHa 41s NOBTOPHOIO
CNOMb30BaHKS MaTepuana, U3 KOTOPOro OHa U3roToB/eHa

)I( YnakoBka He npefHasHayeHa 4ns NuLLEBOW NPOAYKLWN
BblbpoCKTb B ypHY

3anpeTt Ha NOBTOPHOE NPUMEHEHNe

n 4
He BblbpacbiBaTb B KaHanM3aLUmto
()
4 Moka3zaTeNlb BNUTLIBAKOLLIENA CMIOCOBHOCTY
C€ W3penve cooTBETCTBYET OCHOBHbIM TPEOOBaHMSIM ANPEKTUB

EC 1 rapMoHM31poBaHHbLIM CTaHaapTaM EBponelickoro corosa

I I I Cnocob6 npumeHeHns MIA

MD MegaunumHcKoe nsgenve

15. CefileHuns o TpaHcnopTupoBaHun MU

30envsa nepeBo3saTCA TOMLKO B CYXOM, YACTOM TPAHCMOPTE, HE UMEOLLIEM MOCTOPOHHUX
3anaxoB. YCNoBMA TpaHCNOPTMPOBaHNA npu Temnepatype o1-30°C pgo +35°C;
OTHOCMTeNbHasA BNaXKHOCTb BO3ayxa He 6onee 80% .

CnyXebHblli fOKYMEHT «DCCUTU»
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16. ¥Yc.l0BUA XpaHEHUS H CPOK FroAHOCTU

Tpe6oBaHMA K YCNOBUSM OKpY>XKatolleld cpeabl Npyu XpaHeHUw

OT+ 15"C po +35°C

Temnepartypa Bo3gyxa, °C

OTHOCKTENbHAs BIAXKHOCTb BO3AyXa He 6onee 40%

CpoK rogHoCTK u3aenuii  coctaBnseT 3 rofa ¢ AaTbl NPOM3BOACTBA, YKa3aHHON Ha
NoOTPe6UTENBCKOW YNaKOBKE.

17. YTununsayns

cnonb3oBaHHOE n3Lenne HeobXoAMMO YTUIM3NPOBATL Kak MeAULIMHCKNE OTXO/b! Knacca
oracHocT «b» 3anpeLlaeTca BblbpachiBaTh B KaHAM3ALMIO.

18. NapaHTUK nNpomn3BoAUTENS

Mpown3BoamMTENb rapaHTUPYET KauyecTBO MeAMLMHCKOrO 13genms npu Co6MI04eHUN YCIOBUIA
aKCnuyaTaLummn, XpaHeHns 1 TPaHCNOPTUPOBaHUA B TeYeHne 3-X IET CO JHA AaTbl U3roTOB/EHUS,
YKa3aHHOI Ha yrnakoBKe

19. ¥nonnoMouYeHHbI npeAcTaBuTeNlb NPpoU3BoauTENs B Poccuu.

000 «3ccutu», 117218 1. Mocksa, yn.KpXnykaHoBCKoro, 4. 14, kopn.3,
Ten.: +7 (495) 967-33-67; \ys\y. TENA.ru:

20. CNnCOK NpUMeHAeMbIX HalMOHaNbHbIX CTaH4apTOB.
"apMOHM3MpPOBaHHbIE U ApYyrve MeXAyHapoAHble CTaH4APThI, MOATBEPXKAatoLL e
cooteeTcTBMe PernameHty EC 0 MegnumHckmx nsgenusx (EU) 2017/745, kotopble
MOSIHOCTBIO WM YaCTUYHO MPUMEHSET KOMMaHWS «ACCUTU XampKuH aH Xenc Ab».

ISO 13485:2016 M3nenna megmunHckme - CUcTemMbl MeHEIXKMEHTA KayecTsa -
Tpeb6oBaHUS K cucTeEMaM ANS Leneli HOpMaTUBHOIO
perynvpoBaHus
[aHHbIA MeXayHapoAHbIN CTaHAapT ycTaHaBMBaeT TpeboBaHNA K
CUCTEMe MeHeKMeHTa KayecTBa, KOTOpble MOTYT 6bITb
CNOMb30BaHbl OpPraHm3aLmein 41 NPOEKTMPOBaHUSA 1 pa3paboTKK,
NMPOM3BOACTBA, YCTaHOBKW, TEXHUYECKOIO 06CNYXMBaHMSA
MeAVLMHCKNX U3AENNIA, a TaKxKe /11 NPOEKTMPOBaHMS 1 pa3paboTKu
NN NPeoCTaBEHNS COMYTCTBYOLWMNX YCAYT.

1SO 9001:2015 CucTeMbl MeHe>KMeHTa KayecTsa
[aHHbIN  MeXayHapOAHbIA CcTaH4apT onpefensieT TpeboBaHUA K
CUCTeMe ynpaBieHNs Ka4yecTBOM, NPV KOTOPOI OpraHm3aumm
a) HeobX0AMMO MOKa3aTb CBOK) CMOCOBHOCTb MOCTOSIHHO — BblAaBaTb
NPOAYKUMIO,  OTBevyalowyr  TpeboBaHWAM  K/IMEHTa U
COOTBETCTBYHOLLMX AENCTBYIOLMX HOPMATMBOB, M

CnyXebHblli JOKYMEHT «ICCUTU»
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_1SO 14971:201

EN ISO 10893:

EN ISO 17025:

EN 1041:2008

18O 15223:201

ISO 7000:2012

b) cTpemneHHe NOBHINIATL YAOBNETBOPEHHOCT: KJIHEHTA 4epe3
3pdeKTHBHOE NpPHMEHEHHE CHCTEMB! YNPABJICHHN Ka4yeCTBOM,
BKJIIOYAs NPOLECCH! MOCTOAHHOTO YAYHIIEHHA 3TOH CHCTEMBI, H
obecnewnBare  cobmoaenne  TpeQoBaHHK  KIMEHTA H
JefCTRYIOLIET0 3aKOHOAATENbCTRA.

2 Yapasaenue pHcKaMH
JaHnbii MeXIYHAPOAHBIN CTAHAAPT PEKOMERLYETCH PacCMaTPHBATD
KaK OCHOBY Ang 3(deKTUBHOTO YNpaBNEHHS H3TOTOBHTENIEM PHCKOB,
CBA3AHHBIX C NPHMEHEHHEM MEAHLIMHCKUX Hagennii. CranaapT
COJIEPXKHT NPOLUCAYPDI TTO HCCNEAOBAHHIO, BIUIIOYAA HMEIOILYIOCA
urdopmanmio, 6€30IaCHOCTH MEAULIMHCKOTO W3/, BKIIQYAs €ro
NPUHAUIEKHOCTH, NYTEM BHIARICHUS ONACHOCTER # OUEHKH PUCKOR,
CBA3AHHBIX C 3ITHM MEAMIHBCKAM W3ACIHEM.

2009 Onenka 6nonornaeckoro gelicrang MeAUMHUACKHX H3Aeanil,

a) OyHAaMEHTANbHBIC TPHHLKIIbI, KOTOPLIMKH PYKOBOACTBYETCH
GMONOTHYECKas OLICHKA MEQHUHHCKUX H3Aenuh

b) Onpeaenenne KaTeropuH MEARLKUHCKOTO H3AENHA HA OCHOBE
XapakTepa ¥ NPOAOIKHTENLHOCTH KOHTAKTA ¢ OPraHH3MOM
yenoBexa

¢) BriGop coOTBETCTBYIOIMX TECTOB

2005 O6nime TpeGoBARAA K KOMNETEHTHOCTH HCNILITATEILHBIX H
noBepouHLIX JabopaTopuii

JaHHblt MOXAYHApPOAHDLI CTAHAAPT ycTaHAaBMUBaET obiuue
TpeGOBaHUA K KOMIIETCHTHOCTH 1abopaTopHii B NPOBEACHHH
HenbiTanuil v/nnun kanubposkn, Bmovas oTdop oOpasnos,
HCIBITAaHHR M KATHOpoBKY. CTaHAAPT BKIIOYAET TECTHPOBAHKE H
KATHOPOBKY NO CTAHAAPTHLIM METOIHKAM, HECTAHZAPTHBIM
METOAMKAM K METOAVKaM, pa3paboTaBHEIM JabopaTopHeil.

“H¢OPM8IIIII, NOATOTABJIHBACMAA HITOTOBATEIECM HA
MEAHITHHCKEE HIRENHA

Jaunbifi crangapr ycrasasnnsaeT TpeboBaHuA K HHGOpPMaLHK
H3TOTOBHTEAS, CONPOBONAAIONMICH MCIULWHCKUC H3ACITHA Pa3IHIHBIX
KaTeropuii, kax Toro TpebyioT cooTseTcTBYIOMME qupextusn EC.
CTaHzapT He OroBapHBAET Ha KAKOM HMEHHO #3BIKE AOMKHA
npeAocTaBaNThes NofobHas uHdopmanys.

6 Hineans Meauuanckue. CHMBONLL, npuMenaeMbic NpH
MAPKHPOBKE MCARRHHCKHX H3AeaHii, )TUKETKAX H B
CONPOBOANTENLHOH JOKYMEHTALIHU

Hannbiii MeXAyHApOAHLIA CTAHAAPT PacCMaTPHBACT CHMBONMI,
KOTOpbIE MOTYT OhITh HCNIOAL30BAHK! IS NEpeAa4n NEMEHTOB
HHGOPMALIHH, BAKHBIX, 110 MHCHHIO PETYIHPYIOMMX OPraHoB, A
6e30MacHOro ¥ HaIeKAIWEro MPHMEHEHHS MEAUIMHCKHX H3aenuH
NONb30BATENEM.

I'pajdueckne cHMBOJIbI, HAHOCHMbBIC HA oﬁdpynoﬁauue .
JroT MeXXAYHapoAHblil cranaapT obecnevusaer kparkuit 0630p
rpauyecKuX CHMBOJIOB, KOTOPLIE pasMellialoTcs Ha 06opyI0BaHHK
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Unn YacTax 060pya0BaHNA HOBOro TUMa, YTobbl MHCTPYKTUPOBATD
nnu, obpauaroLmxces ¢ 060pyLoBaHNEM, OTHOCUTENBHO ero
MCMOMb30BaHNS 1 3KCTTyaTauuu.

EN 1SO 14155:2011 KnnHuyeckme ncnbiTaHU MeAULUHCKUX N3AENnia

B faHHOM cTaHfapTe onpesesieHbl 06Lve TpeboBaHus,
Hanpas/IeHHble Ha 3almUTy npas 1 obecrneyeHne 6e30MacHOCTM U
Gnarononyuns nogen; obecreveHne NCMoMb30BaHUA HayUHbIX
NMoAX0A40B NPU NPOBEAEHNN KIMHUYECKOro UccnefoBaHus u
obecneyeHue JOCTOBEPHOCTM Pe3yibTaTOB KIIMHUYECKOrO
1cCcnepoBaHus; onpegeneHe 0TBETCTBEHHOCTI CMIOHCOpa U
OTBETCTBEHHOIO WCMOMHUTENS; COAENCTBME CMOHCOpaMm,
nccnegosatenamM, 3TMYECKUM KOMUTETaM, PEryiMpyroLLMm BNacTam v
LpYyrum opraHam, BOB/eYeHHbIM B OLeHKY COOTBETCTBUSA
MEeAVLMHCKNX U3LENNA.

Yactb 11SO 14155 a) ycTaHaBIMBaeT TPEO6OBaHNSA K NPOBEAEHUIO
KMMHUYECKMX UCTIbITAHWIA, & UMEHHO K OMpeaenieHnto KIMHNYECKOM
3 peKTMBHOCTU MEANLMHCKOrO 13MeNNs B X04e KIMHUYECKUX
UCNbITaHUIA, UMUTUPYIOLLMX MPUMEHEHME [aHHOMO U3AeNns B
LUMPOKON MeMLMHCKON NPaKTUKe, K BbIABNEHUIO HeXenaTe/lbHbIX
COOBITUIA MPU 06bIYHBIX YCNOBUAX NMPUMEHEHUSA U K OLIEHKE
[0NYyCTUMOCTU PUCKOB, CBA3aHHbLIX C NPeAHasHaYeHHbIM
NMPUMEHEHEM MeAULIMHCKOr0 usgenus; 6) yctaHaBmBaeT
TpeboBaHNsA K OpraHu3aLuu, NpoBeLeHNI0, MOHUTOPUHTY, coopy
[aHHbIX Y JOKYMEHTUPOBAHWNIO KIMHUYECKUX UCTIbITaHWIA
MeAMLIMHCKOr0 13enus, ¢) NPUMEHSETCA KO BCEM K/IMHUYECKUM
UCNbITAHWAM MeAULMHCKNX N3NNI, KIMHUYECKYHO 3(D(EKTUBHOCTb
1 6€30MacHOCTb KOTOPbIX OLEHMBAIOT C y4YaCTMEM HOfeN B KayecTBe
CyOBEKTOB K/IMHUYECKMX UCTIbITAHWUIA.

B Yactu 2 3T0ro craHzapTa U3noxeHbl Tpe60BaHUA K COCTaB/IEHNIO
nnaHa KnMHuYecknx nccnegosanuin (CIP) ons KAMHUYECKNX
1CCNefoBaHNn MegULMHCKMX n3genuid. CocTasnieHne niaHa B
COOTBETCTBMU C TPebOBaHMAMY 3TOr0 CTaHAapTa M ero cobntofeHve
MOMOXET ONTMMU3NPOBATL Hay4HYH AOCTOBEPHOCTb U
BOCMNPOW3BOAVMMOCTb Pe3y/NbTaToB KAMHNUYECKOTO UCCeA0BaHmS.

MEDDEV 2.4/1 pea. 9 PyKoBOACTBO M0 Knaccuukaumm MeanLUHCKNX U3AeNnii
MEDDEV 2.7.1 pea. 4 PyKOBOACTBO N0 MEAULIMHCKUM U3LENNAM, KNUHMYeCKas OLUeHKa
MEDDEYV 2.12/1pef.8 Cucrtema 64MTeNbHOCTN MeAULMHCKOro o6opyLoBaHuA

PelieHvie Kommccun  EBponelicknii KnaccugukaTop 03X0/0B
2000/532/EC

CnyXeb6HbI AOKYMEHT «3CCUTU»
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MepeBoj JAHHOTO TEeKCTa BbIMONHEH NEePeBOAUYNKOM ANeKceeBbiM AnekceeM AneKcaHapoBuyem”

Poccuiickas depepayms

"opog Mocksa
Bocbmoro gekabps e TbiCAYN ABajLaTh NepBOro roga.
1, OeliHeko MTiogmmna BaneprieBHa, BPEMEHHO UCMOJHAOLLAA 06513aHHOCTM HOTapuyca

ropoga Mocksbl [MpoKOLWEHKOBO EneHbl EBreHbeBHbl, CBMAETENLCTBYHO noam!

noanncun nepeBoaynKa Anekceesa Anekces AnekcaHjposuya.
Moanwuck caenaHa B MOEM MPUCYTCTBUN.
JInyHoCTL NoANUcaBLLEr0 AOKYMEHT YCTaHOB/IEHA.

3aperucTpmpoBaHo B peecTpe: Ne 21/86-H/77-2021-

YnnayeHo 3a CoBepLUeHMe HoTapuanbHoro aelicteums: 400 py6. 00 kon.

rEPBOBAA b
HOTAT;E; A

MpOLLUHYPOBaHO, NPOHYMEPOBAHO W CKPEN/EHOo nevatblo  Z

PoccuiickasdeviepaL s
l'opan, Mocksa
Booovora gebyai)!

A. [eiiveko Jliogmuna Baneg) BPEMEHHO WCMOMHAIOWAA
06s3aHHOCTN HOTapuyca ro| 1 MPOKOLIEHKOBOM ENeHs
EBreHbeBHbl,cBUNETENY KoMUY ¢ NpeAcTaBNeHHOro
MHe [JOKyMeHTa.
3apervcrprposaH™
YiaueHo33 t

'fTs, OeitHeko
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