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I.Name of the product.

Absorbent pads for incontinence TENA® Lady Slim Ultra Mini;
TENA® Lady Slim Mini Magic

2. Manufacturer: Essity Hygiene and Health Aktiebolag, SE-405 03 Goteborg, Sweden
Production site: Essity Slovakia, s.r.o., 049 12 Gemerska Horka 400, Slovakia

3.1ntended use of MD

Urological pads TENA® Lady Slim Ultra Mini and TENA® Lady Slim Mini Magic are used
for protection against drop incontinence. These types of pads show triple protection against
leakage, moisture and odor. Thin and not visible, they quickly absorb moisture.

TENA® Lady Slim Ultra Mini and TENA® Lady Slim Mini Magic differ in size and shape. The
choice of pads depends on the type of underwear. This product is  risk class and can be used
for a short time, unsterile.

4. 1ND1CAT10NS.
For protection from drop incontinence

5. CONTRAINDICATIONS
No contraindications found.

6. Side effects
No side effects found

7. Precautions
N/A

S.Information about potential customers
This medical device is intended for women living an active lifestyle, suffering from drop
incontinence.

9. Functional characteristics of MD \"|\ y
\' V &
Name of product Weight Average value ofabsor[:_)tlon capacity (9)
) Rothwcil
Absorbent pad for incontinence 0 92
TENA® Lady Slim Ultra Mini 4,87 £10%
Absorbent pad for incontinence 395 +10% 60

TENA ©Lady Slim Mini Magic
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*Comments to Essity mehtod:
Due to the lack of EDANA and ISO standard methods Essity, like the other manufacturer as
well, is using own internal standards to follow up the products perfonnances and quality. The

methods are completely different compared with the methods described in the Russian
standards.

The Essity products are designed based on the consumer needs and thereofthe liquid amount
used in the methods is adapted to the needs and product type.

The amount of liquid according to Russian GOST, inlet and rewet methods, 50 and 100 ml, are
aimed for moderate and high incontinence.

TENA Slim Mini Magic and TENA Slim Ultra Magic are aimed for light incontinence problems,
from drops up to 10 ml urine. However, the products are designed for a higher absorption to
secure good performance even at unexpected higher urine leak from the body.

The internal own methods are strictly confidential but short descriptions are below.

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.

Mini Magic V=7 ml

Ultra Mini V=10 ml

Acquisition:

Liquid added in two increments with a resting time of 10 minutes between.

Mini Magic: First dose V=5 ml, second dose V=5 ml

Ultra Mini: First dose V= 10 ml, second dose V=10 ml

Centrifuge absorption capacity:

This parameter is very dependent on the type ofthe centrifuge used for the test and is the reason
for different results in different laboratories. The important parameter to be known is the g-force
and the time the product is subjected to during the centrifugation. Therefore, similar values
between laboratories are difficult to reach.

Sorption capacity Distribution ofthe pH value of
after SAP the

Name of Rewet Inlet time centrifugation in the structure of product
product the absorption extract
layer (digital
centrifugation)
One dose of (2 min moisture-retention
10mi: centrifugation time, property of Average
first inlet: g-force = 450): symmetrical sections  5.9;
average 3,9 s; of the samples on the StDev 0,1
average 35 g; left and on the rightis
ﬁ%sso;gtrent One dose of 10 ml:  Stdev 0,33 the sapir"‘ .
?ncontinence average 0,34 g; StDev 1,1 -
Second dose of _ y t
AR LAY sigevo.19; lom: riy,:
Mini second inlet: v Vv
average 2,2 s;
Stdev 0,36
Absorbent One dose of One dose of 5 2 min moisture-retention  Average
pads for . ml; first inlet centrifugation time, property of 59;
) : 7m: average } X .
incontinence 0.24: average g-force *=450): symmetrical sections StDevO. 1
TENA® Lady <0; 39s of the samples on the
Slim Mini Stdev 0,6 average 25 g; left and right is the
Magic StdevO.} Stdev 15 same
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Second dose of
5ml:

Second inlet;
average

3,5

Stdev 0,6

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

I1.Technical characteristics of MD

Model TENA® Lady Slim Ultra Mini

No Measurement point mm

1 Length of pad (A) 192+2

2 Width of pad (B) 75+2

3 Thickness ofpad (C) 3,0+0,5

4  Length oftransfer layer ( D) 192+2

5 Width oftransfer layer (E) 752

6 Length of absorption core (F) 1632 /.

7 Width of absorption core (G) 50+2 /' M =
8 Length ofback sheet (H) 192+2 i 1 \'
9 Width ofback sheet  (I) 752
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Model TENA® Lady Slim Mini Magic

Ne Measurement point mm

1 Length ofpad (A) 15242
2 Width of pad (B) 65+2
3 Thichiess ofpad (C) 3+0,5
4 Length of transfer layer ( D) 15242
5 Width oftransfer layer (E) 65+2
6 Length of absorption core (F) 13442
7  Width of absorption core (G) 44+3
8 Length ofback sheet (H) 15242
9 Width ofback sheet  (I) 65+2

12. How to apply MD.

Open individual pack and take out a pad
Remove release paper

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

13. Handling conditions

To handle product under nonnal conditions.

Requirements for environmental conditions during handling

Air temperature, °C +15C-+35C
Humidity, (relative), without condensation no more 40%
/ X
14. Materials used \
Components Function  Material Brand Supplier A Msbs (date
or Ne)
Absorbent Absorb Fluffpulp/Super PULP-BSK International Paper - 2017-09-25
core and store absorbent E,GT GT Supersoft Plus 8%
urine polymer SS+,8%,w5
08,c076,012 BASF 2017-08-11
45 B6600 OC
SAP-
POWD,
Hysorb
B6600 oc,
1105kg, BB
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fopsheet

Transfer
layer

Glue

Backshect

Fixation glue

Ink

Release paper

User
comfort/dr
y skin

Transport
urine

Joining

Prevent
leakage

Fixates the
product in
the

underwear

LOT code
print

Covers
fixation
glue

Non woven;
printed, silk

Acquisition
layer (high loft)

Blend of
polymers (Hot
melt)

Non woven/
Polyethylene
film

Pressure
Sensitive Hot
Melt

Ink

Silicone Paper

NW-

SB, 18g/m”

phi,w60076
0800, TENA
,Bel.2R

NW-
AIR,50g/m"
,phi,w85,C0
152,0800s
w600
ADH-HM,
NW1002,
Pillowtak,
0,5 kg

BTXB,25g/
m/\
w85,C0?6,0
780

ADH-
PSHM
NW1053
ZP, Box,
16xlkg
CHEM-
INK,V526-
0,0.751
bottle,6xlp,
GRAM
Paper
coated with
polydimeth
ylsiloxane

15.Labelling of MD and consumer pack.

Back sheet of TENA® Lady Slim Ultra Mini and TENA® Lady Slim Mini Magic contains
LOT _Country YYYYMMDD_HH:MM_Factory_Productionline

Consumer pack contains:

- name of product, a trademark;
- country of manufacture;
mname of the legal manufacturer, address;
- number of pads in the package;
- date of production

- shelf life;
-storage conditions

- disposal instructions: “Do not throw into drains™;

- absorbency of pads
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BERRY France

111108HID, 2593U

Texsus
AB50E334TPS

HB Fuller
NW1002

Fatra, a.s.

Sontek L25 Sort 2901

HB Fuller
NW 1053

Video jet V526-D Ink

Gascogne Flexible

2018-10-18

2009-10-09

2014-07-15

2011-07-14

2015-05-14

2017-04-01

12.06.2017

Pub



- bar code;

-lot number

-artickle;

- number of registration certificate and date of issue

Graphic symbols on consumer pack and explanation
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16. 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%

17. Storage and Shelflife

Environmental conditions during storage

Requirements for environmental conditions during storage
Air temperature, °C + 15°C-+35"C

Air relative humidity not more 40%

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

18. UTILIZATION

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

19. 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.-

20. 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, phone: +7 (495) 967-33-67.

21. List of applicable national standards

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

ISO 13485:2016 Medical devices ¢ Quality management systems - Systems
requirements for 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
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ISO 9001:2015

ISO 14971:2012

EN ISO 10993:2009

EN ISO 17025:2005

EN 1041:2008

ISO 15223:2016

ISO 7000:2012

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

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

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

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.

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; / m-"!

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. It covers 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. It does 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.



EN ISO 14155:2011

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

Commission Decision
2000/532/EC
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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 of a
clinical investigation such that it establishes the performance of
the medical device during the clinical investigation intended to
mimic normal clinical use, reveals adverse events under normal
conditions of use, and permits assessment of the acceptable risks
having regard to the intended performance of the medical device,
b) specifies requirements for the organization, conduct,
monitoring, data collection and documentation of the clinical
investigation of a medical device, c) is applicable to all clinical
investigation(s) of medical devices whose clinical performance
and safety is being assessed in human subjects.

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

Guidelines to the Classificat™on of Medical Devices
Guidelines on Medical Devices, Clinical Evaluation
Guidelines on a Medical Device Vigilance System
European List of Waste N
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MepeBo/ C aHI IMIACKOT 0 A3bIKa Ha PYCCKWUiA S13bIK

YTBepxaar

CoHHW Narepned

TexXHUYECKNIN MeHeaKep No NPOAYKTY
KaTeropum Heavy Inco

KOMNaHUN «9ccuTn XamknH aHg Xenc Ab»

<[loanucb>

LLiTamn:
Sceutn XanmkuH aHg Xenc Ab
405 03 TETEBOPI
LWBELNA
0T uMeHn MapuaHHbl XKyn
TexHN4ecKoro MeHepkepa no NPoAyKTy
TENA Lady Liners

KOMNaHUN «3CCUTU XangKuH aHg Xenc Ab»

NHCTPYKUNS MO NPUMEHEHUIO

NMpoknagku yposiormyeckne B BapnuaHTax UCMNOSTHEHUA:

1. TENA® Lady Slim Ultra Mini
2. TENA® Lady Slim Mini Magic

AccnTn XanmknH aHpg Xenc Aktunebonar»/Essity Hygiene and Health
Aktiebolag, SE-405 03 Goteborg, Sweden/LLlBeyuns

A, Hkenognucaswwiics, Hu e Keiisep, 3amecTutens HoTapuyca
no ropogy Ctokrosbm, LLBeuns, CBUAETENLCTBYHO, YTO

CoHHM Bo 3puk KpucTodep Jlarepned

COCTaBW/ ¥ NOAMUCAT HUDKEW3/IOXKEHHbIA LOKYMEHT . Meuarts:

Céop CTOKronbm BITR HOTAPNYC

KpoH B CWUY 3aHMMaemMol Jo/mKHocTn  27-07-2021 CTOKI'OJIbMA
<Mo()nmcb> *Hn fe Keiizep*

[HaknagHas neyatb 3amecTuTens HoTapuyca]
Hu [e Kelizep,
3amMecTuTeNlb HoTapuyca
Ten 0046-8-20 5990,
e-mail:
info@notariuspublicus.ru
CBeaBareH 24-26, n/s
3096,103 61 CTOKrossm

2021 .

My6ANUHbIVA JOKYMEHT
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1.HanmeHoBaHne MI.
Mpoknagkn yponornyeckne B BapuaHTax UCMOSHEHUS:

1. TENA® Lady Slim Ultra Mini
2. TENA® Lady Slim Mini Magic

2. Mpoussoantens: dccutn XaapkuH aHa Xenc AKTHe6onar»/Essity Hygiene and Health

Aktiebolag, SE-405 03 Goteborg, Sweden/LLBeyus

MecTo npounssogcTea: «3dccut Cnosakus c.p.o»./Essity Slovakia s.r.o, 049 12 Gemerska
Horka 400, Slovakia/CnoBakus

3. Ha3HauyeHue MW

Mpoknagkn yponornyeckune B sapmaHtax ucnonHeHns: TENA Lady Slim Ultra Mini n TENA
Lady Slim Mini Magic npegHasHa4yeHbl A5 3aWMUTbl NPU KanenbHOM HegepXaHuu,. JaHHble
BUAbI NPOK/af0K 06ecrneynBaloT TPONHYIO 3aLUTY OT NPOTEKAHWIA, BNaru n 3anaxa. TOHKKNe K1
He3aMeTHble, OHY ObICTPO MOrNoWakT BNary, yaepXXusas ee BHYTpU NPOKNagKu u
HeTpanm3ytoT 3anax.

Mpoknagkn TENA® Lady Slim Ultra Mini n TENA® Lady Slim Mini Magic oTanyatoTcs
pa3mepom 1 hopmoii. Bbi6op NpOKNaAKM 3aBUCUT OT KPOSi HWXKHEro 6enbsa. [aHHoe nsgenuve 1-
ro Knacca noTeHuManbHOro pucka NPUMEHEHUS, KOTOPOe B TEYEHNE KOPOTKOrO BPeMeHU
KOHTaKTUpyeT C HEMOBPEXAEHHON KOXel yenoseka. V3genme HeCTEPUILHO.

4. TlokasaHus K npumeHeHuto MU
KanenbHoe HefepxxaHue

5. TpoTnBoNoKasaHUsA K NPpUMEHEeHUIO
|-|p0TVIBOI'IOKa3aHI/Il7| HE BbIAB/IEHO

6. To60oYHbIE 3 (PeKThI
Mo6OYHbIX 3h(heKTOB He 0BHaPYXEHO

7. Mepbl NpefoCTOPOXHOCTU
H/n

8. MHhopmaums 0 NoTeHUMaNbHbIX NOTPEBUTENAX MEANLMHCKOTO U3eNuns
MoTeHUManbHbie MOTPEGUTENN [JAHHOTO MEAWLMHCKOTrO W3[eNus 3TO XKEHLWHbI, Beayline
aKTWBHbI 06pa3 Xu3HW, CTpajatoLyme KanebHbIM HefepdKaHUeM.

9. PYHKUMOHANbHbIE XapaKTepuctukn MN*

CpepHee 3HauYeHWe NOMIHOIO

HanmeHoBaHne MU Macca Briaronornow,eHus (r) He MeHee;
(r) no metogy PoTBenna
. - 0 92
TENA® Lady Slim Ultra Mini 4,87 £10%
TENA® Lady Slim Mini Magic 3,25 +10% 60

* KOMMeHTapun K MeTOoAY MCMbITaHN KOMNaHUM «3ccuTn XangxkuH aHg Xenc Ab», LLseuns:

2
My6ANYHbIA AOKYMEHT
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13-3a OTCYTCTBMA CTaHAAPTHbIX MeToANK ucnbiTaHuii y EDANA (EBponelickas accoumnaums
npounsBoguTeneli HeTKaHblli MaTepmanoB) n NCO, KoMNaHUa «3CCUTU», Kak U gpyrve
NpOV3BOAMTENMN, NCMONb3YET COOBCTBEHHbIE BHYTPEHHME CTaHAAPThI 414 OTCAEXMBaHMWA
XapaKTepPUCTUK 1 KayecTBa NpoayKuuu. Hawm MeTognKy NOSIHOCTLIO OT/IMYAKOTCA OT W
METOAMK, YKa3aHHbIX B poccninckmx MFOCTax.

Hawwn n3gennsa paspabatbiBalOTCA Ha OCHOBE MOTPeOHOCTEl noTpebuTeneir, NO3TOMY KONYECTBO
XWULKOCTMW, UCMONb3YEMOI B METOAMKAX, afanTupyeTca K NOTPeGHOCTAM U TUNY U3Aenuns, Torga Kak
KOMMYECTBO NPUMEHSAEMOW XMNAKOCTM cornacHo poccuiickomy MOCTy coctaBnsieT 50 ma n 100 mn,

a cam MeTof onpefeneHNs BpeMEeHN BNUTbIBAHWUA U NOBTOPHOIO YBNaXHeHUA 60/blUe NOAXOAUT 411
n3nenvin, NPUMeHseMbIX NPU HefepXaHWW CPefHel U TSHXENol CTeneHu.

Mpoknagkn yponoruyeckne B BapuaHTax ucrnonHeHus: TENA® Lady Slim Ultra Mini 1 TENA®
Lady

Slim Mini Magic npefHa3HayeHbl 414 3aWUTbl NPU KanenbHOM HeAepXXaHuu, a 3To B cpeaHem o 10

M/ MOUN. TeM He MeHee, 3TU Uu3fenuns paspaboTaHbl Ana 60nee BbICOKON abcopbumm, YTO6bI

06ecneynTb XOpOLLME pe3ynbTaTbl AaXe NPWU HEOXXUAAHHO MOBbILEHHON YTEYKe MOYM 13 OpraHM3ma.

Hawun BHYTpeHHMe CO6CTBEHHbIE METOAbI MCMbITaHWUIA CTPOro KOHUAEHLMaNbHbI, HO TEM HE MeHee

KpaTKne onucaHus MeTOANKN U3MEPEHU MPUBELEHBI HMXeE.

O6paTHas copbuma (NOBTOPHOE YBNAaXHEHWE):

K n3genunto gobaenseTtca onpegeneHHoe Konuyectso pacteopa (0,9% NacCl)

M Noc/e OnpeseneHHoro nNpoMeXxKyTka BPeMeHUW npunaraeTcs Harpyska v usmepseTcs NoBTOPHOE
yBNaXXHEHME.

Mini Magic, 06bem = 7 mn

Ultra Mini, 06bem= 10 mn

Bpemsa BnuTbiBaHUA:

PacTBOp A06aBnseTcs ABYMS NOpUUAMU C MepepbiBOM B 10 MUHYT.
Mini Magic: nepsas go3a V = 5 mn, BTopas gosa V = 5 mn.

Ultra Mini: nepsaa gosa V = 10 mn, BTopas gosa V = 10 mn

Cop6LMOoHHas cNoCO6HOCTL NOCNE LEHTPU(YTPOBAHMS:

STOT NapameTp OYeHb 3aBUCUT OT TWNa LEHTPUQYTK, UCNONb3YeMOVi ANS TECTa, U ABNSETCS NPUUMHON
pasHbIX Pe3ynbTaToB B pasHbIX NabopaTopusx. BaxHbIM napameTpoM, KOTOPbIi HEOGXOANMO 3HaTb,
SIBNISIETCSA YCKOPEHMe W1 Bpemsl, B TeUeH1e KOTOPOro MpoAyKT NoABEpraeTcs LeHTPUGYrMpoBaHuio.

Mo3TOMy NOMY4YNTb OAVHAKOBbIE NOKA3aTeNN, NPUBEAEHHbIE HUXE, MPU UCMLITAHWUSAX U3AENNIA MEXAY
Pa3NNUYHLIMU 3apyBEXHLIMI NabopaTopusaMi BecbMa MPoGAeMaTUUHO.

Copb6unoHHas PacnpepgeneHune pH 3HauveHune
Cnoco6HOCTb cynepabcopbeHTa 3KCTpakTa
O6paTHas
nocne B CTPYKType npoaykra
copbuuns
HaumeHoBaHue Bpems ueHTpUdyrn pos abcopbupyrouero
(noBTOpHOE
nsgenua BNUTbIBAHUSA, C aHHA cnos (CekUMOHHOe
yBnaxHeHune).
(Bnaroypepxusa LeHTpUudgyrnposaHx
owas ne), r

Cnoco6HOCTL), T

MV6ANYHBIA OKVMEHT
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Mpoknagku
YpOnornyeckue
TENA® Lady
Slim Ultra Mini

Mpoknaaku
YpOsormyeckme
TENA® Lady
Slim Mini Magic

OpHo BnMnBaHYe,
06bem 10 mn:
cpefHee
3HaueHue 0,34 T;

CTaHpapTHoe

O0TK/oHeHne 0.19:

OfHO B/MBaHMe,
006bEM

7 Mn : cpegHee

3HayeHue

0,2r;

CTaHpapTHoe
O0TKNoHeHne 0,/;

Kon-Bo pacteopa
10 mn, nepBsoe
B/IMBaHWE;
CpefHee 3HaYeHVe
39¢;

CTaHfapTHOE
O0TKNOHeHKe 0,33;

Kon-Bo pactsopa
10 mn.

BTOpOe
B/IMBaHWe:
CpefHee 3HayeHue
2,2 ¢

CTaHfapTHOe
0TKNoHeHne 0,36

Kon-Bo pacTsopa
5 mn/

nepBoe B/IMBaHWE:
cpejHee 3HayeHune
3,9c¢;
CraHgapTHoe
OTK/MOHeHue 0,6;

Kon-Bo pactsopa
5 mn/ BTOpoe
B/INBAHWE;
cpefHee 3HaYeHve
35¢;
CTaHpapTHoe
O0TKNoHeHve 0.6

Ha Kaxaoit CTpaHuLe OKYMeHTa neyatb:

HOTAPWNYC CTOKI OJ/IbMA
*AIPVEHH BOHAE *

My6ANYHbIA JOKYMEHT
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( Bpems
LIEHTPUDYrpoBaHu
A2 MVH, YCKOpeHue
= 450):

cpefHee 3HaYeHve
3Br;

CTaHgapTHoe
OTK/OHeHNe 1,7

Bpemst
LIEHTPUDYrpoBaHU
A2 MVH, YCKOpEeHwue
= 450):

CpefHee 3HayeHVe
25T,
CTaHAapTHOE
OTK/IOHeHne 15

CooTBeTCTBME
Bnaroyfepkusatowle  CpefHee
1 cnoco6HOCTK 3HaYeHue
CUMMETPUYHbIX 5.9;
CeKUmMin npoaykTa CTaHgapTHOe
cnesa W crnpasa OTKNOHEHME
0.1
Cootsetcteie ~ CpefiHee
BNaroyfiepHu BaloOLLCA  3HayeHue
CMOCOGHOCTM 5,9;
CMMETPUYHBIX CBKUMIA  CrannanTHoe
MpoAayKTa Criesa n OTK/IOHEHME
crnpasa o1



10. Puckn npumeHeHns MW, npoTMBONOKa3aHWUa, OXXugaembole N npegckasyemsble
noboyHble 3 heKTbl, CBA3AHHbIE C NPUMEHEHNEM MW No HasHaYeHuo.
OTcyTCcTBYIOT

11. TexHWYecKue XxapakTepnuctmnku MU

TENA® Lady Slim Ultra Mini

No TexHUYeckne xapakTepnucTmkm MM

1 [OnuHa npoknagku (A) 192+2
2 LWwupwuHa npoknagkn (B) 752

3  TonwwmHa npoknagkm (C) 3,0+0,5
4 [OnuHa pacnpegenutensHoro cnos (D) 192+2
5 LWwpwuHa pacnpegenutensHoro cnos (E) 752

6 [OnuHa BnutbiBatowwero cnos (F) 163+2
7 LWwupuHa BnuTbiBatowero cnosa (G) 50+2

8 [AnuHa 3awmTtHoro cnos (H) 192 +2
9 LWwupwuHa 3awmTtHoro cnos (1) 752

TENA® Lady Slim Mini Magic

Ne TexHnYyeckne xapakTepucTukm MM

1 [OnuHa npoknagku (A) 15242
2  WwpuHa npoknagku (B) 65+2
3 TonwmHa npoknagku (C) 3+0,5
4  AnuHa pacnpegenutensHoro cnos (D) 152+2
5 LWwupuHa pacnpegenutenbHoro cnos (E) 65+2
6 [OnvHa BnuTbiBatowwero cnos (F) 134+2
7  WwpuHa snuTbiBatowero cnos (G) 44+3
8 [AnuHa 3awmTtHoro cnos (H) 152+2
9 LWwupwuHa 3awuTtHoro cnosa (1) 65+2
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12. Cnocob npumMeHeHus MW.

»  BCKpbITb YNAKOBKY W A0CTaTb NPOKNaaKy

e CHATb 3alMTHYI MOMOCKY

e TIpMKpenuTb NPOKNAAKY KNeeBbIM CNOEM K HUXXHEMY 6efbto
e MeHaTb NPOKNaaKM No Mepe HeO6X0AUMOCTU

13. Ycnosua obpaweHuns c MU
O6palLatbcs ¢ NPOAYKTOM B HOPMaslbHbIX YC/NOBUAX

TpeboBaHMA K YCIOBMAM OKpYXXatLeil cpeabl Npu akcnayaTaymnm
+ 15X-+35°C
He 6onee 40%

Temnepartypa Bo3gyxa, °C

OTHOCUTeNbHAdA BNAXHOCTb BO3ayXa

H./cnonb3yembie MaTepua.Thl

KomnoHeHT  HasHaueHue Martepunan Mapka MocTaBW K Nnb6
(pata nnu
HOoMep)
Ab6copbupyto  ornowaeT un PacnyueHHas PULP-BSK International 2017-09-25
WM cnom yaepxusaet uennwonosalcy- E,GT Paper
BMUTbIBaEMYIO  nepBnuTbiBatowl  SS+,8%,w508,c  GT Supersoft
XNAKOCTb nin nonnmep 076,01245 Plus 8%
BASF 2017-08-11
SAP-POWD, B6600 0C
Hysorb B6600
OC, 1105kg, BB
BepxHuii ConpukacaeT HeTkaHblii NW- BERRY France 2018-10-18
MOKPOBHbII CA C KOXen n maTtepuan ¢ SB, 18g/m”phi, 111108HID,
cnov nponyckaet pUCYyHKOM w60760800,TE 2593U
XNAKOCTb NA,Bel.2R
BHYTPb
NPOKNaAKm
Pacnpegenn- CnocobcTByeT  HeTKaHblil NW- Texsus 2009-10-09
TeNbHbIV CNO  paBHOMEp- maTepuan AIR,50g/m”phi, ABS50E334TPS
HOMY w85,c0152,
pacnpegene 0800 sw600
HUIO XKNAKOCTU
BHYTpU
NPOKNagKm
Kneii CoeanHeHune Cwmecb ADH-HM, HB Fuller 2014-07-15
CNnoeB nosIMMepPoB NW1002, NwW1002
(knew ropsvero  Pillowtak, 0,5
pacnnasa) kg
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OUTHbIN Pacrnonaraetca HeTKaHbIiA BTXB,25g9/m2, Fatra, a.s. 2011-07-14
nom 3a maTepuan/ w85,C076,0780  Sontek L25 Sort
abcopbupyloT  NONUITUNEHO- 2901
MM CNOEM W Bas MnneHkKa
/ npeaoTBpa-
waet
MPOHVKHOBEHW
€ XXWMAKOCTN Ha
6enbe
®uKkeupyloT HaHocutcda Ha  Kneit ropsiyero ADH-PSHM HB Fuller 2015-05-14
Nt KNneeBow 3alWMTHbIN pacnnasa NW1053 ZP, NW 1053
cnoi cnom u Box, 16x1kg
(hmKcupyet
NpoKnagKy Ha
benve
YepHuna HaHeceHune YepHuna CHEM- Video jet V526-D 2017-04-01
HOoMepa INK,V526- Ink
napTum 0,0.751
bottle,6xIp,
GRAM
AHTUaaresn-  3akpbiBaeT CuUNnKoHoBas Bymara, Gascogne Flexible  12.06.2017
OHHbIV CNOV  KNeeBoi cnoin  bGymara NOKpbITas
(6ymaxHas noAngumMeTun-
nonocka) CUTOKCAHOM.

15.Mapknposka MM 1 noTpebutenbckoii ynakoBkun MW.

Ha HuxHem/3awmnTHOM cnoe mogenn TENA Lady Slim Ultra Mini n TENA® Lady Slim Mini Magic
yKa3blBaeTCs HOMep NapTum, CTpaHa, AaTa, Yyacbl, MUHYTbI, PabpnKa N HOMep NPOM3BOACTBEHON NNHUN

Ha noTpe6uTenbCcKol ynakoBKe yKasblBaeTcs:

- HaUMeHOBaHMWe U3fenns, TOproBas Mapka;

- MECTO NPOW3BOACTBA,;

- Ha3BaHWe ¥ apec NPOU3BOANTENS;

- KO/IMYECTBO MPOKNaf0K B YNaKOBKE;

- f)aTa Npon3BOACTBa

- CPOK FroAHOCTH;

- YCNOBUA XPaHEHUS;

- yKasaHus no yTunumsauum «He BbiGpacbiBaTb B KaHanM3aLuo»;
- CTeNeHb BMUTLIBAEMOCTN U3ENUS;

- lITPUX-KOA,;

- HOMep NapTuu;

- apTUKYN;

- HOMep U AaTa PerncTpaLnoHHOro yaocToBepeHms.
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I'paq:)mquKme CAMBOJ1bI Ha I'IOTpeﬁl/ITeﬂbCKOVI YNaKoOBKeE U NX 3Ha4YeHNE

CumBon 3HaueHune

3HaK BTOPVMYHOI NepepaboTKM LEeNH0MI03HON NPoAYKLMK
PAP

YnakoBka He npefHasHauyeHa ANns NuLLeBol NpoayKumm

BblGpacbiBaTb B MyCOpPHOE BEApO
3anpeT Ha NOBTOPHOE MCMO/b30BaHMeE

He Bbi6pacbiBaTh B KaHanu3aLuo

4 CTeneHb BMNMUTbLIBAEMOCTH

@ M3genve cOOTBETCTBYET OCHOBHbIM TPe60OBaHMAM AUPEKTUB
EC 1 rapmoHmM3npoBaHHbIM CTaHAapTaM EBponeiickoro cotosa

©0 © 3HaK CTaBMTCS Ha ToBapax MPOM3BOACTBA (HMPM, KOTOpPbIe
(hMHaHCUPYIOT NporpaMmMy nepepaboTKM O0TXO0B U BK/HOUEHbI
B €e CUCTEMY YTUNM3ALNN

Cnoco6 npumeHeHns MU

[aTta nsrotosneHuns

v Mpon3BoANTENb/U3TOTOBUTEND

M D MeauumHcKoe n3aenuve

16. CBefieHns o TpaHcnopTuposaHun MU

lMpoknagkym nepeBo3ATCA TOMILKO B CYyXOM, YMCTOM TPaHCNOPTHOM CPeACTBe, He UMEIOLLEeM
MOCTOPOHHMX 3anaxoB npu TemnepaType oT -30MC o +35°C M OTHOCMTENbHOIM BAAXHOCTU
BO3fyXa He 60/nee 80%.
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17. YcnoBus XpaHeHNsA N CPOK roAHOCTH

YcnoBus okpyxatouleli cpefibl Mpy XpaHeHUw

TpeboBaHMA K yCNOBUAM OKpYXXatowen cpefbl Npu XpaHeHUm
Temnepatypa Bo3gyxa, °C + 15T-+35X

OTHOCKTe/IbHAaA BNaXHOCTb BO3ayXxa He 6onee 40%

CpoK rogHOCTM U34enus coctaBaseT 3 roja c AaTbl MPOU3BOACTBA, YKa3aHHOM Ha
NnoTpebuTeNIbCKOM YNakoBKe.

18. YTUNN3ALWNA

VMcnonb3oBaHHOE n3fenve HEO6X0ANUMO YTUNN3UPOBATL KaK MeANLMHCKUE OTXO0A4bI Kfacca
onacHocTu «b» 3a[lpewiaeTcs 6pocaTh B KaHaNM3aLNIo.

19. MapaHTUKN NPOM3BOANTENSA

Mpon3BoaNTeNb rapaHTUPYET KauyecTBO MeAULMHCKOTO U34enns npu COBMIOAEHUN YCNOBHiA
06palleHNs, XpaHEeHUS U NEPeBO3KN B TeUEHWE 3-X NeT CO [HSA AaTbl U3rOTOB/EHUS, YKa3aHHOA
Ha ynakoBKe

20. YNONHOMOYEHHbIVi NpeAcTaBUTeNb NPOM3BOANTENS B Poccuu.

B TeueHue rapaHTUIAHOro Nnepuoja NpeTeH3nMmn HanpaenaTb No agpecy: OO0 «3centm», 117218
r. Mocksa, yn.KpXxwxaHoBckoro, 4.14, kopn.3,
Ten.: +7 (495) 967-33-67; VAVW.TENA.ru;

21. CNXCOK NpUMEHSAEMbIX HaUuMOHa.lbHbIX CTaH4APTOB.
FapMOHM3NPOBaHHbIE W ApYTrue MeXAyHapoaHble cTaHAapThl, MOATBEPXatoLLme
cooTBeTcTBME PernameHTy EC 0 MmeguumnHckmx nsgenmax (EU) 2017/745, kotopsble
MOJTHOCTbIO UM YaCTUYHO NPUMEHAET KOMNAHUA «3CCUTU XaWLKUH 3HA Xenc Ab».

ISO 13485:2016 M3nenns meguunHcKue —CunUCTeMbl MEHEI)KMEHTA KavyecTBa —
TpeboBaHMA K cucTeMaM ANna Leneli HOpMaTUBHOIO
pernnupoBaHuns
[aHHbIli MeXAYHapOAHbIN cTaHA4apT ycTaHaBMBaeT TpeboBaHUS K
CUCTEME MEHE)KMEHTa KayecTBa, KOTOpble MOTYyT 6bITb
MCMOMb30BaHbI OpraHu3auneidn Ang NpoeKTUPOBaHUS 1 paspaboTKu,
NPOM3BOACTBA, YCTAHOBKMN, TEXHNYECKOr0 06CNyXXMNBaHUSA
MeAULMHCKNX U3LeNnii, a Takxe 411 NPOeKTUPOBaHUA U
pa3paboTKN WAN NpefocTaBeHNs CONYyTCTBYHOLWMX YCNYT.

I1SO 9001:2015 CucteMbl MEHEIXXMEHTA KayecTBa

[aHHbI MeXayHapoAHbIl CTaHAapT onpegenset TpeboBaHMA K
CUCTEMe yNpaBneHUs Ka4ecTBOM, NPV KOTOPOW opraHunsaLmum

My6NNYHBIA JOKYMEHT
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HeobX04MMO NnoKasaTb CBOK CMOCO6HOCTb MOCTOSHHO BbI4AaBaThb
NMPOAYKUMIO,  OTBEYalolWyl  TpebOBaHUAM  KAUEeHTa W
COOTBETCTBYHOLLUX AelCTBYIOLWUX HOPMATUBOB, 1

CTPEM/IEHWE TNOBbIWATb Y[OB/IETBOPEHHOCTb K/MEHTa 4epes
3 heKTMBHOE NPMMEHEHNE CUCTEMbI YMPaBeHNs KauyeCcTBOM,
BK/1IH0Yas NpoLecchbl NOCTOAHHOIO Y/yULleHUs 3TOW CUCTEMbI,
n obecneymBatb cobNOfeHMe TPebGOBaHUN  KAMEHTa U
[eiCcTBYIOLLEro 3aKoHo4aTeNbCTBA.

1ISO 14971:2012 YnpaBneHne puckamu

[aHHbIA MeXayHapOAHbI cTaHAapT peKoOMeHayeTCs
paccMaTpuBaTb Kak OCHOBY N5 3h(PEKTUBHOIO yrnpaBneHus
M3roTOBUTENIEM PUCKOB, CBSA3aHHbIX C MPUMEHEHMEM
MeANLMHCKNX n3gennini. CTaHaapT COAepXUT npoueaypbl No
nccnefoBaHUIO, BKIKOYAA UMEIOLLYOCA MHPOPMaLMIo,
6€30MacHOCTN MeAMLMHCKOTO U3AeNuns, BKOYas ero
NPUHAANEXHOCTU, NYTEM BbISIBNEHUS ONACHOCTEN U OLEHKM
PUCKOB, CBA3AHHbIX C 3TUM MELULMUHCKUM U3JeNNEM.

ENISO 10993:2009 OueHKa 6MONOrMYecKoro aencTBna MeAULUHCKUX N3AENNiA,
a) ®yHAaMeHTaNlbHble MPUHLMMNbLI, KOTOPLIMU PYKOBOACTBYETCA
ovonornyeckas oueHka MeguLUHCKUX U3Lennii
OnpepeneHne KaTeropun MeauLMHCKOTO U3eNns Ha OCHOBE
XapakTepa v NPOLO/MKNTEIbHOCTU KOHTaKTa C OpraHn3mMom
yenoBeka
Bbl6Op COOTBETCTBYHOLLUX TECTOB

ENISO 17025:2005 O6ume TpeboBaHMA K KOMMNETEHTHOCTU UCNbITaTeNIbHbIX U
NoBepOYHbIX NabopaTopuii
[aHHbI MeXAyHapoAHbI/ CTaHAapT yCTaHaBIMBaeT obwme
TpeboBaHMA K KOMMETEHTHOCTY nabopaTopunii B NpOBeAEHUN
ncnbiTaHUA N/Mnn KannbpoBKK, BKNOYas 0T60p 06pasLioB,
NCMbITaHUA 1 KanmbpoBky. CTaHAAPT BKAKOYAET TECTUPOB'aHME U
KannbpoBKy N0 CTaHAAPTHbIM METOAMKAM, HECTaHAAPTHbIM
MeTOAMKaM M MeToAuKaM, pa3paboTaHHbIM nabopaTopueil.

EN 1041:2008 WNHpopmaumna, noarotaBimBaemMas M3rotToBUTeIeM Ha
MeaULUHCKME N3Lenns
[aHHbIV cTaHfapT ycTaHaBnMBaeT TpeboBaHMA K MH(opmaLum
M3roTOBUTENSA, CONPOBOXAAKOLLLEN MeULMHCKIE U3LeNNs
pas3NINYHbIX KaTeropuii, Kak Toro TpebyroT COOTBETCTBYIOLLME
Oupektuebl EC. CTaHgapT He orosapmMBaeT Ha KAKOM MMEHHO
A3blKe [O/KHA NPefoCTaBNATLCA NMOA06HAA UHPOPMaLKA.

ISO 15223:2016 N3penna meguumHckmne. CUMBOALI, MPUMeEHAEMbIE MPU
MapKupoBKe MeAULUHCKNX U30eNnid, STUKETKaxX U B
CONPOBOANTENbHON LOKYMEHTaLUM
[aHHbIV MeXAyHapOoAHbIA cTaH4apT paccMaTpuBaeT CUMBONbI,
KOTOpble MOTYT 6bITb MCMOMb30BaHbI A/1A Nepefayn 3/1eMEHTOB
NH(OPMaL MK, BXKHbIX, MO MHEHUIO PETYINPYIOLWMX OPraHoB, 4/
6e30MacHOro 1 Hagnexatiero NPUMeHeHNsa MeAULMHCKUX U3aennii

nosib30BaTeNem.
ISO 7000:2012 Mpatnyeckne cMMBO/bI, HAHOCUMbIE HA 060py0BaHune
STOT MeXAyHapoAHbIiA cTaHAapT obecneymBaeT KpaTKuii 0630p
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rpauyecKnx CMMBONOB, KOTOPbIE pa3MeLlaloTcs Ha
000pyA0BaHUMN NN YacTAX 060pyAOBaHUS NOOOro TMNa, YToobbI
MHCTPYKTUPOBaThb /1L, o6paLlaroLmnxca ¢ 06o0pys0BaHueM,
OTHOCUTENIbHO ero MCNONb30BaHUS N 3KCNayaTauuu.

ENISO 14155:2011 KnnHnyeckme ncnbiTaHUs MeAULMHCKNX U3AeNNIA

B faHHOM cTaHfapTe onpejeneHbl o6Lwme TpeboBaHms,
HarnpaB/ieHHble Ha 3al Ty NpaB 1 0becrneyeHmne 6e30MacHOCTU U
6narononyuuns nogen; obecnevyeHne NCNoNb30BaHNA HayUHbIX
noAxoA0B Npu NPoBeAeHUN KNMHNYECKOTO UCCef0BaHNA U
obecneyeHne JOCTOBEPHOCTUN Pe3y/bTaToB KIMHUYECKOTO
nccnefoBaHns; onpegeneHne 0TBETCTBEHHOCTM CNOHCOpa U
OTBETCTBEHHOIO MCMOJIHUTENSA; COLENCTBME CMIOHCOPaM,
nccnefosatensimM, aTUHECKUM KOMUTETAM, PEFYINPYIOLW UM
B/1IaCTAM Y APYTVM OpraHam, BOB/IEYEHHbIM B OLLEHKY
COOTBETCTBMA MeAULUHCKUX U3LENNA.

YacTb 11SO 14155 a) yctaHaBnuBaeT Tpe6oBaHUS K NPOBEAEHUIO
K/IMHUYECKUX UCMbITAHWUIA, & UMEHHO K OnpeseNeHunto
KIMHUYECKOMN 3(h(PeKTUBHOCTU MEAULNHCKOrO U3LeNnNs B X04e
KNMHUYECKMX UCMbITAaHWUIA, UMUTUPYIOLWMUX MPUMEHEHWE JaHHOTO
U3LeNnns B LUMPOKOM MEAULUHCKON NPaKTUKe, K BbISBNEHUIO
HeXenate/bHbIX COObITUIA NMPU 06bIYHBIX YCNOBUAX NMPUMEHEHUSA U
K OL,eHKe [,oNyCTUMOCTU PUCKOB, CBA3aHHbIX C NPefHa3Ha4YeHHbIM
NMPUMEHEHNEM MEANLMHCKOrO n3fenus; 6) yctaHaBnmsaet
TpeboBaHMS K opraHu3auumn, NpoBeAeHNI0, MOHUTOPUHTY, cb6opy
[aHHbIX Y JOKYMEHTUPOBAHUIO KIIMHUYECKUX UCMbITAHUI
MeULMHCKOro U3Aenuns, C) MPUMEHAETCA KO BCEM K/IMHUYECKUM
NCMbITAaHUAM MeLULUHCKUX U3LENNIA, KNTMHNYECKYIO

3 (heKTUBHOCTb 1 6€30NaCHOCTb KOTOPbIX OLEHMBAKT C y4YacTUeM
nofelt B Ka4yecTBe CyObEKTOB KNMHUYECKUX UCTbITaAHWIA.

B Yactn 2 aToro ctaHfapTa u3noxeHol Tpe6oBaHUA K
COCTaB/IEHMIO MNaHa KNMHU4Yecknx nccnegosanmin (CIP) ans
K/IMHUYECKUX UCCNef0BaHNI MeAULUHCKUX U3LeNniA.
CocTaBs/ieHue niaHa B COOTBETCTBMM C TpeHOBAHUAMM 3TOTO
cTaHfapTa 1 ero cobnoieHe NOMOXeT ONTUMU3NPOBATH
Hay4HYI0 JOCTOBEPHOCTb 1 BOCMPOM3BOAMMOCTb Pe3y/ibTaToB
K/IMHWYECKOr O UCCeoBaHus.

MEDDEV 2.4/1 peg.. 9 PYKOBOACTBO MO KacCUpuKaunum MeguLMHCKUX U3LEVINIA

MEDDEYV 2.7.1 peg.. 4 PYyKOBOACTBO MO MeANLNHCKUM U3LENNAM, KITMHNYECKas
OUeHKa

MEDDEV 2.12/1 peg.. 8  CucrteMa 64MTeNbHOCTU MeANLMHCKOro 060py10BaHns

PewweHre Komuccum EBponeinickuii KnaccuukaTop 0TX040B

2000/532/EC

Ha kaxaoli cTpaHuLe fJOKYMeHTa rneyatb:
B1TR HOTAPNYC CTOKIO/IbMA
* Hu fe Keiizep *
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NepeBof AaHHOIO TEKCTa BbINOMHEH NepeBoAgYMKOM AnekceeBbiM AnekceeM AneKcaHpoBUYEM.

\W*-r:"-Kb
Poccuiickaa ®egepanms

["opog MockBa
LLlecToro aBrycrta fjBe TbiCA4YN ABajLaTb NepBoro roja.
A, OeiiHeko Jliogmuna BanepuesHa, BpeMEHHO MCNONHAOLWAA 0683aHHOCTY HOTapuyca

ropoga MocCKBbI npOKOUJeHKOBOVI EneHbl EBreHbeBHblI, CBNAETENBCTBYHO MNOA/IMHHOCTDL

nognucu nepesojuunka Anekceesa Anekces AnekcaHaposuya.

Mognuck caenaHa B MOEM NPUCYTCTBUM.
JInyHoCTb NoANMCaBLLEro JOKYMEHT yCTaHOB/NEHa.

3apeructpumpoBaHo B peectpe: Ne 21/86-H/77-2021-

YnnayeHo 3a coBepLUeHNe HoTapuanbHoro gericteus: 400 py6. 00 kon.

| TerY5oEMa nevatb moT N.B. [eitHeko
'HoTapuyca rMocKBbl

MpolwHypoBaHO, NPOHYMEPOBAHO M CKpenaeHo neyatbto _2J—"umcT(-a,-0B).
N.B. OeiiHek(

Basi neyatb
LLIocHABL
Poccwiickas depepaLys
I"'opog, Mockea
LiécToo snyery

A, [eliHeko Jliogmuna BanepneBHa, BPEMEHHO WCMOMHALLASA
0653aHHe-CT;! nor..".-yc-. ropoga MockBbl [POKOLLIEHKOBOV EneHbl
EBreusc. .LY'N T,-pHOCTb KOMum ¢ npegen’

MHE [IOKyMEHTa.

SEVCI/0EaHDBSCTE: Y 2021-
YresoacELeEMGYarEHapETT
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