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I.Name of MD.
ncontinence Underwear for Women TENA® [sHV n *xr .
Lg Shm Pants Normal Medium (M) and Large

2.M,n,fact, rer: Essity Hygiene and Health AB, SE-405 03 Goteborg, Sweden

Production site;
Essity Operations Hoogezand B.V., Abramskade 6
yop g 9601 KM, Hoogezand, the Netherlands

3. Description and functionality

f’ --lerate

SpS™~dIwToTe

they provide a great comfort and freedom of acOonlMweeanl™ lailored as a regular underwear
? ? creamy color, low waist, elastic

material and a body close fit makes them vetv «.
These disposable tnU tm ” *TTT 2 “f !
skm health. When worn, these thin and flexible panls~ve a "m=
leaks, odor and moisture to keep women nrotected nn n A Protection against
low waist provide a comfortable fit and f*edom nf *e situation. Feminine design and
snugly to the body, makingTe pfitbs M fits
promote air circulation and maintain healthv skin- nH*” Breathable materials
ammonia production- - inteumrd Centralizer prevents odors caused by
sNNNNNAN

Protection’agatnsli;ai:, X I"m S :
with colored threads; Available in 2 sizes: M - 75-U)0cm- L 9sT js°/*'V 'T ¢

4.Indications for use of MD.
Incontinence.

5. Contradictions
No contraindications found.

6. Possible side effects
No side effects found.

7. Precautions
N/A

SJnformation about potential customers of MD

SonfiMnS' lifestyle, suffering moderate
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9.Functional characteristics of MD and indications for use

N TENA® Lady Slim Pants Value of absorption capacity (g)

Normal
1 Medium (M) 750+ 15%
2 Large (L) 750 + 15%

*All the indicated parameters are very dependenton the type ofthe equipment used for the test and is the
reason for different results in different laboratories. Therefore, similar values between laboratories are

difficult to reach.

Centrifuge Distribution o fthe pH valueof
absorption SAP the
Name of Rewet* Inlet time* capacity* in the structure o f product
product i
the absorption extract
layer (digital
centrifueation)
First dose ; First dose: Average 4859 moisture-retention 6,5
TENA® average 0,069 average 7,0 sec Stdev 9,7 property of
Lady Slim stdev 0,021 stdev 14 symmetrical sections stdv 0,05
Pants of the samples on the
Normal Second dose Second dose: left and right is the
) Average: 0,069 Average: 60 sec same
Medium (M) stdev; 0,012 Stdev: 5,8
First dose: First dose ; Average 5869 moisture-retention 6,5
TENA® Average 0,039 average 7,0 sec Stdev 15,4 property of Y
Lady Slim stdev: 0,009 stdev 2,1 symmetrical sections stdv 0,05
Pants ofthe samples on the
Normal Segonddoss Second dpsc left and right is the
Average: 0,059 Average 69 sec same
Large (L) Stdev: 0,026 Stdv 18,0

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
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11. Technical characteristics of MD

Measurement point (mm)

Ne Medium size Large size
*+ 15%, mm + 15%, mm
1 Length of MD 690 mm 690mm
2 Width of MD
650mm 800mm
3 ?/i\ﬂckness of MD B 14mm 14 mm
4 Length of absorbent core (1) 390mm 390mm
5 Width of absorbent core (1) 135/90/135mm 135/90/135mm
front/crotch/back
6 Length of absorbent core 2) 270mm 270mm
7 Width of absorbent core (2) 90/80/90mm 90/80/90mm
8  Length of transfer layer 200mm 200mm
9 Width oftransfer layer 70mm 70mm
Ne SIZE Weight (9)
1 Medium (M) 46+ 10%
2 Large (L) 48+ 10%

12.HOWto apply MD

Put on TENA® Lady Slim Pants Nomal as usual tmdcnvear. The back of the product is marked

13. Handling conditions

To handle product under normal conditions.

Requirements for environmental conditions during handling
Air temperature, °C
+ 15°C-+35"C
Air relative humidity
Not more 40%
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Component Material ~ Brand of material  Supplier MSDS (Ne;

date)
Inner Top Sheet Nonwoven  16g/m* SLDL Berry Spain 17/10/2018
material
Transfer layer Nonwoven AB50E334TPS Texsus 10/09/2009
material
Absorbent core. Pulp LeafRiver Cellulose  GP Cellulose/  07/05/2015/
Fluffpulp bleached;  Golden Isles 4881 International 25/09/2017
8%/ Paper
FR Supersoft Plus
8%
Absorbent core, SAP Max 2020 Evonik Industri
Superabsorbent vonik Industries 21/10/2019
) Polyethyle 12000 AptraB 140  RKW SE 31/01/2018
Backsheet, film ne film ( Wasserburg
PP!
_ Synthetic ~ E4835/ T837 Hyosun
Elastics threads threads C(}),rporagt]ion/ rzAl?ors%/%ZZO%B/
(Polyureta The LYCRA
ne) Company
Elastic threads, wai  Synthetic  G083R
st back position threads Hyosung AUOUSLZ0LE
(Polyureta Corporation
ne)
Adhesive Adhesive HB Fuller
o e NW1002 15/07/2014
NW chassi (inside of  Nonwoven Fitesa 24/08/2020
the pant material) material  PC5KLS511 015NN Germany
(PP)

NW chassi (OUtSide Nonwoven SS4KL-01 16NN .
ofthe pant material)  material Fitesa Sweden  29/05/2015
(PP) 1

14.Labeling of MD and consumer pack
Back sheet of TENA Lady Slim Pants Normal contains (21) CC YYYYMMDD XXXXXX

2N = = = i i
on ggc%r% &\ the crotch area. MM=month, DD=day, xxxxxx=batch no. CE mark is printed

Consumer pack is made of a polymer film. Absorption level is indicated in drops . onsumer

pack. Information on consumer pack:

-medical device name
- indication for use
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- size of medical device
- recommended waist size
- number of items per package

- address of production site

- LOT number

- expire date

-storage conditions

- disposal instructions

- how to apply product;

- article

- number and date of registration certificate;
- barcode

Graphical symbols on consumer pack

Symbol Meaning

The possibility of processing low density polyethylene
(LDPE).

PE*LD

Not for food products

Symbol is placed on products manufactured by companies that
finance the waste management program and are included in its
disposal system
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MD logo Medical Device according to regulation  EU) 2017/745

=< P

16, Information sbout transportstion of MD

Conmerpwkwiﬂ:tbepamendosedhitsbwldhewmpl«e.mﬁumface,wmmd
other damage are not allowed. Temperature -30°C to +35°C; Air relative humidity not more
MSO%.Dimmhmmedmﬂyha&y,cmwwdoesmhnwm
odors.

17.Storage and shelf life

'l‘hepmdnctinthepackagingofﬂwMpﬁudlouldbemvedinaooolplaee-dm,dry,well
mﬁlmdm;hismicdyforbiddeanMnmmofmmaor
example: paintwork materials, household chemicals, burns, solvents, etc., etc.);
msmymmmmmmmmwmw

should be avoided.
Elv!romulwndmﬂsdadngmup
Mmummmmmumw
Air temperature, °C + 15°C - +35°C
Air relative humidity ' not more 40%

Shelf life of Tan@hdySﬁmPantsNormaliﬂymﬂmthepmducﬁondatcindicmdonthe
package.

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

7

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




19.Manufacturer's warranty
Themam&cumguummequaﬁtyofpmumduﬂwcondiﬁmofmﬁmwm
transportation within 3 years from the date of manufacture date indicated on the package.

20.Authorized represestative in Russis

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

21. List of applicable nationa) standards

Hmnonizedmdodmhtamﬁmalsmdudsthamnlwamwpmvemfmnﬂwaediul
Devices Regulation (EU) 2017/745 by Essity Hygicne and Health AB applied in full or in part.

SO 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.

1SO 9001:2015 Quafity management systems

This international standard specifies requirements for a quality

management system where an organization

a) needs to demonstrate its abilty to consistently provide
product that meets customer and applicable regulatory
requirements, and

b} aims to enhance customer satisfaction through the effective
application of the system, including processes for continual
improvement of the system and the assurance of conformity
to customer and applicable regulatory requirements,

ISO 14971:2012 Risk management
. This international standard is a framework for effective
management by the manufacturer of the risks associated with the
. use of medical devices. k includes a procedure to investigate,
uging available information, the safety of a medical device,
including accessories, by identifying hazards and estimating the
risks associated with the device.
EN ISO 10893:2009  Blologlcal evaluation
a) mmmmmmmmwwm,
of medical devices
b) the definition of categories of devices based on the nature
and duration of contact with the body;
¢) the sslection 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 1o carry out tests and/or cafibrations, including
sampling. It covers testing and calibration performed using

Essity intemal
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developed methods,

RO TeUas, w“- . R o ;
mmwmmmfanmwuuwwa
manufocunurformmamodwdwbu,u
WWWMEECDW.RMMMM
language 1o be used for such Information.
Medical devices - Symbols to be used with inedioal device
labels, labeling and Information suppiied.
MIMWWWWM
to convey information essantial 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.
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Ws)«mmmmwmnm
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PmZMMMMMmuMmfothﬂon
dammmmpua(cmuummmd ;
medical devices. The compliation of a CIP in accordance with the
Mauw::ﬂmmmxm i
oplimising the scientific validity reproducibiiy of the resuits of |
pclmcali}vm. - 3 ‘_?

Guidefines to the Classification of Medical sl Devices
Guidefines on Medioal Devices, Ciinical Evaluation
Mmmpmmuvumsm
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A, Hmxenoanucaswwuiics, Mabpunanb Pyabek, HoTapuyc ropoga Ctokronbma, LUseums,

HaCTOSLMM NOATBEPXAato.

4YTO nNpunaraemMblii OKYMEHT, CKPENJIEHHbIA MOeW AO/HKHOCTHOM MNevyaTblo,

ABNAETCA BepHOIZ Konweii npegcrtaB/sieHHOro MHe AOKyMEHTA.

r. Ctokronbm, Weeuyna 2021-12-08 MeyaTb;

HOTAPNYC CTOKIOJIbMA
B cuny 3aHMMaeMoi AO/MKHOCTY: TABPN3JIb PYABEK™* 7437
<lloanucwv>

Fabpuanb Pyabek (Gabriel Rudbeck)

M/a 3098 yn. CBeaBareH 24-26, S-103 61 Ctokronibm Ten. +46 (0) 8-20 59 90
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MepeBof C aHTIMINCKOrO A3biKa Ha PYCCKUI A3bIK

HaknagHas neyatb, CKpennsioLlas AOKYMeHT:
HOTAPWNYC CTOKIOJIbMA
*FABPU3/1b PYIBEK*

YTBepXKaato

darepnyHa Cogu

Cneynanuct (KOHCYNbTaHT) 0TAena
HOPMaTMBHO -MPABOBOr0 pPeryampoBaHus
«JcenTn XangkuH aHg Xenc Ab»

WHCTpYKLMA N0 NPUMEHEHUIO
Ha MeANLMHCKOe n3aenue

Tpychbl BnuThiBatowme ans xxeHwuH TENA® Lady Slim Pants Normal,
BapuaHTbl ucrnonHeHusa: 1. PASMEP Medium (M), 2. PASMEP Large (L).

«3centn XanpkuH aHg Xenc Ab» (Essity Hygiene and Health AB),
SE-405 03 Goteborg, Sweden, LU Beuus

Ha KaX0i1 CTpaHuLe AOKYMeHTa nevarb:
HOTAPWYC CTOKIO/IbMA
*FABPU3/b PYBEK*

2021 r.
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HanmeHoBaHue M.

Tpycol BnuTbiBatowme ana xeHwmuH TENA® Lady Slim Pants Normal, BapnaHTbl UCNOSIHEHUS:
1 PA3SMEP Medium (M), 2. PASMEP Large (L).

2. MpousBoguTenb: «3Accutn XangpkuH ang Xenc Ab»/ Essity Hygiene and Health AB,

MecTo npoussojacTBa:
«3centn OnepaiTHE XyresaHa B.B.»/Essity Operations Hoogezand B.V., Abramskade 6, 9601
KM, Hoogezand, the Netherlands, HugepnaHabl

2. HasHayeHne MU

Tpycbl BnuTbiBatoWme ana xeHuwmnH TENA® Lady Slim Pants Normal npefHasHayeHbl An14
3aWmnThl NpU CpeaHelt cTeneHn HedepxXaHus. PaspaboTaHHble y4eTOM 0CO6EHHOCTeNn CTpoeHUs
YKEHCKOT0 Tena, U3fenns BbirNaaaT Kak 00bl4HOe HMKHee 6enbe, 06ecrneqynBadT MaKCUMabHbIN
KOM(OPT 1 CBO6GOAY ABVXXEHNA. HEXHbIVE KPEMOBbBIN LBET, 3aHVKEHHas Tans, 31acTUYHbINA
matepuan n KomgopTHas nocasgka no urype fenarT UX 04YeHb HALEXHbIMU U HE3aMeTHbIMU
Jaxe B obneratoleit ogexge. OfHOpPa3oBble BNUTbIBAKOLME TPYChl M3rOTOB/IEHbI U3 AbllLalnX
mMaTepuanoB U COXPaHAIOT 340pP0OBbe KOXMW. HeliTpanusaTop 3anaxa npe4oTBpaLLaeT nossieHue
3anaxos, Bbl3BaHHbIX aMMWaKOM ¥ ero npou3BOAHbLIMU; - BOLOHENPOHULaeMble 6apbepbl
obecneynBaroT 3aWMUTy OT NPOTEKAHWIA; TPONHAA 3almnTa - OT MPOTEKAHWIA, 3anaxa v Bnaru; -
npocToTa B MCNO/Ib30BAHWY - 3afiHAS CTOPOHA U3eNNsA MPOMapKMpPOBaHa LBETHbIMU HUTAMU;
M3genve gocTtynHo B 2-x pasmepax: Medium (M)- o6xsat Tanum 75-100 cm; Large (L)- 95-125
cM; KonnyecTtBo m3genuii B notpebutensckoil ynakoeke: Medium (M)- 8 wt .; Large (L)- 7 wr.
KonuyecTBo Kanesnb Ha NOTPebUTENbCKON ynakoBke : 5 Kanenb. M3genne HecTepunbHo, 1 knacc
MOTEHLMaNbHOI0 PUCKa MPUMEHeHNS.

4. loKa3aHunAa K npumeHeHnio M

HegepxxaHne mouu.

5. MpoTnBOnNokasaHunsa
MpoTUBONOKa3aHWii He BbISB/IEHO.

Yy
6. Mobo4Hble 3hDeKTbI
Mo60oYHbIX 3h(heKTOB He 0OHAPYXKEHO.

7. Mepbl NpefoCTOPOXHOCTH

H/n

8. MH(hopMaLusa 0 NoTeHUMaNbHbIX MOTPEOUTENSAX MeAULMHCKOr0 N3aenus
MoTeHUManbHble NOTPEGUTENN AAHHOTO MEAWMLMHCKOTO U3AENUS 3TO XEeHLWUHbI, BeayLyme
aKTUBHbI/ 06pa3 XU3HN C HeAepXXaHWeM CpeAHeli cTeneHn. W3genns MoryT NpUMEeHSAThLCS B
KNMHWNYECKUX, NONNKINHUYECKUX YUPEXAEHNSX U B JOMALLHNX YCNOBUSIX.
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N BapuaHTbl UCNOJIHEHUSA
1 PA3MEP Medium (M)
2 PA3MEP Large (L)

MonHoe BnaronornouieHne (r)

750+ 15%

750 £ 15%

*Bce HMXKenpuBeeHHbIe 3HAUYEHWA 3aBUCAT OT TUna 060pyaoBaHUA, KOTOpoe
NCNoMb3yeTcA BO BPeMSA UCMNbITaHWUI U cnefoBaTesibHO, NOYYUTb OAUHAKOBbIE
nokasaTesin MeXAay pas/iIndHbIMU 3apybeXkKHbIMK nabopaTopmusaMu BecbMa
npo6aemMaTu4Ho.

Tpycbl BnuTbiBaoWwme ans xxeHwmH TENA® Lady Slim Pants Normal

BapuaHTbl
NCTIONHEHNS

PA3MEP
Medium (M)

PA3MEP
Large (L)

O6paTHas
copbuua *

Mocne loro
BANBAHUSA:
cpeaHee
3HayeHvee 0,06 r
+/-0,021

Mocne 2oro

BIMBAHVS:
cpenHee
3HaueHue 0,06 r
+/- 0,012

Mocne loro
B/IMBAHUS:
cpenHee
3HaueHue 0,03r
+/- 0,009

Mocne 20ro
BNMBaHUSA
cpeaHee
3HaYeHMe:
0,05r

+/- 0,026
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Bpemsa

BNUT bIBAHNA™

Mocne loro
B/IMBAHMA |

CpefHee 3HaueHviee
70c
+- 14

Nocne 20ro
B/VBAHUS:
cpeaHee 3HaueHvee
60 ¢

+/- 58

Mocne loro
BAVBaHUSA:
CcpefHee 3HaueHne
70c

+/-2,1

MNocne 2oro
BIMBaHUS
cpeaHee
3HayeHKe:69 ¢

+/-18,0

CopbumnoHHas
cnocobHoCT

b nocne
LeHTpudyr
npoBaHna*

CpepfHee
3HaueHue 485 1
+/- 9,7

CpepfHee
3HauyeHne 586 r
+/- 154

PacnpegeneHune
cynepabcopbe
HTaB
CTPYKTYype
abcopbupytouy
ero cnos
(cekymoHHOE
LeHTpudyrup
oBaHue), r
CootsetcTaue
BNAroyaepK1BatoLL
eli cnocobHocTU
CUMMETPUYHBIX
ceKuuin NpoayKTa
CneBa 1 crpasa

CootBeTcTBUE
BNaroyaepyKmBatoLL]
e cnocobHOCTH
CUMMETPUYHBIX
CceKUuiA npoayKTa
CreBa U crpasa

pH 3HayeHue
3KCTpaKT

a
npoaykTa

6,5

+/- 0,05

6,5

+/- 0,05



10. Puckun npumeHeHns MW, npoTuBoNoOKasaHuA, 0XXngaeMmble N NpefcKasyemble
no6oyHble aheKThbl, CBA3aHHbIE C NpUMeHeHMeM MU nNo HasHa4veHuto.
OtcyTCcTBYIOT

11. TexHMueckne xapaktepnctmkn MM
Tpycbl BnuTbiBaoWwme Ansd xxeHwmH TENA® Lady Slim Pants Normal

BapnaHTbl NCMOJTHEHNA

Ne Mokasatenb (Mm) Pasmep Medium (M) Paswep Large (L)
+ 15% + 15%

1 [OnuHa mn 690 MM 690 MM

2 LWwnpuHa mu 650 MM 800 mm

3  TonwwmHa mMu 14 Mm 14 mm

4  AnnHa abcopbupytoLLero cos 390 Mm 390 MM
@

5 LWwupnHa abcopbupytoLLero 135/90/135 mm 135/90/135 mm
cnos (1) cnepean / B
NpPoOMeXXHocTH / c3aau

6 [svHa abcopbupyroLlero cnos 270 Mm 270 MM
)

7  LupuHa abcopbupytoLlero 90/80/90 mMm 90/80/90 Mm
cnos (2)

8  [nuHa pacnpenenutensHoro 200 mm 200 mm
cnos

9 LUvpwnHa pacnpenenntesisHoro 70 MM 70 Mm
cnos
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No BapuaHTbl UCMOSIHEHUS Macca (r)

1 PA3MEP Medium (M) 46+ 10%
2 PA3MEP Large (L) 48+ 10%
12. Cnoco6 npumeHeHns MU

HapeHbTe Tpycbl BnuThiBawouwme and xeHwuH TENA® Lady Slim Pants Normal kak
00bl4HOE HUXHee Genbe. 3afHAS CTOPOHA U3LeNNs NPpoMapKMpoBaHa LBETHbIMU HUTAMMW B
obnactm Tanuu.MeHsalTe nNpu  HeobxoaMMocTW. UTOGbI CHSATb  M3A4enune  nocne
NCNOoNb30BaHNA, pa3opBuUTe U3aenme No 60KOBLIM LUBAM.

13.Ycnosusa akcnnyataumn MU

TpeboBaHUA K yCNOBUSAM OKpPY>KaloLLleli BO BPeMsi 3KcnyaTauum

Temnepartypa Bo3gyxa, °C OT+ 15°C po+35°C

OTHOCUTeNbHasA BaXKHOCTb BO3AyXa He 6onee 40%

14.cnonb3yemble maTepuasbl

KomnoHeHT Matepunan Mapka maTtepuana [llocTaBLnK MacnoTp
6esonacHocTu
(Ne; paTta)
(oeHb, mecsu,roa)
BepxHuii HeTkaHbli 16g/m"SLDL Berry Spain 17/10/ 2018
MOKPOBHbINA Cnoi maTtepuan
PacnpegennTenbHblli  HeTKaHbI ABS0E334TPS Texsus 10/09/2009
cnoi maTepwuan
Abcopbupytownii Lienntonosa LeafRiver Cellulose GP Cellulose/ 07/05/2015/
C/IOiA, pacnylleHHas  6eneHas; Golden Isles 4881 International 25/09/2017
Lennonosa 8%/ Paper
FR Supersoft Plus
8%
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Ab6copbupytouini
cnom ¢
cynepabcopbeHTOM

HWXHWMA/3aWNTHbIT
cnow

3NacTUYHbIE HUTKU

ONacTUYHbIE HUTK B
061acTu Tanun,
3a/HAS YacTb
n3genus

Knei

BHyTpeHHSA
CTOpOHa n3aenns

BHewHada cTtopoHa
n3penns

CATll

MonnatuneHos
as nneHka /MM

CUHTETNYECKN
€ HUTH
(mnonnypertaH)

CunHTEeTNYECKHN
€ HUTK
(nonnypetaH)

Tepmoknei

HeTkaHbll
maTepwuan
(rrm
HeTkaHbll
maTepuan
(rrm

Max 2020

12000 Aptra B 140

E4835/ T837

GO083R

NW1002

PC5KLS511 015NN

SS4KL-01 16NN

15. MapkupoBka MW 1 noTpebuTeNbCKOM YyNakKoBKU

Ha camom usgenun Ha HVI)KHeM/3aLL|,VITHOM CNnoe yKa3bIBaeTCA:

(21) CCTTTTMMAL XXXXXX.
CC = cTpaHa npoucxoxaeHus (HugepnaHgel), T T=rog, MM=mecay, O0=aeHb,

XXXXXX=HOMep napTuu. Cumsos CE HaHOCMTCA NPUHTOM Ha HUXHWIA/3aWMUTHbIA CNoi B
061acTN MPOMEXHOCTH.

Evonik Industries

RKWSE
Wasserburg

Hyosung
Corporation /

The LYCRA
Company

Hyosung
Corporation
HB Fuller

Fitesa
Germany

Fitesa Sweden

MoTpe6uTenbckas ynakoBKa BbINOMHEHA U3 MNOIMMEPHOI MAeHKN.
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April 2018/
21/03/2018

August 2016

15/07/2014

24/08/2020

29/05/ 2015



NHpopmaLms Ha NoTpebUTeNbCKOM YNakoBKe :
HauMmeHoBaHue MU
- HasHayeHune MU
- pasmep MU
PEKOMEHAYeMbllA pa3Mmep Tanuu
KO/IMYeCTBO U3JeNnii B yNakoBKe
- HauMMeHOBaHWe ¥ afipec MecTa HaxoXAeHua nponssoauTens (NpogasLa,
- fucTpubbroTOopa), TOProBas Mapka
agpec mecta npoussoactea MU
fara npousBoAcTBa * HaHOCWTCS MPUHTEPOM Ha YNaKoBKY
CpOK rogHoctun MU
YCNOBUA XpaHeHns
- YKasaHud no ytunumsauum
cnocob npumMeHeHUs nsgenus (B BUAE PUCYHKOB)
apTuKyn ngenua  * HaHOCUTCS MPUHTEPOM Ha YNaKoBKY
HOMep napTuu; * HaHOCUTCS MPUHTEPOM Ha YNaKoBKY
- HOMep U faTa perucTpaLMoHHOro yA0CTOBEPEHNS;
LUTPUXOBOWN KOZ

Mpadmyeckne cMMBOMbI HA NOTPE6UTENLCKON ynakoBke MI

CumBon 3HaueHune

3HaK BTOPUYHON nepepaboTKU ANa NOANITUNEHA HU3KOWA
nnotHocTn (M3OHIT).

PE-LD
)K YnakoBKa He AN NULWEBOA NPOAYKLUN
| |
L]
r Bbi6pocuTb B ypHY
r n
3anpeT Ha NOBTOPHOE MPUMEHEHME
L J
He 6pocaTb B KaHa/nu3aumto
4 Moka3saTenb BNUTbIBAEMOCTH
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C € N3penve cooTBETCTBYET OCHOBHbIM TPEOOBAHUAM LUPEKTUB
EC 1 rapmoHu3MpoBaHHbIM cTaH4apTam EBponeiickoro coto3sa

000 3HaK CTaBMTCA Ha ToBapax NPOU3BOACTBa DMPM, KOTOpbIe
(hMHaHCUPYIOT NporpaMmMy nepepaboTKM OTXOA0B U
BK/IIOYEHbI B €8 CUCTEMY YTUN3AL UK

MpounssoanTens

MD Iogo MeauunHckoe n3genne cornacHo npasunam EC 2017/745

m CTupka 3anpewieHa

16. CBefeHnA 0 TpaHcnopTupoBaHnun MU

MoTpebutenbckas ynakoska MW Tpycbl BnuTbiBaowme and xxeHwmH TENA® Lady Slim Pants
Normal pgomkHa 6bITb LENOCTHOW. He [fonycKaeTcs MeXaHWYecKoe MNOBPeXAeHue YnakoBKMU,
OTKpblBalLee [OCTYN K TMOBEPXHOCTM WU34ennsa. YCNoBUA TPaHCNOPTUPOBAHUS npu
Temnepatrype ot -30°C go +35°C; OTHOCWTenbHas BaXHOCTb BO3gyxa He 6Gonee 80%
N3penus nepeBo3ATCA TONMbKO B CYXOM, YWCTOM TpaHCMoOpTe, He WMEKLWEM MOCTOPOHHUX
3anaxos.

17. YcnoBusa XxpaHeHUsA U CPOK rogHoCcTuU

N3penve B 3aBOACKOI ynakoBKe CnefyeT XpaHUTb B YUCTbIX, CYXUX, XOPOLIO NMPOBETPUBAEMbIX
nomeLLeHmnsx; Kateropnyecku 3anpeLiaetcs XpaHuTb n3nenns 86113 NCTOUHUKOB OCTPbIX
3anaxoB (Hanpumep, NaKOKPacoUHble MaTepuasbl, 6bITOBAS XMMUS, OXKOTW, pacTBOPUTENN U T.4.)
Mpn xpaHeHUn n3nenns cnegyet msberatb MonagaHus MNPSAMbIX 0NTHEUYHbIX NyYeil U Pe3Kux
nepenagoBs TeMMepaTtypbl.

YcnoBusi OKpyxarLLein cpefbl NPU XpaHeHUN

oT+ 15°C pgo +35°C
Temnepatypa Bo3gyxa, °C

OTHOCUTEeNbHAaA BIaXXHOCTbL BO3AyXa He 6onee 40%
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Cpok rogHocTu usgenus coctasnseT 3 rofa e fatbl NPON3BOLCTBA, YKa3aHHOW Ha
NnoTpPebUTENbCKON YNaKoBKe.

18. YTunusauynga

cnonb3oBaHHOE U3Aenne Heo6XoAMMO YTUN3MPOBATh KakK MeINLMHCKINE OTXO0/bl Knacca
onacHocTu «b» 3anpelaeTcs 6pocaTb B KaHANU3aLMIO.

19. NapaHTUK npomnsBoanTeNns

Mpon3BoanTeNb rapaHTUPyeT Ka4ecTBO MeAULMHCKOIO N34enns npu co6MAeHUN YCN0BUiA
aKcnnyarauuu, XpaHeHUs U TPaHCMOPTUPOBaHUSA B TedeHUe 3-X 1eT CO AHA AaTbl U3rOTOB/IEHNUS,
YKa3aHHOW Ha ynakoBKe

20. YNO/THOMOYEHHbI NpeacTaBUTeNb NPOM3BOAMTENSA B Poccun.

00O «3cecutu», 117218 r. Mocksa, yn.KpxunxaHosckoro, g.14, kopn.3,
Ten.: +7 (495) 967-33-67; www.TENA.ru:

21. CnNnCcoK NpMMEHAEMbIX HaUNOHa/IbHbIX CTaHA4APTOB.

FapMOHU3MPOBaHHbIE N ApYTrue MeXAyHapoAHble CTaHAAPThl, NOATBEPXAAlOLLI e

cooteeTcTBMe PernameHty EC o megmunHckux mnsgenuax (EU) 2017/745, kotopble

MOMHOCTbI MM YaCTMUYHO NPUMEHSET KOMMaHMa 3ccutu XanakuH aHg Xenc Ab.

ISO 13485:2016 N3penna megnumHcekme - CUCTEMbl MEHEIKMeHTa KayecTBa -
TpeboBaHWA ANA Le/ieli HOPMATUBHOIO PerympoBaHus

HacToawwmin MexayHapoaHblii CTaHAapT ycTaHaB/IMBaeT

Tpeb0oBaHMA K CUCTEME MEHeI)KMEHTa KayecTBa, KOTOpble MOryT
ObITb MCNO/Ib30BaHbl OpraHn3aLuel, y4acTBYOLLLER B BbINOMHEHUN
OLHOr0 WX HECKOJIbKMX 3TANO0B XXU3HEHHOT 0 LKK/a
AMeLMLNHCKOTO U3aenns, BKYas NpoeKTupoBaHue n paspaboTky,
NPoOn3BOACTBO, XPaHEHWNE U NOCTAaBKY, YCTaHOBKY, TEXHUYECKOe
06Cny>XnBaHMe, OKOHYaTeNbHbIA BbIBOA M3 3KCNayaTauum v
YTUAN3ALNI0 MEAULNHCKUX U3LENNIA, a TaKXe MPOeKTUpoBaHue u
pa3paboTKy Wau nNpefocTaB/ieHe CONYTCTBYOLWMUX YCAYT.

1ISO 9001:2015 Cuncrtembl MeHeKMeEHTa KadecTBa
HacToawwmin MexayHapoaHblii CTaHAapT HaueneH Ha
NPoABVKEHME NPUMEHEHMSA NPOLLECCHOr0 Noaxoaa Ans
pa3paboTKN, BHELPEHUA N YNYULLEHNS Pe3yNbTaTUBHOCTM
CUCTEMbI MEHeIXKMeHTa KayecTBa, pocTa YA0B/IETBOPEHHOCTH
noTtpebuTens NnocpeacTBOM BbIMOHEHUS €r0 TpeboBaHM

ISO 14971:2012 MNpnmeHeHVe MeHeMKMeHTa PUCKA K MeAULWHCKUM N3LeTUAM
HacTosawmin MexxayHapoaHblil eTaHAAPT PEKOMEHAYETCS
paccmMaTpuBaTb KaK OCHOBY AJ/151 OCYLLEeCTB/IEHNS N3rOTOBUTENAMM
pe3yNbTaTUBHOIO0 MeHeXXMeHTa BCEX PUCKOB, CBA3AHHbIX C
NPUMeHEHNEM MeAaULMHCKNUX n3genuii. Cofepxalimecs B
HacToALeM cTaHAapTe TpeboBaHMA ABNAOTCA NS U3TOTOBUTENEN
TOV 6”0, B pamKax KOTOPOW MPakTUYeCKNin OnbIT, UHTYUTUBHOE
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MOHUMaHNE N YMEHUNE NPUHATL NMPaBU/IbHOE pPELIEHNE UCNONB3YIOT
ona MeHeXKMeEHTa BbllleyKa3aHHbIX PUCKOB.

EN 1SO 10993:2009 OueHka 61MoIOrMYecKoro AencTBuUsa MeANLUNHCKNX N30eN .

a) PykoBogsLme JOKYMEHTbI A1 MPOrHO3MPOBaHNS U UCCef0BaHs
610N0rMYeCKOro LeCTBUS MEAULUHCKNX U3LENNIA;
onpeAeneHne KaTeropumn MeANLIMHCKOrO U3AENNS Ha OCHOBE
Xapakrepa v NpPoLO/IKUTENBHOCTY KOHTaKTa C OpraHn3mMom
yenoBeka

EN I1SO 17025:2005 O6w e TpeboBaHUSA K KOMMETEHTHOCTU MUCNbITaTeIbHbIX U
NoBePOYHbIX NabopaTopuii
Hactoawmii mMexayHapoAHbIA CTaHAAPT yCTaHaBMBaeT o6Lme
TpeboBaHMA K KOMNETEeHTHOCTM nabopaTopuii B NpoBeAeHNM
NCNbITAaHUA M/Mnn KannbpoBKK, BKIOYaa 0T6op 06pasLos,
NCNbITAHUA U KaNMOPOBKY, NPOBOAUMbIE MO CTaHLAPTHbLIM
MeTOAuKaM, HecTaH4apPTHbIM METOAMKAM U METOAMKAM,
pa3paboTaHHbIM nabopatopuen.

EN 1041:2008 MHdopmauyma, nogrotaBnmBaemMas U3rotToBUTeseM,
conposoXjaloLas MegUuLNHCKMe U3genusa
Hactoawumii cTaHgapT ycTaHaBnMBaeT TpeboBaHMA K MHOpMaLum
N3roTOBUTENSA, CONPOBOXAAOLWEN MeANLUHCKME U3LeNns
pas3/InyHbIX KaTeropuil, Kak Toro TpebyoT COOTBETCTBYOLLME
OunpekTtusbl EC. HacToqw e pekomeHaaLun He 0roBapuBaroT Ha
KaKOM MMEHHO fA3blKe A0/HKHA NPUBOANTLCA NOLO6HAsA
NHopMaLns.

ISO 15223:2016 MN3penna megnunHckne. CUMBOJIbI, MPUMEHAEMbIE NPY
MapKMUPOBaHUN Ha MEeAULNHCKNX U3[ENTNAX, STUKETKAxX U B
CONPOBOANTE/IbHOW JOKYMeHTaLnmn
‘MeXAyHapoAHblil cTaH4apT paccmaTpuBaeT CMMBOJIbI, KOTOpPbIE
MOrYT 6bITb UCNO/Ib30BaHbI A5 Nepefayn 3/1eMeHTOB

. NH(OpMaL MK, BaXHbIX, N0 MHEHWIO PErynnpyowWwmnx opraHos, Ans

6e30NacHOro 1 Hagnexallero NPUMeHeHNs MeLULNHCKUX
n3aenui.

ISO 7000:2012 Mpamnyeckune cMMBO/bI, HAHOCUMbIe Ha 060pyAOBaHMe.
ATOT MeXAYHapOAHbIA cTaHAapT obecneynBaeT KpaTkuii 0630p
rpauyeckmx CUMBO/IOB, KOTOPbIe pasMeLLaloTcs Ha
o6opyfoBaHUN MK YacTax 060pyAoBaHUS NO6BOro TMna, YToobhbI
NHCTPYKTUPOBATb NKL, 06paLlatoLmxcs ¢ 060pyA0BaHNEM,
OTHOCUTE/IbHO €ro UCMob30BaHUA U IKCMayaTaLum.

EN I1SO 14155:2011 KnnHunyeckne ncnbiTaHUA MeANLMHCKUX N3AENNIA

B HacTosem cTaHfapTe onpegenieHbl 06uime TpeboBaHms,
HanpaB/ieHHble Ha 3alnTy nNpasB 1 obecrnevyeHne 6e30NaCHOCTU U
6narononyuuns nogein; obecrneyeHre UCNOMNb30BAHMUA HaYUHbIX
NoAXoA40B NpW NpPoBefeHUN KIMHUYECKOT0 NUCCef0BaHNA U
obecneyeHne LOCTOBEPHOCTUN Pe3yNbTaTOB KAMHUYECKOTO
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nccnefoBaHus ;onpegeneHne 0TBEeTCTBEHHOCTU COHCOpa U
OTBETCTBEHHOI0 UCMONHUTENS; COLENCTBUE CNIOHCOPaM,
nccnegoBaTeniiM, 3TUYECKUM KOMUTETaM, Peryanpyowmm
BNAacTAM WM ApYrMM OpraHam, BOB/IEYEHHbIM B OLEHKY
COOTBETCTBUA MEAULMHCKNX U3LENNA.

YacTb 11SO 14155 a) ycTtaHaBnuMBaeT Tpe60BaHMSA K NPOBEAEHNIO
KNMHWYECKUX UCNbITAaHUIA, 8 UMEHHO K ONpeAeneHunto
KIMHUYECKOM 3(PPEeKTUBHOCTN MeAULUHCKOTO N3JeNna B Xo4e
KNMHUYECKUX UCNbITAHUIA, UMUTUPYIOLWNX NPUMEHEHWNE AaHHOTO
N3Lenna B LWMPOKOM MeANLNHCKOM NPaKTUKe, K BbISIBIEHUIO
HeXkenaTeNbHbIX COObITUIA MPY 0ObIYHbLIX YCOBUAX MPUMEHEHNSA U
K OLEeHKe AOMYyCTUMOCTU PUCKOB, CBA3AHHbIX C MpegHa3HauYeHHbIM
NPUMEHEHNEM MEAULMHCKOTO usgenuns; 6) yctaHaBnmBaeT
TpeboBaHWA K OpraHn3aLuun, NPoBeEHUI0, MOHUTOPUHIY, c6opy
JaHHbIX N JOKYMEHTMPOBAHUIO KIMHUYECKUX UCMNbITAaHUN
MeAULMHCKOr0o U34enuns, ¢) NPUMEHSETCA KO BCEM KIMHUYECKUM
NCNbITAaHNAM MeAULUHCKUX N3NNI, KTUHUYECKYHO
3(h(PeKTUBHOCTb M 6€30NaCHOCTb KOTOPbIX OLEHMBAIKOT C yYacTUEM
Nofei B KayecTBe CyOBbEKTOB KIMHUYECKUX UCMbITAHUIA.

B yacTu 2 3Toro ctaHgapta u3noXxeHol Tpe60BaHUA K
COCTaB/IEHMIO MNaHa KNnHu4eckux nccnegosanuii (CIP) ana
KNMHWUYECKUX UccnefoBaHnii MeSULUHCKUX U3LEeNNIA.
CocTaB/fieHVe NnaHa B COOTBETCTBMM C TPeOOBaHMAMM 3TOrO
cTaHfapTa u cobnofeHre ero NoOMoXeT ONTUMU3NPOBATb
Hay4YHYH0 [OCTOBEPHOCTb M BOCMPOM3BOAMMOCTb Pe3y/ibTaToB
KNMHNYECKOro nuccnefoBaHus.

PyKoBOACTBO MO Kflaccugoukauym MeanumMHCKNX n3nenmii

PyKOBO/ACTBO MO MeAMLUMHCKUM U3AENUSM, KIIMHUYeCKas
OLeHKa

Cuctema 6aUTENBHOCTU MEeAVLMHCKOro 060pya0oBaHUs
EBponenckuii knaccugmkaTtop oTxo[0B



llepei AKeT a BbINOJHEH MHO, NepeBOAYNKOM [loKy4yaeBbiM AMUT puem Vropesnye

Poccuitickan degepaums
Mopog MockBa

UeTblpHagLaToro ekabps ABe TbicAuM ABajLaTb NepPBOro roga

A, Ksutko ®depop AnekcaHAposu4y, HoTapuyc ropoga MockBbl, cBupe!
NoA/IMHHOCTL nognucy nepesogynka okydaesa Amutpua Viropesmya.

Moanuck caenaHa B MOEM MPUCYTCTBUMN.

JInyHocTb MognucasLLero JOKYMeHT yCTaHOB/IEeHa.

3apernctpupoBaHo B peecTpe:*Ne02)137-H/77-2021-

YnnayeHo 3a coBepLueHne HoTapunanbXx%p geicteus: 400 py6. 00 kon.

®.A. KBUTKO

Bcero npoLHypoBaHo, NPOHYMEPOBAHO U CKPEN/eHo neyaTbio NINCTOB

HoTtapuyc
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