MaxeT (mpoexT) MapKkupoRkH ynaxoska MU

ITpoxnanku yponoruueckue TENA® Lady Slim Mini. [Ipeana3saueHs 1)1 3aIMTE OPH
HeZepxaHuy KanensHol H nerxo#t creneny. [poussomutens: «dccutn Xakwkun o601 Xenc
Axruebonar», LlIsenus / Essity Hygiene and Health Aktiebolag, SE-405 03 Goteborg, Sweden.
Mecrto nponssonctsa; Essity Operations Hoogezand B.V., Abramskade 6, 9601 KM,
Hoogezand, The Netherlands (Huaepnanas:). Cpok roagrocTa: 3 rojia ¢ AaThl NPOH3BOACTBA,
] ykasanaol Ha ynakoske (cM. Mapkuposky LOT B popMare rrMman uH:MM). XpaHATE B CYXOM

. MecTe mpu TeMneparype + 15°C - +35°C. [Ipoaasen n mmnoprep: 000 "Sccarn”, 117218,
Poccus, r. Mocksa, yn. Kpxamkanosckoro, . 14, kopn. 3. I'opaaas smars: 8-800-200-23-32
(3ponku o Poccuu GecmnarHbic); www.tena.ru,

10 mT, 20 T

Ne PY, nara.
Homep napTuH, AaTa H3NOTOBNEHHS CM HA YNIAKOBKE

IEKTPOHHAA KOMHA OOPMAEHA IEHTPOM HCTILITAHHI 1 PEFHCTPALUM MEDHLMHCKIX H3AETHA



M akeT (NPOEKT) MapKMpPOBKN ynakoBku MU

Mpoknagku yponoruyeckne TENA® Lady Normal Night. MNMpefHa3HaveHbl 415 UCMOb30BaHWS
B HOYHOE BPEMS CYTOK MpuW HeAep>KaHWUM NErkom v cpefHelt cteneHn. MponsBoanTeNb: «3CCUTH
XamkuH aHg Xenc Aktnebonar», LLseyus / Essity Hygiene and Health Aktiebolag, SE-405 03
Goteborg, Sweden. MecTo npounssoacTsa: Essity Operations Hoogezand B.V., Abramskade 6,
9601 KM, Hoogezand, The Netherlands (HuaepnaHgpst). Cpok rogHoctu: 3 rofa ¢ gatbl
MPOW3BOLCTBA, YKa3aHHOM Ha ynakoske (CM. Mapkunposky LOT B hopmate rrMMAL Y4:MM).
XpaHUTb B CyxoM MecTe npu Temnepatype + 15°C - +35°C. NMpogasey, 1 nmnoptep: OO0
"Acentn™, 117218, Poccus, 1. MockBsa, yn. KpXXuxaHoBCKOro, 4. 14, KopH. 3. Mopayvaa nnHus;
8-800-200-23-32 (3BOHKM N0 Poccum becnnatHble); Www.tena.ru.

10 wr;

Ne PY, pata.
Homep naptum, gata N3roToB/IEHNS CM Ha YNaKoBKe

& 000 LMPMH [&] INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR RU



MakeT (NPoeKT) MapKMPOBKM YNakoBKu MU

Mpoknagku yponorunyeckne TENA® Lady Super. MNMpefHazHaveHbl ANS 3aLLMTbl NPy
HeaepXKaHUN Nerkom 1 cpefHelt cteneHn. Mpon3BoanTeNb: «3CCUTU XalMKnH 3HA, Xenc
AkTunebonar», LLIseums / Essity Hygiene and Health Aktiebolag, SE-405 03 Goteborg, Sweden.
MecTto npowu3soacTea: Essity Operations Hoogezand B.V., Abramskade 6, 9601 KM,
Hoogezand, The Netherlands (HugepnaHabl). Cpok rogHocti: 3 roga ¢ faTbl NPOV3BO/ACTBA,
yKa3aHHOW Ha ynakoBke (cMm. mapkupoky LOT B hopmate rrMmAaz, Y4:Mm). XpaHUTb B CyXOM
MecTe npu Temnepatype + 15°C - +35°C. lNpogasel, n nmnoptep: OO0 "3Sceutun”, 117218,
Poccusa, 1. MockBa, yn. KpkmkaHoBcKoro, 4. 14, kopn. 3. ["opsayaa nuHus: 8-800-200-23-32
(3BOHKM No Poccumn b6ecnnaTtHble); www.tena.ru.

30 wr;

Ne PY, pata.
Homep napTun, faTa N3rotoB/eHNs CM Ha YNaKoBKe

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



MakeT (MpoeKT) MapKMPOBKN yrnakoBkn MI

MpotOwasikm yponorunyeckre TENA® Lady Slim Normal. MNMpeaHasHaveHbl 4N 3awuTbl Npu
HeAepXKaHWUM Nerkom cteneHu. MpomnssoanTenb: «ICCUTU XanmpKuUH 3HA Xenc AKTuebonar»,
LLIseuus / Essity Hygiene and Health Aktiebolag, SE-405 03 Goteborg, Sweden. MecTo
npoussoacTea: Essity Operations Hoogezand B.V., Abramskade 6, 9601 KM, Hoogezand, The
Netherlands (Huaepnangp!). Cpok rogHocTu: 3 rofa ¢ AaTbl NPOM3BOACTBA, YKa3aHHON Ha
ynakoBke (CM. Mapkvposky LOT B chopmaTe rrMMAA Y44:MM). XpaHuUTb B CyXOM MecCTe Mpu
Temnepatype + 15°C - +35*°C. lNpogaseL, n umnoptep: OO0 "3Sceutn”, 117218, Poccus, T.
MockBa, yn. KpxmkaHoBckoro, a. 14, kopn. 3. Fopsyas nmHus: 8-800-200-23-32 (3BOHKM MO
Poccuun becnnaTtHble); www.tena.ru.

8 wr, 12 wr, 24 wr;

Ne PY, pata.
Homep naptun, aata N3roToB/IEHNA CM Ha YNaKoBKe

& 000 LUPMH (&7 INFO@CIRMI.RU €5 WWW.GOSZDRAVNADZOR RU



MakeT (NpoeKT) MapKMUPOBKN yrnakoBku M

Mpoknasgku yponoruyeckne TENA® Lady Normal. MNMpegHasHayeHbl 41 3aWUThl Npu
HeAepXKaHWM Nerkom cteneHn. MponsBoanTenb: «ICCUTN XanmpKUH aHA Xenc AKTrebonar»,
LLIseums / Essity Hygiene and Health Aktiebolag, SE-405 03 Goteborg, Sweden. MecTo
npomnsBogcTea: Essity Operations Hoogezand B.V., Abramskade 6, 9601 KM, Hoogezand, The
Netherlands (Huaepnanabl). Cpok rogHocTu: 3 rofa ¢ AaTbl NPON3BOACTBA, YKa3aHHOW Ha
ynakoBke (cM. Mapkupoeky LOT B (hopmate rrmmas Y4:mm). XpaHUTb B CyXOM MeCTe npu
Temnepatype + 15RC - +35°C. Npogasey, n nmnoptep: OOO "3centn”, 117218, Poccus, T.
Mocksa, yn. KpxmkaHoBckoro, 4. 14, kopn. 3. Fopsayas nmHus: 8-800-200-23-32 (3BOHKM M0
Poccun 6ecnnaTHble); Www.tena.ru.

12 wT, 24 wr;

Ne PY, mata.
Homep naptuu, gaTa N3rotoBeHNs CM Ha YNaKoBKe

& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU
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1. Name of MD.

Urological pads TENA®
TENA Lady Slim Mini, TENA Lady Slim Normal, TENA Lady Normal,
TENA Lady Normal Niglit, TENA Lady Super, TENA Lady Maxi Night

2. Manufacturer: Essity Hygiene and Health AB, SE-405 03 Goteborg, Sweden
Production site: Essity Operations Hoogezand B.V., Abramskade 6,9601 KM,
Hoogezand, The Netherlands.

3.1ntended use of MD

Urological pads TENA® protect against drop, light and moderate urine leakage.
They are developed so that women can stay confident and secure every day, in all
situations. The TENA Lady products provide Triple Protection against leaks, odour and
moisture, helping women stay dry, secure and confident every day.
TENA Lady Slim Mini  protect against drop and light incontinence.
TENA Lady Slim Normal and TENA Lady Normal protect against light incontinence.
TENA Lady Super n TENA Lady Maxi Night protect against light and moderate
incontinence. TENA Lady Normal Night purpose made products for night, designed for
light and moderate incontinence; The pads are unsterile, U*risk class.

4.INDICATIONS
For women suffering from drop, 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 drop, light and moderate incontinence.

9. Functional characteristics and weight of MD

" - - » L Ll

Weight Average value of absorption capacity (g)
Model

(9)x 15% Rothwell
TENA Lady Slim Mini 7,14 169

Essity Internal
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Lady Slim Nonnal 13,64 349

TENA Lady Normal 15,43 350

TENA Lady Super 38 860

TENA Lady Normal Night 224 530

TENA Lady Maxi Night 35,4 914
Rewet under pressure:

A certain amount of liquid (0,9% NaCl) is added to the product and after a certain resting time
the product is subjected to a pressure and rewet is measured

Lady Slim Mini V=20 ml

Lady Slim Normal V=50 ml

Lady Normal V=50 ml

Lady Normal Night V=70 ml

Lady Super \/=150 ml

Lady Maxi Night V= 150 ml

Acquisition:

Liquid added in two increments with a resting time of 10 minutes between.
Lady Slim Mini: First dose V= 10 ml, second dose V=10 ml

Lady Slim Normal: Firstdose 20 ml, second dose V=20 ml

Lady Normal: First dose V=20 ml, second dose V=20 ml

Lady Normal Night: First dose V=50 ml, second dose V=50 ml

Lady Super: First dose V=80 ml, second dose V=80 ml

Lady Maxi Night: First dose V=80 ml, second dose V= 80 ml

Centrifuge absorption capacity:

Tlw parameter is veiy dependent on the type of the centrifuge used for the test and is the reason for different results
LLidifferent laboratoncs. The important parameter to be known is the g-foiee and the time the product is subjected to
Qunng the centrifiigation. Therefore, similar values between laboratories are difficult to reach.

Sorption Distribution o fthe pH valueof
capacit SAP the
N f i
p?on;?Jgt Rewet Inlet time Yy in the structu.re of product
after the absorption extract
centrifugat layer (digital
) ion centrlfuBationl

One dose of 10 ml: first ~ N/A moisture-retention 6
inlet average 1,6 s ro of

TI_ENA® I__ady One dose 0of20 ml;  stdev: 0/, symn?etrri)ce;ysections stdv 0,05

Slim Mini average 2,7 g; of the samples on the ‘

stdev 0,8 Second dose of 10 mi; left and right is the

average 155 same
stdev: 0.2
One dose of 50 ml; first ~ N/A moisture-retention 6
inlet average 2,3 s property of

;{ENQ@ La(IJIy One dose of50. ml;  stdev: 0,2 symmetrical sections stdv 0,05

im Norma average 7g; of the samples on the
stdev 1,7 Second dose of 50 mi: left and right is the

average 2,8 s same
stdev: 0.2

Essity Internal
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r -
TENA® Lady
Nonxial

TENA® Lady
Normal Night

TENA® Lady
Super

TENA® t.ady
Maxi Night

One dose of 50 ml;

average 13 g;
stdev 1,5

One dose of 70 ml;

average 19g;
stdev 3,1

One dose of 150
ml; average 48

stde% 47

One dose of 150
ml; average 33

g
stdev 3,2

One dose of 50 ml: first
inlet average 1,9 s
stdev: 0,13

Second dose of 50 ml:
average 3,2 s

stdev: 0,4

One dose of 50 ml: first
inlet average 5,2 s
sUiev: 0,5

Second dose of 50 ml:
average 8,5 s

stdev: 14

One dose of 80 mi: first
inlet average 7,9 s
stdev: 0,5

Second dose of 80 mi:
average 12,6 s

stdev: 0,7

One dose of 80 mi: first
inlet average 9,4 s
stdev; 1,0

Second dose of 80 mi:
average 15,7s
stdev: 1,4

N/A T

N/A

N/A

N/A

moisture-retention
property of
symmetrical sections
of the samples on the
lefi and right is the
same

moisture-retention
property of
symmetrical sections
of the samples on the
lefi and right is the
same

moisture-retention
property of
symmetrical sections
of the samples on the
left and right is the
same

moisture-retention
property of
symmetrical sections
of the samples on the
lefi and right is the
same

6
stdv 0,05

6

stdv 0,05

6

stdv 0,05

6

stdv 0,05

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. How to apply MD
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

12. Handling conditions

Requirements for environmental conditions during handling

Air temperature, ®C

Humidity (relative), without condensation

Essity Internal
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+15 G
+35C
not more
40%



13. Technical characteristics of M D
TENA Lady Slim Mini

No Measurement point
mmi 15%

1 Lengthofpad (A) 219
7 Widthofpd® ... 96
3 Thickness ofpad (O 3.95
4  Lenuthof transfer layer ( D) 219

Width of transfer layer (E) 50
6 Lengthof absorption core (F) 196
7 Width of absorption core (G) 76
8 Lencthofback sheet (H) 219
9 Width ofback sheet (1) 9

Scheme of MD
N D _
L .. fy
B/1
-
> 'X, it
_Y-/
— bl
A/H
0
TENA Lady Slim Normal
Ne Measurement point mm + 15%
1 Length of pad (A) 277
2 Width of pad (B) 106
3 Thickness of pad (C) L3 _
4 Length of transfer layer ( D) 160
5 Width of transfer layer (E) 50
6 Length ofabsorption core (F) 248
7 Widtlt of absorption core ( G) 85
8 Length ofback sheet (H) 277
9 Width ofback sheet (1) 106
? 1 :
AVARVANE

Essity Internal
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G E
TENA Lady Normal
N2 Measurement point
1 Length of pad (A)
2 Width of pad (B)
3 Thickness of pad (C)
4 Length of transfer layer f D)
S Width of transfer layer (E)
6  Length of absorption core (F)
7 \Width of absorption core (G)
8 Length ofback sheet (H)
X 9 Width ofback sheet (1)
Essity Internal
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A/H

1B/I

mm = 15%

277
106
95
170

50
250

277
106



TENA Lady Normal Night

Measurement point mm + 15%
1 Lengthofpad (A) 347
2 Width of pad (B) 121
3 Thickness of pad (C) 10
4 Length of transfer layer t D) 170
5 Width of transfer layer (E) 50
6 Length of absorption core (F) 315
7 Width of absorption core ( G) 02
8  Length of back sheet (H) 347
9  Widthofbacksheet (1) 121

* /f
i E B/
T \
N\
A/H
TENA Lady Super

Ne Measurement point mm+ 15%
1 Lengthof pad (A) 430
2 \Width of pad (B) 196
3 Thickness of pad (C) 13
4 Length of transfer layer ( D) 170
5 Width of transfer layer (E) 70
6 Length of absorption core (F) 394
7 Width of absorption core ( G) edges 161/middle 85
8 Lengthof back sheet (H) 430
9  Width ofback sheet (1) 19

Essity Internal
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A/H

TENA Lady Maxi Night

Ne Measurement point mmz= 15%
1 Length of pad (A) 394
2 Width of pad (B) 182 back 146 front
3 Thickness of pad (C) 135
4 Length of transfer layer ( DI 180
S Width of transfer layer fEl 50
6 Length of absorption core tFl 360
7 Width of absorption core (G) 155 back 119 front
8 Length of back sheet LLI) 394
9 Width of back sheet (1) 182
*
B/i G
12. How to apply MD.
C7en 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.
\l__l A*
Essty Internal
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13. Materials used

|"Components

Absorbent core

Topsheel

Transfer layer

Glue

Backsheet

Fixation glue

Release paper

Function

Absorb and
store urine

User
comfort/dry
skin

Transport
urine

Joining

Prevent
leakage

Fixates the
product in
the
underwear
Covers
fixation
slue

Material

Fluffpulp

Super absorbent
polymer

Non woven;
printed, silk

Acquisition layer
(high loft)

Blend of polymers
(Hot melt)

Polyethylene film
(Mini & Super)

Polyethylene/Non-
Woven

Pressure Sensitive
Hot Melt

Kraft paper coated
on one side with
silicone

Brand

FR Supersoft Plus
8%

SXM 9465

NW-SB, philic
111018HID
2593/U

ABS0E334TPS

Kmelt
PERFECT
CARE
W510

10203HyfolPP
Film Extra
BTyB 25 gsm
FPL M25L

NW 1208

37.gsm

14.Labelliug of consumer pack and MD

Back sheet of

Supplier

International Paper;

Evonik Industries

Berry France

Texus

Colquimica SA

RKW

Aschersleben
GmbH

HB Fuller

Mondi Herlen

MSDS (date
orJVa)
Satefety data
Sheet
25/09/2017

Safety data
sheet
29/09/2016
Safety data
sheet
25/04/2018

Safety data
sheet

MSABO0059
10/09/2009

Safety data
sheet
13/01/2016

Safety data
sheet 1/1/2014

Safety data
sheet Oct 2018

Safety data
sheet
09/10/2017

Safety data
sheet
01/01/2012

TENA Lady Slim Mini, TENA Lady Slim Normal, TENA Lady

Normal, TENA Lady Super, TENA Lady Normal Night, TENA Lady Maxi Night
contains LOT_"Country_ YYYYMMDDHH:MM.
Consumer pack contains:

- name of product, a trademark;

tssity Internal
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- country of manufacture;
- name of the legal manufacturer, address.

/ - number of pads in the package;
- date (YYMMDD of production
- shelflife; (BBD) YYMMDD
-storage conditions
- disposal instructions: "Do not throw into drains”;
- absorbency of pads
- bar code;
-Lot number
-article;
- number of registration certificate and date of issue
Graphic symbols oii consumer pack of MD
Symbol Explanation
The symbol ofrecycling of pulp products
PAP
The possibility of processing low density polyethylene
(LDPE).
© Conformity symbol when declaring conformity
Throw in the ballot box
Prohibition ofre-use
1. J
Do not dispose into drains
4 Absorbency index
cC CE Marking
10
Essity Internal
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Standard icons for EU

How to apply pads

Date of production
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 environmental conditions during storage

Air temperature, °C + 15%0-
+35%C

Air relative humidity not more
40%

Shelflife ofthe 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”™ 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.Kizhizhanovskogo, 14, building 3, Tel: +7 (495) 967-33-67.

20. 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.

Esty Internal
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150 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.

ISO 9001:2015 Quiality 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.

150 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 ISO 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.

150 15223:2016 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”nd effective use of medical devices.

ISO 7000:2012 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. o |

12
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EN I1SO 14155:2011

MEDDEV 2.4/1 rev, 9
MEDDEYV 2-7.1 rev. 4
MEDDEV 2.12/1 rev.8

Commission Decision
2000/532/EC

atylInternal
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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 ofa
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 ~

13



MepeBop, C aHI IMIICMOIO si3blKa Ha PYCCKMUIA A3bIK

«YTBepXaar»

TEXHUYECKUIA MeHepKep Mo NPOAYKTY
NMPOKNAAKN ANA XEHLLMH/MY>XUYNH
KeH OnbccoH

«ICCUTN XalmMKUH 3H Xenc Ab»

LLiramn:

3ceuti XamxmH aHa Xane Ab
405 03 METEBOPI

LLIBELINA

<nognucb>

WHCTPYKLNSA MO NPUMEHEHWNIO

Mpoknagkn yponornyeckne TENA®
BapuaHTbl ncnonHeHus: TENA Lady Slim Mini, TENA Lady Slim Normal, TENA Lady
Normal, TENA Lady Normal Night, TENA Lady Super, TENA Lady Maxi Night

« dcenTn XanmkuH aHa Xenc Ab»/ Essity Hygiene and Health AB,
SE-405 03 Goteborg, Sweden, LLiBeuus

1, HxenognucasLwuniica, AgpueH boHae, 3amecTuUTe/b HOTapuyca
ropoga CtokrosnbMma, LLiBeuuns, NOATBEPXKAAKD, UTO

KeH beprep OnbccoH —

BbIMYCTUN 1 NOANWCAN BblLeYKa3aHHbIN [JOKYMEHT.

Mnata Ctokronbm 01.12.2020
KpOHbI B3bICKaHO niaTbl:
<nognuces>

[Meyats:

HOTAPUYC CTOKIO/NIbMA

AAOPUEH BOHOE* 7505

2020
1

Cny»ebHblii [OKYMEHT «3CCUTU»
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1. HauvmeHoBaHWE M 1"

Mpoknagkun yponoruyeckne TENA® BapuaHTbl ncnonHeHns: TENA Lady Slim Mini, LENA
Lady Slim Normal, TENA Lady Normal, TENA Lady Normal Night, TENA Lady Super,
TENA Lady Maxi Night

2. TMpousBoanTens : «3ccutn XanmpkmH aHg Xenc Ab»/ Essity Hygiene and Health AB,
SE-405 03 Goteborg, Sweden, LLiBeums;
MecTo npomnsBoacTBa: «3AccuTh OneparilHHE XyresaHs B.B.»/Essity Operations Hoogezand
B.V., Abramskade 6, 9601 KM, Hoogezand, The Netherlands, HuaepnaHgpi.

3. HasHauyeHne MU
Mpoknagku yponornyeckme TENA® npeaHasHaueHbl ANA 3alWMTbl NPU HeepXaHun
KarnenbHOW, Nerkoi 1 cpeaHei CTeneHu.

Mpoknagkn TENA Lady Slim Mini obecneynBaioT 3aluTy Npu HefepkaHuy KanenbHou v
Nerkom CTeneHw.

Mpoknagkn TENA Lady Slim Normal n TENA Lady Normal obecneymsaroT 3aLmTy npu
Helep>XXaHnK Nerkom cTerneHu.

Mpoknagkn TENA Lady Super n TENA Lady Maxi Night obecneunsatoT 3awuty npu
HeJepXKaHUN NErkoin 1 cpefHen cTeneHu.

Mpoknagkn TENA Lady Normal Night npegHa3HaueHbl 419 UCNOMb30BaHNS B HOYHOE BPeMs
CYTOK MNPV HefepXXaHny Nerkoin n cpefHeit cteneHun. Bee nsgenms HecTepunbHbl, 1 Knacca pycka
MPYMEHeHUS.

4. TlokasaHuA K npumeHeHno M
Mpwn HefepXXaHWW KanesbHOR, NErkom 1 cpefHei cTeneHun

5. [llpoTmBONoOKasaHuA
MpoTBONOKa3aHWI He BbISB/IEHO

6. Mob6o4Hble 3 heKTbI
Mo60YHbIX 3PdeKTOB He 0OHaPYXKEHO.

7. Mepbl NpefocTOPOXKHOCTU
H/N

8. WVHopmaums 0 noTeHUMabHbIX NoTpedutenax M
MMoTeHUMabHble MNOTPeOUTENN [AHHOrO MEAUUMHCKOrO W3NS 3TO JKEHLUUHBI,

BeflylLMe aKTVBHbIA 06pa3 XM3HW, CTpadaloLe Heflep)KaHem KarenbHoW, nerkoi n
cpefHeli cTeneHm.

Cny>Xe6HbI JOKYMEHT «ICCUTU»
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9. dYyHKUMOHa/bHbIE XapaKTepucTnkn MW, macca MU

Macca CpeaHuii nokasaTenb
BapuaHT UCMoMHeHUS i S TE B ChacoGhonT (F)
- no mMeTogy PoTBenna + 15%

LENA Lady Slim Mini 7,14 169
TENA Lady Slim Normal 13,64 349
TENA Lady Normal 15,43 350
TENA Lady Super 38 860
TENA Lady Normal Night 22,4 530
TENA Lady Maxi Night 35,4 914

ObpatHas copbums (NOBTOPHOE yBaXXHEHMeN

K nsgenuio fobasnsetcsa onpefeneHHoe Konnyectso pacteopa (0,9% NaCl)

1 Nocne OnpeaeneHHOro NPOMeXyTKa BPEMEHM MpUaraeTca Harpyska v n3mepsercs
MOBTOPHOE YBNXXHEHME:

TENA Lady Slim Mini o6bem (V) - 20 mn
LENA Lady Slim Normal o6bem (V)= 50 mn
TENA Lady Normal o6bem (V) = 50 mn
TENA Lady Normal Night o6vem (V) = 70mn
TENA Lady Super o6bem (V) ~ 150 mn
TENA Lady Maxi Night o6bem (V) = 150 mn

Bpemsi BNMTbIBaHUS:

PacTBOp fo6aBnseTcs ABYMS MOPLUUSMU C NepepbiBOM B 10 MUHYT.

TENA Lady Slim Mini: nepsas go3a o06bem (V) = 10 m1, BTOpas gosa V- 10 mn
TENA Lady Slim Normal: nepsas go3a 06bem (V) = 20 mn, BTopas fo3a V=20 mn
TENA Lady Normal: nepsasi go3a 06bem (V) =20 mn, BTopas go3a V=20 mMn
TENA Lady Normal Night: nepsas go3a o6bem (V) =50 mn, BTopast fo3a V= 50 mn
TENA Lady Super: nepsas go3a 06bem (V) = 80 mn, BTopas go3a V= 80 mn

TENA Lady Maxi Night: nepsas gosa o6bvem (V) = 80 mn, BTopas go3a V= 80 mMn

Cop6LMOHHas CNOCOBHOCTL NOC/E LEHTPUKYTMPOBaHNS:
JTOT NapameTp OYeHb 3aBUCUT OT TUMa LIEHTPUYT I, UCMOMb3YeMOi 15 TeCTa, U ABNSETCS
MPUYMHOI pasHbIX Pe3ynbTaToB B pasHbIX flabopaTopusx. BakHbIM NapaMeTpoM, KOTOpbIl

HeO0GXOAMMO 3HaTb, SIBNSETCS YCKOPEHME W BPEMS, B TeUeHVe KOTOPOro NPoayKT NojBepraeTcs
LLeHTPUCYTMPOBAHMUIO.

Mo3ToMy MOMYYMThb OJNHAKOBbIE MOKA3aTe/Nn, NPUBEAEHHbIE HUXKE, NPY UCMbITAHWAX U3aenuii
MEXAy PasnyHbIMK 3apy6exXHbIMM 1abopaTopusiMy BecbMa Mpo6/1eMaTUyHO.

Cny>Xe6Hblii [OKYMEHT «3CCUTU»

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



Mpoknaokm
yposiormyec
Kve TENA®
BapuaHTbI
1crosnHe
HUS:

TENA Lady
Slim Mini

TENA Lady
Slim Normal

TENALady
Normal

TENA Lady
Normal
Night

O6paTtHas
copoups
(noBTOpPHOE
YBaXKHeHWe

OfHO BNBaHWE,
o6bem 20
M

cpesHee
3HayeHve

2,7 1,

ctaHg. otkn 0,8

OpHo BnBaHVe,

06bem 50 mrT;

cpefaHee
3Ha4eHve 7
r,

CTaHq
OTK/I0HEHWE
17

OpHo BvBaHwe,

06bem 50 mr;

cpenHee

3HaueHve 13T;

CTaHj,
OTKJ/IOHEHWE
15

OfHo BnviBaHVe,

o6bem 70 mn;
cpefHee
3HaYeHVe
9,

CTaHa
OTKJ/I0HEHVe
31

Bpems BNUTLIBaHVA,

c

Kon-Bo pacteopa 10
MJ1;MePBOE BMBaHME
cpefHee 3HayeHve

16¢
CTaHg, oTkn :0,2

Kon-Bo pacteopa 10

m; BTopoe
BNMBaHVe

cpeaHee 3HaueHme

15¢c
cTaHg. otkn :0,2

Kon-Bo pacteopa 50

M. nepeoe
BBaHWe

CcpeaHee 3Ha4YeHne

23¢C

CTaH[, OTK/IOHEHWE:

0,2;

BTopoe BnnBaHve 50

M

CpeaHee 3Ha4eHne

28 ¢;

CTaH/[ OTK/IOHEHNE

0,2

Kon-Bo pacteopa 50

M/1; MEPBOE
B/IMBaHWE;

cpenHee 3Ha4deHKe

19c¢;

CTaH/[ OTK/IOHEHWNE

0,13

Btopoe BmBaHne 50

W

cpeaHee 3Ha4veHne

32¢C
cTaHg otkn 0,4

Kon-Bo pacteopa 50

M TNepBoe
B/MBaHVE;

CpeaHee 3Ha4eHne

52¢;

CTaH/[ OTK/IOHEeHWne

0,5

BTopoe BnmBaHve 50

M

Cny>Ke6HbIN JOKYMEHT «CCUTU»
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CopbupmoHHast
Croco6HOCTb
nocrie

LIEHTPUCYTpOBaHUS

(Bnaroygepx

BaKOLLIAS
CMOCOBHOCTB),
r

H/n

H/n

H/n

H/n

PacnpegeneHve
cynepabcopbe
HTa B
CTPYKType
abcopompytoT
€ero crios
(cekuMoHHOE
LeHTpUdyrmp
OBaHue), I
CootBeTcTBME
B/1aroyepK1Bato
LLIeA COCOBHOCTH
CUMMETPUYHBIX
CeKUMiA NpoayKTa
c/ieBa v cnpasa

CootBetcTBYE
B/aroyfepxmeato
LLeli cnocobHoCTU

CYMMETPUYHbIX
CEKLMIA NpoayKTa
CcneBa 1 cnpasa

CooTBeTCTBYE
BraroyaeKMBatoLL
€l1 crocoBHoOCTU
CUMNVETPUHHB IX
CeKLM MpofayKTa
C/ieBa W cripasa

CoOTBETCTBME
B/aroyaepABatoLL
€l CrocobHoOCTN
CUMMETPMYHBIX
CEKUMI MpofyKTa
C/ieBa M cripasa

pH 3HaueHVe
3KCTpaKTa
npogykTa

6,0

CraHg, oTKnN
0,05

6,0

CraHg, oTKN
0,05

6,0

CraHg, oTKN
0,,005

6,0

CraHg, oTKN
0,05



cpeaHee 3sHa4veHne

85¢c
CTaH[, OTK/IOHEHWe
14
Kon-Bo pacteopa 80 H/N CooTBETCTBME 6,0
M1: MepBoe B/IaroyAepXX1BatoLL
B/IMIBaHVE, eii cnoco6bHoCTH CTaHg, OTKN
OpHo B/WBaHVE,  cpefHee 3HaueHue CUMMETPUYHBIX 005
obbem 150 M1, 7.9¢ CeKUMM NMPoAyKTa '
cpenHee CTaHZ OTK/IOHEHMe cnesa v cripasa
TENA Lady 3HaYeHme 0,5
Super 48,
CTaHg BTopoe BnvBaHve 80
OTK/IOHEHME M.
4,7 Cpe/jHee 3HaueHme
126¢
CTaH[ OTK/IOHEHWE
:0,7
Kon-Bo pactBopa 80 H/n CooTBeTCTBME 6,0
M1: MepBOe BMBaHVE B/laroyepX1BatoLL
OpHo BVBaHE, cpefHee 3HaudeHVe el cnocobHoCTM CTaHg, oTKn
. 94c CUMMETPUYHBIX
06bem 150 mr, CeKLMiA NpogyKTa 005
cpenHee CTaH[] OTK/IOHEHVIe cnlé"Ba y Ent”'y
10 pasa
TENA Lady 3HaYeHne '
Maxi Night 33
cTaHg BT_opoe B/mBaHve 80
OTKJ/I0HEHWE W
32 CpefHee 3HaYeHne
157 ¢
CTaHf, OTK/TOHEHWE
14

10. PUCKM  1CNONb30BaHMA  MEAUUMHCKOro  MPOAYKTa, MPOTMBOMOKa3aHU4,
oXupaemble M npeackasyemble  MOOOYHble  3(PEKTbl, CBA3aHHbIE C
MCNONb30BaHMEM MeAULUMHCKOro NPOAYKTa MO Ha3HAYeHUIO.

OTCyTCTBYIOT.

11. Cnocob npumeHeHna MU
BckpoliTe MHAMBUAYabHYHO YNaKoBKY (C/M NPUMEHMMO) U JOCTaHbTE NPOKAAKY;
YpanuTe 3alUTHYHO NMONOCKY. KNeinKkoin CTOPOHON NPUKpenuTe NPoKIasgKy K HXHeMY
6enbto. MeHsaiTe Npu HeobX0AMMOCTU.

12. Ycnosus obpaweHns ¢ MU

TpeboBaHWA K yCNOBUAM 06paLLeHNs C MeAULMHCKUM U3Lennem
lemnepatypa Bo3ayxa, °C + 15°C-+35°C

OTHOCHTeNbHas BNaXXHOCTb BO3/yXa He 6onee 40%

Cny>KeBHbI JOKYMEHT «3CCUTU»
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13. TexHunYeckue xapakTepnuctnkm M

BapvaHT ncnonHeHnss TENA Lady Slim Mini

Ne TexHnyeckne XxapakTepucTuku MM = 15%
1 [OnunHa npoknagku (A) 219
2 LUvpwuHa npoknagku (B) 96
3  TonwwmHa npoknagkn (C) 3,95
4 lnvHa pacnpeaenuTensHoro cnos ( D) 219
5 LWwupuHa pacnpegenutensHoro cnos (E) 50
6 [nvHa abcopbupytowero cnost (F) 196
7 LvpwnHa abcopbupytowero cnos  ( G) 76
8  [OnuHa 3awmTHoro cnost (H) 219
9  LWwpwHa 3awpmTtHoro cnos (1) 96
Cxema MW

BapuaHT ncnonHeHnsa TENA Lady Slim Normal

N TexHuueckme XapaKTepucTuKu MM+ 15%
1 [nvna npoknagku (A) 277
2 WmpuHa npoknaaku (B) 106
3 TonwwmHa npoknagku (C) 73
4 [nuvHa pacnpeaenuTenbHoro cnos ( D) 160
5 LlwupwvHa pacnpeaenutensHoro cnost  (E) 50
6 NnuHa abcop6upyrowlero cnos (F) 248
7 LWwupwuHa abcopbupytowero cios  ( G) 85
8  [OnuHa 3awmTtHoro cnos  (H) 277
9 LWwupwHa sawmtHoro cnos (1) 106

CnyXe6HblIi JOKYMEHT «3CCUTU»
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BapuaHT ncnonHeHns TENA Lady Normal
Ne TexHuueckme xapakTepucTuKm

[nviHa npoknagkn (A)

LLInpvHa npoknagku (B)

TonwwmHa npoknagkn (C)

[nnHa pacnpesfennTenbHOro ¢os
LLInpunHa pacnpegenutensHoro cnoa (E)

[nnHa abcopbupytouero cnos (F)
LLInpnHa abcopbupytowero cnost ( G)

[OnvHa sawmuTtHoro (H)

LLInpuHa sawmTHoro cnog (1)

© oo ~NOoO O WM PR

Cny>e6Hblii JOKYMEHT «3CCUTI»
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MM + 15%
277
106
95
170
50
250
85
277
106

B/I

B/l



BapuaHT ncnonHeHms TENA Lady Normal Night

Ne Texuuyeckne XapaKTepucTuKu MM = 15%

1 Anvna npoknagku (A) 347

2 npwnHa npoknagku (B) 121

3 TonwwmHa npoknagkm (C) 10

4 NnuHa pacnpegenutensHoro cnos ( D) 170

5  LUwupwHa pacnpegenutensHoro cnos  (E) 50

6 [nuHa a6cop6upytolero cnost (F) 315

7 WunpuHa abcopbupytoLlero cnos  ( G) 92

8  [nuHa sawmTHoro cnos  (H) 347

9 LunpuHa sawmtHoro cnos (1) 121

B/
AlH

BapuaHT ncnonHeHns TENA Lady Super

Ne TexHuueckue XapaKTepucTuku MM + 15%
1 [nvna npoknagkn (A) 430

2 lunpuHa npoknagky (B) 196

3 TonwwmHa npoknagkn (C) 13
4 [lnuHa pacnpegenutensbHoro cios ( D) 170

5  |LunpuHa pacnpegenutensHoro cnos  (E) 70

6 [nuna a6cop6upytowero cnost (F) 394
7 LLinpuHa a6copGupytotuero cnost (G) Mo kpasm 161/mo cepeauHe

85

8  [lnuHa sawmTHoro cnost  (H) 430
9 WwupwHa sawmTHOro cnos (1) 196

Cny»Xe6Hblli [OKYMEHT «3CCUTU»
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A/H

BapuaHT ncrnonHeHns TENA Lady Maxi Night

Ne  TexHuueckue xapakTepucTukm

OnvHa npoknagku (A)

LLinpuHa npoknagkn (B)

TonwmnHa npoknagkn C)

OnuHa pacnpegenutensHoro cnos ( D)
LLinpunHa pacnpegenutenbHoro cnos [E)
OnunHa abcopbupytouero cnos (F)
LLInpnHa abcopbupytouiero cnoa ( G)
[OnunHa 3awmuTHoro cnod H)

LWwnpunHa 3awmtHoro cnos )

OCoONOOOTPNWN B

Cny>XeGHbIli JOKYMEHT «3CCUTU»
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. F

MM = 15%

394

182 c3aam 146 cnepegu
135

180

50

360

155 c3agn! 19 cnepeamn
3%

182

B/



12,Cnoco6 npumeHeHns MU
BckpoiTe nHAMBUAYabHYIO YNaKoBKY (eC/iv MPUMEHUMO) 1 JOCTaHbTe NPOKNIALAKY; YaanuTe
3alMTHYO NOMOCKyY. Knenkoi CTOPOHOM NpuKpenuTe NPOKIaAKy K HKHeMY 6e/bto. MeHsinTe
npv HeOBXOAMMOCTW.

KOMMOHEHT

AGCOpoOMpYHOLL
wit CIION

BepxHuii
MOKPOBHb VA
C/oi

Pacnpeaenvteb
HbIIA crioi

Knei

3aLMTHBIIA Crioi

DUKCHPYHOLLINI
KreeBoii Crioi

AHTVI3[ire3voHH
bliA C/I0

Cny>KeBHbI AOKYMEHT «DCCUTU»

Ha3HaueHune

MOr/IOLLAET W
YAEPXKMBAET
BMUTLIBAEMYHO
KVIKOCTb

conpurKacaeTcs ¢
KOXKen u
MPOMyCKaeT
YXNAKOCTb BHYTPb
MPOKaAKN

Croco6eTByeT
paBHOMePHOMY
pacnpeseneHno
YXNOKOCTU BHYTPU
MPOK/aaKu
CoeanHeHve
C/10eB

Pacrionaraetcs 3a
abcopoupyoLLM
C/I0eM 1
npefoTBpaLLiaeT
MPOHMKHOBEHME
XULKOCTU Ha
benbe

HaHocutca Ha
3alUMTHBIA CMoK 1
(mkeupyet
NPOK/IaaKy Ha
6enbe

3aKpbIBaeT
K/eeBoii Crioi
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Matepuan Mapka
PacnyLLeHHas FR Supersoft Plus
Lienntonosa 8%
CynepBnuTtbiBatoLl,  SXM 9465

WA nonmmvep

HeTkaHbli1 NW-SB, philic
marepuas ¢ 111018HID
PUCYHKOM 2593/U
HeTkaHbIA ABS50E334TPS
matepvian High loft

Cwmecb MosmmepoB Kmelt

(knein ropsyero PERFECT
pacriasa) CARE

W510

MorwmatuneHoBass 10203 Hyfol PP
nneHka (Mini & Film Extra
Super)

MonuaTtnneHoBas BTXB, 25 gsm
nneHKa/HeTKaHbIl  FPL IM25L
marepuan/

UyscTBUTENbHBIA K NW 1208
[IaBNEHVIIO Ken

ropsiyero pacruiasa

KpadT-6ymara, 37 r Ha KBM
MOKpPbITast C OAHOM

CTOpPOHB!

CWIMIKOHOM

10

lMocTaBLLNK

International Paper;

Evonik Industries

Berry France

Texus

Colquimica SA

RKW
Berry Aschersleben

GmbH

HB Fuller

Mondi Herlen

MacrnopTt
besonacHoe
™ (pata
nnn Ne)
25/09/2017

29/09/2016

25/04/2018

MSABO0059
10/09/2009

13/01/2016

1/1/2014
OKTAGPb

2018

09/10/2017

01/01/2012



14.MapKupoBKa noTpebuTenbCcKoi ynakoBku n MU

Ha 3awmtHom cnoe npoknagok TENA Lady Slim Mini, TENA Lady Slim Normal,
TENA Lady Normal, TENA Lady Super, TENA Lady Normal Night, TENA Lady
Maxi Night ykasbiBaeTcs HOMeEp MapTuu, CTpaHa NPOUCXOXAEHUA, pdaTa
npoussoacTtea B popmate MTITMMAAYY:MM. Ha noTpebMTENbCKYO YNaKOBKY
HaHOCMTCS C MOMOLbIO TepMmoneyat Homep naptum (LOT) B hopmate TTMMALA
Y4Y:MM, gata n Homep perucTpayMoHHOro yaoCTOBEPeHNdA, CPOK FO4HOCTU B
(hopmaTte IMMM/A/[, cTpaHa NPOUCXOXAEHUA, AaTta NPOU3BOACTBA B popmaTe
rrMmmgn 44:MM, mecto npousBoACTBa.
NHopMaums Ha NoTpebmnTebCKOM YNakoBKe BKHOYAET:

- HaMEHOBaHWe 13aenns, TOProByr MapKy;

- MEecTO NpPOn3BOACTBA,;

- HaMMEHOBaHWe 1 aapec NeraibHoro NPou3BoANTeNs;

- KO/IMYECTBO NPOKNaAO0K B YNaKOBKe;

- [laTa Npon3BOACTBa

- CPOK roAHOCTM

i - YCN0BUS XpaHeHNs

- yKaszaHus no ytuamsauum « He Bbl6pacbiBaTb B KaHa/IM3aLMO»

- LUTPUX KOA,

-HOMep napTun

-apTUKYN

- HOMep U1 faTa perncTpaumMoHHOro y0CTOBEPEeHUS

Mpathnyeckune cMMBONAbI HA NOTPEOUTENBCKOM YNaKOBKe

CumBon 3HayeHne

3HaK BTOPUYHOI NepepaboTKU LieN/0N03HO NPOaYKLMN
PAP

K YNakoBKa He npefHasHaueHa /15 NLLEBOI NPOAYKLMN

3HaK COOTBETCTBMA NpU AeKNapupoBaHUK

BbIGpocUTh B ypHY

Cny>Xe6HbIN JOKYMEHT «ICCUTU»
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® 3anpeT Ha NOBTOPHOE MPUMEHEHME

He BbI6pachbiBaTh B KaHaN3aLMIO

MokasaTenb BMUTHIBAOLLEN CNOCOGHOCTM
C€ 3aenve cOOTBETCTBYET OCHOBHbIM TPeGOBAHWAM AVNPEKTMB
EC 1 rapMOHM3MpOBaHHbIM CTaHAapTaM EBponelickoro cotosa

3HaK CTaBWTCS Ha ToBapax MPOM3BOACTBA (MPM, KOTOpbIE
(hMHAHCMPYIOT NporpammMy nepepaboTKM OTXOL0B W
BK/TOUEHbI B €8 CUCTEMY YTUNM3ALMN

Cnoco6 npumeHeHns M

[ata n3rotoeneHus

15. CsefieHuA o0 TpaHcnopTuposaHun M

30enna nepeBo3ATCA TOMLKO B CyXOM, YACTOM TPaHCNOPTE, He MMEKOLLLEM MOCTOPOHHNX
3anaxoB. YCNoBWA TpaHCNOPTMPOBaHMA npu Temnepatype ot -30°C go +35%C,
OTHOCUTeNbHasA BNaXXHOCTb BO3ayXa He 60ee 80% .

16. YcnoBua XpaHeHUA N CPOK rOAHOCTH

YCnoBust OKpY>KaroLLeli cpefibl NPy XpaHeHuw
Tpe6oBaHUSA K YC/IOBUSIM OKPYXKAIOLLIEN Cpefbl NPU XpaHeHNM

TemnepaTypa Bo3ayxa, °C OT+ 15°C po +35"C

OTHOCMTeﬂbHaﬂ BNa>XHOCTb BO3,£I,yxa He 60nee 40%

CpoK FofHOCTV U3aeNnin cocTaBnseT 3 roga C AaTbl NPOM3BOACTBA, YKa3aHHOM Ha
NoTPe6UTENIbCKON YNaKoBKe.

Cny>XeGHblli BOKYMEHT «SCCUTU»
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17. YTunnusayma

icnonb3oBaHHOE M3fenne He06X0AMMO YTUIN3MPOBaTb KaK MeAULIMHCKME OTXO0b! Kiacca
oracHocTu «b» 3anpeLaeTcs BblIbpachbiBaTb B KaHaM3aLMI0.

18. MapaHTUM Npon3BoAUTENSA

Mpon3BoanTeNb rapaHTUPYeT KaYecTBO MeAVLIMHCKOTO U3AeNns Npw co6/t0AeHNN YCoBuiA
3KCM/lyaTaLum, XpaHeHVs U TPaHCMOPTMPOBaHUS B TeueHMe 3-X IET CO AHA AaTbl M3rOTOB/EHNS,

YKa3aHHOI Ha yrMakoBKe

19. YnonHolyoyeHHbIN

npeacTaBuTeNb NPon3BoAUTENS B Poccun.

OO0 «3ceutn», 117218 r. Mocksa, yn.Kp>umxaHoBcKoro, A.14, kopn.3,
Ten.; +7 (495) 967-33-67; www.TENA.ru:

20. CNncokK NpUMeHAEMbIX HaLMOHa/IbHbIX CTaHAapTOB.
["apMOHM3MpPOBaHHbLIE N ApYrve MeXAyHapoHble CTaHAaPThbI, MOATBePXAatoLLme
cooteeTcTBME PernameHTy EC 0 MeanumHcKux nigenunax (EU) 2017/745, koTopble
MONHOCTBIO UM YaCTUYHO NPUMEHSET KOMMaHUA «ACCUTU XalMKWH 3HA Xenc Ab».

ISO 13485:2016

1SO 9001:2015

ISO 14971:2012

W3penvs megnumnHeKne —CuUCTeMbl MEHEPKMEHTa KayecTBa —
TpeboBaHUA K cucTeMaMm 415 Liefieil HopMaTUBHOIO
perynmpoBaHus

[JaHHbIN MeXAyHapOoaHbIA CTaHAapT YCTaHaBNMBaeT TpeboBaHUS K
CUCTEME MeHe[DKMeHTa KavecTsa, KOTOpble MOTYT ObITb
MCNOMb30BaHbl OpraHn3aumeit Ans nNPoeKTUPOBaHUS 1 paspaboTku,
MPOM3BOACTBA, YCTaHOBKMW, TEXHUYECKOr0 06CMYXXM1BaHUS
MEAMLMHCKNX U3AENNIA, a TaKKe 415 NPOeKTUPOBaHNS 1 pa3paboTKm
W NPeAoCTaBieHns CONyTCTBYHOLLMX YCAYT.

CucteMbl MEHEMKMEHTA Ka4yecTBa
[aHHbIN  MeXAyHapoAHbIA  cTaHAapT onpegensieT TpeboBaHWSA K
CUCTEME YNpaBieHNst Ka4eCcTBOM, NPU KOTOPOI opraHu3aymm
a) Heob6X0AMMO MOKasaTb CBOK) CMOCOBHOCTb MOCTOSIHHO — BblAaBaTb
NPOAYKUMIO,  OTBEYaloLLlyd  TpeboBaHMAM  KMEHTa U
COOTBETCTBYHLLUMX AENCTBYIOLLMX HOPMATUBOB, U

b) cTpemneHne nOBbIWATL YAOBNETBOPEHHOCTb K/MEHTA uepes
3 heKTUBHOE MPUMEHEHNE CUCTEMbI YMNPaBNEHUS KayecTBOM,
BK/IHOYasA NPOLECChbl MOCTOSHHOrO Y/y4LIeHUs 3TON CUCTEMbI, U
obecneumBatb  co6MtOfeHMe  TpeGOBaHW  KIMEHTA  ”
[IeNCTBYIOLLIEr0 3aKOHOAATENbCTBA.

YnpasrieHne puckamu

[aHHbI MeXAyHapOLHbIA CTaHAAPT PEKOMEHAYETCS paccmaTpuBaThb
KaK OCHOBY 111 3(PMEKTUBHOIO YrNpas/ieHWNs N3rOTOBUTENIEM PUCKOB,
CBSA3aHHbIX C NPUMEHEHNEM MEANLMHCKNX n3genuin. CTaHaapT
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EN ISO 10993:2009

EN ISO 17025:2005

EN 1041:2008

ISO 15223:2016

ISO 7000:2012

EN ISO 14155:2011

COAEPXUT NpoLeAypbl MO UCCNef0BaHMIO, BKIHOUAS VMEHOLLYHOCS
MHopManuio, 6e30MacHOCTV MEANLIMHCKOTO W3MeNus, BKoYas ero
MPUHAANEXHOCTW, NYTEM BbISIBNIEHMS OMACHOCTEN 1 OLIEHK PUCKOB,
CBA3aHHbIX C 3TUM MEANLIUHCKIM U3AENNEM.

OueHKa 610MorMYecKoro AencTBua MeaULUUHCKUX U3LeSNIA.

a) dyHaMeHTaIbHbIE NPUHLMMbI, KOTOPbIMW PYKOBOACTBYETCS
Bronorunyeckas oLeHKa MeAMLMHCKNX U3AeNNiA

b) OnpezeneHne KaTeropum MeauLMHCKOTrO U3AeNNs Ha OCHOBE
XapakTepa 1 Npoo/MKNTENbHOCTU KOHTAaKTa C OpraHU3MOM
YesoBeka

C) Bblbop COOTBETCTBYHOLLMX TECTOB

O6Lme TpeboBaHMA K KOMMETEHTHOCTN UCMbITATENIbHbIX U
NOBEPOUHbIX flabopaTopuii

[JaHHbI MeXAyHapOoAHbIA CTaH4ApT yCTaHaB/MBaeT obLme
TpeboBaHMsA K KOMNETEHTHOCTM 1abopaTopuii B NpoBeLEHUN
UCMbITAHWIA U/ KaNMBPOBKK, BKIKOYas 0TOOP 06pasLLoB,
NCMNbITaHNA 1 KannbpoBKy. CTaHAapT BK/OYAET TECTUPOBaHME U
KanMbpoBKY Mo CTaHAAPTHLIM METOAMKAM, HECTaHAaPTHbLIM
MeTOAMKaM 1 MeTOAMKaM, pa3paboTaHHbIM flabopaTopueit.

MHhopmaums, nogrotaBnmBaeMasi U3roToBUTENIEM Ha
MeANLMHCKME U3aenns

[aHHbI CTaHAAPT yCTaHaBNMBAET TPe6oBaHMs K MH(opMaLm
M3roTOBMTENS, CONMPOBOXAAtOLLEN MEANLIMHCKME N3AENNS Pa3INYHBIX
KaTeropuii, Kak Toro TpebytoT COOTBETCTBYHOLLME AupekTuBbl EC.
CTaH[apT He OroBapKBaeT Ha KAaKOM MMEHHO A3bIKe A0/MKHa
NpeaocTaBnaTLCS NoAo6Has UHGopMaLms.

M3penns megnumHcekmne. CUMBO/IbI, MPUMEHSAEMble Npu
MapKMPOBKE MeAULMHCKNX N3AENNIA, STUKETKAxX U B
COMpPOBOAUTENBHOM JOKYMEHTaLMN

[aHHbIN MeXAyHapOoaHbIN CTaH4apT pacCMaTpMBaeT CUMBO/IbI,
KOTOpble MOTYT ObITb MCMOMb30BaHbI A1 Nepefaym 3/1EMEHTOB
NHOPMaLUK, BaXHbIX, MO MHEHWIO PerynpyoLmx opraHos, 4/is
6e30MacHoro 1 Hag/ieXxxawero NPUMeHeHUs MegUUMHEKNX U3AeNnil
nonb30BaTeseM.

I"padhmyecKme CUMBO/IbI, HAHOCKMble Ha 060pYyA0BaHNE

STOT MeXAyHapoHbI CTaHAAPT 06ecreunBaeT KpaTkuii 0630p
rpagmyecknx CUMBOIOB, KOTOPbIE Pa3MeLLatoTCs Ha 060py0BaHNN
WK YacTAX 060PYA0BaHMS N0GOr0 TUMA, YTOObI MHCTPYKTVPOBATh
N, o6paLLatoLLmXcs ¢ 060py0BaHNEM, OTHOCUTE/LHO €ro
CMO/b30BaHMA 1 SKCMyaTaLN.

KnuHnyeckme ncnbiTaHns MeanUNHCKNX n3aenmii

B naHHOM cTaHAapTe onpeaeneHbl 06LIve TPeboBaHNS,
HanpaBneHHbIe Ha 3aLMTy NpaB 1 06ecneyeHne 6e30MacHOCTM U
Gnarononyyuns noaen; obecneyveHe NCNOMb30BaHUS HayYHbIX
NoAX0A0B MPW NPOBEAEHNN KIMHWYECKOTO MUCCeA0BaHNsA 1
o6ecneyeHre 4O0CTOBEPHOCTYM Pe3y/bTaToB KIMHNYECKOTO
CCNeAoBaHNs; onpeaeneHe 0TBETCTBEHHOCTM CMOHCOpPa W

14

CnyxeGHbIii JOKYMEHT «SCCUTU»

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



MEDDEV 2.4/1 peg. 9
MEDDEV 2.7.1 peg. 4
MEDDEV 2.12/1 pep,.8

Pelwuenne Kommncecun
2000/532/EC

OTBETCTBEHHOI 0 UCMONHWUTENSA; COAENCTBME COHCOpPaM,
nccnegoBaTensam, STUYECKUM KOMUTETaM, Peryinpyrowmum BacTam v
Lpyrum opraHam, BOB/IEYEHHbLIM B OLiEHKY COOTBETCTBUSA
MeANLMHCKNX U3LeNniA.

YacTtb 11SO 14155 a) ycTaHaBMBaeT TpeboBaHUS K NPOBEAEHMNIO
K/IMHWUYECKMX UCTbITaHWUIA, & UMEHHO K ONPefeNeHnio KIMHUYECKO
3PPEKTUBHOCTN MEAMLMHCKOTO MU3AENNSA B XO4e KIMHUYECKUX
UCMbITAHWIA, UMUTUPYIOLLMX NPUMEHEHWE JaHHOIO U3JeNns B
LUMPOKOI MeANLIMHCKONM NPaKTUKeE, K BbIABIEHNIO HEXenaTelbHbIX
COObITUI NPY 0ObIYHBIX YCNOBUAX NMPUMEHEHUS U K OLEHKE
A0NYCTUMOCTWN PUCKOB, CBA3aHHbIX C NpeAHasHauYeHHbIM
NPYMEHeHNEM MeLULMHCKOro nsgenvs; 6) ycraHaBnMBaeT
TpeboBaHWA K OpraHu3awmn, NpoBeLeHNIo, MOHUTOPUHTY, coopy
[aHHbIX U JOKYMEHTUPOBAHMIO KIIMHNYECKNX UCTIbITaHWIA
MeAMLIMHCKOr0 U3Lenns, ¢) MPUMEHSETCA KO BCEM K/IMHUYECKUM
NCNbITAHUAM MeAULMHCKUX W3LeNNIA, KNMHNYECKYHO 3(EKTUBHOCTb
1 6€30MacHOCTb KOTOPbIX OLIEHUBAIOT C y4acTUEM JIHOAEeN B Ka4eCTBe
CYObEKTOB K/IMHNYECKMX MCTbITAHWIA.

B YacTtu 2 aToro craHgapTa U3noxeHbl TpeboBaHUA K COCTaB/IEHNIO
nnaHa KmHuyecknx uccneposannii (CIP) ons KNMHUYECKMNX
“ccnefoBaHUA MeQULMHCKUX n3genunid. CocTasnieHve nniaHa B
COOTBETCTBUM C TPeGOBAHWAMM 3TOrO CTaHAapTa U ero cobnofeHme
NMOMOXeT ONTUMWU3NPOBATL HayUYHYH LOCTOBEPHOCTL U
BOCMPON3BOAUMOCTb Pe3y/bTaToB KIMHNYECKOTO MUCCeoBaHNA.

PYKOBOACTBO MO Knaccugpukauum MeguumnHCKUX nsgenui
PYKOBOZCTBO MO MeAULNHCKUM U3LENNAM, KITMHUYECKas OLEeHKa
Cucrtema 64MTENbHOCTM MeAULMHCKOro 060pyA0BaHmA
EBponelicknii KnaccugnkaTop 0TX040B
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MepeBo AaHHOrO TeKCTa CAenaH MHO, NepeBoAuMKoM MapbiyeBbiM KOpuem Mropesuyem.

Poccuitickas ®depgepaums
Mopoa MockBa
JesaToro fekabps ABe ThicAYM ABajLaToro roga
A, Akumos 'ne6 bopucosmy, HoTapuyc ropoga Mocksbl, CBUAETENLCTBYHO NMOL/IMHHOCTb MOANMCH
nepesogymka MapblduesalOpusa Uropeesnya.
Moanuck caenaHa BMOEM MPUCYTCTBUN.

JINYHOCTL NoANKMCaBLLEero [OOKYMEHT YCTaHOB/1EHa.

3aperncrTpupoBaHo B peecT pe: N 77/09-H/77~2020~
B3bICkaHO rocyapcTBeHHOM NowmMHbI(ro Tapudy): 100 pyo.
YnnadeHo saaLW L Y A N TeXHMYeCKoro xapaktepa: 300 pyo.

n ckpenblLL, AxT('a)('oB)

HoTtapuyc
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Poccuiickas ®epepaums
['opoz, MockBa
Aecanioro geHpbps QBSWwKAyYs ABAAL3W O romA

7, MpokoweHkoBa E n T
MockBbl, cBMAETENLCTA N0 e
MHe [OKyMeHTa.

3apervclpupol

BabickaHo
\inasei
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