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{aHmeHOBAHME MEAHLIMHCKOTO M3AenuA

The name of medical device

mwan a6copbupyrowan Mepilex® ¢ markum
CMAMKOHOBBIM  MOKpbiTem  Safetac®,  sapuawThi
MCNONHEHUA!
- Mepilex®, tunopazmepsl: 10 x 10 cm, 10 x 20 cm, 15
x 15 cm, 20 x 20 cm;
- Mepilex® Heel, Tnnopasmep 13 x 20 cm.

Mepilex® Soft silicone foam dressing:
-10x 10 cm, 10 x 20 ¢cm, 15 x 15¢cm, 20 x 20cm;
- Mepilex® Heel, size 13 x 20 cm.

OonucaHue U3aenun

Mepilex ABNAETCA NNOTHO NpUNEraloweh NOBA3KOW,
KOTOPaA NOTNOLWAeT 3KCCYAAT, NOAAEPKUBAET BANKHYIO
cpeay B paHe U MUHUMMU3UPYET PUCK Mauepauun. lNosaska
WMEET KOHTaKTUPYIOWMI C paHeBOM NOBEPXHOCTbIO C/OW
Safetac®, KOTOpbIW  CO343€TCA C  WCNONb3OBAHMEM
YHUKANbHOW  TEXHONOTUW  CaMOK/IEAWMXCA  NOBA3OK.
WUcnonb3oBaHne 3TOrO CA0A MWHMMM3MPYeT 6onesble
OULYLEHUA Y NALUMEHT U TPAaBMMPOBAHUE PaHbl U KOXM
BOKpYF HEe Npu yAaneHumn NoBA3KK.

Nosaska Mepilex CoCcTOMT u3 cnefyloWnx KOMNOHEHTOB:

o MArKOW CHMNNKOHOBOM HaKNAaAKW, KOHTaKTUPYIOWen ¢
paHeBoi nosepxHoCTblo (Safetac);

* rM6KOM NOrNOLWAIOLLEN NPOKNAAKK U3 NONMYPETAHOBOrO
neHomarepuana;

* Hapy)XHO BO34yXONPOHULIAEMOM, HO
BOA0HENPOHULLAEMOI NONNYPETAHOBOMN MNEHKM.

CocraB matepuvana noBA3KU:
CUNMKOH, NnonuypeTaH

Product description

Mepilex is a highly conformable dressing that absorbs
exudates, maintains a moist wound environment and
minimises the risk for maceration. The dressing has a
Safetac® wound contact layer that is a unique adhesive
technology. It minimises pain to patients and trauma to
wounds and the surrounding skin at dressing removal.

Mepilex consists of:

« a soft silicone wound contact layer (Safetac);

+ a flexible absorbent pad of polyurethane foam;

« an outer polyurethane film which is breathable but
waterproof.

Dressing material content:
Silicone, polyurethane

HasHayeHne MeAULMHCKOro n3aenmna

Wagenve npeaHasHayeHo AR yxo/Aa 3a pa3Ho06pasHbimMM
paHaMM C 3KCCYAAaTOM, Hanpumep, A38aMM Ha FONEHAX U
CTONax, NPONEXHAMM, a TaKKE TPaBMATUYECKUMMU PaHaMM,
Hanpumep, pa3pbiBaMU KOKU W PaHamMu, 3aXUBAIOWMMM
BTOPUYHbBIM HAaTAXKEHUEM.

Intended use

The device is designed for a wide range of exuding
wounds such as leg and foot ulcers, pressure ulcers and
traumatic wounds, e.g. skin tears and secondary healing
wounds.

Noka3aHnA K NPUMEHEHUIO

Mosa3ka Mepilex npegHasHavyeHa pgnA  yxoda 3a
pa3Ho0bpa3HbIMM paHaMW C 3KCCYAaTOM, Hanpumep,
A3BaMU Ha [ONIEHAX M CTOMax, NPONEXHAMU, a TaKme
TPaBMaTUYECKUMU PaHaMK, HaNpUMep, Pa3pbiBaMu KOXM 1
paHamK, 3aXKUBAIOLLMMMU BTOPUUHBIM HATAKEHWEM.

Indications for use

Mepilex is designed for a wide range of exuding wounds
such as leg and foot ulcers, pressure ulcers and traumatic
wounds, e.g. skin tears and secondary healing wounds.

AGCONIOTHBIE MPOTUBOMOKa3aHNA
MpoTUBONOKA3aHUM Her,

OTHocuTeNbHbIE NPOTUBONOKA3aHuA (NpeaynpexaeHus)

Absolute contraindications
There are no contraindications.

Relative contraindications (warnings)
Do not use on patients with known hypersensitivity to
the dressing or its materials.




A MCNONb30OBaTb Yy MNauUueHTos C AOK33aHHOr1
eHHOﬁ YYBCTBUTENbHOCTBIO K MNOBA3KE WM ee

Aenb3
nosbi
matepvanam.

BO3MOMHDIE OCNIOMHEHHUA U N060ouHbIE 3ddeKTb!
- UHGMLUMPOBAHME PaHbI;

- N36biTouHoe 06pa3oBaHne rpaHyNALUN;

- AAnepruyecKkue peakumm;

- KOXHble peakuuum,

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

YcN0BUA NPUMEHEHUA

Nosa3ka Mepilex npegHasHayeHa ANA NPUMEHEHUA B
CTEpUNBHOW Cpeae, HecTepunbHOW Ccpeae, AOMalHem
yxoae, 6onbHUUHON cpeae.

Usage conditions
Mepilex is intended to be used in sterile environment,

non-sterile  environment, home  care, hospital

environment.

MoreHuManbHbIA noTpeburtens

Nonynauua nonb3oBarenen

Noea3ka Mepilex npegHa3HayeHa A/IA WUCNO/b30BAHWA
MEANLMHCKMMU pabOTHUKaMM nan HenpodeccnoHanamu
nog HabnloAeHUEM MEAULIMHCKMX PAGOTHUKOB.

Monynauua NaLUeHTos
Mpeanonaraemaa MNOMyJALMA NAUMEHTOB ANA nsagenva
OTPaXaeTcs NOKa3aHWAMW K MNPUMEHEHUIO C ydyeTom

NpOTUBONOKA3aHWil, ~ Mep  MPeaoCTOpoXHoCTH U

npeaynpexXaeHni.

Potential consumer

User population
Mepilex is intended to be used by health care

professional or lay person under supervision of health

care professional.

Patient population

The intended patient population for the device is
reflected by the indications for use taking into
consideration the contraindications, precautions and

warnings.

Mepb! NpesoCTOPOXKHOCTU

e Henb3a MCnonb30BaTb y MNauueHToB C [OKa3aHHOM
NOBbILWEHHON YYBCTBUTENLHOCTBIO K MOBA3KE UAW €€
martepuanam.

e He npumeHaiiTe B CO4eTaHun C oKUCAUTENAMMU,
Hanpumep, PacTBOpamu runoxiopuTa win nepekucu
BoAOpOAa.

e [lpy HanuuuMu NpU3HaKoB MHOEKUMK, Hanpumep npu
NOBbLILIEHHONM Temnepartype, MOKPaCHeHUU  paHbl,
NIOKaNbHOM OLLYLLEHUU Tenna uan OTexe obpaTtuTech K

MeauuMHCKOMy — paboTHUKY — A7A  MONYHEHWA

COOTBETCTBYIOLLEro JIeYeHNA.
e He ucnonbayiite usgenue NOBTOPHO. Mpy NOBTOPHOM
3QPEeKTUBHOCTb  U3[eNMA  MOXET
BO3MOXHO BO3HWKHOBEHHME

npPUMeHEHUU
CHU3UTLCA,
nepeKkpPecTHOro 3apasKeHuA.

e CTepunbHO. He ucnonb3yiTte usaenve, eciu ero
crepunbHbI Bapbep 6bin NOBPEXAEH UM BCKPBIT AO
UCMoNb30BaHMA M3Aenua. He nopsepraiTe NoBTOPHOI

a TaKxe

cTepunn3auuu.

Precaution(s)

o Do not use on patient with known hypersensitivity to
the dressing or its materials.

e Do not use together with oxidising agents such as
hypochlorite solutions or hydrogen peroxide.

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

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

e Sterile. Do not use if sterile barrier is damaged or
opened prior to use. Do not re-sterilise.




CsepeHMA O MaTepuanax HKWBOTHOTO/4eNoBeYeCKoro
POMCXOMACHNA, NEKAPCTBEHHDIX CPEACTBAX, BXOAALLUX B
cOCTaB MEAMLMHCKOTO U3aenmua

He NPUMEHNMO.

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

OnucaHue NPUHAANEKHOCTEH, MEAUUUHCKMX W3aenun
WAW W3AENMHK, He ABAAIOWMUXCA MEAULMHCKUMM, HO
ﬂpeAyCMOTpeHHbI)( ANA UCNO/ZIb30BaHUA B KOMGMHaU,HM Cc
3aRBIEHHbIM MEAULIMHCKUM U3AENHEM.

Key Accessories, Medical Devices or Non-Medical
Devices, to Be Used in Combination With Medical

Device Submitted For Registration.

agme—.

NosA3Ky Mepilex MOXHO NPUMEHATb NOJ KOMNPECCUOHHOW
NOBA3KOW N B COYETAHUM C FEeNAMM.

Mepilex can be used under compression bandaging and

in combination with gels.

WHCTPYKUMA NO NPUMEHEHUIO
Mepilex:

—

Mepilex Heel:

[
MNoBA3Ka Mepilex MoXeT MCNoNbL30BaTLCA
HenpodeccuoHanamm noa HabnaeHem

KBaNUPULMPOBAHHOTO MEAULIMHCKOTO paboTHUKa.
1. BbINOMHATE OYWUCTKY paHbl B COOTBETCTBUU C
KAMHUYECKOM NPAKTUKOM.

2. TwatenbHO OCYLINTE OKPYXAKOLLYIO KOXKY.

3. BbibepuTe NOBA3KY NOAXOAALIEro pasmepa. Mepilex
[0/KHA NepPeKPbIBaTb OKPYIKALOLLYIO CYyXYHo KOXY HE MEHEE
yem Hal-2 cM anA HeboNbLKX PaH (0 12,5%x12,5 cm) 1 3-5
cmM ana Gonee OBWMPHBIX paH. 3T0 Heobxoaumo aNA
3aWMTbI OKPYXKalolWed KOXW OT Mauepauuu, a Takxe Ana
HagexHoW duKcauuu nossasku. Ecam Heobxoaumo, TO
Mepilex MOXHO pe3aTb ANA HANOKEHUA Ha paHbl
pa3nnuHOM GOPMbI M NOKANU3ALIMH.

4. Ypanute Nepeyld CHAMAemyio NAeHKY U NpUOXKWTE
NOBA3KY JIMMKON CTOPOHOIA

K paHe.

5. Yaanute OCTalbHYI0 CHAMAeMylo NIEHKY U npurnaapte
NoBA3KY Ha KOXe.

He pactarvgaiite noBaskKy.

6. Mpu HeobxoaumocT nosasky Mepilex ¢ukcupyiot
6MHTOM MAK UHBIM cnocobom.

Instructions for use
Mepilex:

Mepilex Heel:
=

Mepilex can be used by lay persons under supervision of
health care professionals.

1. Cleanse the wound in accordance with clinical
practice.

2. Dry the surrounding skin thoroughly.

3. Select an appropriate dressing size. Mepilex should
cover the dry surrounding skin by at least 1-2 cm for the
smaller sizes (sizes up to 12.5 x 12.5 cm) and 3-5 cm for
the larger sizes in order to protect the surrounding skin
from maceration and fixate the dressing securely. If
required, Mepilex can be cut to suit various wound
shapes and locations.

4. Remove the first release film and apply the adherent
side to the wound.

5. Remove the remaining release film and smooth down
the dressing on the skin.

Do not stretch.

6. When necessary, fixate Mepilex with a bandage or
other fixation.

The dressing change interval may be several days.
Change the dressing before it is fully saturated, at signs
of leakage, or as indicated by clinical practice.
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foBA3KY MOXHO HE MEHATb HECKONbKO AeWd. MosA3ka
meHAETCA A0 TOTO, KaK OHA NONHOCTLIO NPONMUTaeTCA, NPy
npu3HaKax MOATEKaHWA nubO B  COOTBETCTBMM C
KNMHUYECKOW NPAKTUKOM.

NosA3Ky Mepilex MOXHO NPUMEHATL NOA KOMNPECCUOHHON
NOBA3KOW W B COMETAHUM C TeNAMM.

Mepilex can be used under compression bandaging and
in combination with gels.

mqan nHpopmauuma

NonuypetaHoBaa rybka, mcnonbyemas B W3genuu, npu
BO3JEWCTBUM CBeTa, BO3AyXa M/MAM Tenna MOXeT
noMenTeTb. M3meHeHWe LBeTa He BAMAET Ha CBOWCTBA
U3AEeNWA, €CNN CPOK €ro ro4HOCTH HE UCTEK.

Mpw N106OM Cepbe3HOM WHUMAEHTE, CBA3aHHOM C Mepilex,
obazaTtensHo yBegomute Mdlnlycke Health Care.

Mepilex® u Safetac® asnaloTCA 3aperucTpUpoBaHHLIMK
TOpProBbiMU 3HaKamu komnanumn Mdlnlycke Health Care AB.

Other information

The polyurethane foam used in the product may change
colour to more yellow when it is exposed to light, air
and/or heat. The colour change has no influence on
product properties when used before expiry date.

If any serious incident has occurred in relation to the use
of Mepilex it should be reported to MbInlycke Health

Care.

Mepilex® and Safetac® are registered trademarks of
Mélnlycke Health Care AB.

OcHoBHblE TeXHU4YecKue 7 $yHKUMOHaANbHDbIE
XapaKTepPUCTUKU
YepTex nosasku Mepilex:
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YepTex nosasku Mepilex Heel:
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A — lnnHa, HanpaBaeHve 06paboTku

Main technical and functional characteristics
Drawing of a Mepilex dressing:
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Drawing of a Mepilex Heel dressing:
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A - Length, MD
B — Width
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B- [npunHa
f ¢ —Pa3mep NONOCHI 3axBaTa CbEMHOW 3aWMUTHOMN NNEHKK, OT

| kpan AO KPaR
D - AnnHa CbeMHOM 3aLWMUTHON NNEHKK, Haxnect
£ — PacCTOAHME OT HaxNecTa CbeMHOWM 3aLWMTHON NNEHKKN A0
Kpaf
F — PaCCTOAHWE B IMHUV CYXXEHUA
[ZZ Cueamoe nokphITHe
[ Cummomosi cnof
Tomryperanosas nesa
BB Tomeyperanosas memxa
Xapaktepu | 3xaue | Mepil | Mepilex Mepil | Mepil | Mepil
CTUKA Hue | ex” °10x20 ex’ ex’ ex’
10x10 ™ 15x15 | 20x20 | Heel
™ ™ ™ 13x20
™
Hom., 100 100 150 200 130
MM
A Deiict 95- 95-102 145- 194- 125-
8., MM 102 155 203 132
Hom., 100 200 150 200 200
MM
. Dewcrt 95- 194-205 145- 194- 194-
B., MM 104 153 205 205
Hom., 16 16 16 16 16
MM
¢ Dencr | 10-22 10-22 10-22 | 10-22 | 10-22
B., MM
Hom., 5 5 5 5 5
MM
D [ewct 3-7 3-7 3-7 3-7 3-7
B., MM
Hom., 20 51 20 52 52
MM
€ fOencr | 10-27 42-62 10-30 | 42-62 | 42-62
B., MM
Hom., - = = - 55
. MM“
Dewnct - - = - 50-60
B., MM
Macca, r 7,429 | 14,444 | 1640 | 29,00 14,00
+10% 0 0 0
TonwwuHa,
MM
Co
CbeMHOW
NNEHKOM,
nmepurte 55+1,0
NbHbIN
npubop
pacnonox
eH Ha
Kpato

C - Distance grip edge release foil

D — Length of release foil overlap

E — Distance from overlapping release foil to edge
F — Distance waist

Release liner
: Silicone Iayer

AULALIIATLLATALAASARA AW

PURfoam
Bl PUR film
Characte | Value | Mepilex | Mepil | Mep Mepil | Mepil
ristic *10x10 ex” | ilex | ex’ ex’
cm 10x20 | 15x | 20x20 Heel
cm 15 cm 13x20
cm cm
Nom., 100 100 150 200 130
mm
. Act., 95-102 95- 145- 194- 125-
mm 102 155 203 lsL
Nom., 100 200 150 200 200
mm
8 Act., 95-104 194- 145- 194- 194-
mm 205 153 205 205
Nom., 16 16 16 16 16
mm
¢ Act., 10-22 10-22 10- 10-22 | 10-22
mm 22
Nom., 5 5 5 5 5
mm
. Act., 3-7 37 | 37| 37 3-7
mm
Nom., 20 51 20 52 52
. mm
Act., 10-27 42-62 10- 42-62 42-62
mm 30
Nom., - - - = 55
" mm
Act., 2 - - - 50-60
mm
Mass, g 7.429 | 14.44 | 16.4 | 29.00 | 14.00
+10% 4 00 0 0
Thicknes
s, mm
With
release
film,
measurin 55+1.0
g device
positione
d at grip
edge,
mm

Nom. — Nominal

Act. — Actual

Characteristics according to GOST
R53498-2019
Peeling resistance of the adhesive

Acceptance criteria




layer, N/m:
/ -Not less 10
/| Hom. — HomuUHanbHoe - Not more 1000
[eicTs. [JlecTBUTENbHOE Functional pad sorptive capacity,
uku no FOCT P Gk o
XapaKTepucTl 0 53498-2019 | Kputepuit npuemnemocty - not less 0.05
ConpoTveaeHue OTCNANBAHUIO Functi ing ti
ional pad :
o caon, Hie runtiona! pad wetting time, sec: o
: Hee
He ::nee 10 Steam (vapor) permeability,
-He 1000 mg/cm?/h:
CopbUMOHHAA eMKOCTb - not less L
¢ynxu,uouanbnoﬁ noayweuku, cm3/cm: Air permeability R, cm3/cm?/sec:
- He MeHee 0,05 - not less 5
Bpems cmawlaaHMa bYHKUMOHANbHOM Atraumaticity of the functional pad
noAyﬁ\uquM, c (degree of adhesion to the wound
- He bonee 10 surface model. % to the medical
MaponpOHULIAEMOCTb. Mr/cm2/u: gauze): 30
- He MeHee 1,5 - not more J
Bo3AyXONPOHULAEMOCTb, CM3/cm?/c:
- He MeHee 5
ATPaBMaTUYHOCTb GYHKLMOHANLHOM
noAyweYKu (creneHb aaresum K
MOAENW PaHEBOW NOBEPXHOCTH, % K
Mapne MeANLMHCKOM):
- He bonee 30
YCN0BUA 3KCNAyaTaLum MeaULUHCKOro U3AenA Operating conditions

Environmental conditions:
Temperature range from +10 to +35°C.
Relative humidity range up to 80% non-condensing (at

+25°C).

YCNOBUA OKpYXKatoLei cpeapi:
TemnepaTypHbii AUanasoH ot +10 go +35°C.
OTHOCUTENbHAA BAAXHOCTb A0 80% 6e3 KoHAeHcauum (npu

+25°C).

YcnoBuA XpaHeHUAa U TpaHCNOPTUPOBAHUA Storage and transportation conditions
Ycnosua xpaHeHus Storage conditions
Mepilex cneayeT xpaHuTb B AuanasoHe Temnepartyp ot 0 | | Mepilex should be stored in temperature range from 0
po +35°C. to +35°C.
Mepilex cneayeT xpaHuTb B AuanasoHe BaXHOCTH oT 0 | | Mepilex should be stored in humidity range from O to
10 75%. 75%.
YCN0BWA TPAHCNOPTMPOBAHUA Transportation conditions
Napamertp Kpamocpoquble/ CpeaHecpoyHbie Parameter | Short term/peak Medium term
NUKOBbIE ycnosma conditions (up to 5 conditions
ycnoeus (o 5 (no 60 AHe#) hours) (up to 60 days)
Yacos) Temperat | -35to+63 0 to+36
Temnepatypa | OT-35 A0 +63 OT0 go +36 ure [°C]
[°C] Humidity | 0to90 0to75
BnaHOCTb 0ot 0 a0 90 ot0pm075 [%]
(%]
CocraB yNnaKoBKH! Package contents
Mepilex: Mepilex:
Homep no | Pasmep, Kon-so B Kon-Bo B Catalog | Size,cm Quantity Qiantity
Kartanory cm TOBapHOW | TpaHcnopT number in in
Kopobke HOM retailer | shipping




Kopobke
IF704100 | 10x10 5 70
/ 294200 10x 20 5 45
294300 15% 1S 5 25
294400 20x 20 5 20
Mepilex Heel:
mp no | Pa3mep, Kon-so8 | Kon-Bo B
KaTtanory ™ TOBapHOW | TpaHcnopT
Kopobke HOM
Kopobke
288100 13x20 5 25

WHCTPYKUMA MO npuMeHeHmio nybaukyetca Ha cante
https://www.molnlycke.ru. Ccblnka Ha CaiT ykasaHa Ha

PYCCKOA3bIYHOM CTUKEpE.
PYCCKOA3bIHbIA CTUKEP HAKNEMBAETCA Ha NepBUYHYIO0

(MHAMBUAYANbHYIO) U BTOPUYHYIO (TOBapHYyI0) yNnakoBKM.

, package { packagi/
204100 | 10x10 | 5 | 70 ]
294200 | 10x20 | 5 | 45 |
294300 ] 15¢15 | 5 | 25 ]
294400 | 20x20 | 5 EE
Mepilex Heel:
TCatalog Size, cm | Quantity | Qiantity
number in in
retailer | shipping
package | package
288100 | 13x20 | 5 EE

Instructions for use are published on the website
https://www.molnlycke.ru. The link to the site is
indicated on the Russian sticker.

The Russian sticker is sticked on primary (individual) and

secondary (retailer) packages.

CpokK rogHocTtu 3 roga.

CpOK MCNO/b30BaHKA

MoBA3KY MOXHO HE MEHATb HECKO/bKO [AHeir. MosA3Ka
MEHSAETCA 0 TOro, KaK OHa MOJIHOCTbIO NPOMUTAETCA, NPYU

npu3Hakax noATreKaHusA nmbo B cooTBeTcTBMM  C

KAMHWUYECKOMN NPAKTUKOM.

Shelf life is 3 years.

Lifetime
The dressing change interval may be several days.

Change the dressing before it is fully saturated, at signs
of leakage, or as indicated by clinical practice.

apaHTUitHble 06a3aTenbcTea
Mpou3soauTeNb rapaHTUPYeT, YTO MeAULMHCKOE n3aenne
COXpaHAET CBOM CBOWCTBA B TeYEHMe BCEro CPOKa roAHOCTH.

Warranty
The manufacturer guarantees that the medical device

retains its properties for the duration of the shelf life.

MOpAAOK OCYLECTBNEHUA YTHAM3ALMN W YHHYTOMEHMA
MeAULMHCKOro M3aenun

[laHHoe u3aenMe nocne WCNo/sb3oBaHuA npeAcTasiser
NOTEHUMaNbHYl0 6UONOrMYECKYI0 ONacHOCTb W NO3TOMY
NOANEXMT YTUAN3ALMU KaK KIMHUYECKNE OTXOAbI.
M3penus, MMeBLUME KOHTAaKT C KPOBbIO M/WMAM ApYrumu
6MONOMMYECKMMU HMAKOCTAMM, OTHOCUTCA K Knaccy b
KNacCMOUKALMM  MEULIMHCKUX OTXOAO0B, M nopnexat
YTUAU3ALMN M/UNU YHUUTOKEHMIO COTNIACHO NPUMEHAEMbIM
HALMOHANbHbIM 3aKOHO4ATE/IbHBIM HOPMaM.
Hencnonb3oBaHHblE M34ENUA (HE WMEBLUME KOHTaKTa C
KPOBbIO U/MUNU C BUONOTUUECKUMM KUAKOCTAMM), B T.u. C
UCTEKWUM CPOKOM TOAHOCTM, OTHOCUTCA K Kaaccy A
KNacCMPUKALMM  MEAMUMHCKMX OTXOA0B M  NOA/exar
YTUAM33LNUM /UM YHUYTOXKEHMIO COTNACHO NPUMEHAEMBIM
HaUMOHA/IbHBIM 3aKOHOAATENbHBIM HOPMAM.

Disposal

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.

YnonHOMOUeHHbIM NpeacTaBuTeNb NpousBoguTens

Authorized representative of the manufacturer




00 "|[EHTP W3YYEHUA CUCTEM 34PABOOXPAHEHMA",
127473, T opoa Mocksa, ynuua Cenesnesckas, g, 11A, ctp.
2 a1/kOM/0d 2/30,32/232. Ten.: +7 (499) 391-24-14; +7
(926) 287-96-65. '

LLC “HEALTHCARE SYSTEMS KNOWLEDGE CENTER”,
127473, Moscow, Seleznevskaya st. 11A, build. 2,
floor/room/office 2/30,32/232. Tel.: +7 (499) 391-24-14;

+7 (926) 287-96-65.

pacwnpPOBKa CHMBONOB, NPUMEHAEMBIX NpK
MapKMpOBaHUU MEAWLIMHCKOrO U3aenus:

Cumson Onucanue

Crepunusaupua OKCUAOM

E]'ERILE@ 3TUNEeHa
3anper Ha NOBTOPHOE
npUMeHeHue
3Hak EC

( € 2797
MpoussoauTens

OTKpbIBaTb 34€Ch

OctopoxHo! ~ Obpatutect K
WHCTPYKLUM NO NPUMEHEHUIO

Bepeyb OT BNaru

Netna Mebuyca

b
P
&

fna  paH C yMepeHHOM

aKccyaaumen

660

BHumaHue! 4 nepabie undpb J10Ta ob6o3HavakoT AaTy
BbINyCKa: Nepsble gge — rod (nocnepnue fge undpsl

ropa), BTopble ABe - HeAe/ o BbiNyCKa.
Hanpumep: 3anucs LOT 0952-4630 o3Hauaet, 4TO

ToBap 6bin BuinyweH 8 2009 roay (09=2009) Ha 52
Hegene, T.e. B aekabpe mecaue.

Explanation of symbols used in labelling the medical

Sterilized using ethylene oxide

product:

h Symbol

S

Do not reusée

/

CE marking

.

( € 2

R

Manufacturer

.

Open here

Caution! See instructions for

use

Keep away from moisture

Mark waste recycling «mobius

strip»

For moderately  exuding

wounds

660

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.

[DPara uspanun 08/2021

Publication date 08/2021

10





{ "type": "Document", "isBackSide": false }


{ "type": "Document", "isBackSide": false }


{ "type": "Document", "isBackSide": false }


{ "type": "Document", "isBackSide": false }


{ "type": "Document", "isBackSide": false }


{ "type": "Document", "isBackSide": false }


{ "type": "Document", "isBackSide": false }


{ "type": "Document", "isBackSide": false }


{ "type": "Document", "isBackSide": false }

