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HaumeHoBaHue meanLMHCKOro usgenua

The name of medical device

MoBsA3Ka cTepuibHaA 04HOPA30Bas Ha paHy Mepitel® ¢ MArKMM CUAMKOHOBbLIM
nokpbiTem Safetac®, Tunopasmepbl:

-5x7,5cm;

-7,5x10 cm;

-10x 18 cm;

-20 x 30 cm.

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

-7,5x10 cm;

-10x18 cm;

- 20x30 cm.

OnucaHue usaenusa

Mepitel npeacrasnseT cobomn Nnpo3payHyto nepdopmnpoBaHHYto
Heabcopbupytowyto nosasKky. OTKpbITaa Avenctasa CTPYKTypa Mo3BoaseT
OTBOAMTb 3KcCcyAaT. 3TO MOMOraeT YMEHbLWWTb 4acTOTy CMEHbl MOBA3KM,
HenocpeacTBEHHO NPUAEraloWen K paHe, U NO3BOAAET CBECTU K MUHUMYMY
BO34ENCTBME HA pPaHy MNpW CMeHe BTOPUYHOM noBA3KW. [oBA3KA MmeeT
KOHTAKTMPYIOWMA C paHeBolM MNoBepxHOCTblo cnok Safetac®, KoTopbi
CO34aeTCA C WCMNO/b30BAaHMEM YHWMKANbHON TEXHOMIOTMW CaMOKIEALLUXCS
noBsA30K. Mcnosb3oBaHMe 3TOro CNOS MUHUMU3UPYET BoneBble OLYLLEHUA Y
nauMeHTa U TPaBMUPOBAHME PaHbl M KOXKM BOKPYT Hee Npu yaaeHU M NOBA3KM.
MosAaska Mepitel cocTtonT 13 cneayrowmx KOMNOHEHTOB:

®  MATKOM CU/IMKOHOBOW  HAKNagKW, KOHTAKTUPYIOWENA C  paHeBOM
nosepxHocTblo (Safetac);

® Npo3payHON W TMOKOW NOAMAMMAHOM CETKM C OTKPbITOM AYEencTomn
CTPYKTYpPOW.

CocrtaB MaTepumana NOBA3KN: CUZIMKOH, NOIMaMU,

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.

HasHaueHue MmeaULMHCKOro nspenus

Mepitel®— 3To MArkaa cMAMKOHOBaA MOBA3Ka Ha paHy, paspaboTaHHaA AnA
YX0Aa 33 LUIMPOKUM CMEKTPOM IKCCYANPYIOLLNX PaH.

Mepitel® paHy,
nponyckatoLen skceyaat u obecneunsatoLLein GUKcaLmio U 3aLLMTy TKaHEN.

ABNAETCA CEeT4yaToM Henpuaunalowein noBA3KOM Ha

Mossaska Mepitel® npegHasHayeHa ANA pasHbIX BMAOB PaH, BblAENAOLNX
3KccyAaT, Hanpumep Pas3pbiBOB KOMKU, KOMXKHbIX CCAMH, YLWMTbIX PaH, 0XOros

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.




nepBoi N BTOPOWN CTENEHW, PBAHbIX pPaH, TPAHCMNNAHTATOB Pa3HOM TOJLMHDI,
AnabeTnyecKkol cTonbl, BEHO3HbIX U apTePUasbHbIX A3B HUMKHUX KOHEYHOCTEN.
Mepitel®
MoKpblBalolWero paHbl 6e3 3Kccydarta, BOAAbIPM, PaHMMYIO KOXY W/uan

TaKXe MOXHO TMNpPUMEeHATb B KadectBe 3allUTHOro CnoA,

6onbwne naowagn NoBePXHOCTU PAHUMBDIX TKaHewn.

NoKasaHUA K NpUMeHeHuIo

Mepitel® — 3TO MArkas CUAMKOHOBAA KOHTAKTHaA HaKnadKka Ha paHy,
pa3paboTaHHan ANA yXo4a 3a WWMPOKUM CNEKTPOM SKCCYAMPYIOLLMUX PaH.
Mepitel® saBnseTca ceTyaTon HEMPUANNAIOWEN KOHTAKTHOW HaK/IaZAKOM Ha
paHy, MpOMycKaloweln aKkccyaat M obecneymBawollen GUKCaAUMIO U 3alUnUTy
TKaHen.

MNoBaska Mepitel® npegHasHayeHa ANnA pPasHbIX BMAOB PaH, BblAENAOLLNX
3KCcCyaaT, Hanpumep pPaspbiBOB KOXM, KOXHbIX CCAAMH, YLWMUTbIX PaH, OXOros
nepBoli N BTOPOWN CTENEHW, PBaHbIX pPaH, TPAaHCMNNAHTATOB Pa3HOM TO/LMHBI,
AMabeTUYecKol CTomnbl, BEHO3HbIX U apTePUabHbIX A3B HUKHUX KOHEYHOCTEN.
Mepitel®
MoKpbiBalollero paHbl 6e3 3KccyaaTa, BOAAbIPU, PaHUMYIO KOXY u/nan

TaKXe MOXHO TMNpPpMMeHATb B KadecCTtBe 3alUUTHOro CnosAq,

60/1blUME NAOWAAM MOBEPXHOCTM PAHUMbIX TKAHEN.

Indications for use

Mepitel® is a soft silicone wound contact layer designed for the
management of a wide range of exuding wounds.

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.

MpoTuBonoKasaHua
IMNepyyBCTBUTENbHOCTL K MaTepuanam/KOMMNOHEeHTaM, BXOAALLMM B COCTaB
MeOMLMHCKOIo nsgenus.

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

BO3MOKHble 0CNOXKHEHUA U N06oUHbIE 3P deKTbI
- UHPUUMpoBaHue paHbi;

- U36bITOuHOE 06pa3oBaHMe rpaHyAALMNA;

- Annepruyeckue peakumm;

- KoxKkHble peaKkumu.

Adverse Reactions

- Wound infection;
- Hypergranulation;
- Allergic reactions;
- Skin reactions.

Ycnosua npumeHeHuUA.
Mossaska Mepitel® npepgHasHayeHa p[aa WUCNONbL30BAHUA B CTEPUNBHON U
HEeCTepUAbLHOM cpeae, B J0MALLHMX YCI0BUAX, B YCI0BUAX BONbHULbI.

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

MonynauuMa NnaumueHToB:

Treatment population:




Lenesaa nonynauma NaunMeHTOB — 3TO NaLMEHTbI C SKCCYAMPYIOWMMM PaHaMMU,
TAaKMMM KaK paspbiBbl KOMKM, KOXKHbIE CCaZMHbI, YWNTbIE PaHbl, OKOrM BTOPOI
CTENEeHMu, pBaHble paHbl, TPAHCMNAAHTaTbl Pa3HOM TOJLWMHBI, AMabeTuyeckue
CTOMbI, BEHO3HblE W apTepuasibHble A3Bbl HUKHUX KOHEYHOCTEMN.

Mepitel® TakXKe MOMKHO NPUMEHATb ANA MALMEHTOB C HEIKCCYAUPYHOLWMMMU
paHaMK, TaKMMM KakK, BOAAbIPM, pPaHUMaa Koxa M 6bonblwiuve naowagu
NOBEPXHOCTU PAHUMBbIX TKaHEN.

Mepitel® Mmo)KHO Mcnonb3oBaTh Yy NaLMEHTOB, HE3ABUMCMMO OT UX BO3PacTa,
Nnona v 3THUYECKON NPUHALNEKHOCTH.

NonynAauma nonb3oBartenei

Mepitel®
MEeANLUMHCKMMU paboTHUKAMKU MM HenpodecCMoHalaMu Nod, KOHTPOoJieM

NosA3Ka AONXKHa MCNoNb30BaTbCA KBaJ'IVId)VILI,VIpOBaHHbIMVI

MeLMLMHCKMX pabOTHUKOB.

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.

OnucaHue NpUHaAANEXHOCTEN, MEAULMHCKUX U3LeNUiA WAWU u3genvii, He
ABNAIOWMNXCA MEAULMHCKMMMU, HO NPEAYCMOTPEHHbIX ANA UCNO/Ib30BaHUA B
KOM6MHALMNK C 3aABIEHHBIM MEAULMHCKUM U3aenmem.

Bo3morKHO Ucnonb3oBaHWe Mepitel ¢ BHelwHel agcopbupytoLelt NoBA3Koi Ha
YCMOTpPEHMe Jfledyalero Bpadva. Aacopbupylolias MnoBsA3Kka He ABAAETCA

onpegeneHHbim megnunMHCKUM nsgenmem, MoKet 6bITb CaMOAEI'IbHOVI.

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.

Mepbl NnpesoCTOPOIKHOCTU

e [lpn Hanuuum npu3HaKoB WHPEKUMU, Hanpumep nNpM MNOBbIWEHHOMN
TemnepaTtype, NOKPACHEHUM PaHbl, JOKa/bHOM OLLYLLEHUX TEMIA UK OTEKE,
obpatuTech K MeguUUMHCKOMY PaboTHUKY A1A NOJlyYeHUss COOTBETCTBYIOLLLENO
neyeHus.

¢ [lpM MCNONb30BaHMM Ha OXOrax MepBON W BTOPOWN CTEMEHU C BbICOKMM
PUCKOM ObICTPOM TrPaHYAALMM WUAM MOCNE BOCCTAHOBNAEHUA KOMXWU NMLA:
usberanTe AaBNeHUS HaA MOBA3KY; CHUMAWNTE M MEHANTE MOBA3KY He pexe

OAHOrOo pasa B ABa AHA.

Precaution(s)

o 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.

e 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.

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




* B cnyyae HanoxeHus nosasku Mepitel Ha KpoBoTovalme paHbl UAW MpK

Ha/iMuMM BSBKOTO 3KCCydatTa ee  c/legyeT  HaKpbiBaTb  YB/IaXKHEHHOM
abcopbupytoLen NnoBA3Koun.
e B cnyyae npumeHeHuns noBaskn Mepitel gna  duKcaumm  KOXKHbIX
TPAHCN/IAaHTATOB M 3alLMTbI BO/AbIPEN NOBA3KY He CielyeT MeHATb B TeYeHue
NATU AHEeN Nocse HanoXKeHus.

¢ 3anpewaerca ncnonb3osatb Mepitel ana naumeHToB u/uamn nosb3osaTtenem c
[0Ka3aHHOW NOBbILEHHOW YYBCTBUTENLHOCTbIO K MaTepnanam/KoMnoHeHTam,
M3 KOTOPbIX N3rOTOB/IEHO M3Aenue.

e He wucnonbsyiiTe usgenne noBTOpHO. [lpy MNOBTOPHOM MNPUMEHEHUM
30PEKTUBHOCTD  U3AEINA  MOMKET CHU3UTbCA, a TaKKe BO3MOXKHO
BO3HWKHOBEHWE NEPEKPECTHOIO 3aparkeHus.

¢ CTepuabHO. He ncnonb3yiite nsgenve, eCnm ero BHyTPEHHAS yNakoBKa 6biia
NoBpeXKAeHa MAM BCKpbITa A0 ynoTpebneHus. He noapepraiite NoBTOPHOM

cTepuAnsaLmn.,

e When Mepitel is used for the fixation of skin grafts and protection of
blisters, the dressing should not be changed before the fifth day post
application.

¢ Do not use Mepitel on patient and/or user with known hypersensitivity
to the ingoing materials/components of the product.

e Do not reuse. If reused performance of the product may deteriorate,
cross contamination may occur.

e Sterile. Do not use if inner package is damaged or opened prior to use.

¢ Do not re-sterilise.

CBegeHMA O maTepuanax >XMBOTHOro/uenoBeUECKOro MPOUCXOXKAEHUS,
NeKapcTBeHHbIX CpeACcTBaX, BXOAALLUX B COCTaB MeAULIMHCKOro usgenus
He npumeHnmo.

Information about materials of animal/human origin, pharmaceutical
substances
Not applicable.

MHCTPYKUUA NO NPUMEHEHUIO

Instructions for use




Mossaska Mepitel moxKeT ucnonb3osaTbca HenpodeccMoHanamum Mos
HabnogeHMem KBaNNMPULMPOBAHHOTO MeAMULIMHCKOro paboTHUKa.

1. BbinonHuTe obblYHbIE NpoOLEeAypPbl OYMCTKU paHbl M TLLATE/bHO OCyLuuTe
OKPYKAIOLLYHO KOXKY.

2. BbibepuTte TaKol pasmep nosAsku Mepitel, KOTOpbIit NOKpPbLIBAET paHy U He
MeHee 2 CM OKpy:KatoLLei Koxu. B cnyyae HeobxogmmocTn nosasky Mepitel
MOKHO pes3aTb.

3. YpepxunBas 60MblIYO 3aWMTHYIO NAEHKY, CHUMUTE Manyto. YBAaXKHUTe
nepyaTku, 4Tobbl NOBA3Ka Mepitel K HUM He npunmnana.

4. Hanoxute nossky Mepitel Ha paHy M yaanuTe OCTaBLIYHOCA 3aLLUTHYHO
nneHKy. Pasrnagbte Mepitel Ha MecTe C 3axBaTOM OKpY)KalOLWEN KOXM,
obecneunBas HafexHoe nepekpbiTMe. Ecan  HeobxogMMO NPUMEHUTH
HECKOJIbKO /INCTOB NoBA3KK Mepitel, OHM f0KHbI NEepeKpbIBaTbCA TaK, YTOODI
nopbl 66111 OTKPLITHI.

5. Hanoxute Ha Mepitel BTopmyHyto abcopbupytoLLyto nosasky. B mecrax co
CNOXHBIMW KOHTYPaMW WKW COYNEHEHUAMM (HaNpumep, Nog, PYKoOU WM
MOJIOYHOW KeNe3oM, B IOKTEBOM crube, B maxoBon 061acTh, B rnyboKmnx paHax)

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 a size 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 a secondary 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.




HA/IOXKNTE AOCTATOYHbIM CAON, YTOObI yaepKnBaTb NoBA3KY Mepitel npuxkatol
K MOBEPXHOCTU PaHbl.

6. 3aduKcupyiiTe noBasKy Hanbonee yaobHbIM cnocobom.

Mocne HacbiWweHUA cnepyeT CMEHUTb BHELLHIOW abcopbupytowlyto NoBA3Ky,
octasuB Mepitel Ha mecte. Aacopbupytowan MNoOBA3KA WMCMNOAb3yeTcA Mo
Ha3HA4YeHUIO JleYyalllero Bpaya, OHa He ABAAETCA YacTblo  AAHHOTO
MeANLNHCKOTo U3genus.

MoBasKy Mepitel MoXXHO OcTaBnATb Ha mMecTe 0 14 AHel B 3aBUCMMOCTU OT
COCTOAHMA pPaHbl M OKPY)KaloWwen KOXM SMBO MeHATb B COOTBETCTBUWU C
NPUHATOM K/IMHUYECKOM nNpakTUKon. Bo wmsbexkaHwe mauepauum sKccyaaT
[OKeH cBOBOAHO NPOXoamUTb Yepes NOBA3KY M OTBEPCTUA He A0/KHbI ObiTb
3aKynopeHbl.

YTunusaumio cnegyeTt npoBoAUTb B COOTBETCTBUWM C MECTHbIMU MpaBuaamu
3KONOrMYeckom 6e3onacHoCTy.

When the outer absorbent dressing is saturated it should be changed with
Mepitel left in place. Outer absorbent dressing is used according to the GP
recomendayions and is not part of the present medical device.

Mepitel may be left in place for up to 14 days depending on the condition of
the wound and surrounding skin, or as indicated by clinical practice. To
prevent maceration, exudate should pass freely through the dressing and
the holes should not be blocked.

Disposal should be handled according to local environmental procedures.

MNpouasa nHpopmaumsa

Mpwn ntobom cepbesHOM MHUMAEHTe B cBA3U ¢ Mepitel ob6a3aTenbHO yBegomuTe
Molnlycke Health Care.

Mepitel® n Safetac® anaoTCcA 3aperncTpMpPOBaAHHbIMM TOPFrOBbIMM 3HAKaMM
KomnaHuu Moélnlycke Health Care AB.

Other information

If any serious incident has occurred in relation to the use of Mepitel, it
should be reported to Molnlycke Health Care.

MepitelR and SafetacR are registered trademarks of Molnlycke Health Care
AB.




OCHOBHbIe TeXHUYECcKne un ¢yHKU,VIOHaI1beIe XAPaAKTEPUCTUKHN

Mossska Mepitel® cocTouT 13 cneayowmx KOMNOHEHTOB:

* MATKUIN CUIMKOHOBBIM cnoi Safetac®, KOHTaKTUpyloLWen ¢ paHeBo
NoBepPXHOCTbO, CAMOKeAWwMIics (aHanor KNeeBoro cos).

® NPO3PaYHOMN U TMOKOM NONAMUAHOM CETKM C OTKPbITOM AYENCTOM
CTPYKTYpoO#.

CocTtaB maTtepuasna NOBA3KU: CUNKOH, MOANAMUA,.
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1 | TkaHeBasa ocHOBa

2 | Cnoit CUIMKOHA, KOHTaKTUPYHOLWMIA C paHoM

3 | CbemHas 3aWmMTHaA NNeHKa

Technical description of medical device
Mepitel® consists of:

e A soft silicone wound contact layer (Safetac®)

¢ A transparent and flexible polyamide net with open mesh structure

Dressing material content: Silicone, polyamide.

.
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1 | Carrier material

2 | Wound contact layer

3 | Protective release liner

Kputepun npuemnemoctu
XapaKTepucTmkm B cooTtBetcTBmM ¢ TOCT P
53498-2019
ConpoTnBneHMe OTCAaNBAHUIO
Kneesoro cnos H/m:
- He MeHee 10
- He bonee 1000
MaponpoHULL@eMocTb, Mr/cm?/y:
- He MeHee 1,5
BosayxonpoHuuaemocts R, cm3/em?*c:
- He meHee 5
ATpaBmaTUYHOCTb GYHKUMOHANbHOM
noayLleykm (cteneHb agresnm K
MOAENN paHeBOM NOBEPXHOCTU, % K
map/ie MeNLUHCKON)
- He bonee 30

Acceptance
. criteria according
Characteristics t0 GOST R 53498,
2019
Peeling resistance of the adhesive
ity 0
1000
- Not more
Steam (vapor) permeability,
2 .
mg/cm?/h: 15
- not less
Air permeability R, cm3/cm?*sec:
- not less 5
Atraumaticity of the functional pad
(degree of adhesion to the wound
surface model. % to the medical
gauze) 30
- not more

YcnoBua akcnayatauum meguuMHCKOro usaenus
YcnoBua oKpy:Katowwei cpeapl:

Operating conditions
Environmental conditions:




TemnepaTypHbIit gnanasoH oT +10 go +35°C.
OTHocuTeNbHAA BNaxKHOCTb A0 80% 6e3 KoHgeHcaumn (npu +25°C).

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

YcnoBua TPAHCNOPTUPOBKU U XPAaHEHUA MeAULLMHCKOro usaenusa
YcnoBua TpaHCNOPTUPOBAHUA:
- TPaHCNOPTUPOBAHME M3AE/IUA MOXKET OCYLLECTBAATHCA B CPEeLHECPOYHOM
nepuoge, u, cneaoBaTenbHO, U3ENUA AOMKHbI BblAEPKUBaATb TemnepaTtypy 0-
36°C 1 OTHOCUTENBbHYIO BAAXHOCTb 75%.

-35°C -63°C-
KPaTKOBPEMEHHOIO

- U3penua TaksKe [OO0/KHbI BblAEp:KMBaTb Temnepatypy

OTHOCUTENbHYIO  BnaxHocTb 90% B ycnoBuAx
TpaHCNopTMpPOBaHMA 40 5 Yacos.

Ycnosua xpaHeHuA:

Mepitel 3aperncTpnpoBaH 1 NPoAaeTCsA Ha PbIHKAxX B KIMMaTUYeCcKoM 30He IV n
NO3TOMY A0J/IXKEH BblAEPKMBATb YCNOBUA XpaHeHUsa npu TemnepaType 0 -30°C

M OTHOCUTE/IbHOW BAAXKHOCTU BO3ayXa < 75%.

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 0-30°C, < 75% RH.

KomnnekT nocraBKku

Kon-so wr Kon-so wt B
Kog HavmeHoBaHue B TOBAapHOM | TPaHCMNOPTHOM
ynaKoBke ynaKoBKe
290510 Mepitel® 5 x 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

Package contents

Iltem ID Product name Pcs/RET Pcs/TRP
290510 Mepitel® 5 x 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

CpoK rogHocTM coctasnset 3 roga.

CpoK ncnonb3oBaHuA

Mepitel® moxkeH HaxoaAnTbCA Ha paHe A0 14 AHel B 3aBMCMMOCTM OT NaLMeHTa,
COCTOSAIHUA pPaHbl N OKPYrKaloLWeln KON, WM KaK NOKa3aHO Mcxoada M3 onbiTa
KNIMHUYECKOMN NPaKTUKW.

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.

FapaHTuA
MponssoauTenb rapaHTUpyeT, 4YTO M3ae/ne COXpaHAeT CBOW CBOMCTBa B
TeyeHne BCero CPoKa XpaHeHus.

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

MopAAoOK oOcCylwecTB€HUA YTUAM3AUMM U YHUUTOXKEHUA Me[ULUHCKOro

Disposal
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usgenus

[aHHoe u3genne nocie WCMNONb30BaHUA MNPEACTaBAAET MNOTEeHLMANbHYIO
6MONOrMYECKYI0 OMACHOCTb W MO3TOMY MNOAJIENKWUT  YTUAM3AUMKM  Kak
KNMHUYECKUE OTXOAbI.

N3penns, MMEBLUME KOHTAKT C KPOBbHO W/UAW ApyrMmn BUONOTMYECKMMM
UOKOCTAMM, OTHOCUTCA K Knaccy b KnaccuduKaumm meauumnHCKMX OTXO40B, U
noaneskar yTUAM3auMmM U/UAN  YHUYTOXEHMIO COMAacHO MPUMEHAEMbIM
HaLMOHaIbHbIM 3aKOHOAATE/IbHbIM HOPMaM.

Heuncnonb3oBaHHble M34enMA (He MMEBLUME KOHTaKTa C KPOBblO W/Man C
BMONOTNYECKMMM  KUAKOCTAMM), B T.4. C MWCTEKWMUM CPOKOM TOLHOCTH,
OTHOCUTCA K Knaccy A KnaccuduKaumMm MeguuMHCKUX OTXOAO0B M Mnoasiexkar
YTUAM3ALUMKN M/UAN YHUUTOXEHMIO COMIAcHO NPUMEHAEMbIM HaLMOHaNbHbIM

3aKOHOAaTe/IbHbIM HOPMaM.

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.

YNONHOMOUYEHHbI NpeacTaBuTeNb NPOU3BOAUTENA
OO0 "UEHTP M3YYEHMA CUCTEM 3OPABOOXPAHEHWMA", 127473, ropop
Mocksa, yauua CenesHesckas, 4. 11A, ctp. 2, at/kom/od 2/30,32/232.

Authorized representative of the manufacturer
LLC “HEALTHCARE SYSTEMS KNOWLEDGE CENTER”, 127473, Moscow,
Seleznevskaya st. 11A, build. 2, office 232.
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Pacmud)posl(a CMMBOJ10B, NTPpUMeHAeMbIX NPU MAPKNPOBaHUU
MeaAUUMNHCKOro nsagenua:

Explanation of symbols used in labelling the medical product:

CTepunumsauma oKCcMaom sTUAeHa

ISTERILEEO

Sterilized by EtO

3anpeT Ha NOBTOPHOE WCMO/Ib30BaHMe

Single use

MN3penve nonHocTblo cootsetcreyer MDD 93 /42 /
C € 2797 | EEC

C € 2797

CE marking

Mpownssogutens

Manufacturer

Mcnonb3oBaTb 40

Use before

Kog naptuum

LOT

LOT

Lot number

Homep no KaTtanory

REF

REF

REF number

CepWuiiHbIli HoMmep

SN

SN

Serial number

He ncnonb3osaTb Npu NOBpPeXAeHUN YNaKOBKMK

Do not use if package is damaged
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OTKpbITb 34eCb

Open here

OctoposkHo! ObpaTutecb K WHCTPYKUMM MO

i NPUMEHEHUIO

3HaK yTuausaumm otxogoB «ieHta Mebuyca»

¥
MD

‘ ‘ ‘ [ns paH ¢ obunbHOM aKkccyaaumen

MeauunHckoe nsgenuve

BHMmaHue! 4 nepeble umdpbl JIOTa ob603HaYatloT AaTy BbINyCKa: NepBble ABe —
rog, (nocnegHue ase umdpbl roga), BTopble ABE - HeAENO BblNycKa.
Hanpumep: 3anuce LOT 0952-4630 o3HauaeT, 4Tto ToBap 6bin BbinylieH B 2009
rogy (09=2009) Ha 52 Hegene, T.e. B gekabpe mecaue.

See instructions for use

o Mark waste recycling «mobius strip»

Medical Device

‘ ‘ ‘ For highly exuding wounds

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.

Jara uspgaHua 08.2021

Publication date 08.2021
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