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1. Name of MD.

Medical adhesive tapes
Models:

Leukopor®, Leukoflex®, Leukofix®

Available sizes: 1,25 cmx5m,25cmx5m,5cm x5m

Leukosilk®, Leukoplast®

Available sizes: 1,25cm x 4,6 m,25cmx 4,6 m, 5cm x 4,6 m

Leukoplast® skin sensitive

Available sizes: 1,25cm x2,6 m,25cmx 2,6 m

2. Manufacturer and developer: BSN medical GmbH

Postal address:
Quickbomstrasse 24
20253 Hamburg
Germany

Production site:
BSN medical GmbH
Heykenaukamp 10
21147 Hamburg
Germany

For Leukoplast®

BSN medical SAS

Rue du Millenaire
K K CS 90022

72320 Vibraye

France

3. Intended use of MD

Medical fixing adhesive tapes are intended for short-term use on intact skin for fixin

Juristic address:
Schutzenstrasse 1-3
22761 Hamburg
Germany
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dressings of all types and sizes, as well as for fixing tubes, catheters, probes, cannula- Adhes

electrodes and other measuring devices.
Unsterile, V-risk class MD.

4. Indications for use of MD

Fixing dressings of all types and sizes, tubes, catheters, probes, cannulas, electrodes and othe

measuring devices.
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5. Contraindications
Leukoplast®: Known intolerance to latex or colophony
6. Adverse reactions

Besides the possibility of intolerance to latex or colophony concerning the Leukoplast® product, no
risks and adverse events are known for the self-adhesive medical tapes.

7. Precautions

Risk management revealed two risks requiring evaluation: Skin reactions (e.g. by allergic reactions
towards latex or colophony or macerations caused by high humidity) and wrong usage (e.g. not
intended use).

Leukoplast®: Tape contains natural rubber latex and colophony.

8. Information about potential consumers of MD

Medical adhesive tapes are used by healthcare professionals and patients

9. Functional characteristics of MD and indications for use

Leukosilk®

1Test Limit Test method

" Adhesion 1.5-2.9N/cmor JBS 40000083

150-290 N/m

Air permeability N/A N/A
MVTR >300 K/(m"™*24h JBS.40000101
Antimicrobial activity N/A N/A
Sorption capacity of wound pad  N/A N/A
Functional pad wetting time, s N/A N/A
Water vapor permeability N/A N/A
Thickness 0,21 £ 0,04 mm DIN EN ISO 9073-2
Surface density 166 = 25 g/m2 DIN EN 14079

7MVTR = Water vapor permeability//

fixin! Test Limit Test method
mua Adhesion to steel 1.2- 2.6 N/cm or JBS 40000083
120-260 N/m

Air permeability > 1 [cmVcecmVs] JBS.40000050
MVTR >500 g/(m”~*24h JBS.40000101
Antimicrobial activity N/A N/A
Sorption capacity ofwound pad  N/A N/A
Functional pad wetting time, s N/A N/A

Bdoth( Water vapor permeability N/A N/A
Thickness 0,16 £ 0,04 mm DIN EN ISO 9073-2
Surface density 80+ 10 g/m2 DIN EN 14079
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Leukofix®
Test
Adhesion to steel

Air permeability

MVTR

Antimicrobial activity

Sorption capacity of wound pad
Functional pad wetting time, s
Water vapor permeability
Thickness

Surface density

Leukoflex®
Test
Adhesion to steel

Air permeability

Antimicrobial activity

Sorption capacity of wound pad
Functional pad wetting time, s
Water vapor permeability
Thickness

Surface density

Leukoplast® skin sensitive
Test
Adhesion to steel

Air permeability

MVTR

Antimicrobial actiyity

Sorption capacity of wound pad
Functional pad wetting time, s
Water vapor permeability
Thickness

Surface density

Leukoplast®
Test
Adhesion to steel

Air permeability

MVTR

Antimicrobial activity

Sorption capacity of wound pad
Functional pad wetting time, s
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Limit

1.6-3 N/cm or
160-300 N/m

>5 [emVemVsl
>500 R/(m~'24h
N/A

N/A

N/A

> 500 K/m" 24h
0,17 + 0,04mm
130+£25g/m2

Limit

1.5-3.1 N/cm or
150-310 N/m

N/A

N/A

N/A

N/A

N/A

0.1 mm +/- 0.02 mm
95 + 25 K/m2

Limit

0.15- 0.6 N/cm or
15-60 N/m
N/A

>300 g/(m"*24h
N/A

N/A

N/A

N/A

0.27 £ 0,07mm
250 = 50 g/m2

Limit

2.5-4 N/cm
250 - 400 N/m
>1 femVemVs]
>500 g/(m”*24h)
N/A

N/A

N/A

Test method
JBS 40000083

JBS.40000050
JBS.40000101
N/A

N/A

N/A

JBS 40000101
DIN 53370
DIN EN 14079

Test method
JBS 40000083

N/A

N/A

N/A

N/A

N/A

DIN 53370
DIN EN 14079

Test method
JBS 40000083

N/A

JBS.40000101

N/A

N/A

N/A

N/A

DIN EN ISO 9073-2
DIN EN 14079

Test method
JBS 40000083

JBS.40000050
JBS.40000101
N/A
N/A
N/A
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Water vapor permeability N/A

Thickness
Surface density

0.32 mm +/- 0.064 mm
220 + 50 g/m2

MVTR: Moisture Vapour Transmission Rate

11. Technical characteristics of MD

N/A
DIN EN ISO 9073-2
DIN EN 14079

Measurement Model of MD
point, mm Leukopor®, Leukofix®,  Leukopor®, Leukofix®, Leukopor®, Leukofix®,
Leukoflex® Leukoflex® Leukoflex®
1,25 cm X5m 2,5 cm X5m 5cm X5m
h- j width of MD, mm 12,5 + 15 25+ 15 50 + 1,5
h-" Length of MD, m 5000 +150 5000+ 150 5000+ 150
Measurement Model of MD
E point, mm Leukosilk®, Leukosilk®, Leukosilk®,
I Leukoplast® Leukoplast® Leukoplast®
1,25 cm X4,6 m 25cm X4,6 m 5cm X4,6 m
WidthofMD, mm  125+1,5 25+1,5 50£1,5
LengthofMD, m 4600+ 150 4600 +150 4600 £150
Measurement Model ofMD
point, mm Leukoplast® skin sensitive Leukoplast® skin sensitive
1,25cm X2,6 m 25cm x2,6m
‘Widthof MD,mm  125+1,5 25+1,5
" Length of MD, m 2600+ 150 2600£150

12. How to apply MD
Unroll a strip and cut it off.

Then fix the dressing or medical device with it.

13. Handling conditions
Environmental conditions

Temperature fC)
Humidity (%)

14. Labeling of the MD and consumer pack.

Medical device contains:

- name ofMD

- name and address o fmanufacturer
mLot number

-expiration date

Graphical symbols on the MD
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Symbol Explanation
CE Product conformity symbol for quality requirements in the EU

Products meet the requirements of environmental standards.

Shapring contains:

- name ofMD
- name and address o fmanufacturer 15.1
- Article number (REF)
- dimensions od MD Med
- barcode direc
- «Latex or Latexfree» (for Leucoplast/Leukoplastskin sensitive) 2QX
- logo «essity» The:
envij
Graphical symbols on snaprinp ofMD is re<
Symbol Explanation
Here
b Products meet the requirements of environmental standards.
Ston
C£ Product conformity symbol for quality requirements in the EU Tem]
. . Hum
Avoid exposure to sunlight
(for Leukoplast skin sensitive and Leukosilk) 16.S
Keep away from moisture Fori
f (for Leukoplast skin sensitive and Leukosilk) exph
inac

Id Manufacturer Fori

) thep
REF Acrticle number cond
la. Medical device 171
Med
EU registered trade mark biolc
® epidt
acco
Grapbhical symbols on folding 30X (consumer group pack) 18.2
Symbol Explanation "
Product conformity symbol
CE conformity sy e
for quality requirements in the EU pailie

Id Manufacturer

2 Expiration date
L J
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LOT Batch code

Products meet the requirements of environmental standards

15. Information about transportation of MD and storage conditions

Medical adhesive tapes are recommended to store in a dry and clean place without exposure to
direct sunlight. The temperature during transport shall not be higher than 30°C and fall not under -
20®C for one week.

The product must be transported in transport packaging that protects the product from damage, in an
environment that does not allow excessive moisture and direct sunlight. No special pressure regime
is required during storage and transportation of the product.

Here are storage ranges:

Storage conditions

Temperature (*C) +15®C-+30°C
Humidity %) Max. 65%
16. Shelf Ufe

For medical adhesive tapes (Leukosilk®, Leukoflex®, Leukofix®, Leukopor® and Leukoplast®) the
expiration date is set within 5 years from the production date indicated on the package, when stored
in accordance with the specified conditions.

For medical adhesive tape Leukoplast® skin sensitive the expiration date is set within 3 years from
the production date indicated on the package, when stored in accordance with the specified
conditions.

17. Utilization

Medical adhesive tapes are Intended for single use only. After use, the products may pose a potential
biological hazard and must be disposed of in accordance with legal requirements as
epidemiologically hazardous waste (hazard class B). Handling and disposal must be performed in
accordance with good medical practice and applicable local, state, and federal laws and regulations.

18. Manufacturer’s warranty

Medical adhesive tapes warranty covers material, function and workmanship when used on one
patient only. Reuse is prohibited.
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X9.Authorized representative in Russia

Authorized representative in Russia:

LLC Essity

Krzhizhanovskogo str.14 bld.3.
117218 Moscow

Russia

Manufacturer and developer: BSN medical GmbH

Postal address:
Quickbomstrasse 24
20253 Hamburg
Germany

Production sites:

BSN medical GmbH
Heykenaukamp 10
21147 Hamburg
Germany

BSN medical SAS
Rue du Millenaire
CS 90022

72320 Vibraye
France
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Juristic address:
Schutzenstrasse 1-3
22761 Hamburg
Germany

20. Lis

1. 1SO

2. DIN

3.EN

4DIN

5.DIN

6.1SO

7.MEI



0.List of applicable national standards

1.I1ISO 13485:2016 Medical devices - Quality management systems - Systems
requirements for regulatory purposes
This international standard specifies requirements for a quaiity
management system that can be used by an organization for
the design and deveiopment, production, instaliation and
servicing of medicai devices, and the design, development, and
provision of related services.

2 DIN EN ISO 14971 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.

la.EN ISO 10993-1 Biological evaluation of medical devices - Part 1:
Evaluation and testing within a risk management.
4.DIN EN 62366-1 Medical devices - Part 1: Application of usability

engineering to medicai devices

5.DIN EN1041 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.

6.1SO 15223-1 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.

7.MEDDEYV 2.7.1 rev. 4 Guidelines on Medical Devices, Clinical Evaluation
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Appendix

Cello 33.33-42, Italy

MSDS Ahlstrom 02759-90002-00 Polyester Viscose Non-Woven, France

MSDS RKW 01405-90001-00 und 14530-90000-00 Polyethylene Film, Germany
MSDS TAG 01641-90004-00 Polyacetate Fabric, Italy

MSDS Wacker Silikon 2100 A, Germany

MSDS Wacker Silikon 2100 B, Germany

MSDS-Leukofix Leukoflex Medifol 22000, Germany

Product Spec adhesive mass rubber Lasso, France

TDS Recortex, Spain

©ooNooscwWDd
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LMP IKEMMNL KAPTXAYC | LUHANAEP

- Konua BepHa-

HacTosimm s NOATBEPX A0, UTO HUXKEeCNefytoLLee ABNSETCS NOANMHHOM KONWein opuruHana.

Fam6ypr, 29 HoA6ps 2021

[MeyaTb

/noanuce/
HoTapuyc Xaliko Liup
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«YTBEpXaa»
Capa LUTETTMHrep -
Crapumii cneumanuct OTAena HopMaTVBHO-MPaBOBOIO

perynumpoBaHns KomnaHmm
«bCH megukan 'm6X»/ BSN medical GmbH

nupepa B 061acTn MHHOBaL M
M YCTONYMBOrO pPasBUTmUA

BCH megukan T'm6X» /BSN medical GmbH
SchUtzenstrasse 1-3, 22761 Hamburg, Germany, "'epmaHu

«BCH megukan rM6X»/BSN medical GmbH
Quickbomstrasse 24, 20253 Hamburg, Germany, 'epmaHus

NHCTPYKLUMSA NO NPUMEHEHNIO
Ha MeAULIMHCKOe n3aenune

JeiikonnacTbipy MeANLIMHCKME (UKCUPYIOLLIME

Nnpoun3BOACTBA
«BbCH meankan M'm6X»/ BSN medical GmbH

2021
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1. HanmeHoBaHWE M U

NeiikonnacTbipy MeAULMHCKNE QUKCUPYIOLLME , BAPWUaHTbl UCMONHEHUS:

Leukopor, Leukoflex, Leukofix
pasmepbl: 1,25 cM X 5M,25CcMX5M, 5¢cMm x5 ™

Leukosilk, Leukoplast
pasmepbl: 1,25 cMm x 4,6 M, 25 cM x 4,6 M, 5cM X 4,6 M

Leukoplast skin sensitive
pasmepbl: 1,25 cm X 2,6 M, 2,5 CM X 2,6 M

2. [MpownssoguTens:
«BCH mepgunkan F'm6X»/ BSN medical GmbH

MouTOBbLIV agpec:
Quickbornstrasse 24,
20253 Hamburg,
Germany, NepMaHus

O pngnyeckunii agpec:
Schtitzenstrasse 1-3,
22761 Hamburg, Germany, NepmaHus

MecTo Npon3BOACTBa:
«BbCH megukan T'm6X»/ BSN medical GmbH
Heykenaukamp 10,21147 Hamburg, Germany, NepmaHus

Onsa BapnaHTa ncnonHeHnsa Leukoplast
«bCH megukan CAC»/ BSN medical SAS
Rue du Millenaire

CS 90022

72320 Vibraye

France, ®paHuyus

3.HABHAYEHVE MEAVWLMHCKOIO U3AENNA

NelikonnacTblpn MeAWLMHCKUE (UKCMpYHOLWMe — MpefHa3HaYyeHbl AN KPaTKOBPEMEHHOTO
MCNONb30BaHUA HA HEMOBPEXAEHHON KOXe AN rMKcauum NoBs30K BCEX TUMOB M Pa3Mepos, a

TakxXe Ans gukcaumm Tpy6oK, KaTeTepoB, 30HA0B, KaHO/b, KPENAEeHNS 3/1eKTPOAOB W APYruX
N3MepUTENbHbIX YCTPOWCTB.

M3penns HecTepubHble, 1 Knacca pucka npuMeHeHus.
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4. TlokKa3aHua K npumeHeHutio MU
dukcaumnsa NoBA30K BCEX TUMOB U pa3MepoB, TPYOOK, KaTeTepoB, 30HA0B, KaHK0 /b, KpenneHme
3N1eKTPOLOB U APYTUX N3MEPUTENbHBIX YCTPONCTB.

5. TpoTnBonokKasaHuns

[ns n3genuns Leukoplast: BO3MOXHaA anfeprus Ha natekc Uan KaHugosb.

6. Mo6oYHbIe 3PP eKThI

He 13BeCTHO HMKaKMX PUCKOB M MOGOYHBIX 3PMEKTOB, KPOME BO3MOXHOW anneprum Ha natekc um
KaHU(onb B OTHOWeHUU mn3genusa Leukoplast.

7. Mepbl NpefoCTOPOXXHOCTU

Mpouecc ynpaBneHNs  pPUCKamun BbISABU [Ba PUCKA: BO3MOXHbIE KOXHble peakuumn (Hanpumep,
anneprus Ha natekc WAM KaHWM(pONb WAN Mauepaums, BbI3BAHHASA BbICOKOW BNaXHOCTbIO) U
Henpasun/IbHOe UCNO/Ib30BaHNe n3genus (Hanpumep, NCMoab30BaHNE He MO Ha3HAYEeHUI0).

N3penvne Leukoplast: cogep>XuT HaTypanbHbl NaTeke U KaHU(Ob.

8. MH®OPMALUWA O NOTEHUMANBHBIX MOTPEBUTENAX MU

Neikonnactelpyn MeAUUNHCKME UKCUPYIOLLME PEKOMEHJ0BaHb! AN MPUMEHEHUS
MeANLNHCKUMUN paboTHMKaMM B fie4ebHbIX U 1e4eOHO-NPOMUNAKTUYECKUX YUPEXAEHNAX U

nauymneHTamun.

9. ®YHKUMOHaNbHbIE XapakKTepuctukn M

Leukosilk

HanmeHoBaHue napameTpa XapakTepucTtuky napameTpa MeTog ncnblTaHW
ConpoTuBneHne oTcnanBaHuio 1.5- 2.9 H/cm ¢ ycuneHunem JBS 40000083
KNneeBoro cnos ( ycuneHue 150-290 H/m

nneHkon tesa 104)

Bo3gyxonpoHNLaemocCTb H/N H/N

CKOpOCTb NPOHNLAEMOCTH >300 r/m"*24y JBS.40000101
BOZAHbIX Mapos

AHTUMUKPOOHAA aKTUBHOCTb H/N H/N
ATpaBMaTUYHOCTb H/N H/N

(PYHKLMOHaNbHON NOAYLIEYKN K
MOJenu paHeBO NOBEPXHOCTU

Bpemsa cmaymBaHus H/n H/n
(hYHKLMOHaNLHOW NOAYLLEYKHN,

c

MaponpoHnLaeMocTb H/n H/n

TonuwmHa n3genms 0,21 £0,04 mm DIN EN ISO 9073-2
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[MoBepxHOCTHaA MAOTHOCTb

Leukopor

HanmeHoBaHWe napameTpa
ConpoTuBneHne oTcnamBaHunio
K/ieeBoro cnos (ycuneHue
nneHkon tesa 104)
BosgyxonpoHuuaemocTb
CKopoCTb MPOHULAEMOCTH
BOAAHbLIX Napos
AHTUMNKPOOHAsA akKTUBHOCTb
CopbumnoHHas eMKOCTb
(hYHKLMOHAIbHON NOAYyLIeYKn
Bpemsa cmaumBaHug, ¢
[MaponpoHuLaeMocTb
TonwwnHa nsgenns
MoBepXHOCTHadA NJIOTHOCTb

Leukofix

HanmeHoBaHue napameTpa
ConpoTtusneHve oTcnanBaHunio
KneeBoro cnosa (ycuneHue
nneHkon tesa 104)
Bo3ayxonpoHuL,aeMocTb
CkopocTb NPOHNLAEMOCTH
BOASHbIX NapoB
AHTUMUKPOOHasA aKTUBHOCTb
CopbumnoHHas eMKOCTb
(PYHKLMOHaNbHOW MOAYyLIeYKN
Bpems cmaumsaHug
(hYHKUMOHANIbHOM NOAYLUEYKH,
c

MaponpoHnLaemMocTb
TonwmnHa nsgenns
[MoBepXxHOCTHAdA MAOTHOCTb

Leukoflex

HanmeHoBaHUe napameTpa
ConpoTusneHne oTcnamBaHuIo
K/eeBoro cnos ( ycuneHuve
nneHkon tesa 04)
Bo3agyxonpoHuLaemocTb
AHTUMUKpPOOHAA aKTUBHOCTb
CopbumnoHHas eMKOCTb
(YHKLMOHaNbHOW NOAYLIEYKHN
Bpema cmaymBaHus

(QYHKLMOHANbHOW NOAYLLIEYKH,
c
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166 + 25 r/m2

XapakTepucTtukun napamertpa
1.2 2.6 H/cMm ¢ ycuneHuem
120-260 H/m

> 1 [GnVemVc]
>500 r/m~24y

H/N
H/n

H/N

H/N

0,16 £ 0,04 mm
80 + 10 r/m2

XapakTepucTukm rnapameTpa
1.6-3 Hicm ¢ ycuneHumem
160-300 H/m

>5 [emVem/]
>500 r/(M"*24y

H/n
H/n

H/n

> 500 r/m" 24y
0,17 + 0,04 mm
130 + 25 r/m2

XapakTepucTukn napameTpa
1.5-3.1 H/cm ¢ ycuneHunem
150-310 H/m

H/N
H/N
H/n

H/N

JBS.40000051

MeToa ncnbiTaHui

JBS 40000083

JBS.40000050

JBS.40000101

H/N
H/n

H/n
H/N

DIN EN ISO 9073-2

JBS.40000051

MeTopa ucnbiTaHnin

JBS 40000083

JBS.40000050

JBS.40000101

H/n
H/n

H/N

JBS 40000101
DIN 53370
JBS.40000051

MeToa ncnbliTaHui

JBS 40000083

H/n
H/n
H/n

H/n

Essity internal



MaponpoHuLLaeMocTb
TonwmnHa nsgenns
[MoBepXHOCTHAdA MAOTHOCTb

Leukoplast skin sensitive
HanmeHoBaHue napameTpa
ConpoTusneHne 0TClanBaHuIo
KneeBoro cnos ( ycuneHue
nneHkon tesa 104)
Bo3gyxonpoHuuaemocTb
CKopocCTb MPOHML,AEMOCTH
BOJAHbLIX MapoB
AHTUMUKPOGHas aKTUBHOCTb
CopbunoHHas eMKOCTb
(hYHKLMOHANbHOW NOAYLEYKM
Bpems cmaumBaHus
(DYHKLMOHANbHOWN MOAYLLEYKHN,
c

MaponpoHNLaeMocTb

TonwmnHa nsgenng
[MoBepXHOCTHAdA MIOTHOCTb

Leukoplast

HanmeHoBaHne napameTtpa
ConpoTurBieHne O0TCanBaHuio
KnieeBoro cnos ( ycuneHue
nneHkon tesa 104)
Bo3ayxonpoHuMLaemocTb
CkopocTb NPOHNLAEMOCTH
BOAAHbLIX NapoB
AHTUMUKPOOHasA aKTUBHOCTb
CopbumnoHHas €MKOCTb
(hYHKLMOHAbHON NOAYLLeYKN
Bpems cmaumBaHua
(hYHKUMOHANIbHOM NOAYLLIEYKMN,
c

MaponpoHuLaemMocTb

TonwmnHa nigenns
[MoBepxHOCTHAaA NAOTHOCTb

H/n
o4 mm +/- 0/02 mm
95 + 25 /M2

XapaKTepI/ICTI/IKI/I napameTpa
0.15-0.6 H/cm ¢ ycuneHvem
15-60 H/m

H/n
>300 r/m~*24y

H/n
H/n

H/n

H/n
0,27 £0,07mMm
250+50r/m2

XapakTepucTukn napametpa
2.5 - 4 H/cm ¢ ycuneHunem
250 - 400 H/m

>1 [emV cmV c]
>500 r/(m"*24y)

H/N
H/N

H/N
H/N

0,32 mm +/- 0,064 MM
220 £50r/m2

CrBIM: CKkopocTb NPOHMLAEMOCTN BOASHbLIX NapoB
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H/n
DIN 53370
JBS.40000051

MeTopg ucnbiTaHwnii
JBS 40000083

H/n
JBS.40000101

H/n
H/n

H/N
H/N

DIN EN ISO 9073-2
JBS.40000051

MeTog ucnbiTaHui
JBS 40000083

JBS.40000050
JBS.40000101

H/N
H/n

H/N

H/n
DIN EN I1SO 9073-2
JBS.40000051
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10. TexHnyeckne xapaktepnuctnkn M

Moka3aTtenb, Mm BapuaHTbl ncnosnHeHna MU
Leukopor, Leukofix, Leukopor, Leukofix, Leukopor, Leukofix,
Leukotlex Leukoflex Leukoflex
1,25 cm x 5m 2,5 CM x 5m 5¢cmx5mMm
LLInpvHa n3genus 12,515 25+ 15 5071,5
AnnHa nspenvs 5000 +£150 5000 150 5000 £150
lMokasaTtenb, MM BapuaHTbl ucnonHeHna MU
4 Leukosilk Leukosilk Leukosilk
1,25cMm x 4,6 m 25¢cM x4,6 m 5cmMmx4,6Mm
WwnpuHa usgenna 125+ 15 25+ 15 50+ 15
OnunHa n3genuna 4600 = 150 4600 £ 150 4600 = 150
Moka3aTenb, MM BapuaHTbl ncnonHeHma MUu
Leukoplast skin sensitive Leukoplast skin sensitive
1,25cm x2,6m 25cm X2,6m
WwnpnHa n3genna 12,5 £1,5 25+ 15
OnvHa nsgenua 2600+ 150 2600+ 150

11 Pucku npumeHeHns MU, npoTneonokasaHus, oxuaaemble 1 npeickasyemole No6oYHbIE
3 (heKTbl, CBA3aHHbIE C MPpUMeHeHeM MW no HazHaYyeHuIo.
OtcyTcTBYIOT

12. Cnoco6 npumeHeHns MU

Pa3MoTainTe NNacTbIpHYH MOMOCKY U OTpeXbTe. 3aTem 3ahuKCUpyinTe

MOBA3KY UNN MeULUHCKOE n3fenue.

13. ycnosug skcnnyataunum MU

NeiikonnacTbipy MegMLMHCKNE (hUKCUpytowme cnefyeTt MCNOb30BaTb 40 UCTEYEHMNS CPOKa

rogHOCTH, YKa3aHHOro Ha ynakoBKe. XpaHVITb n3penne B Cyxom 4YmcTtomMm MecTe BAanin OT
CO/IHEYHOT O CBETa.

Tpeb6oBaHUA K YC/IOBUSAM OKpYyXarLein cpegbl
Temneparypa (*C) +15“C- + 30“C

BnaxHocTb (%} Makc 65%
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14. Mapkunposka M 1 ynakoBku

Ha kaTywke(wnyne) ykasaHo:

- HaumeHoBaHne MU

- HAaMMEHOBaHWe ¥ afpec NPou3BoaNTeENA
-HOMep napTun LOT

- rofieH go

Mpathnyeckne cCMMBONLI Ha KaTyLwwKe (Wwnyne):

Cumson 3HaueHune
3genvne coOTBETCTBYET OCHOBHbIM TPe6OBaHUAM AMPEKTUB
C € EC v rapmoHun3mMpoBaHHbIM cTaHAapTam EBponeickoro
coto3a
MpoayKuns COOTBETCTBYET TPe6OBAHUAM 3KOOTMUYECKUX
CTaH4apToB.

Ha 3alnMTHOM KONblie U3Aenus ykasaHo:
- HaMMeHoBaHue MU
- HaMMeHOBaHue ¥ afpec NPou3BOANTENS
- HOMep apTukyna
-pasmepbl MU
- WTPUXKOL
- «COAepP>XKNT unmn He cogep>knT JTATEKC» (ana Leukoplast/Leukoplast skin sensitive)
WioroTun “essity”

pathmyeckme CMMBO/bI Ha 3alMTHOM KofbLle M

1 Cumson 13HaueHue
1 > MpoAyKLMa COOTBETCTBYET TPEOOBAHNAM IKOMOTNYECKUX
CTaHAapToB
N3penve cooTBETCTBYET OCHOBHbIM TPeb0BaHUAM AUPEKTUB
C € EC u rapMOHM3MpOBaHHbIM CTaHapTam EBponeiickoro
coto3a

He ponyckaTb BO34eNCTBMA COMIHEYHOTO CBeTa
(ana Leukoplast skin sensitive, Leukosilk)

bepeub oT BNaru

f (ans Leukoplast skin sensitive, Leukosilk)
MpounssoanTens
REF Homep apTukyna
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MeauumHCKoe naaenwve

3aperunctpupoBaHHas B EC Toprosas mapka
(D

rpadguyeckne CMMBO/bI Ha CKNafgHOM Kopobke (rpynnoBoi NoTpebuTenbCKOM ynakoBKe)
Cumson 3HauyeHue
WN3penvie cooTBETCTBYET OCHOBHbLIM TPeb0OBaHUAM AUPEKTUB
EC 1 rapmMoHM31pOBaHHbIM CTaHAapTam EBponelickoro
coro3a
MpounssoanTens

Homep naptun

MpoayKLmMs COOTBETCTBYET TPE6OBAHUAM IKONOTMYECKMX
CTaHaapToB.

2 Cpok rogHocTu
L J

LOT
L J
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15. CBefeHns 0 TpaHCNOPTMPOBaAHUU U XpaHeHUn MU

NelikonnacTblpy MefULUUHCKUE DUKCUPYIOLLME PEKOMEHAYETCA XpaHUTb B CYXOM M YUCTOM MecTe, u3beras
nonagaHua nNpAMbEX COMHeYHbIX nyyeil. W3genue cnefyeT MepeBO3UTb TPAHCNOPTHOM  YMNakoOBKe,
3awWuwaolLein n3genne oT MOBPeXAeHWI, He [OMYyCKaTb Ype3MepHOW BNAXHOCTM W nonajaHusa MpaMblX
CO/IHEYHbIX Ny4yeil. TemnepaTtypa He AO/KHa 6biTb Bbiwe 30 ®C 1 He HuxKe -20 ®C. Mpu xXpaHeHUn U
TPaHCNOPTUPOBKE NPOAYKTa He TpebyeTca cneunanbHOro pexxumMa faB/eHus.

YcnoBus xpaHeHns
Temnepatypa(C) +15“C- + 30“C
BnaxHocTb(%) Max. 65%

16. CpoK rogHoctu

[ns neitkonnactbipein meguumHcknx pukcnpyrowmx (Leukosilk, Leukoflex,

Leukofix and Leukopor) cpok rogHocTu ycTaHaB/nmMBaeTCs B TedyeHue 5 net ¢ gatbl

NPOM3BO/ACTBA, YKa3aHHON Ha yrnakoBKe, NPy XpaHeHUN B COOTBETCTBUMU C YKa3aHHbIMU
YC/I0BUSAMMU.

Lns Ona neiikonnacTbipei megmunHckmx gukcupyrowmx Leukoplast skin sensitive cpok
ro4HOCTU yCTaHaBNMBaeTCA B TeyeHue 3X N1eT ¢ faTbl NPOM3BOACTBA, YKa3aHHOM Ha ynakoBKe, npu
XPaHeHUN B COOTBETCTBUM C YKa3aHHbIMU YCIOBUAMMN.

17. YTunmnsauums

NelikonnacTblpy MeAMLUHCKME (UKCMpPYHOLLMe NpefgHa3HayeHbl TONbKO ANS  OAHOPA30BOro
ncnonb3oBaHusA. locne  MCNOMb30BaHUS  MPOAYKTbI  MOFYT MNpeAcTaBAsfiTb  MNOTeHUMaNbHYHO
OMONOrMYECKYH) 0NacHOCTb U AO/MKHbI ObiTb YTUAN3MPOBAHbI B COOTBETCTBMM C TPebOBaHMAMMU
3aKOHO/aTeNbCTBA KaK aNMAeMMONOrMYeckn onacHble 0TxoAbl (knacc onacHoctu B). O6pauieHune u
yTUAN3aLMs AO/MKHBI NPOM3BOAUTHCS B COOTBETCTBMM C HaAfeXalleil MeaUUNHCKOM NPaKTUKOW W
MPYMEHVMbIMU MECTHbIMU, TOCYAAPCTBEHHBIMU W (efepanbHbIMW 3aKOHAMU U NOCTaHOB/EHUSMU.

18. TapaHTuUu npousBoAuTENA
apaHTVAa Ha JleikonnacTblpn MeAULMHCKME (IMKCUpYIOLWMe pacnpocTpaHseTca Ha MaTepuansl,
beHKLLI/IOHaI'IbeIe nokasatennm N Ka4eCcTtBo U3roTOBMIEHNA NPU YCNOBUN MNCNOJ/1Ib30BaHNA TONIBKO

ANS OAHOr0 nauueHTa. MOBTOPHOE MCMOMb30BaHME 3anpeLLeHo.

19. YN0NHOMOYEHHbIN NpeacTaBUTeNb NPoM3BoAMTENS B Poccum

B TeueHMe rapaHTUINHOrO CPOKa MPETEeH3NN NPeabABAAIOTCA K NPOU3BOAMTENIO MO aApecy:
000 «3centu», 117218 r. MockBa, yn.KpxmxaHosckoro, 4.14, kopn.3,
Ten.:+7 (495)967-33-67

20. CNUCOK NPUMEHSAEMbIX HaLMOHa/bHbIX CTAHAAPTOB.

SO 13485:2016 N3genna megnumnHckne —CucteMbl MeHeKMeHTa KayecTBa -
Tpe6oBaHMA aNs Lenein HOPMaTUBHOIO perynmpoBaHus
HacToawwmin MexgyHapogHbli CTaHgapT ycTaHaBiMBaeT
TpeboBaHMA K CUCTEME MEHeIKMEHTa KayecTBa, KOTOpble MOryT
ObITb MCMONb30BaHbl OpraHu3aLueit, y4acTBYOLLeR B BbIMOMHEHUN
O[HOTO WM HECKONbKMX 3TANOB XXU3HEHHOTO LMKNa
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MeJMLUHCKOTo U3Aenus, BKOYas NPoeKTUPOBaHUe 1 paspaboTKy,
MPOM3BOACTBO, XpPaHEHME 1 NOCTAaBKY, YCTAHOBKY, TEXHUYECKOE
06CNy>XMBaHNe, OKOHYaTeNbHbI BbIBOZ W3 aKCNyaTaLuu v
YyTUAN3ALMI0 MEAVLUHCKUX U3AENNIA, a TakKe NPOEKTUPOBaHUE W
pa3paboTKy UM NpefocTaBleHNE CONYTCTBYOLWMX YCAYT.

2.DIN EN ISO 14971 T1puUMeHeHWe MeHeMKMeHTa PUCKa K MegULUHCKUM N3aennam

HacTosiwuii MexXayHapoaHbIii cTaHAapT peKoMeHAyeTCs
paccMaTpuBaTh Kak OCHOBY /151 OCYLLECTB/IEHUS N3FOTOBUTENAMU
pe3ynbTaTUBHOIO MeHeA)XMeHTa BCEX PUCKOB, CBSA3aHHbIX C
MPYMEHEHUEM MeAULMHCKMUX U3aennii. HacToswmin ctaHaapT
yCcTaHaBNMBAEeT AN M3rOTOBUTENS NMPOLLECC OnpeneneHns
0NacHOCTel, CBA3aHHbIX C MeANLUHCKUMMN U3AENNAMU U
npouesypbl ONpefeneHuns, oLeHBaHMS, yNpaBneHns puckamu un
MOHWUTOPWHTA Pe3yNbTaTUBHOCTU AAHHOTO YNpaBieHuns.

f I3.EN 1SO 10993-1 OueHKa 610/10rMyYecKoro AeicTBma MeguUUHCKNX U3LeNni.
YacTb 1. OCHOBHbIe MPUHLMMbI OLEHKN 6100 MYECKOro AeincTBmA
MEAVLMHCKNX M3LeNNI B paMKax ynpas/ieHns prckamm

4.DIN EN 62366-1 MeanumHckne nsgennsa - vactb 1. NpoekTnpoBaHue MeAULNHCKNX
U3L4eNnin C y4eTOM 3KCNayaTauMoHHOW NPUro4HOCTM

5. DIN EN 1041 MHmopmauma, npegoctassisiemas U3rotToBUTENEM

HacToAwmnin eBponeicknii cTaHfapT ycTaHaBnBaeT TpeboBaHUA K
NH(OpMaL MK, KoTopas f0/KHa 6bITb NpefoCcTaBNeHa
M3roToBUTENEM AN MEAULUHCKUX WU3LeNniA cornacHo AupekTnsam
EBponelickoro coobwecTtsa. LlOKyMEHT He perfaMeHTUpyeT A3bIK
WK cpefcTBa, NPYMeHseMble A8 NPefoCTaBNEHNSA U Nepeaayn
WH(opmauun.

6. ISO 15223-1 MeanunHckne nsgenmst -CUMBO/bI, NPUMeEHAEMble NPU
MapKMPOBaHMN Ha MeAULMHCKUX U3AeNnNsAX, STUKETKAxX 1 B
COMPOBOANTENIbHOI JOKYMEHTALNY
HacTosimin MexxayHapoaHbliA CTaHAApPT paccMaTPMBAeT CUMBO/IbI,
KOTOpbEE MOryT GbETH 1CMO/Mb30BaHbI 151 Nepefadun HEKOTOPbIX
acrneKToB MH(OPMaLWK, BaXKHbIX AN PEryNMPYHOLLMX OPraHoB Mpu
OLIeHMBaHUM 6e30MacHOro ¥ HaANEeXallero NPUMeHeHUst MeaULIMHCKUX

n3aenui.
7. MEDDEV 2.7.1 PyKoBOACTBa N0 NPOBEAEHNIO KIMHNYECKOW OLEHKN MeANLMHCKNX
rev. 4 M KNMHNYECKUX UCCNef0BaHNIA MeAULMHCKNX U3LeNnid

n
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NepeBof faHHOIO TEKCTA BbINOMHEH NepeBoAYNKOM AneKceeBbiM Aniekceem AneKcaHLpoBrYeM.

NOANNCh

Poccuiickaa degepauuns

Mopop Mocksa.

TpuHagLuaTtoro fekabps ABe TbiCAYN fBajLaThb LEPBOro roja.

A, lpokoweHkoBa EneHa EBreHoeBHa, HoTapuyc ropofa MOCKBbI, CBUAETENbLCTBYIO
NOA/IMHHOCTbL NOANUCK nepeBojunka Anekceesa Anekced AnekcaHaposuya.

Mopnuck caenaHa B MOEM NPUCYTCTBUN.

JInyHoCTh NognucasLlero OKYMEHT YCTaHOB/EHaA.

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

YnnayeHo 3a COBepLUEHNE HOTapuanbHoro feiicTaus: 400 py6. 00 kon.

MEPBOBAA MEYA.b E.E. NMpokolleHKoBa

HOTAPVYCA

NPOLWHYpPOBaHO, NPOHYMepPOBaHO U CKpenseHo nevateto /K nuct(-a,-oB).

E.E. NpokoLeHKoBa

fo.:

HCTA[1nyc ropoga
C NPeACTaBNEHHOTO

E. MpokoweHkoBa

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



