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Instruction for Use

Self-adherent soft silicone Safetac* dressing for scar care Mepiform*
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HanmeHoBaHVe MefULIMHCKOr0 U3fennsa

MoBsA3Ka HecTepubHas MHOropasosas yxogosas Mepiform® ¢ MArkim
CUIMKOHOBbLIM MOKPbITMEM Safetac®.

BapuaHTbl nCNONMHEHNS:

1 TlloBA3Ka HecTepuibHasa MHOropasoBas CamOK/esLlasacs yXxo[oBas
Mepiform® ¢ MArKMM CUANKOHOBBLIM MOKPbITMEM Safetac®, pasmep
5X7,5 cm- 5T,

2. lMoBs3ka HecTepwbHasd MHOropasoBas CaMOK/esLasca yxofosas
Mepiform® Cc MATKAM CUIMKOHOBBLIM MOKpbITMEM Safetac®, pasmep
4x30 cm - 5T,

3. ToBA3ka HecTepw/ibHas MHOropasoBas CaMOK/IesLasca yxonosas
Mepiform® ¢ MArKMM CUIMKOHOBBIM MOKpbITMEM Safetac®, pa3mep
10x18 cm - 5 .

OnwucaHve n3gennsa

Mepiform® — 3TO TOHKas rmbkas NoBsA3Ka, COCTOALLAA U3 BHELLUHErO
cnos (nosmypetaH W HeTKaHbliA MaTepuan), MOKPbITOrO  MATKUM
CWU/IMKOHOBbIM refiem, Kotopas UCnosb3yeTcs Kak 41 ctapbIiX, Tak v ans
HOBbIX  TUMEPTPOIMYECKMX M KeNomfHblX  pybuos. OcHoBa
npescTaBnseT cobori BOAOHENMPOHULAEMYIO NOMMYPETAHOBYIO MNEHKY,
MPUKPEN/IEHHYD K  CepAueBMHE U3 BUCKO3bl C  MOMOLLGHO
nonnakpunatHoro  knes. CnOi,  KOHTaKTUPYIOLMIA € KOXEN,
npeacTaBnseT coboin Mmsarkuii cunmkoH (Safetac®), a 3aTtemM NpPoayKT
MOKPbIBAETCA aHTNALre3VOHHOW MOIMMNPONNIEHOBOI MNEHKO.
TexHonorus Safetac®

Safetac® — 370 3anaTeHTOBaHHasA TEXHOOMMS MATKOTO CUIMKOHOBOTO
cnosi. ToBsiskn Ha paHy C TexHonoruel Safetac® o6ecrieumBatoT
MVHUMa/IbHYIO TPaBMaTmn3aLUmio paHbl M YMeHbLUAT 60/1b NauyeHTa Bo
BPEMS CMeHbI NOBA3KN.
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Name of the medical device

Self-adherent soft silicone Safetac® dressing for scar care Mepiform®.
Design variants:

1. Self-adherent soft silicone Safetac® dressing for scar care Mepiform®,
size 5x7.5 cm - 5pcs;

2. Self-adherent soft silicone Safetac® dressing for scar care Mepiform®,
size 4x30 cm - 5 pcs;

3. Self-adherent soft silicone Safetac® dressing for scar care Mepiform®,
size 10x18 cm - 5 pcs.

Product description

Mepiform® is a thin, flexible dressing consisting of a laminate
(polyurethane and nonwoven) covered with a soft silicone gel used for
both old and new hypertrophic and keloid scars. The backing material is
a waterproof polyurethane film, attached to the viscose core by a
polyacrylic adhesive. The skin contact layer is soft silicone (Safetac®)
and the product is finally covered by a polypropylene release film.
Safetac® technology

Safetac®- is patented technology of soft silicone layer. Wound dressings
with Safetac® technology provide minimal traumatization to wound and
decreased pain to patient during dressing changing.



CuWNMKOHOBBI cnoii Safetac® upe3BblvailHO MSrKWIA, NOKPbIBAET
LLIEPOXOBATOCTb MOBEPXHOCTMN M 06pa3yeT 06LUMPHYHO 30HY

3 PEKTMBHOr0 KOHTaKTa C KOXeit. Mpn HopMasibHOM YCUIUK OTpPbIBa
MpY CMEHE NOBSA3KM MArKUIA CUNMKOHOBBIN CNOIA pacnpeaensieT ero no
LUINPOKOI MOBEPXHOCTU KOXW NOA NOBA3KON. Takmm 06pa3om npu
CHATUM NOBA3KM MO TexHonoruy Safetac® He gocTuraeTcs nopor
0TCNOeHUs anuaepmmca 1 601eBoI NOPOT, a cuia aare3mmn obblvHas.

1. MonunypeTaHoBas MEHKA, NTaMUHUPOBaHHAsA HETKAHOW BUCKO30iA

2. CUNINKOH -======= mmmmmmmmm [ 1
3. 3almTHas NoNMNPONUIeHoOBas MNEHK

2. BHewwHwiA cnoii (nonvyp>eTaHoBas
NNEHKa/HETKaHbIA MaTepuan)

HasHayeHne Me4ULMHCKOro M3genus
MpeaHasHayeHa Ana yxofa 3a rMnepTpoPUUECKUMU U KENOWUAHBLIMU
pybuamMun, Kak CBeXWMM, TaK W CTapbnuu. Takxe NpUMeHseTcs ans
NPO(UIAKTUKA Ha 3aKpbITbIX paHax, 4Tobbl M3bexaTb 06pa3oBaHUsA
TUNEPTPOUYECKNX U KENOULHBIX PYOLIOB.
lNoka3aHnA

MpegHasHayeHa Ana yxofa 3a runepTpoPUUECKUMN U KeNOUAHbIMA
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Silicone Safetac® layer is extremely soft and covers roughness of the
surface and forms wide area of effective skin contact. When using
common efforts during dressing change, soft silicone layer distributes it
on the wide surface of the skin under dressing. By means of it, during
peeling off the dressing with Safetac® technology the barrier of
detaching of epidermis and pain barrier are not achieved, while the
adhesion strenthg is common.

1 Polyurethane film laminated with viscose nonwoven
2. Silicone
3. Release liner. Polypropylene film

2. Carrier Laminate
(PU-film/Nonwoven)

Purpose of the medical device

Mepiform® is designed for the management of both old and new
hypertrophic and keloid scars. It can also be used as a prophylactic
therapy on closed wounds for prevention of hypertrophic or keloid
scarring.
Indications

Mepiform® is designed for the management of both old and new




pybuamu, Kak CBEXMMM, TaK W CTapbiMW. Takxe MNpuUMeHseTcs Ans
NPOMMNAKTMKMA Ha 3aKpbITbIX paHax, 4Tobbl M36exaTb 06pa3oBaHMUS
TMNepTPOPUUECKNX U KENOUAHBIX PYOLIOB.
lMpoTmnBONoKasaHnsA

 He wucnonb3yinte noBsA3ky Mepiform® ans naumMeHToB C

rMnepyyBCTBUTENbHOCTHIO K marepuanam/KOMMNOHeHTam,
BXOZALLMM B COCTaB MPOAYKTA.

* He ncnonb3yiTe Ha OTKPbITbIX paHax.
B03MOXXHble 0C/TOXKHEHWS U NO60YHbIE 3hDEKTLI NMPU MPUMEHEHUN
MW

* npyput

* KOHTaKTHbI gepMaTuT

* CYXOCTb KOXW

* CblMb

* 3yh
CBefileH1s1 0 NPON3BOAUTENE MEeAULMHCKOIO N3LeNnns
MpounssoanTesb:
MénHnuke Xenc Kea Ab, LLiseuus (Molnlycke Health Care AB)
Gamlestadsvagen 3C, Box 13080, SE-402 52 Goteborg, Sweden
Mpon3BoACTBEHHAA MowaaKa:
Molnlycke Health Care Oy
PO Box 76, Saimaankatu 6, Mikkeli, FI-50101, Finland.
YcnoBusa npuMeHeHUs
MoBsizka Mepiform® npegHasHayveHa 415 UCNOMb30BaHUS B AOMALLHNX
N 60/IbHNUYHBIX YC/IOBUSIX.
MoBs3Ky Mepiform® MOXXHO OCTaBNATb HA KOXeE Ha HECKO/IbKO AHEMN, [0
CeMW [Held, B 3aBUCMMOCTU OT COCTOSHWUS KOXW WKW MO YKasaHWo
CMeunaIncToB-MeanKoB. Bpems He fABNSETCA  OrpaHWMYMBAIOLLUM
(hakTOPOM AN COXpaHeHWs CBOWCTB m3genus. [poaykT crnepyet
3aMEeHUTb He No3fHee, YeM NpW NOTepe afre3vu.
MoTeHUManbHbIN NOTPebUTeNb
Mpegnonaraemblii Nosib3oBaTeN b
MoBAska  Mepiform®  npegHasHayeHa  Ons
MeANLIMHCKMUN paboTHUKAMW U HeCTIeLuaicTamMu.

MnCcnoJsib30BaHNA
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hypertrophic and keloid scars. It can also be used as a prophylactic
therapy on closed wounds for prevention of hypertrophic or keloid
scarring.
Contraindications
» Do not use Mepiform® on patients with known hypersensitiyity to
the ingoing materials/components of the product.
» Do not use on open wounds.

Possible complications and side effects

e pruritis

* contact dermatitis

e dry skin

 skinrash

* itch
Information about manufacturer of the medical device
Manufacturer:
MSInlycke Health Care AB
Gamlestadsvagen 3C, Box 13080, SE-402 52 Goteborg, Sweden
Manufacturing site:
Molnlycke Health Care Oy
PO Box 76, Saimaankatu 6, Mikkeli, FI-50101, Finland.
Usage conditions
Mepiform® is intended to be used in home care and hospital
environment.
Mepiform® may be left in place for several days, up to 7 days, depending
on the skin condition or as indicated by health care professionals. Time
is not a restricting factor for maintained product properties. The product
should be changed at latest when adhesion is lost.

Potential consumer

Intended User

Mepiform® is intended to be used by health care professional and lay
person.



IpeanonaracMas rpynna NANEEATOB
IpeanonaracMas rpynna DAIHCHTOB, HYXJAIOUIHXCH B H3ACIMH,
OTpaxaeTcd B MOKASAHAAX K IPHEMEHEHMIO ¢  YICTOM

NPOTHBONOKA3AHAH, MEP NPEAOCTOPOXKHOCTH H HPSAYNPEKICHHH.
[opasxy Mepiform® MoXHO NpUMEHSATL NMANMEHTAM HE3ABHCHMO OT

BO3pACTa, 108 H THNA KOXXH.

Intended patient population

The intended patient population for the device is reflected by the
indications for use taking into consideration the contraindications,
precautions and warnings. Mepiform® can be used on patients regardless
of age, sex and skin type.

OcnonHLI¢ TEXHHYECKHE H QYRKIHORAIbHBIC XAPAKTEPHCTHEKH

Main technical and functional characteristics
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[aHHasa cneymdukaums NpoLyKTa 0XBaTblBAeT aCCOPTUMEHT MOBA30K
Mepiform®, Kofbl NPOAYKTOB:

Kog BapnaHT OnvHa LLnpuHa Macca
NPOAYKTa MCMOMHeHUst (gonycku), MM (4OMYCKW), MM (AOMYCKWM), T
293640 4x30 cm 300 (x4) 40 (£3) 8,5 (x0,5)
293740 5x7,5 c™m 75 (£3) 50 (£ 2) 18 (0,2)
293750 10x18 cm 180 (£3) 100 (£3) 5.8 (x0,3)

[nvHa
3
1 2

1 MoBepPXHOCTHbIN CNONA; NONNypeTaHOBast NNEHKA, NaMUHPOBaHHas
HEeTKaHOl BMCKO30M

2. KOHTaKTHbIVA CMOWA; CNOIA MAFKOro SIMNKOro CUIMKOHA
3. 3almMTHaa NoNMNPONUIEHOBasA NIBHKA
Kputepuii
XapaKTepucTuku nprYemneMocTu rno
FOCT P 53498-2019
ConpoTuB/ieHne OTCMaVBaHMIKO KIeeBoro criosl, H/m:
- He MeHee 10
- He Bonee 1000
MaponpOHULIGEMOCTb, MI/CM™Y:
* He MeHee 15
BosayxonpoHuuaeMocTs R, cmVan c:
- He MeHee 5

MwuKpo6Hast uncToTa
[06LLee UmCo a3poBHbIX GaKTePUIA 1 APOXOKEBBIX U
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This product specification covers Mepiform® assortment, product

codes:
Product no Desjign Length Width Mass
variant  (tolerances), mm (tolerances), mm (tolerances), g
293640  4x30cm 300 (£ 4) 40 (£ 3) 8.5 (£0.5)
293740 5x7.5cm 75 (= 3) 50 (x2) 1.8 (x0.2)
293750  10x 18 cm 180 (3) 100 (+ 3) 5.8 (£0.3)
Length

Backing; polyurethane film laminated with viscose nonwoven
Wound contact layer; thin layer of tacky soft silicone

Release film; polypropylene film

Characteristics

Peeling resistance of the adhesive layer N/m;

- not less

- not more

Vapor permeability, mg/cm”/h:

- not less

Air permeability R, cmVem”-s:

* not less

Microbal purity

[the content of aerobian bacteria as well as

veast and mould fungus fin totaDI, CFU/cm”:

Acceptance criteria
according to
GOST R 53498-2019

10
1000

15

5



M/ecHeBbIX rprubos (cymmapHo)], KOE/ew,
- He 6oree 200

OnucaHve nNpPUHAANEXHOCTEN, MEAULMUHCKUX — W3LeNniA - Un

N3LENNIA, He ABNSAIOLWMXCA MEULUHCKUMU, HO NPeayCMOTPEHHbIX

N8 UCMONb30BaHMA B KOMOMHALMN C 3asiB/IEHHbIM MeANLNHCKUM

n3genvem

MpUHaANeXHOCTU 418 UCMO/b30BaHUA B KOMOMHaLMM C MOBA3KON He

npeayCcMOTPEHbI.

Mepbl NpPesocTOPOXHOCTH

MpW BO3HWKHOBEHUW CbINW WM €CN KOXKa CTaHOBUTCS BQXKHON W

Genoi  (mauepaums), yganuTe MOBA3KY M MO3BOSbTE  KOXE

BOCCTAHOBMUTBLCS, MOKA CMMMTOMbI HE MCYE3HYT, 3aTeM MpPOAo/KainTe

yXoA, TMOCTENEeHHO YBenuyuMBasa Bpema Tepanuu. Ecam cumntombl

COXpaHAKTCA, NpeKpaTuTe UCMONb30BaHWE U NPOKOHCY/IbTUPYINTECH C

BaLLMM flevaLlyiM BpadyoM Un MeLCecTpon.

MHCTPYKUMA NO MPUMEHEHUIO

lMpumeHeHne

1. OTKpoiTe yNakoBKy ¥ [OCTaHbTe NOBA3KY.

2. Otpexbte nossisky Mepiform® Tpebyemoro pasvepa. [oBs3Ka
[0/MKHa 3aKpblBaTb pybeL, 1 KOXY BOKPYr pybua He MeHee YeM Ha
1CM ¢ KaKON CTOPOHbI

3. O6pabaTbiBaeMblil y4aCTOK JOMKEH ObITb MONHOCTLIO CyXUM. Mpu
1CMO0/Ib30BaHNM COBMECTHO C Masblo UM KPeMOM MOBA3Ka LO/KHA
MPeBOCXOANTb MO M/OLAAM YYAaCTOK HaHeCeHMs Masu/Kpema.

4. YpanuTe 3alMTHYIO NAEHKY W HanoxuTe noeasky Mepiform®,
KNeKOoN CTOPOHO Ha py6eL, He pacTaruneas eé.

CwmeHa 1 yaaneHve NoBA3KN A

o  [1na OCTUXKEHUA HAMYYLLNX pe3yNibTaToB PeKOMEHAYETCA HOCUTb
nossizky Mepiform® 24 yaca B cyTkn. CH/MaiiTe NOBS3KY OANH pa3
B leHb A/19 0OCMOTpPa 1 TyasieTa KoXu. 3aTeM NoBsA3KY MOXKHO HaAeTb
06paTHO.

* B Hopma/ibHbIX ycnoBusax noeasky Mepiform  Heo6xoammo
3aMeHATb Ha HOBYHO Yepe3 KaxKaplid 7 fHe.

* TloBaska Mepiform® BofoHeNnpoHMLaeMas.
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- not more 200

Key accessories, medical devices or non-medical devices, to be used
in combination with medical device submitted for registration

There are no accessories intended to be used with the dressing.

Precautions

Should rash occur or the skin become wet and white (maceration),
remove the dressing and allow the skin to recover until the symptom has
disappeared, then continue treatment gradually increasing therapy time.
If the symptom persists, discontinue use and consult your health care
professional nurse or doctor.

Instruction for Use

Application

1. Open the packaging and remove the dressing.

2. If needed, cut the dressing to an appropriate size. Mepiform® shall
cover the scar and surrounding skin by at least 1 cm.

3. When applying Mepiform®, make sure the area is dry. When used
together with ointment or cream, ensure the dressing covers an area
beyond the cream.

4. Remove the release film and apply the sticky side of Mepiform® to
the scar without stretching the dressing.

Dressing change and removal

*  Mepiform® should optimally be worn for 24 hours a day. Remove
the dressing once per day for inspection and washing ofthe skin. The
dressing can then be reapplied.

*  Mepiform® should under normal conditions be changed every 7 days
or when the adherent properties of the dressing are no longer
sufficient.

*  Mepiform® is showerproof
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Mpoyasn nHpopmayms
Mepiform® n Safetac® aBNAKTCA 3aperMcTpupoBaHHbLIMKA TOProBbIMA
3Hakamu KomnaHun Molnlycke Health Care AB.

CBefieHMA 0 /NleKapCTBEHHbIX CPeACTBax BXOAALWMX B COCTaB
MeAMLVHCKOI0 13fenvs

Mossska Mepiform® He cofiepXXUT NIeKaPCTBEHHBIX CY6CTaHLWIA.
CsefeHusA 0 MaTepuanax YXWBOTHOr0/4YeI0BEYECKOr0
NPOUCX0XAEHUSA

B coctaB noBA3ok Mepiform® He BXOAAT TKaHW >XMBOTHOMO WM
4e/10BEYECKOr0 MPOUCXOXKAEHUS.
Ycnosusa aKcnsyataumMm MegULMHCKOro n3aenms

TemnepaTypHbIil AnanasoH o1 1080 35 °C

OTHOcUTeNbHAsA BNaXXHOCTb He 60nee 80 % 6e3 KoHAeHcaumm (npu
25 °C)
Ycnosus TPaHCNOPTUPOBKN U XpaHeHUS MefULNHCKOro 13fenus

OnutenbHoe CpefHecpoyHas KpatkocpouHas

XpaHeHwune TpaHCNopTUPOBKa TpaHCnopTUPOBKa

(BnNoTb Ao (BNN1oTb A0 60 gHel) /NMMKOBble

cpoka ycnosus (BNI0Tb

rogHoOCTHN) [0 6 yacoB)
Temnepatypa (X) +10-+30 -20 - +57 -35- +63
OTHOCUTebHaA

He 60r1ee 80 30-70 He 6osee 90

BNXXHOCTb (%)

CocTaB ynakoBku

MoBA3Ka HecTepunbHas MHoOropasosas yxogosasa Mepiform® ¢ MArkum
CU/INKOHOBbLIM MOKpbITHEM Safetac®.

BapunaHTbl UCnonHeHus:

1 TlloBAska HecTepu/ibHas MHOropasosas caMoOK/edllascs yxofosas
Mepiform® ¢ MATKAM CUAMKOHOBLIM MOKpPbITUEM Safetac®, pasmep
5X7,5 cM - 5 Wt

2. lNoBA3Ka HecTepunbHas MHOropasoBad CaMOK/eALlasaca yxofoBas
Mepiform® ¢ MATKAM CWUIMKOHOBLIM MOKPbITUEM Safetac®, pasmep
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Other information

Mepiform® and Safetac® are registered trademarks of MdInlycke Health
Care AB.

Information about the medicines included in the medical device

Mepiform® does not contain pharmaceutical substances.
Information about materials of animal/human origin

Mepiform® is not made with animal or human tissues.
Operating conditions of the medical device
Temperature range from 10to 35 °C

Relative humidity range up to 80 % non-condensing (at 25 ®C)

Storage and transportation conditions

Storage Transport Transport
Long term Medium term Short term/peak
(i.e. upto conditions conditions (up to
shelf life) (up to 60 days) 5 hours)
Temp C4) +10-+30 -20 - +57 -35 - +63
RH (%) up to 80 30-70 up to 90

Package contents
Self-adherent soft silicone Safetac® dressing for scar care Mepiform®.
Design variants:

1. Self-adherent soft silicone Safetac® dressing for scar care Mepiform®,
size 5x7.5 cm - 5 pcs;

2. Self-adherent soft silicone Safetac® dressing for scar care Mepiform®,
size 4x30 cm - 5 pcs;

3. Self-adherent soft silicone Safetac® dressing for scar care Mepiform®,
size 1QxI8 cm -5 pcs.




4x30 cm - 5wT.;

3. lMoBsi3Ka HecTepuibHasi MHOrOpa3oBasi CaMOK/IEALLAscs YXO0/0Bas

Mepiform® ¢ MArkMM CUIMKOHOBLIM MOKpPbITUEM Safetac®, pasmep
10x18 cm - 5 L.
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Pacmiagposxa CHMBOJIOB, NPHMCHACMBIX HPH MADKHDOBRHHH
MEARNEHCKONO HYIC/IRA

Explanation of symbols used in labelling the medical device
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( § ) He ncnonb30BaTh Npy NOBPEXAEHNN YNaKOBKM ( § ) Do not use if package is damaged

C € 3Hak CE C € CE marking

W3rotosutens Manufacturer
m J M |
Wcnonb3oBaTh 4o... Use by
| lot | Kog naptuu ILOTI Batch code
REF Homep no katanory REF Catalogue number

OcTtopoxkHo! O6paTnTech K MHCTPYKLUMK MO
NPUMEHEHWNIO

See instructions for use

HecTepunbHO » Non-sterile
/' non\ / non\
ASTERILE™ ANSTERILE?

3Hak "3enéHas Touka" (accoumauus
npou3BoAuMTeneli 61opasnaraeMoii, MOBTOPHO © * The green dot
MCMOMb3yeMOii 1 NepepabaTbLLaeMOii ynaKkoBKW)

MD MeAnLMHCKOe 13fenme | m d | Medical device
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)I( Nokasatesnb 3aWmTbl 0T YOU

BooHenpoHMLeMbIi

MOXXHO pa3spesaTb

OTKpbIBaTb 3[€Ch

BHumaHve! 4 nepsble umgpbl JIOTa 0603HaYal0T faty Bbinycka:
nepBble ABe - rof (nocnefHue Ase Lugpbl roga), BTOpble iBe — Hefesto
BbIMycKa.

Hanpumep: 3anuce LOT 21151140 03Ha4aeT, YTo TOBap Obla BbNTYLLEH
B 2021 roay (21 ~ 2021) Ha 15 Hepene, T.e. B anperne.
CpoK rogHocTu / CpokK aKcrnyataumm

KcTeueHne cpoka rogHocTu Ana nossa3ok Mepiform® HacTynaet cnycTts
3 rofa c gatbl U3roToBEHUS.
lMopllA0OK  OCYyLLEeCTBNEHNA
MeANLUVHCKOro N3fenvs
N3pennsa, BCTynarowme B KOHTAKT C KPOBbHO W/UN GUOMOTMYECKMI
XNAKOCTAMM, OTHOCATCS K Knaccy b MeauwrHCKMX u3genuii no
Knaccugukaumm mMeauMUUHCKMX O0TX04OB B cooTBeTcTBUM ¢ CaHluH
2.1.3684-21 1 moryT nepepabatbiBaTbCA W/MAN YTUNN3MPOBATLCS B
COOTBETCTBUM C NPUMEHUMbIMW HALMOHA/IbHLIMW MPaBuIaMu.
Heuncnonb3oBaHHble n3fenvsa (He BCTYMMBLUME B KOHTAKT C KPOBLbHO
Ui GNOMOTNYECKNMM YKULKOCTAMM), BKIKOYASA U3LENNA C UCTEKMLLM
CPOKOM XpaHeHWs, OTHOCATCA K Knaccy A MeAWLMHCKUX W3LeNniA Mo
Knaccupukaumm MeauUMHCKUX OTXOLOB B cooTBeTcTBMM € CaHlluH

yTuan3aumm 1 yYHUUYTOMeHusA
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K . UPF class
NPFaVB
f w >
)'I'( Impermeable

" y
r n

May be cut
VvV —

Open here

Note! 4 first cyphers of LOT mean manufacturing date: 2 first - year
(two last cyphers of year), other 2 - week of manufacturing.

Ex. LOT 21151140 means that device was manufactured in 2021
(21 = 2021) on 15 week, i.e. on april.

Shelf life / Service life
Expiry date for Mepiform® is set to 3 years.

Disposal

Products that come into contact with blood and/or biological fluids
belong to class B medical devices according to the medical waste
classification SanPin 2.1.3684-21 and may be recycled and / or disposed
in accordance \vith applicable national regulations.

Unused products (not in contact with blood and/or biological fluids),
including those with expired shelf life, belong to class A medical devices
under medical waste classification SanPin 2.1.3684-21 and may be
recycled and/or disposed in accordance with applicable national
regulations.




2.1.3684-21 n MoryTt nepepabartbiBaTbCs W/WNN YTUNN3NPOBATLCA B

COOTBETCTBUK C MPUMEHUMBIMU HaLMOHa/IbHbIMWU MNpaBuIaMu.

MepeueHb HaLMOHANbHBIX W MeXAyHapoAHblx HopMaTuBHbix List of international regulatory documents/standards which the

NOKYMEHTOB/CTaHAapTOB, KOTOPbIM COOTBETCTBYET MeauumHckoe medical device complies with

nsaenve

EN 1SO
14971:2012

MEDDEYV 2.7/1

rev. 4
MEDDEV
2.12/1 rev.8
MEDDEV
2.12/2 rev. 2

ELLEC 62366-

1:2016

ENISO
14155:2011

EN ISO 10993-

1:2009/2018

EN ISO 14644-

1:2015

EN ISO 14644-

2:2015

EN 1041:2008

EN I1SO 15223-

1:2016

3nenve meguumHcKkme - MNMpumeHeHne
MeHeXKMEHTa puUCKa K MEAULIMHCKUM U3aennuam
KnnHnyeckas oueHKa: pykoBOACTBO 414
NPOM3BOAUTENEN N YNOTHOMOYEHHbIX OpraHoB
PykoBoACTBO MO c1CTEMe Haz30pa 3a
MeAULMHCKUMU U3LennaMm

MMocnepyroLLme NOCTMapPKETUHIOBbIE KTMHUYECKME
nccnefoBaHNA

W3penna megnunHekme - Yactb 1: NprmeHeHne
NPOEKTUPOBAHNSA IKCMNyaTalMOHHON NPUro4HOCTU
K MeVLUHCKUM U3LeNnnam

KnunHuyeckue ncnbiTaHNa MegUUMHCKUX U3AeNnit
[N19 YenoBeKa B KayecTBe CybbekTa - Hagnexxalas
KNIMHMYeCKasa npakTnka

OueHKa 610M0rMYecKoro AencTens MeguLMHCKNX
n3genunin - Yactb 1 OueHKa 1 UCMNbITaHUA B paMKax
npouecca MeHeKMeHTa pucKa

YncTble NoMeLLLEHNA Y CBA3AHHBIE C HUMU
KOHTpoNMpyemble cpeapl - Yactb L N
Knaccurkaums 4mcToTbl BO3ayxa rno
KOHLLEHTpaLMKM YacTu

YncTble NoMeLLLEHMA Y CBA3AHHBIE C HUMK
KOHTpONMpyemsble cpedbl - YacTb 2: TpeboBaHUs K
NCMbITAaHNAM 1 MOHUTOPUHIY ANA NOATBEPXKAEHUA
NocTosHHOro cooTBeTcTBUA ISO 14644-1
MHopmauumsa, npefocTas/ieHHas Npov3BOAUTENIEM
MEeANLIMHCKNX U3LeNnii

W3penusa meguumHckme - CUMBOSIbI, MPUMEHSIeMble
npv MapKNpoBaHUN Ha MeULMHCKUX NU3[enunsX.

& 000 LHPMY (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU
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ENISO
14971:2012
MEDDEV
2.7/1 rev. 4
MEDDEV
2.12/1 rev.8
MEDDEV
2.12/2 rev. 2
EN/IEC
62366-1:2016
ENISO
14155:2011

ENISO
10993-
1:2009/2018
EN ISO
14644-1:
2015
ENISO
14644-2:
2015

EN

1041:2008
EN ISO
15223-1:2016

EN

Medical devices - Application of risk
management to medical devices
Clinical evaluation: Guide for
manufacturers and notified bodies
Guidelines on a Medical Devices
Vigilance System

Post Market Clinical Follow-up studies

Medical devices - Part 1. Application of
usability engineering to medical devices
Clinical investigation of medical devices
for human subjects - Good clinical
practice

Biological evaluation of medical devices -
Part 1. Evaluation and testing within a risk
management process

Cleanrooms and associated controlled
environments - Part 1. Classification of air
cleanliness by particle concentration
Cleanrooms and associated controlled
environments - Part 2: Specifications for
testing and monitoring to prove continued
compliance with 1SO 14644-1

Information supplied by the manufacturer
of medical devices

Medical devices - Symbols to be used with
medical device labels, labelling and
information to be supplied

Smagical drapes, gowns and clean air suits,



3TUKETKax 1 B CONPOBOAUTENBHON LOKYMEHTaLMN
Xunpypruyeckas ofiexza v 6enbe, npuMeHsemMble
KaK MegULUMHCKME N3aenuna AN naumeHToB.
XVPYPruyeckoro rnepcoHana 1 obopyLosaHus
MapaHTUiNHbIE 06513aTENbCTBA

Mpon3soauTeNb rapaHTUPYET, YTO MeAULMHCKOE W3[efnne COXpaHseTt
CBOW CBOICTBA B TEYEHWE BCETr0 CPOKa rogHOCTM.

Peknamauus

Ecnu npu ncnonb3oBaHum noesiskn Mepiform® npon3oLuén cepbEsHbiit
NHUMAEHT, 06 aTOM cneayeT coobumTs M6Mycke Health Care.

[ns  nonyyeHns  JOMONHWUTENIbHOW  MHOPMaUUK, CBA3AHHON C
MCNob30BaHNEM NPOAYyKTa, noXanyicTa, CBAXUTECH c
YMO/IHOMOYeHHbIM npeacTaBuTenem npoussoantend OO0 «LUEHTP
N3YYEHNA CUCTEM 34PABOOXPAHEHWNA»

127473, r. Mocksa, ynuua CenesHésckas, a. MA, cTp. 2, at/kom/od
2/30,32/232

+7 (499) 391-24-14; +7 (926) 287-96-65

office(2),hscmail.Dro

EN 13795:2011
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13795:2011 used as medical devices for patients,
clinical staff and equipment - General
requirements

Warranty

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

Reclamation

Ifany serious incident has occurred in relation to the use of Mepiform®
it should be reported to Molnlycke Health Care.

For additional information related to the use of the medical product,
please contact an authorized representative of the manufacturer LLC
“HEALTHCARE SYSTEMS KNOWLEDGE CENTER”, 127473,
Moscow, Seleznevskaya st. 11A, build. 2, office 232.

+7 (499) 391-24-14; +7 (926) 287-96-65

office(2).hscmail.pro



[MepeBoA ¢ aHINMIACKOTO A3bIKa Ha PYCCKUiA A3bIK]

YTBepKaeHo
«MénHnnke Xenc Kea Ab», LLiBeups

[OvpexTop oTaena rnobasibHOro HoPMATVBHO-MPaBOBOI0 Pery MpoBaHNa
(BomkHOCTB)

KpucTtuHa STlonHr
(M)

/noanwce/
(nogninck)

r. Féte6opr «19» 052022T.
«feHb» MecsL, (Ludpamm)

M.

VHCTPYKUMA N0 NPUMEHEHWIO

[MoBsA3Ka HeCTepuibHas MHOropasoBas camoksesLlascsa yxogosasd Mepiform® ¢ MArKUM CUIMKOHOBBIM
nokpbITHeM Safetac®

LLiramn:

[NoroTun/

«MénHnHke» (Molnlycke®) MénHnmke Xenc Kea Ab
A/a 130 80 Agpec gna npuema: Mamnectagces. 3C
SE-402 52 étebopr, LLIBELINA

[Jata 19.05.2022

/noanuce/

KpucTtyHa JltomHr, AMpekTop oTaena rnobasibHoro
HOPMaTVBHO-MPABOBOro PerynMpoBaHyis

Meyatb:
Hotapuyc
ETEBOPI

HoTapuiasnibHoe 3aBepeHyie CM. Ha 060poTe
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HOTAPWNYC 'ETEBOPIrA

A, HwkenoanmcasLmiics, AHHA PEM3 (ANNA RAMSAY),
HoTapuyc Métebopra, LLBeLms, HaCTOALLYMM MOATBEPXKAALD, UTO

KpuctunHa Mapusa JTionHr
JINYHO noAnncasia 3ToT AOKYMEHT Ha OﬁpaTHOVI CTOpPOHE nCTa.

r. Férebopre, 20 mas 2022 T.
B cvny cBOMX AO/MKHOCTHBIX MO/THOMOUMIA:

/nognuce/
AHHa Pem3n (Anna Ramsay)
v, Ne: 219402

[LpoTTHuHrrataH 38, A/a 11911. 404 39 Iéte6opr,
Ten.: 031-7991090, 3Sn. nouta; notarius.publicus@lIndahl.se

lMevars:
Hotapuyc
METEBOPI
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ro TeKCcTa BbINO/HEH NepeBoAUYMKOM KOTapoBbiM AHT OHOM VIropesuyem.

Poccuiickas ®eaepauys
"opog Mocksa
Ce,quoro MIOHA ABE TbICAYM ABaalaTb BTOPOro roja.
A, Kopcnk Bnagumunp KoHCTaHTWHOBKUY, HOT apuyc ropoga MoCKBbl, CBUAET €NbCTBY NOANNHHOCT b
noagnucu nepesogumka, Kornaposa AHTOHa Mropesunya.
Mopgnuce caenaHa B MOEM MPUCYTCTBUN.
NnyHocTb no™LU :aBll e KYyMEeHT ycTaHOB/NeHa.

3ape3iKAMnq}r"tM>%peecT pe: 77/12138-H/77-2022-
Ynnaueito apéoB " w o .HO pp[piiansHoro geiicTeusa: 400py6. 60 Kon.

“-IXM.W |

Bcero npounwypuwuwto, n*o*MepoBCTO
W CKpPEeNnneHo NevyaThblo nmcT (a)(oB)

HoTapuyc
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