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Instruction for use

Mepitel* Soft silicone wound contact layer



Molnlycke®

C € 2797

STERILE EO

Manufacturer/MpounssoguTtens

Molnlycke Health Care AB
im Gamlestadsvagen 3C, Box 13080

SE-402 52 Goteborg, Sweden
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HavmMmeHoBaHVe MeaUUMHCKOro nsgenus

MoBsA3Ka cTepunbHasa ogHOpa3oBas Ha paHy Mepitel* ¢ MATKMM CUNMKOHOBbLIM
nokpbiTnem Safetac*, Tunopasmepbl:

-5X7,5cm;

-7,5X10 cm;

-10 X 18 cm;

-20 X 30 cm.

OnucaHne n3genus

Mepitel npeacrasnseT coboi npo3payvHyto nepopnupoBaHHyto
Heabcopbupylowy nosaA3Ky. OTKpbiTad sg4yencrTas CTPYKTypa no3Bonser
OTBOAUTbL 3KccydaT. 3TO MOMOraeT YMEHbLWUTb YacTOTy CMeEHbl MOBA3KM,
HenocpeacTBEHHO Npuserawleid K paHe, U MO3BOMASIET CBECTU K MUHUMYMY
BO34ENCTBME Ha paHy nNpM CMeHe BTOPUYHOW MOBA3KW. [loBA3Ka uMeeT

KOHTaKTUPYWLWWA C paHeBOl nNOBepxXHOCTb cnoin Safetac®, KoTopbli
c034aeTcsl C MCMNOMb30BAaHMEM YHWUKANbHOW TEXHONOrUMM CcaMOK/IesAWwmnxXcs
NOBSI30K. McMosib30BaHMe 3TOr0 €109 MUHMMU3NPYET 60MeBble OWYLEHUS Y
naumeHTa nTpaBMUpPOBaHUE paHbl 1 KOXXM BOKPYr Hee Npu yaaneHun noBsA3Ku.
MoBsA3ka Mepitel cocTonT M3 cnefyoWw X KOMNOHEHTOB:

e MAFKOM  CWUINKOHOBOW  HaKNafaKuM, KOHTaKTMpylwemn C  paHeBoil
nosepxHocTblo (Safetac);

e npo3payHoii M TrUBKOI NOANaAMWUAHON CETKM C OTKPLITOW SA4YencToii
CTPYKTYPOIi.

CocTaB MaTepuana NoBsi3KW: CU/IMKOH, MNOnaMug

Ha3sHayeHue MeanLNHCKOTo N3nenus

Mepitel®- aTo Markas CUMNMKOHOBas MOBA3Ka Ha paHy, pa3paboTaHHas Ans
yX0/4a 3a WUPOKMM CMEeKTPOM 3KCCYANPYHOLWMX paH.

Mepitel® pany,

nponyckawLuei akccygaT n obecneumBarowen pukcaymo n 3aWmTy TKaHel.

ABNSETCA  CeTyaToii  Henmpuaunawlen MnoBA3KON Ha

MoBsiska Mepitel® npeaHasHayeHa ANS pasHbiX BUAOB PaH, BbliAENSOWMX
3KCCyAaT, HanpuMep paspbiBOB KOXW, KOXHbIX CCaAWH, YWUTbIX paH, 0XOroB
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The name of medical device

Wound dressing Mepitel® with soft silicone layer Safetac®, In different sizes:
- 5x7,5 cm;

-7,5x10 cm;

- 10x18 cm;

- 20x30 cm.

Product description

Mepitel is a transparent perforated and non-absorbent dressing. The open
mesh structure allows exudate to pass. This can reduce frequent dressing
changes closest to the wound and allows for changing the secondary
dressing with minimized disturbance of the wound. The dressing has a
SafetacR wound contact layer that Is a unique adhesive technology. It
minimises pain to patient and trauma to wounds and the surrounding skin
at dressing removal.

Mepitel consists of:

« A soft silicone wound contact layer (Safetac).

= A transparent and flexible polyamide net with open mesh structure.
Dressing material content: Silicone, polyamide.

Intendent use

Mepitel® is a meshed non-adherent wound contact layer allowing passage
of exudate and providing fixation and protection of tissues.

Mepitel® is designed for a wide range of exuding wounds such as skin tears,
skin abrasions, sutured wounds, partial thickness burns, lacerations, partial
and full thickness grafts, diabetic foot ulcers, venous and arterial leg ulcers.
Mepitel® can also be used as a protective layer on non-exuding wounds,

blisters, fragile skin and exposed fragile tissues.



nepBoii 1 BTOPOI CTerneHu, pBaHblX paH, TPAHCNNAHTATOB Pa3HOW TOMLWUHBI,
AMabeTUYeCKON CTOMbl, BEHO3HbIX Y apTepuasbHbIX 3B HUXHUX KOHEYHOCTEA.

Mepitel* TakKke MOXHO MNPUMEHATb B Ka4yecTBe 3alUTHOro  CJod,

NMOKpbIBaKLWEro paHbl 6e3 3KccygaTa, BONAbIPU, PaHUMYK KOXY wu/unu
6onbluMe naowanm NOBEPXHOCTU PaHNMbIX TKaHeMN.

Moka3aHusi K NPUMEHEHUI0

Mepitel® -

pa3paboTaHHasa Ans yxo[a 3a WNPOKMM CNEKTPOM 3KCCYAUPYIOLINX paH.

3TO MArKas CUAMKOHOBAs KOHTaKTHas Hakfnajgka Ha paHy,
Mepitei® sBnseTca ceTyatol HenpunMnawuwel KOHTAKTHOM HakKIaAKoW Ha
paHy, MponycKawlieil akccygar u obecneumBawlwei (uKcaumo u 3awuty
TKaHe.

MNoBa3ka Mepitel® npegHaszHayeHa ONA pasHbIX BUAOB paH, BblAeNsALWUX
3KCCyaaT, HanpuMep paspbiBOB KOXMW, KOXHbIX CCaVH, YLWINTLIX paH, 0XOroB
nepBoii 1 BTOPOI CTENeHU, pBaHbIX paH, TPAHCNIAHTAaTOB pPa3HOW TOMLWMHbI,
AnabeTnyYecKon CTOoMbl, BEHO3HbIX Y apTePUasbHbIX 3B HUXHUX KOHEYHOCTEN.
Mepitel®
NOKPbIBAKLLETO pPaHbl

TakK)XXe MOXHO nNpuMeHATb B  KaydectBe 3alllUTHOro cnosd,

6e3 akccygata, BOAAbIPU, PaHUMYIO KOXY W/nau
6onblIne NaoWany NOBEPXHOCTU PAHUMbIX TKaHel.

MpoTMBONOKa3aHMs

FMnepyyBCTBUTENBHOCTb K Matepuanam/KOMMNOHEHTaM, BXOASLIUM B COCTaB
MeANLUHCKOro usgenus.

BO3MOXXHbl€ OC/TIOXHEHUSA N NO6OYHbIE 3(PEKTDI

- HpuumnpoBaHme paHbl;

- N136bITOYHOE 06pa3oBaHme rpaHynsaumnii;

- Annepruyeckue peakumu;

- KoxXHble peakuuu.

YCcnosus npuMeHeHus.

MoBsiska Mepitel® npegHa3HayeHa ANS MCMNOb30BaHUA B CTEPU/IBHON 1
HeCcTepunbLHOI cpeae, B 4OMaLIHMNX YC/IOBUSX, B YC/TOBUSAX 6ONbHULbI.

Monynauma nauueHToB:
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indications for use
Mepitel® is a soft silicone wound contact
management of a wide range of exuding wounds.

layer designed for the

Mepitel® is a meshed non-adherent wound contact layer allowing passage
of exudate and providing ~xation and protection of tissues.

Mepitel® is designed for a wide range of exuding wounds such as skin tears,
skin abrasions, sutured wounds, partial thickness burns, lacerations, partial
and full thickness grafts, diabetic foot ulcers, venous and arterial leg ulcers.
Mepitel® can also be used as a protective layer on non-exuding wounds,
blisters, fragile skin and exposed fragile tissues.

Contraindications 0
Hypersensitivity to the ingoing materials/components of the product.

Adverse Reactions

Wound infection;

Hypergranulation;

Allergic reactions;

Skin reactions.

Usage conditions

Mepitel® is intended to be used in sterile environment, non sterile
environment, home care, hospital environment.

Treatment population:



LieneBas nonynsaumsa naumeHTOB - 3TO NaLUEHTbl C 3KCCYANPYIOLUMU paHamm,
TakVMMN KaK pa3pbiBbl KOXMW, KOXHble CCaAMHbl, YLINTbIE paHbl, 0XOrM BTOPOWA
CTeneHy, pBaHble paHbl, TpaHcnnaHTaTbl pPasHOW TONWMHLI, AuabeTnyeckme
CTOMbl, BEHO3HbIE U apTepuasnbHble A3Bbl HUXKHUX KOHEYHOCTEN.

Mepitel* Takke MOXHO MPUMEHATb ONA NaUMEHTOB C HE3KCCYAUPYLWUMU
paHamu, TakMMMWU Kak, BOMAbIpW, paHMMas Koxa W 6onbwne nnaowagm
MOBEPXHOCTN PAHUMbIX TKaHeN.

Mepitel* MOXHO Mcnonb3oBaTb y MauMeHTOB, He3aBMCUMO OT UX BO3pacTa,
nosa u 3THUYECKON NPUHAANEXHOCTH.

Monynaumsa nonb3oBaTtenem

MoBaska Mepitel* pgomkHa  uCMonb3oBaTbCA  KBANMMULMPOBAHHBLIMU
MegUUVWHCKUMK paboTHUKaMW WAM HenpodeccnuoHanamMu nog KOHTPOIeM
MeaNLNHCKUX PabOTHUKOB.

OnucaHne npuHagneXxHocten, MeAUUUHCKUX U3genuin wnn mnsgenuii, He
ABNAOLWNXCA MEANLNHCKUMW, HO NPEAYCMOTPEHHbIX ANA UCMOb30BaHNS B
KOMBUMHaUNK ¢ 3a8B/IEHHBIM MeAULNHCKUM U3Lennem.

Bo3M0oXXHO mncnonb3oBaHue Mepitel ¢ BHelwHen agcopbupytowein noBa3kKoi Ha
YCMOTpPEHME fevalero Bpava.

Afcopbupytollas noBsi3ka He ABNseTcs

onpeaeneHHbIM MeaULNUHCKUM U3ennemM, MOXeT GbiTb CaMoeNbHOIA.

Mepbl NPeaoCcTOPOXHOCTH

e [pu HaAMuMM NPU3HAKOB MWHMEKUUW, Hanpumep MpU  NOBbILEHHOW
TeMnepaTtype, NOKPACHEHUWN paHbl, OKaSIbHOM OWYLWEeHUN Tensa UM oTeke,
o6patuTecb K MeAULNHCKOMY PaBoTHUKY A NOSyYeHUss COOTBETCTBYIOLLEro
neyeHus.

e Mpu MCMNONb30BAaHUU Ha OXOrax MNepBoOV W BTOPOli CTENeHW C BbICOKUM
PUCKOM GbICTPOIA FpaHynsiuMM WAM TNoCfe BOCCTAHOB/IEHUS KOXW Nuvua:
nsberaiite faB/fieHWA Ha MNOBSI3KY; CHMMaWTe W MEHANTEe MNOBA3KY He pexe

OZHOTO pasa B/Ba AHs.
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The intended patient population are those patients with exuding wounds
such as skin tears, skin abrasions, sutured wounds, second degree burns,
lacerations, partial and full thickness grafts, diabetic ulcers, venous and
arterial ulcers.

Also for patient population with non-exuding wounds such as blisters, fragile
skin and exposed fragile tissues.

Mepitel* can be used by patients regardless of age, gender and ethnicity.

User population
Mepitel* should be used by or under the supervision of a qualified health
care professional.

Key Accessories, Medical Devices or Non-Medical Devices, to Be Used in
Combination With Medical Device Submitted For Registration.

Mepitel can be used with outer absorbent dressing according to the GP
recomendayions. Outer absorbent dressing is not particular medical device.
It can be self-made.

Precaution(s)

« If you see signs of infection e.g. fever or the wound or surrounding skin
becoming red, warm or swollen, consult a health care professional for
appropriate treatment.

 When used on partial thickness burns with high risk of rapid granulation
or after facial resurfacing: avoid placing pressure upon the dressing, lift and
reposition the dressing at least every second day.

« When used on bleeding wounds or wounds with high viscosity exudate,
Mepitel should be covered with a moist absorbent dressing pad.



f

e B C/Mlyyae Ha/ioKeHus noBsA3kM Mepitel Ha KpoBoTouyalme paHbl UaM npu < When Mepitel Is used for the fixation of skin grafts and protection of
HannMuMM  BA3KOrO 3JKccyfara ee  creflyeT HakpbiBaTb yBfaxHeHHol  blisters, the dressing should not be changed before the fifth day post
abcopbupytoweii NOBA3KOMN. application.

= B cnydae npumeHeHnus nosasku Mepitel gns  dukcaumm  KOXHbIX e Do not use Mepitel on patient and/or user with known hypersensitivity
TPaHCNIaHTaTOB W 3alUThbl BOALIPENA MOBA3KY HE CrefyeT MEeHATb B TeueHue  to the ingoing materials/components of the product.

NATA fHel noc/ie HaNoXeHus. * Do not reuse. If reused performance of the product may deteriorate,
= 3anpeuaeTcsa ucnonb3osatb Mepitel 4ns naumeHToB n/unu nofb3osatenein ¢ cross contamination may occur.

[OKa3aHHOl MOBbIWEHHON YyBCTBUTENBHOCTBH K MaTepmanam/KOMMNOHEHTaM, » Sterile. Do not use if inner package is damaged or opened prior to use.
13 KOTOPbIX U3rOTOB/IEHO U3aenue. « Do not re-sterilise.

e He wucnonb3yiite u3genue noBTOpHO. [pM MOBTOPHOM MPUMEHEHWN
3(PHEKTUBHOCTL  U3AENUST  MOXET  CHU3UTLCS, a TakKkKe BO3MOXHO
BO3HWKHOBEHWE MEPEKPECTHONO 3apaxeHus.

e CTepunbHO. He ncnonb3ylite nsgenune, eciv ero BHyTPEHHSS ynakoBka 6bina
noBpeXaeHa WM BCKpbiTa A0 ynoTpe6neHus. He nopBepralite MoBTOPHOI
cTepunusauum.

CBefeHna 0 wmatepuanax >XWUBOTHOro/4yesioBeyeckoro npoucxoxgaeHusi, Information about materials of animal/human origin, pharmaceutical

NeKapCcTBEHHbIX CPeACTBax, BXOAALWMNX B COCTaB MEAULMHCKOIO 13aenus substances
He npumeHunmo. Not applicable.
NHCTPYKLMA NO NPUMEHEHUIO Instructions for use
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MNoBaska Mepitel MOXeT wucnonb3oBaTbCcA HenpodeccuoHanamy Noj
HabnwaeHneM KBanpuLuMpoBaHHOro MeANLMHCKOro paboTHMKa.

1. BbinosiHUTE 06bIYHbIE MpoOLeEeAypPbl OYUCTKU paHbl W TWaTesbHO OcylwuTe
OKpYXaloLWwylo Koxy.

2. BbibepuTe Takoin pasmep nossA3ku Mepitel, KoTopblii NOKPbIBAET paHy U He
MeHee 2 CM OKpYy>XKalLlen KoxXu. B cnydyae HeobxoammMocTu noBsA3Ky Mepitel
MOXHO pe3aTb.

3. YpepxuBasa 060/blIYH0 3aWUTHYH MMEHKY, CHUMUTE Manyk. YBRaxHute
nepyaTky, 4To6bLI NOBA3Ka Mepitel K HUM He npununana.

4. Hanoxwute nossi3Ky Mepitel Ha paHy M yganute ocTaBLYOCHA 3alUTHYIO
nneHky. Pasrnagbte Mepitel Ha MecTe € 3axBaTOM OKpyXalolen Koxu,

obecrneunBasl HafeXxHoe nepekpbiTMe. EcAM Heo6X0AMMO MPUMEHUTL

HECKO/bKO INCTOB NOBA3KM Mepitel, OHM AO/MKHbI NepeKpbIBaTbCA Tak, YTOObI
nopbl 661N OTKPbITHI.

5. Hanoxunte Ha Mepitel BTopnyHylo abcopbupytowyo noBsasky. B mectax co
CNMOXHBIMU  KOHTYpamMu WAN COYfieHeHUsIMKU (HanpuMep, NoA4 PyKon unm

MOJIOYHOM >Xene3ol, B IOKTeBOM crube, B NaxoBoli 061acTu, B Fy60KUX paHax)
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Mepitel can be used by lay persons under supervision of health care
professionals.

1. Cleanse the wound in accordance with normal procedures and dry the
surrounding skin thoroughly.

2. Choose asize of Mepitel that covers the wound and the surrounding skin
by at least 2 cm. If required, Mepitel can be cut.

3. While holding the larger protective film, remove the smaller one. Moisten
gloves to avoid adherence to Mepitel.

4. Apply Mepitel over the wound and remove the remaining protective film.
Smooth Mepitel in place onto the surrounding skin, ensuring a good seal. If
more than one piece of Mepitel is required, overlap the dressings, making
sure that the pores are not blocked.

5. Apply asecondary absorbent dressing pad on top of Mepitel. In contoured
or jointed areas (e.g. under arm, under breast, inner elbow, groin, deep
wounds), ensure sufficient padding is applied to keep the Mepitel held flat
against the surface of the wound.

6. Fix in place with a suitable fixation device.



HaNoXXNTe A0CTaTO4YHbIN cnoi, YTo6bl yaepxneatbe NoBs3Ky Mepitel npuxatoii  When the outer absorbent dressing is saturated it should be changed with
K MOBEPXHOCTU paHbl. Mepitel left in place. Outer absorbent dressing is used according to the GP
6. 3adhmKcnpyiiTe NoBA3KY Hanbosiee ya06HbIM CNOCO60M. recomendayions and Is not part of the present medical device.

Mocne HacblUleHUs cneAyeT CMeHUTb BHeLWH abcopbupytowyto noessky, Mepitel may be left in place for up to 14 days depending on the condition of
ocTaBMB Mepitel Ha mecTe. Apcop6upylowias noesiska ucnonb3yetca no the wound and surrounding skin, or as indicated by clinical practice. To
HasHaYeHW0 flevalllero Bpadya, OHa He SBAsSeTCA 4JacTblo fAaHHoro prevent maceration, exudate should pass freely through the dressing and
MeANLNHCKOro nsgenus. the holes should not be blocked.

MoBa3ky Mepitel MOXXHO ocTaBnATbL Ha MecTe A0 14 aHeli B 3aBucumocTu oT Disposal should be handled according to local environmental procedures.
COCTOSIHMA PpaHbl U OKpYy>XallLliein KoXu nmbo MeHATb B COOTBETCTBMM C

NPUHATON KAMHWYECKOW NpakTuKoii. Bo m3bekaHne Mauepauumm 3kccyaar

[O/MKeH cBO6GOAHO NMPOXOAUTb Yepe3 MOBA3KY U OTBEPCTUS He AOKHbI ObITb

3aKynopeHbl.

YTunusauyuio cnegyet NpoBOAWTb B COOTBETCTBMM C MECTHbIMU NpaBuiamu

3KOo/I0rmyeckoii 6e3onacHoCTy.

Mpoyas nHdopmaumnsa Other information

Mpv N11060M CepbE3HOM MHUMAEHTE B CBA3K ¢ Mepitel o6sa3atensHo ysegomuTe I any serious incident has occurred in relation to the use of Mepitel, It

Molnlycke Health Care. should be reported to Molnlycke Health Care.
Mepitel* n Safetac* aBnAlTCA 3aperncTpUpoBaHHLIMU TOProBbiMu 3Hakamu MepitelR and SafetacR are registered trademarks of Molnlycke Health Care
komnaHun Molnlycke Health Care AB. AB.
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OCHOBHbIe TeXHMYECckre U (PYHKLUMOHAaIbHbIE XapaKTepPUCTUKN Technical description of medical device
MNoeszka Mepitel® cocTonT U3 crnepyWmMX KOMNOHEHTOB: Mepitel® consists of:
* MAFKUIA CUNMKOHOBLIW cnoli Safetac®, KOHTaKTUpyloLW el ¢ paHeBol « A soft silicone wound contact layer (Safetac®)

NMOBEPXHOCTbIO, CaMOoK/esAWniics (aHasmor K1eeBoro cos).

* NPO3payvHoOli 1 rMOKOW NONNAMUAHON CETKN C OTKPLITON A4EenCToi
CTPYKTYpPOA.

CocTaB MaTepuasa noBA3KW: CUIMKOH, NOANaMU,.

< A transparent and flexible polyamide net with open mesh structure
Dressing material content: Silicone, polyamide.

1 Carrier material
Wound contact layer
3  Protective release liner

TkaHeBas oCHOBa
Cnon cunuKoHa, KOHTaKTUPYIOLWMIA C paHoii
3 CbeMmHada 3aliuTHasa rnjaeHka

KpuTepun npvemaemocTu Acceptance

XapaKTepucTuku B cooTBeTCcTBMK Cc FTOCT P . criteria according

Characteristics

53498-2019 to GOST R 53498-

ConpoTuBNeHne oTClanBaHuo 2019
Kneesoro cnos H/m: Peeling resistance of the adhesive
- He MeHee 10 layer N/m: 10
- He 6onee 1000 - Not less 1000
MaponpoHnuaemocTb, Mr/cM/y: - Not more
- He MeHee 15 Steam (vapor) permeability,
Bo3gyxonpoHuuyaemocTb R, cmV cm”™*c: mg/cmVh: 15
*He MeHee 5 - not less
ATpaBMaTMUHOCTb (hYHKLMOHA/IbHOA Air permeability R, cmVcm”*sec:
nogywe4kn (CTeneHb aagresnm K - not less 5
MOAEeNnN paHeBOl NOBEPXHOCTU, % K Atraumaticity of the functional pad
Map/sie MeguLHCKOIA) (degree of adhesion to the wound
- He 6onee 30 surface model. % to the medical

gauze) 30

- not more

YcnoBusi skcnyatauum MeauLuHCcKoro nsaenms Operating conditions
YcnoBus okpyxxarluei cpeapl: Environmental conditions:
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TemnepartypHblii Anana3oH oT +10 go +35*C.
OTHocuTeNbHaa BNaxHocTb g0 80% 6e3 KoHAeHcauun (npu +25*C).

YCnoBus TPaHCNOPTUPOBKU U XpPaHEHUSA MeAULUHCKOro n3aenms
Ycnosusa TpaHCNOpTUPOBaHUA:
- TpaHCcnopTMpoBaHVe wu3genuii MoXeT OCYLLeCTBAATbCA B CPeAHEeCcpPOYHOM
nepuoge, u, crnefoBaTtesibHO, U3LENUA LO/DKHbI BblAEPXXUBaTb Temnepartypy 0-
36”C 1 OTHOCUTENbHYI0 BNAXHOCTb 75%.

-35°C -63"C- n
KpaTKoBpeMeHHOro

- M3pgennsa Takke [O/KHbI BblLEPXMBATL TeMnepartypy

OTHOCUTENbHY  BAaXHOCTbL  90% B  YC/0OBMAX
TpaHcnopTMpoBaHmUA A0 5 Yacos.

YcnoBusa xpaHeHus:

Mepitel 3apermcTpnpoBaH 1 NpofaeTcs Ha pbiHKax B KNMMaTU4ecKon 30He IV 1
No3ToOMY [0/1XKEH BblAEPXXUBATb YCNOBUA XpaHeHUsa npu temneparype O -30°C
N OTHOCUTENbHON B/IAXHOCTN BO3AyXxa i 75%.

KomMnnekKT noctaBku

Kon-so LT Kon-so WT B
Koa HanmeHoBaHue B TOBApPHO  TpaHCNOPTHOWA
ynakoBke yrnakoBke
290510 Mepitel* 5 x7,5cm 10 50
290710 Mepitel* 7,5 x 10 cm 10 40
291010 Mepitel® 10 X 18 cm 10 70
292005 Mepitel* 20 x 30 cm 5 30

Cpok rogHocTu coctasngeT 3 roga.

Cpok ncnosb3oBaHuA

Mepitel* MOXeH HaxoAUTbCA Ha paHe A0 14 AHel B 3aBUCMMOCTM OT NaumneHTa,
COCTOSIHMSA paHbl U OKpYXalolen KOXW, WM Kak NOKasaHo UCX0oA4s U3 onbiTa
K/IMHNYECKOW MPaKTUKU.
[apaHTnA

MpousBoauTenb rapaHTMpyeT, 4YTO u3[enne coxpaHseT CBOM CBOICTBa B
TeyeHne BCEro CpoKa XpaHeHus.

MopafoK OCYLWeCTBAEHUS YTUAM3ALUU U YHUUTOXEHUS MeaULUHCKOro

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

Temperature range - from 10 to 35‘C
Relative humidity range - up to 80% non-condensing (at 25 °C)

Storage and transportation conditions

Transportation conditions:

- the products are expected to be subjected to medium term transport
conditions and therefore need to withstand conditions of 0-36*C, 75% RH.

- The product is also expected to be exposed to short term transport
conditions; -35“C - 63*C up to 5 hours, 75% RH.

Storage conditions:
Mepitel* Is registered and sold on markets in climate zone IV and therefore
need to withstand storage conditions of 0-30C, < 75% RH.

Package contents

Item ID Product name Pcs/RET Pcs/TRP
290510 Mepitel* 5x 7,5 cm 10 50
290710 Mepitel® 7,5 x 10 cm 10 40
291010 Mepitel® 10 X 18 cm 10 70
292005 Mepitel* 20 X 30 cm 5 30

Shelf life is 3 years.

Lifetime

Mepitel* may be left in place for up to 14 days depending on the patient,
condition of the wound and surrounding skin, or as indicated by clinical
practice.

Warranty

The manufacturer guarantees that the medical device retains its properties
for the duration of the shelf life.

Disposal
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[JaHHoe wu3genve nocne WUCNOAb30BaHWA MpeAcTaBnsaeT MOoTeHUMaNbHYo

nsaenuns

6MOMIOTMYECKYD OMacHOCTb M MO3TOMY MNOANEXWUT YTUAM3aumMm  Kak
KNMHUYECKNE 0TXO0Apbl.

N3pgenusa, umeBlIME KOHTAKT C KPOBbH W/WAM APYTUMU  GUOSIOTMYECKMMMU
XXMOKOCTAMM, OTHOCUTCS K Knaccy b knaccucmkaumm MeguunHCKnNX oTxo40B, v
nognexart yTuanzaunum u/uam  YHUUYTOXEHWUK COr/lacHO NPUMEHSEMbIM
HauMOHaNbHbIM 3aKOHOAATEIbHbIM HOPMaM.

Heuncnonb3oBaHHble u3genus (He WMEBLUIME KOHTaKTa C KPOBbH W/Wan C
OMOMOrMYECKUMN  XKMOKOCTAMU), B T.M. C UCTEKWMM CPOKOM TrOA4HOCTH,
OTHOCUTCA K Knaccy A Knaccugukauum MeauuMHCKMX OTXOA4O0B M noasexkat
yTUAn3aummn n/vam yHUYTOXEHUI0 COr/lacHO NMPUMEHAEMbIM HaLMOHas/IbHbIM
3aKoHoZaTeIbHbIM HOpMaM.

YNONHOMOYEHHbI NpeacTaBUTeb NPON3BOANTENS

000 "UEHTP W3YYEHUA CWUCTEM 3A4APABOOXPAHEHWNA", 127473, ropop
MockBa, ynunua CenesHeBckas, a4. HA, ctp. 2, at/kom/od 2/30,32/232.

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

r

The device is a potential biohazard after use and must therefore be disposed
of as clinical waste.

Products coming into contact with blood and/or biological fluids are class B
medical devices under medical wastes classification and may be recycled
and/or disposed in accordance with applicable national regulations.

Unused products (not having contact with blood and/or biological fluids),
including those with expired shelf life, belong to class A medical devices
under medical waste classification and may be recycled and/or disposed in

accordance with applicable national regulations.

Authorized representative of the manufacturer
LLC "HEALTHCARE SYSTEMS KNOWLEDGE CENTER", 127473, Moscow,
Seleznevskaya st. I1A, build. 2, office 232.
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PacwungpoBka CMMB0O/0B, NPUMEHSAEMbIX MPU MapKUPOBaHNN Explanation of symbols used in labelling the medical product:
MeANLWHCKOro n3aenus: 11 1Sterilized by EtO
CTepunusaums oOKCUAO0M aTUneHa ESTBttUE
STBttJEEO
Single use
3anpeT Ha NOBTOPHOE UCMO/b30BaHue (S)
CE marking
M3penve nonHocTbio cooTBeTcTByeT MDD 93 /42 / N E 2797
2797 EEC
cC
Manufacturer
MpounssoauTtens

mJ mJ

Use before
Mcnonb3oBatb 40

Lot number
Kop naptum LOT

REF number

REF Homep no katanory REF
SN CepuiiHbiii Homep SN

He 1cnonb3oBaTth NPY MOBPEXAEHUMN YNAKOBKM ( §

Serial number

Do not use if package Is damaged

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



OTKpbITb 34€eCb

OcTopoxHo! O6patntecb K WHCTPYKUMM MO
NpYMEHEHNI0

3HaK yTUunmM3aumm oTxofoB «ieHTa Mebuyca»

MeAuunHcKoe nsgenme

MD
444 [na paH c 06UNbHOI aKcecyaaumneit

BHumaHue! 4 nepsble uncpbl JIOTa 0603HavaloT gaTy BbiNycka: nepBbie ABe -
rog (nocnegHue ase uudpsl roga), BTOpble ABE - HEAEIO BbIMyCKa.
Hanpumep: 3anucek LOT 0952-4630 o3HayaeT, 4To TOBap 6blN BbiNylweH B 2009
rogy (09=2009) Ha 52 Hegene, T.e. B Aekabpe mecsue.

Jata nsgaHng 08.2021

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

See instructions for use

Mark waste recycling «mobius strip»

Medical Device

IMD]
For highly exuding wounds
444

Note! 4 first cyphers of LOT mean manufacturing date: 2 first-year(two last
cyphers of year), other 2 - week of manufacturing. Ex. LOT 0952-4630
means that device was manufactured in 2009 (09=2009) on 52 week, i.e. on
december.

Publication date 08.2021
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MepeBO/ C aHIMIACKOT0 Ha PYCCKUIA A3bIK

YTBepxaeHo
MénHnuke Xenc Kea Ab, LLseuns /Molnlycke Health Care AB

[vpexTop oTAena rnobasibHOro HOpMaTUBHO-NPaBOBOr0
perynMpoBaHus
(AOMKHOCTb)

KpuctuHa JTrounr / Christina Lewins
(nognuce)

FéTebopr «25» " 2021
«ieHb» meca, (Ludpamm)

MIT.

WHCTPYKUMSA NO NPUMEHEHNIO

MoBsA3Ka cTepuUbHas ogHopasoBast Mepitel® Ha paHy ¢ MATKUM CUMKOHOBBLIM NOKPbITMEM Safetac®

LLTamn:

«MénHnuke Xenc Kea Ab» (Molnlycke
Health Care AB)

n/a 13080

SE-402 52 TETEBOPI

LBELUNA

Meyatsb:
HOTAPWYC N'ETEBEOPIA

HoTapuasnbHoe 3aBepeHie CM. Ha 060poTe
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HOTAPWNYC FrETEBOPTA

A, Hwkenognucaswuiica, AKCE/b BAI7IEYI'I]'II:.,
HoT~nyc leTebopra, LLBeuus, HacToAWMUM
MoATBepPXaato, 4To

KpuctuHa JTronHr

JINYHO MOAMMCANA3TOT JOKYMEHT Ha 06PaTHOIi CTOPOHE
nmcTa.

B ete6opre, 26 okTs6ps 2021 T.
B cnny cBOVX AOMKHOCTHBIX MNOMHOMOYMWIA:

/nognuce/

Akcenb Bainbynnb
Ocpuc Ne: 216106

[OpoTrHnHrTatan 38 / A/a 11911,404 39 ete6opr,
Ten.: 031-7991090, 3n. noyTa; notarius.publicus@lindahl.se
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Mevatb:
HOTAPNYC
FETEBOPIA



MepB™" jaHHOro TeKcTa BbINO/HEH NepeBoAYMKOM KOTNapoBbiM AHT OHOM ropeBnyeMm.

Poccuiickas deaepauus

"opof Mocksa
BoceMHaguaToro Hoabpsa e ThicAYM ABafLaThb NepBoro roja
A, PoanHa Y nbsiHa AneKceeBHa, BPEMEHHO MCNONHALWas 0653aHHOCT M HOTaprryca ropofa Mockebl Kopcnka

Bnagvmupa KoHCTaHTUHOBMYA, CBUAETENLCTBYH NOAAMHHOCT b NoANucKY nepesoyvka KoTnaposa AHTOHA
Mropesuya.
Moanwuck chenaHa B MOEM MPUCY TCTBUN.
JInyHOCTb NOAMMCaBLLEro JOKYMEHT YCTaHOB/eHa.
*Ne 77/2138-H/77-2021- A
nanoHoro geinctausi: 400py6. 00 kon.

YA PoanHa

*poBaHoO
nmcT (a)(oB)

BPWO HoTapuyca
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