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Instruction for use

Antimicrobial absorbable foam dressing Mepilex® Ag with soft silicone Safetac® layer
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HaumeHoBaHMe meaULUHCKOro nspenus

The name of medical device

MoBsi3Ka aHTUMUKPOOHaA abcopbupyrowas Mepilex® Ag ¢ markum
CUJINKOHOBbLIM NOKpbITUem Safetac®, Tunopasmepsl:

-10x 10 cm;

-10x 20 cm;

-15x 15 cm;

-20x20cm;

-20 x50 cm.

(Danee no Tekcty: «nspenune», «Mepilex® Ag», «nosaska Mepilex® Ag»).

Antimicrobial absorbable foam dressing Mepilex® Ag with soft silicone
Safetac® layer, in different sizes:

- Mepilex® Ag 10x10 cm;

- Mepilex® Ag 10x20 cm;

- Mepilex® Ag 15x15 cm;

- Mepilex® Ag 20x20 cm;

- Mepilex® Ag 20x50 cm.

(Hereinafter — «device», «Mepilex® Ag», «dressing Mepilex® Ag»).

OnucaHue nsgenus

Mepilex® Ag aBnaeTca oyeHb KOompopTabesbHOW NOBA3KOM, KOTOpaA Mornoliaert
3KCCyAaT M NOALEPKMBAET BAAXKHYIO Cpely B paHe.

MockonbKky noBsska Mepilex® Ag noaaepXUBAeT BAAXKHYIO cCpedy B paHe U
CnocobcTByeT  OTTOPKEHMIO HEKPOTU3NPOBAHHbIX  TKaHEeW, BO3MOXHO
NnepBOHaYa/ibHOE yBE/IMYEHME PA3MEPOB PaHbl. ITO HOPMASIbHOE U OXUAaemoe
AB/EeHME.

MossA3ka Mepilex® Ag cOCTOUT 13 CNeayroLLMX KOMNOHEHTOB:

1. cnos Safetac®, KOHTAKTUPYHOLLLETO C PaHEBOWN NOBEPXHOCTbIO;

2. rnbKol abcopbupyroLLeit Noa0XKKM U3 Cceporo NeEHONOANYpPeTaHa, coaeprrallen
coeanHeHne cepebpa M aKTUBMPOBAHHbIN Yrosb;

3. HApPYKHOM NIEHKM, MPOHMLLAEMON 417 NAPOB U HEMNPOHMLLAEMON AN BOAbI.
Mosaska Mepilex® Ag cogeput cynbdat cepebpa, KOTOPbIN OCBOOOXKAAET MOHbI
cepebpa, cosgaowme 3PPEKTUBHbIN NPOTUBOOAKTEPUANBHbLIN  Gapbep W
MHaKTUBMPYIOLLME LUMPOKUIA CNEKTP PAaHEBbIX NATOreHHbIX OPraHN3MoB (baKTepuit
M TrpuboB), UYTO TMNOKA3aHO B IKCNepuMMeHTax in vitro. CHuXaa u4mucno
MMKpoopraHnamoBs, Mepilex® Ag Takke MorKeT ocnabnaTb 3anax.

MokasaHo TaKkke, u4To Mepilex® Ag WHaKTMBUPYET paHeBble MNATOreHHble
MWKPOOPraHNU3Mbl B TeYeHue A0 7 AHel B yCnoBuMAX in vitro.

Safetac® — 3TO yHWKaANbHAA TEXHONOMMA KAEALLEero €104, NO3BOAAIOLLAA 0CNabUTb
6o0neBble OLyLEHMA Y NALMEHTOB U MeHbLle TPaBMMUPOBaATb pPaHy U 340POBYHO
KOXY.

Product description

Mepilex® Ag is a highly conformable dressing that absorbs exudate and
maintains a moist wound environment.

As Mepilex® Ag maintains a moist wound environment, supporting
debridement, there might be an initial increase in the wound size. This is
normal and to be expected.

Mepilex® Ag consists of:

1. a Safetac® wound contact layer

2. a flexible absorbent pad of grey polyurethane foam containing a silver
compound and activated carbon

3. an outer film which is vapour permeable and waterproof

Mepilex® Ag contains silver sulphate that releases silver ions to create an
effective bacterial barrier and inactivates a wide range of wound related
pathogens (bacteria and fungi), shown in vitro. By reducing the number of
microorganisms, Mepilex® Ag may also reduce odour.

Mepilex® Ag has also been shown to inactivate wound related pathogens, up
to 7 days in vitro.

Safetac® is a unique adhesive technology that minimises pain to patients and
trauma to intact skin or wounds.

HasHaueHue MmeAULUHCKOro uspenua

Intended use




Mepilex® Ag ABnseTca aHTUMMKPOOHOW abcopbupyroweit NOBA3KOW C MATKUM
CU/IMKOHOBbLIM MOKPbITUEM, KOTOpaA npegHasHadyeHa 418 yxoZa 3a paHamu co
cnabon MNM ymepeHHOM 3KcCcygaumnen, Hanpumep, A3BamMm Ha FONIEHAX U CTOMaXx,
NposieXHAMM, oxkoramu 1oi n 2-i1 cteneHu.

Mepilex® Ag MOXHO NPUMEHATb A48 WHOULMPOBAHHLIX pPaH B KayecTBe
KOMMOHEHTA KOMMJEKCHOrO siedeHnsa nofg HabawogeHnem KBannduumpoBaHHOMO
MeANUMHCKOro paboTHMKa.

Mepilex® Ag MOXHO NPUMEHATb NOA, AAaBALLEN NOBA3KON.

Mepilex® Ag is an antimicrobial soft silicone foam dressing that is designed
for the management of low to moderately exuding wounds such as leg and
foot ulcers, pressure ulcers and partial thickness burns.

Mepilex® Ag may be used on infected wounds as part of a treatment regimen
under supervision of a qualified health care professional.

Mepilex® Ag can be used under compression bandaging.

lNoKa3aHuA K NPUMEHEHUIO

Mepilex® Ag saBnaetcs aHTUMWKPOOHOW abcopbupyrolleli NOBA3KOM C MATKUMM
CUVKOHOBbIM MOKPbLITUEM, KOTOpaa npegHasHayeHa Aaa yxo4a 3a paHaMu co
cnaboi N ymepeHHoW aKccygaumein, Hanpumep, A3BamMM Ha FoJIeHAX U cTonax,
NPONEXKHAMM, OXKOrammn 10i 1 2-i cTeneHu.

Mepilex® Ag MOXHO NPUMEHATb 414 WHPUUMPOBAHHbLIX pPaH B KayecTee
KOMMOHEHTA KOMMAEKCHOrO nevyeHun nog HabnaogeHnem KBanuduuMpoBaHHOMO
MeAMULMHCKOro paboTHMKa.

Mepilex® Ag MOXHO NPUMEHATL NOA, AABALLEN NOBA3KOM.

Indications for use

Mepilex® Ag is an antimicrobial soft silicone foam dressing that is designed
for the management of low to moderately exuding wounds such as leg and
foot ulcers, pressure ulcers and partial thickness burns.

Mepilex® Ag may be used on infected wounds as part of a treatment regimen
under supervision of a qualified health care professional.

Mepilex® Ag can be used under compression bandaging.

A6CcONIOTHbIE NPOTUBOMNOKA3aHUA:

MpoTMBONOKa3aHU HeT.

OTHOCUTENIbHbIE NPOTUBOMNOKA3aHUA (NpeaynpexXaeHuns):

- He ucnonb3ayiite y nauMeHTOB C M3BECTHOM YyBCTBUTENLHOCTLIO K cepebpy.

- He wcnonbsyitte Mepilex® Ag BO Bpema /y4eBOM Tepanuu WAM TaKuX
obcnepoBaHuin, Kak peHTtreHorpadua, Y3, anatepmma M MarHMTHO-pPe30HaHCHan
ToMorpadms.

- He ponyckainTe KOHTaKTa C 31eKTPOAaMM MAM NPOBOSALMMM FreaMn BO BPeEMS
BbIMO/IHEHUA 3/IEKTPOHHBIX U3MEPEHUI, TaKUX Ka aneKTpoKapavorpadpua (IKr) u
anekTposHuedanorpadpus (33r).

- He ucnonob3ayiite Mepilex® Ag cOBMECTHO C OKMCAUTENSIMUM, TAaKUMM KaK PacTBop
TMNOXIOPUTA HAaTPUA AN NEPEKUCL BOAOPOAA.

Contraindications

Absolute Contraindications:

There are no contraindications.

Relative contraindications(warnings):

- Do not use on patients with a known sensitivity to silver.

- Do not use Mepilex® Ag during radiation treatment or examinations e.g. X-
ray, ultrasound, diathermy or Magnetic Resonance Imaging.

- Avoid contact with electrodes or conductive gels during electronic
measurements, e.g. electrocardiograms (ECG) and electroencephalograms
(EEG).

- Do not use Mepilex® Ag together with oxidising agents such as hypochlorite
solutions or hydrogen peroxide.

B0o3MOKHble 0CNOXKHEHUA U NobouHble apPeKTbl Npu npumeHeHnn MU
- Peakumm co CTOPOHbI KOXKMU:

- pasaparkeHue, mauepaumsa, 601b BOKPYr paHbl, 3y4, 3pUTeMa;

- TPaBMaTUYECKME MOPaAXKEHUS;

- HbeKuus;

- 60/ib;

- YXyALeHWe COCTOAHUA A3BbI;

Adverse Reactions

- Skin reactions: - irritation, maceration, pain around wound, itching,
erythema;

- Traumatic lesions;

- Infection;

- Pain;

- Aggravation of the ulcer;




- BO3MOXXHaA ansieprmyeckan peakuua.

- Possible allergic reaction.

Ycnosusa npumeHeHuUA
Mosaska Mepilex® Ag npeaHa3HayeHa A1a UCMO/1b30BaHUA B AOMALLHMX U
60NbHUYHbIX YCNOBUAX.

Usage conditions
Mepilex® Ag is intended to be used in home care and hospital environment.

MoTeHuManbHbIN NOTPebUTEND

pynna nonb3oBateneu

Mosaska Mepilex® Ag npeaHa3HayeHa AN UCMO/Ib30BaHUA KBAaUDULIMPOBAHHbIM
MEeOULNHCKUM CNeLManmcTtom Uam nog ero KOHTpPoem.

Fpynna nauyuneHToB

Mossasky Mepilex® Ag MOXHO MCNO/Ab30BaTb Y MALUMEHTOB C A3BAMM HUMKHUX
KOHEYHOCTEMN, NPOEKHAMU U OXoramu |l cTeNneHn ¢ KAMHMYECKMMU NPU3HAKaMKU
MHPULMPOBaAHUA.

Potential consumer

User population

Mepilex® Ag should be used by or under the supervision of a qualified health
care professional.

Patient population
Mepilex Ag can be used in patients with leg and foot ulcers, pressure ulcers
and partial thickness burns showing signs of clinical infection.

Mepbl NpeaoCTOPOKHOCTH

e T[loBasky Mepilex® Ag cnegyeT npumeHATb
KBaNMOULMPOBAHHOIO MEANLIMHCKOIO PaboTHUKaA.

e He npumeHsiiTe y nauMeHTOB, paHee OOHAPYXUBLUMX YYyBCTBUTENbHOCTb K
cepebpy.

* Bpauu / meanUMHCKME PAaBOTHWKM A0/KHbI 3HaTb, YTO MHPOpMaLmMs 06 onbiTe
ONUTENIbHOrO M MHOTFOKpPaTHOro NpUMeHeHUsa cepebpocoaepKalmux NoBA3OK,
0cobeHHO y geTelt U HOBOPOXKAEHHbIX, MPAKTUYECKM OTCYTCTBYET.

* He npumensiite Mepilex® Ag npu nyyeBoW Tepanuum WU Ny4yeBbIX MeToAaX
nccnenoBaHMA, HaNnpUmep, PEHTrEHOIOMYECKOM, Y/IbTPa3BYKOBOM, a TaKKe Mpu
AVaTeEPMUUN U MArHUTHO-PE30HAHCHOW ToMorpaduun.

* 36eraiiTe KOHTaKTa C 3/1IeKTPOAaMM WAM MPOBOAALLMMU FeNAmMM B mpoLecce
npoBeneHus TaKMX 3/1EKTPOHHbIX N3MepeHui, KaK Hanpumep
anekTpoKapaunorpadum (IKr) u anektposHuedpanorpadum (33r).

* He npumeHainTe nosasky Mepilex® Ag B codeTaHMM C OKUCAUTENAMM, HAaNpUMep,
pacTBOpamMu rMNOX/I0pUTa UK NEPEKUCU BOAOPOAA.

* TONIbKO ANA HApYKHOTO NMPUMEHEHUA.

* Mepilex® Ag MOeT Bbl3BaTb BPEMEHHOE M3MEHEHWE LiBETa PAaHEBOro JI0Xa U
OKPYKaloLLEW KOXKMU.

* B cnyyae vMHOEKUMM C BbIPAXKEHHBIMU KAMHWUYECKUMW CMMNTOMamMW NOBA3Ka
Mepilex® Ag He OTMeHAET He06X0AMMOCTU NPUMEHEHUA CUCTEMHOW Tepanun Uan
[ApYyroro Haanexawlero ae4eHna nHbekumm.

nog  HabnwogeHuem

Precaution(s)

e Mepilex® Ag should be used under the supervision of a qualified health
care professional.

e Do not use on patients with a known sensitivity to silver.

e Clinicians / Healthcare Professionals should be aware that there are very
limited data on prolonged and repeated use of silver containing dressings,
particularly in children and neonates.

e Do not use Mepilex® Ag during radiation treatment or examinations e.g.
X-ray, ultrasound, diathermy or Magnetic Resonance Imaging.

e Avoid contact with electrodes or conductive gels during electronic
measurements, e.g. electrocardiograms (ECG) and electroencephalograms
(EEG).

¢ Do not use Mepilex Ag together with oxidising agents such as hypochlorite
solutions or hydrogen peroxide.

¢ For external use only.

e Mepilex Ag may cause transient discoloration of the wound bed and
surrounding skin.

¢ |n the event of clinical infection Mepilex Ag does not replace the need for
systemic therapy or other adequate infection treatment.

¢ The interaction of Mepilex Ag with other topical treatments has not been
demonstrated.

e Other than saline solution or water, the interaction of cleansing agents in
combination with Mepilex Ag has not been demonstrated.




¢ Bsaumogeicteume nossasku Mepilex® Ag c neKkapCTBEHHbIMM CPeACTBaMM MECTHOIO
NPUMEHEHWS HE BbIABJIEHO.

¢ B3aumopaencrame BeLWecTs, NpumeHsaembix 4719 06paboTKku paH, 32 UCKAOYEHMEM
dusmnonornyeckoro pacTesopa Uam Boapl, c nosaskon Mepilex® Ag He BbiiBNEHO.

e He nognexut noBTOPHOMY WCMOAb30BaHMO. [pyM MNOBTOPHOM MNPUMEHEHUU
3pPEKTUBHOCTb U34ENNA MOXKET CHU3UTBLCA, @ TaKKe BO3MOXHO BO3HWMKHOBEHME
nepeKpPecTHOro 3apa*keHuns.

e CTtepunbHO. He ucnonb3ynte nsgenve, eciiv ero BHYTPEHHAS ynaKoOBKa Oblnia
noBpeXaeHa WAM BCKpbITa A0 ynoTpebneHua. He noasepralite MoBTOpPHOM
cTepunmsaumu.

* B cnyvae npumeHeHUs U3genma nocae UCTeYeHUa CPpoKa rogHOCTU ero CBOMCTBA
He rapaHTUpytoTcA.

¢ 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.

e If the product is used after the expiry date product properties cannot be
ensured.

CeBepgeHMa 0 MmaTepuanax >KMBOTHOro/uesOBEUECKOro MPOMUCXOXKAEHUSA,
NIeKapCTBEHHbIX CpeACcTBaX, BXOAALMX B COCTaB MeAULMHCKOTO U3penus
He npumeHunmo.

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

OnucaHne npuHagNeXHOCTel, MeAUUMHCKMX usgennii uan usgenvin, He
ABNAIOWMUXCA MEAULUHCKMMMU, HO MNPeAyCMOTPEHHbIX ANA UCMNOAb30BaHUA B
KOMOUWHaUMK C 3a9BNEHHbIM MeAULUHCKUM U3genvem

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

Mepilex® Ag MOXHO NPUMEHATL NOA, AaBALLEN NOBA3KOM.

Mepilex® Ag can be used under compression bandaging.

MHCTPYKLUA NO NPUMEHEHUIO

Ob6paTtuTe BHUMaHMe Ha HeOH6XOANMMOCTb BbINOAHEHUA NPoOLEAYP MeCTHOM
TMrMeHbl 40 U NOoCae CMeHbl NMOBA3KMU.

1. ObpaboTaliTe paHy pU3NONOrMYECKMM PACTBOPOM UM BOAOW B COOTBETCTBUMN CO
CTaHZAPTaMM KNMHUYECKON MPAKTUKN.

2. TWATeNbHO OCYLUUTE OKPYIKAIOLLYIO KOMXKY.

3. CHMMWTE 3aLlUTHbIE NJIEHKM U HaNIOXKMTE NOBA3KY JIMMKOW CTOPOHOM Ha paHy. He
pacTarmealite NOBA3KY.

4. AnAa [OCTUNKEHUA Hauaydywmux pesynbTaToB nosAska Mepilex® Ag poskHa
nepeKpbIBaTb OKPYHKAIOLLYHO CYXYHO KOXY He MeHee yemM Ha 1-2 cm ana Hebonblumx
paH (8o 12.5 x 12.5 cm) n 5 cm ana 6onee o6LWMPHLIX paH. 9TO HeobxoaMMO ANs
3aLUMTbl OKPYXKAlOLLEM KOXKM OT Mauepaummn MU SKCKOPUALMK, a TaKKe HaLeXHoW
duKcaummn nosAskn. Ecnm Heobxoammo, To Mepilex® Ag MOXKHO pe3atb A
HaNOMeHMA Ha PaHbl PA3IMYHOM GOPMbI U IOKANN3ALMMN.

5. Mpn Heobxoanmoctn Mepilex® Ag dnKcUpyOT BUHTOM MAKN MHBIM cnocobom.

Instructions for use

Note that local hygiene procedures should be followed prior to and following
the dressing change.

1. Cleanse the wound with saline solution or water according to standard
clinical practice.

2. Dry the surrounding skin thoroughly.

3. Remove the release films and apply the adherent side to the wound. Do not
stretch.

4. For best result, Mepilex® Ag should overlap the dry surrounding skin by at
least 1-2 cm for the smaller sizes (sizes up to 12.5x12.5 cm) and 5 cm for the
larger sizes in order to protect the surrounding skin from maceration and
excoriation and fixate the dressing securely. If required, Mepilex® Ag can be
cut to suit various wound shapes and locations.

5. When necessary, fixate Mepilex® Ag with a bandage or other fixation.
Mepilex® Ag is intended for short-term use up to 4 weeks. For long-term use,
a clinical assessment by a physician is recommended.




MossA3ka Mepilex® Ag npefaHasHayeHa ANA KPAaTKOBPEMEHHOro - oo 4 Hegenb -
NUCNosb3oBaHMA. [nAa AAUTENbHOTO MPUMEHEHUA PeKoMeHAyeTca MOBTOpPHOe
BpayebHoe obcnenoBaHue.

Mepilex® Ag

YacroTta cmeHbl

MNoBsasky Mepilex® Ag MOXKHO OCTaBAATb Ha MeECT€ Ha HECKO/IbKO JHen B
3aBMCMMOCTU OT COCTOSIHMA paHbl U OKPYKaloWeN KOXM, Mb0o B COOTBETCTBMM C
NPUHATON KNMHUYECKOM NPAKTUKOM.

M3meHeHMEe pexuma nNepeBA30K MOXET MNPUMBECTM K MNepBOHAYa/ibHOMY
YBE/MYEHUIO 3KCCYAaLMWU, B pe3y/ibTaTe Yero MOXKeT BpeMeHHO noTpeboBaTbcA
6onee yacTtana CMeHa NOBA3KM.

Mepilex® Ag

Frequency of change

Mepilex® Ag may be left in place for several days depending on the condition
of the wound and surrounding skin, or as indicated by accepted clinical
practice.

A change in dressing regimen can result in an initial increased level of
exudates, which temporarily may require an increased change frequency.

Mpouaa nHpopmauus
Mepilex® u Safetac® sABnawTCA 3aperMcTPUMPOBAHHBLIMW TOPTrOBbIMKW 3HAKaMM
komnaHun Molnlycke Health Care AB.

Other information
Mepilex® and Safetac® are registered trademarks of Molnlycke Health Care
AB.

OCHOBHbIe TeXHU4Yeckune u d)YHKLI,VIOHaanbIe XAPaKTEPUCTUKU

Main technical and functional characteristics




Product REF/ | A (Length/OnnHa, MD) | B (Width/LWwnpuna) C (Distance D (Length of | E (Distance from F R Thickness, | Weight per
title/ ApTURYN gripedge release release foil overlapping (Distance (radius/p| mm/Tonuwy Piece
HanmeHoBsaH foil/Pasmep overlap/pnvnHa| release foil to | waist/pacctosHue | aguyc) | nHa, mm (without
ve usgenus KPOMKM 3axBaTa | HanoskeHua |edge/paccTosHue| y3Koi YyacTu) packaging), g/
CbeMHOW NNEHKM) |  BHAXNECT  |OT HANOXKeHUA [0 Bec 1 en.6es
CbMHOWM Kpas) YMaKOBKW, T.
NAEHKM )
Target Tolmm/ | Target |Tolmm/| Target [Tol mm/|Target| Tol | Target [Tol mm/| Target |Tolmm/| Target
Mm/ |ponyctumaal Mm/ |gonyctum| Mm/ |gonyctv| Mm/ | mm/ | Mm/ |gonyctu| Mm/ |gonyctu| Mm/
3ajaHHasn, , MM 3afaHHan,| asa, MM [3agaHHan,[Mas, MM|3a4aHH|8oNYCT|3a4aHHa [Mas, MM|3a4aHHan |mas, MM |3a4aHHa
MM MM MM as, MM | Umas, | 8, Mm , MM A, MM
MM
Mepilex®Ag | 287110 100 95-102 100 95-102 16 11-21 >5 2 18 10-27 na na 15 5,53 7,857
10x10cm/cm
Mepilex® Ag| 287210 100 95-102 200 (195-203 16 11-21 >5 2 52 42-62 na na RO =50 5,29 15,333
10x20cm/cm
Mepilex® Ag| 287310 150 145-152 150 [145-152 16 11-21 >5 2 20 10-30 na na 15 5,03 17,600
15x15cm/cm
Mepilex® Ag| 287410 200  |195-203 200 [195-203 16 11-21 >5 2 52 42-62 na na 15 2,65 31,000
20x20cm/cm
Mepilex® Ag| 287510 500 485-510 200 (192-205 16 11-21 >5 2 55 35-80 na na na 4,5-6,5 78
20x50cm/cm
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Pasmepbl /Dimensions
JonycTumble oTKNoHeHuA +/-10% /Tolerances are £10%.




Kputepuu npuemaemoctu

Acceptance criteria

XapaKkTepucTmku B cootBetcTteum ¢ FOCT P Characteristics according to GOST R
53498-2019 53498-2019
ConpoTue/ieHNe OTCIanBaHUNIO Kneesoro ciof. H/m: Peeling resistance of the adhesive layer N/m:
- He MmeHee 10 - Not less 10
- He bonee 1000 - Not more 1000
C " . . .
OE6U’VLOHH3H EMKOCTb GYHKUMOHA/IbHO NOAYWeKkM, 0,05 Functional pad sorptive capacity, cm3/cm2, not less 0.05
cm3/cm?, He meHee
Bpemsa cmaunBaHunA GYHKLMOHANbHOM NOAYLWEeYKH. C:
P GyHku a Functional pad wetting time, sec:
- He bonee 10 10
- not more
MaponpoHuuaemocTs, Mr/cm?/u:
- HEe MeHee 1,5 Steam (vapor) permeability, mg/cm2/h:
BosayxonpoHuuaemocTtb R, cm3/cm?*c: - not less 1.5
- He MeHee 5 Air permeability R, cm3/cm2*sec: 5
AHTUMMKPOBHAA aKTMBHOCTb (30Ha 3a4EePXKKM pocTa - not less
P AP P Antimicrobial activity (bioburden inhibition zone for
mukpodnopel no Staphylococcus
- He meHee 2 Staphylococcus

Epidemidis), mm:
- baKTepuLMAHasn aKTUBHOCTb
- BaKkTepuocTaTUYecKas akTMBHOCTb

- OTcyTcTBYET pOcT
MWKpodnopbl Noa,

obpasuom
ATpaBMaTUYHOCTb GYHKLMOHANbHOM NOAYLEYKN
(cTeneHb aaresvu K moaenv paHeBoW NOBEPXHOCTU. %
K Map/ie meauLUHCKON):
- He Bosiee 30

Epidemidis), mm:
- bacterial growth-inhibitory activity
- bacteriostatic activity

- Not less than 2
- No bioburden growth
under sample

Atraumaticity of the functional pad (degree of
adhesion to the wound surface model. % to the
medical gauze)

- not more

30

Ycnosua akennyatauuum

TemnepaTypHbI AnanasoH 10-35°C

[nanasoH oTHOCUTEIbHOW BarKHOCTM 00 80 % 6e3 KoHaeHcauum (npu 25 °C)

Operating conditions
Temperature range
Relative humidity range

from 10 to 35°C

up to 80% non-condensing (at 25 ° C)

YcnoBuA TPAHCNOPTUPOBAHUA U XPaHEHUA
Ycnosua TpaHCNOPTUPOBAHUA:

- OXnpaetca, 4To m3genus 6yp,yT noapepratbcAa ycnosmam cpeaHeCpovYHOro
BblAEePXKNBATb

TPaHCNOPTUPOBAHMA, MNO3TOMY OHWU  OOJ1XKHbI

Temnepatypbl 0-36 °C u oTH. BA. 75 % B nepuog, ao 60 gHel.

- TaKKe oXunpgaeTtca, 4To Usgenuna 6y,u,yT noaBepraTtbCcA yCA0BUAM KPATKOCPOYHOIo

TpaHcnopTupoBaHua: —35-63 °C n oTH. BA. 90 % 8o 5 yacos.

Ycnosusa xpaHeHuUA:

BO3JencTeme

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 in 75% RH

up to 60 days.

- The product is also expected to be exposed to short term transport
conditions; -35°C to 63°C in 90% RH up to 5 hours.

Storage conditions:




Mepilex® Ag cneayeT xpaHUTb B Cyxol cpeae npu Temnepatype 0—25 °C, OTH. BA.
60 % 1 3aWMLATb OT BO3AENCTBUA NPAMbIX CONTHEYHbIX Iy4eit. ObpaTuTe BHUMaHMe,
yTo pasnuuma ugeTta usgenuii Mepilex® Ag He BAUAIOT Ha WX 3GPEKTUBHOCTL U
6e30nacHOCTb.

Mepilex® Ag should be stored in dry conditions of 0-25°C/60% RH and
protected from direct sunlight. Note that any colour variances in Mepilex® Ag
do not affect product performance or safety.

KomnneKT noctaBKku

Kon-so wrB Kon-so wtB
Kogp, HaumeHoBaHue TOBapHOM TPaHCNOPTHOMU
ynakoBKe ynaKoBKe
287110 Mepilex® Ag 10x10 cm 5 70
287210 Mepilex® Ag 10x20 cm 5 45
287310 Mepilex® Ag 15x15 cm 5 25
287410 Mepilex® Ag 20x20 cm 5 20
287510 Mepilex® Ag 20x50 cm 2 12

Package contents

Item ID Product name Pcs/RET Pcs/TRP
287110 Mepilex® Ag 10x10 cm 5 70
287210 Mepilex® Ag 10x20 cm 5 45
287310 Mepilex® Ag 15x15 cm 5 25
287410 Mepilex® Ag 20x20 cm 5 20
287510 Mepilex® Ag 20x50 cm 2 12

CpOK rogHoOCTH cocTasadAeT 3 roaa.

CpOK cny»Kbbl

MNMosaska Mepilex® Ag npefHasHayYeHa g1 KPAaTKOCPOYHOTO NPUMEHEHUSA B NEPUOL,
00 4 Hepenb. B cnyvyae [ONrocpoyHOro NPUMEHEHMA Bpady pPeKomeHayeTca
BbINOJIHATL KIMHUYECKYIO OLLEHKY.

Mepilex® Ag MOXKeT ocTaBaTbCA Ha MecTe B TEeYEeHME HECKOJIbKMX [AHel B
3aBMCMMOCTM OT COCTOAHUA PaHbl U KOXKM BOKPYT PaHbl UM COTIaCHO NPUMEHUMOW
KNMHUYECKON NpaKTUKe.

Shelf life is 3 years.

Lifetime

Mepilex® Ag is intended for short-term use up to 4 weeks. For long-term use,
a clinical assessment by a physician is recommended.

Mepilex® Ag may be left in place for several days depending on the condition
of the wound and surrounding skin, or as indicated by accepted clinical
practice.

FapaHTUHbIEe 06A3aTenbCcTBa
Mpon3BoguUTENb rapaHTUPYET, YUTO MEANLIMHCKOE U3AEe/IMe COXPAHAET CBOMCTBA Ha
NPOTAKEHUW BCErO CPOKA FOAHOCTM.

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

MopAaaoK ocywecTBieHUA yTUAN33ALUU U YHUUTOXKEHUA MeAULIMHCKOro usaenus
YTUNM3NpYyNTE B COOTBETCTBUM C MPUMEHUMBIMU MECTHLIMM, PErnoHaNbHbIMU
HOpMamu.

MeaunumHckne uspgenusa 8 Poccuitickolt ®depepaumm JONKHbI YTUANM3UMPOBATLHCA
MECTHbIMM Ny6NYHO-NPABOBLIMM OpPraHM3aumamm B cootBeTcTBumn ¢ CaHMuHom
2.1.7.2790-10 «CaHuTapHO-3aNMaeMmnonornieckue TpeboBaHua K obpalleHuto ¢
MeaULMHCKMMK oTxoZamm» (Knacc otxonoB b).

Disposal

Disposal should be handled according to local environmental procedures.
Medical devices in Russian Federation must be disposed of in the local public
entities in accordance with SanPiN 2.1.7.2790-10 "Sanitary-epidemiological
requirements for the handling of medical waste" (to the waste class B)

YNoNAHOMOUYEHHDbI NpeacTaBuTeNb NPOU3BOAUTENA
00O "UEHTP U3YHYEHWA CUCTEM 3PABOOXPAHEHNA"

Authorized representative of the manufacturer
LLC “HEALTHCARE SYSTEMS KNOWLEDGE CENTER”,
Seleznevskaya st. 11A, build. 2, office 232.

127473, Moscow,
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127473, ropog Mocksa, ynumua CenesHeBcKasa, 4. 11A, ctp. 2,

2/30,32/232.

a1/KoMm/od

ObbsACHEHWE CMMBOJIOB MAapPKMPOBKU U3AENUA:

CumBon OnucaHune

Explanation of symbols used in labelling the medical product:

Symbol

mm CTepunmsauma OKCUA0M 3TU/IeHa

Description

STERILE[EO

3anpeT Ha NOBTOPHOE MCMOJIb30BaHMe

Sterilized using ethylene oxide

M3penmne nonHocTsio cooTseTctyeT MDD 93 /42 /
c € 2797| EEC

Do not reuse

c € 2797

Mpounssoantens

European conformity; This symbol means
the device fully complies with
MDD93/42/EEC

Manufacturer

Mcnonb3oBaTtb 40

Koz naptum

LOT

Use by

LOT

Homep no kaTanory

REF

Batch code

REF

He ncnonb3oBatb npun noBpeXxXaeHnm yrnakoBKkuM

Reorder number

Do not use if package is damaged
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OTKpbITb 34€eCb

Open here

OcTtopokHo! ObpaTmTech K MHCTPYKLMK NO
NPUMEHEHWNIO

Refer to the instructions for use

[l
.--:'/'l - —
=,
[ ]

He gonyckaTtb BO34eNCTBMA COTHEYHOrO CBETA

Keep away from sunlight

/i/ 25°C / 77°F

BepxHsa rpaHuMLa TemnepaTypHOro AmManasoHa

bepeub oT BNarn

25°C/ TT°F

Upper temperature limit

4
4
‘\‘d‘l

3HaK yTUAM3aLUmMm 0TX0408B «aeHTa Mebuyca»

Keep dry

o

60

[na paH c ymepeHHOM aKkceyaaumen

<

Mark waste recycling «mobius strip»

1.2 mg Ag/

Conepxanue cepedpa

660

For moderately exuding wounds

Pcs

.

1.2 mg Agfem’

Silver content

0 x 10cm

Pa3mep

Pcs

Pieces

_‘I_O_XTOCITI_

Size
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BHumaHue! 4 nepsble undpbl JIOTa 0603HaYatoT AaTy BbiNyCcKa: NepBble ABe — rof,
(nocnepaHne ase undpbl roga), BTopble ABE - HEAENO BbINyCKa.

Hanpumep: 3anmcb LOT 0952-4630 o3HavaeT, 4yto ToBap Obia BbinyweH B 2009 roay
(09=2009) Ha 52 Hepene, T.e. B AeKkabpe mecsLe.

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.

Aarta usganua 03 2021

Publication date 03 2021
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