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Tubifast two way stretch tubular bandage
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NOTARIUS PUBLICUS 1GOTEBORG

I, the undersigned, AXEL WEIBULL, Notary Public of
Goteborg, Sweden, do hereby certify that

Christina Lewing,
has personally signed this document overleaf

Goteborg, this 28* day of April 2021
Ex officio:

Axel Weibull
Exp. No: 213035

Drottninggatan 38/ Box 11911,404 39 Goteborg,
Tel: 031-7991090. e-mail: notarius.publicus@lindahl.se
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VHCTPYKLMS MO NPUMEHEHUIO

BaHpax anacTuyHbIA Tpyb4yaTbin Tubifast B BapnaHTax McnonHeHns

Instruction for use

Tubifast two way stretch tubular bandage
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Molnlyckfi!
Tubifasft

Two way stretch tubular bandage
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HanmeHoBaHVe MegULNHCKOro U3aenus

BaHfaK anacTuyHbIn Tpy6uaTbiii Tubifast, BapuaHTbl UCMOAHEHNS:
-)XeNTas UBeToBas MHAMKauums, ganHa 10m;

- 3e/leHad uBeToBasa nHAnKauma, annHa 10m;

e KpacHas LBeToBas MHAMKauus, anivHa 10m;

- NnypnypHas LuBeToBas nHaukKauusa, anmHa 10m;
* CUHSIA UBeTOBasA MHAMKauus, gavmHa: 10m.
OnucaHne n3genus

Tubifast® npeacrasnser  coboi 31aCTUYHbI TpybuaThliii b6aHax,
npefHa3Ha4YeHHbln gns ukcaumm NoBSA30K, BIAXKHOTMO U CYXOro 06EpThiBaHUS.
TpybuaTblii 6aHAaX W3roTOB/IEH W3 pacTArMBaemoro B [ABYX HarpasieHUsaX
TPUKOTaXKHOFO MOMOTHA M3 BMCKO3bl, HEIOHA M 3nacTaHa.

BHYTPEHHWIA CMOW  BMCKO3HOTO MaTepuasia XapakTepusyeTcsl yMnpyroctblo B
paguasbHOM UK MPOAO/ILHOM HanpaefeHuu, 6Gnarogaps u4Yemy maTepuva
NMOBTOPSAET KOHTYpbl Tefa W ob6ecneyvBaeT PaBHOMEPHYIO MOAAEPXKKY nNpu
B/TQXXHOM, CyXOM 06epTbiBaHUM U hrKcaumm noBa3oK.

baHgaxm Tubifast® — TpybuaTble TpuKOTaXHble u3genus. KpyrnoesizaHoe
NofOTHO  POpPMUPYET  BUCKO3HYKD  M/IETEHYH  CTPYKTYypy C  [BYMS
WNHTEerpupoBaHHbIMN 3/1aCTAHOBbLIMM HUTAMMW, KOTOpas obecneunsaeT ynpyroctb B
pagnanbHOM M NPOAO/IbHOM Hamnpas/eHUN.

Tpy6uaTblii 6aHA@K W3rOTOBMEH W3 PacTArMBAEMOro B [BYX Hanpas/eymsax
TPUKOTAXKHOIO NOSIOTHA U3 BMCKO3bI, HEWIOHA M anacTaHa.

BaHzax Tubifast® cocToUT U3 TPEX OCHOBHbLIX KOMMOHEHTOB:

1.9nactaHoBass HUTb C HENOHOBLIM MOKPbITUEM, KOTOpas obecrneynBaeT
paguancHoe 1 NPofobHOE PacTsHXKeHUe U3Lenunsa no TexHonornm 2-way stretch”N’ .
2. BuckosHasa HuTb (6enas), BbiCTynmawollas MaTpPUYHOW CTPYKTYPO#, B KOTOPYHO
BM/IETAKOTCA 3N1aCTaHOBbIE HUTW.

3. BuckosHas HMTb (UBETHas1), UCMosib3yeMas B LEesX LBETOBOW KOAWPOBKX ANiA
06neryeHns Bblibopa baHAaXKa HY>KHOW LUMPUHBI.

HasHaueHve meauLMHCKOro n3genus

[na dmkcaummn noBsA30K, BI2XKHOTO U CyX0Oro 06épTbiBaHMS.

lMoka3saHWsA K NPUMEHEHUIO

Ona dwukcaumm noBs30K, BXKHOIO U Cyxoro 06éptbiBaHus. MNpefHasHaveH ans
hmkcaumMm NoBsA30K, 06EPTLIBAHUSA MOPAXKEHHbIX YYACTKOB (BM&XHON0 W CYXO0ro),
3aLLMTbl KOXM Y MOXKET NPUMEHATLCA AN1S KOHTPONA 6ynn1e3Horo annaepmonmnsa.
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The name of medical device

Tubifast two way stretch tubular bandage, in variants:

Yellow line, length: 10m.

Green line, length: 10m.

Red line, length: 10m.

e Purple line, length: 10m.

Blue line, length: 10m.

Product description

Tubifast® bandage is a tubular elasticated bandage, intended for dressing
retention and wet or dry wrapping. The tubular bandage is made of a two way
stretch knitted fabric, composed of viscose, nylon and elastane.

The viscose fabric has a longitudinal and lateral elastic Inlay which allows the
fabric to move and adjust to the contours of the body providing even support
for wet and dry wrapping and dressing retention.

Tubifast* Bandage are knitted tubular fabric products. Fabrics are circular
knitted, forming a viscose knitted structure, with two integrated elastane yarns
providing elasticity in lengthwise and widthwise directions.

The tubular bandage is made of a two way stretch knitted fabric, composed of
viscose, nylon and elastane.

Tubifast® bandage is composed of three main parts;

1.Nylon covered elastane yarn, which provide 2-way stretch”N” in length and
width directions of the product.

2. Viscose yarn (white), acting as the fabric matrix, into which elastane yarns are
knitted.

3. Viscose yarn (coloured), used as a reference colour coding for choosing the
bandage of required width.

Intended use

For dressing retention, wet or dry wrapping

Indications for use

For dressing retention, wet and dry wrapping.

Suitable for dressing retention, for patch wrapping (wet or dry wrapping), for
skin covering, can be used in the management of Epidermolysis Bullosa.



MpoTuBOMNOKa3aHuA:
N3BECTHbIX MPOTUBOMNOKA3aHN HET.
B0O3MOXHbIE O0C/TOXKHEHUSA M MOB0OYHbIE 3PDEKTLI MPpY NPpUMEHeHU MU

Bo3HMKHOBeEHWE adhthekTa XryTa.

3ya.

PasgpaxkeHue.

Bonb npu cHATUN.

CnonsaHue.

bonesHeHHas Komnpeccus.

Mauepauus.

Jk3ema.

OTeyHoCTb.

MoBpexAeHne yyacTka KOXW, MOKPLITOro My3blpbKamu.

CyXxOCTb KOXM.

YBenuyeHue naowaim paHbi.
YcnoBusa npumeHeHus, NoteHumnanbHbIin noTpebuTens.
MoTeHumManbHbIMK nosib30BaTeNsAMU GaHpaxel
MeANLMHCKUE CheumanncTbl U HeNpoeccuoHabl.
N3penna npegHasHayeHbl 4N1S UCNOMNb30BaHUA B HECTEPUIbHOM OKPY>XEHUU, B
AOMaLWHNX 1 60/IbHUYHBIX YCIOBUSIX.
BaHgax Tubifast® nogxoauT 4na Bcex NaumeHToB, HE3aBUCMMO OT BO3pacTa, nosa
N TUMNA KOXMW.
Mepbl NpefoCcTOPOXKHOCTHU
CogepxaTb B uuctoTe. B criyyae 3arps3HeHUs GMOMNOTMYECKUMU >KUAKOCTSAMMU
YTUN3MPOBaTb U 3aMeHNUTb. M36eraTb OTKPbITOro OrHA U UCTOYHWUKOB BO3ropaHus,
0COGEHHO MNpK UCMOMb30BaHUM C MPOAYKTaMU Ha OCHOBe napadHa. B cnyyae
YXYALLIEHUSA COCTOSIHMSA NMPeKpaTuTb NCMOb30BaHne 1 obpaTuTbLES K Bpady.
Mcnonb3oBaTh 4719 O4HOrO NaumeHTa, HECKONbKO pas.
Mpy BO3HMKHOBEHUMN CEPbE3HbIX HEXXeNaTe bHbIX AB/IEHWIA, CBSA3aHHbIX ¢ Tubifast,
cnepyet AoN0XnTb 0 HUX B Molnlycke Health Care.
CeBefleHNss 0 Mmartepuanax >KUBOTHOIO/4esioBEYECKOro  MPOUCXOXAEHUS,
NTEKapPCTBEHHbIX CPEACTBaX, BXOAALNX B COCTaB MeAULMHCKOI0O U34enns
He npumeHumo.

Tubifast® SAB/ISIKOTCS
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Contraindications

There are no known contraindications.
Adverse Reactions

« the occurrence of the tourniquet-like effect,
« itching,

e irritation,

e pain on removal,

« sheer,

e painful compression,

e maceration,

e eczema,

e oedema,

e plister skin breakdown,

e dry skin,

e wound enlargement

U~ ge conditions, User population
The Intended user of Tubifast® bandage is a health care professional or lay

person.
The devices are intended to be used in non-sterile environment, home care and

hospital environment.
Tubifast® bandage can be used on patients regardless of age sex and skin type.

Precaution(s)

Keep clean. Ifsoiled with bodily fluids, discard appropriately and replace. Avoid
naked flames and ignition sources, especially when used with paraffin based
products.

If condition worsens discontinue use and seek medical advice.

Single-patient, multi use.

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

Information about materials of animal/human origin, pharmaceutical
substances

Not applicable.



OnucaHne npuHagaexXHocTeld, MeAULUHCKUX U3gennii unu usgennii, He
ABNAOWMNXCA MEeANUMHCKMMU, HO MNpeanyCMOTPEHHbIX A/19 WCMOoJ/Ib30BaHUA B
KOM6I/IHaLI,I/IVI C 3aABJ/1IEHHbIM MeANUVNHCKUM n3aesinem.
Bangaxx Tubifast MOXHO wncnonb3oBaTb B COYETAHUW C PSALOM CMSArYarOLLMX
cpeacTB v NoBs3oK. O cryyasix HECOBMECTUMOCTM TaKMX KOMOUHaLUWNA CpeacTB He
coobuanocs.

[na 6aHpaka Tubifast He npegycMOTPeHbI AONOMHUTENBHbIE NPUHALIEXHOCTMU.
MHCTPYKLUMA NO NPpUMEHEeHUo

Bbibepute 6aHAaX MpaBUIbLHOIMO pasmepa, 06pexbTe MO A/IMHE, packpoiite u
HaTAHWTE NOBEPX NOPaXEHHOr0 yyacTka.

OCHOBHble TEXHUYECKME U PYHKUMOHA/IbHbIE XapaKTEPUCTUKN

CaolicTBa Kputepun npuemnemocTu
Kpac- 3eneHblii CvHWiA >Kentbii  Mypnyp-
HbIA HbIA
LLinpnHa B pacnpas/ieHHOM 3-45 5-6,5 7,5-9,5 12-13,5 19-23
COCTOSIHUN, CM
LUnprHa B pacTaHyTOM cocTosHuKn,  14-18 19,5-24,5 30-36 41-49 76-86
cM
KonnyecTtBo netenbHbIX pALos / 20-24 22-26 21-25 21-25 20-24
2,5¢cm
macca nsgenvs, r 103,00 173,33 250,00 375,00 586,67
macca/gnuHa nsgenus 0,93 1,49 2,21 2,64 2,54
(r/mm)
macca/WwmpuHa n3genus 1,98 2,48 2,58 3,23 5,06
(r/mm)
MpoponbHasa pacTaXumocTb 30-65%
BapuaHTbl UCNOHEHNSA ANVHOW 10-10,6
10 mM: gnMHa pynoHa, M
Ycnosua akcnayaTaummn
TemnepaTypHbIii grnanasoH 10-35 “C

[nana3oH OTHOCUTEsIbHOI BNaXXHOCTU A0 75 % 6e3 koHgeHcaumn (npm 35 X)

Ycnosus TpaHCNopTUpoBaHNA N XpaHEHUNA
PeKoMeHyeMble YC/IOBUS TPAHCMOPTUMPOBaHMS 1 XpaHeHns GaHpaxa Tubifast®;

40 "C, 75 %O0TH. B.
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Key Accessories, Medical Devices or Non-Medical Devices, to Be Used
in Combination With Medical Device Submitted For Registration.

Tubifast bandage may be used In conjunction with a range of emollients or
other dressings. There are no reported Incidents of incompatibility arising from
these combinations.

No accessories are used with Tubifast Bandage.

Instructions for use

Select the correct size and cut to length, open the bandage and stretch over the
affected area.

Main technical and functional characteristics

Properties Acceptance Criteria

Red Sreen Blue yellow  Purple
Lay flat width cm 345 5-65 75-9.5 12-135 19-23
Stretch width cm 14-18  19.5-24.5 30-36 41-49 76-86
Courses / 2.5cm 20-24  22-26 21-25 21-25 20-24
Product weight,g 103,00 173,33 250,00 375,00 586,67
Product weight/product length 0,93 1,49 2,21 2,64 2,54
(9/mm)
Product weight/product width 1,98 2,48 2,58 3,23 5,06
(g/mm)
Longitudinal Stretch 30-65%
10 metre variants: roll length m  10-10.6

Operating conditions
Temperature range from 10 to 35“C

Relative humidity range up to 75% non-condensing (at 35 °C)

Storage and transportation conditions

The recommended storage and transportation conditions for Tubifast®
bandage is 40“C, 75%RH.



BpemeHHOe Bo3gelicTBME Ha 3TU GaHgaxwu TemnepaTypbl -20 X B TeueHue 48

4yacoB He NPUBESIO K HEraTUBHOMY B/INAHWIO.

KoMnnekT noctaBkm

CofepXXnumoe MHAMBUAYa/TbHOW YNaKOBKM:
1 6aHpax Tubifast® — pynoH ganHon 10 m;

Bce wuHAuBMAyanbHble YNakoBKM  NpPeACcTaBAsaT

KapTOHHbIE KOPOOKM.

coboii  NPSAMOYrosibHble

Cpok akcnyaTauum, CpoK XpaHeHus
CpoK cny>k6bl M34enmMa 0xBaTbiBaeT Nepuog A0 5 LMKI0B CTMPKU (MpW CTUpKE B
KOHTPO/INPYEMbIX YC/TOBUSX).
Cpok xpaHeHus — 5 fieT.
N3penue MOXHO cTMpaTb M WCMOMb30BaTb MOBTOPHO Y OAHOMO MauumeHTa.
NHTepBas1 mMeXxay CTMpKamu 3aBUCUT OT MOTpebHOCTeli nauyueHTa M ypoBHS
3arpasHeHns 6aHgaxa.
FapaHTWiiHbIE 0653aTeNbCTBa
Mpon3BoguTeNb rapaHTUpPYeT, YTO MEANLMHCKOE N34eMe COXpaHseT CBONCTBa Ha
NPOTS>KEHUN BCEro Cpoka rogHoCTy.
MNMopagoK oCyLWwecTBEHUA YTUAIN3AUUN U YHUUTOXEHUSA MEQNLIMHCKOTO U3aenns
YTUNU3npymnTe B COOTBETCTBUU C MPUMEHUMBIMU MECTHLIMU, PErMOHASIbHLIMK
HOpMaMu.
MeguunHckne um3genuss B Poccuiickoin ®efepauun OO/MKHbI YTUIM3NPOBATLCA
MECTHbIMM MY6/IMYHO-NPABOBbLIMU OpraHu3auuamMmn B cooTBeTcTBMM ¢ CaHluHoM
2.1.7.2790-10 «CaHUTapHO-3NMAeMMONornyeckue TpeboBaHnsa K obpalleHunio ¢
MeAULMHCKUMN OTXogamm» (Kiacc 0TxogoB B).
YNONHOMOYEHHbI NpeacTaBuUTeNb NPOU3BOAUTENS
00O "UEHTP N3YYEHUNA CUCTEM 34PABOOXPAHEHNA"
127473, ropog Mocksa, ynuua Cene3HeBckad, 4. HA,
2/30,32/232.
O6bACHEHME CMMBOJIOB MapPKUPOBKN U34eNns:

C - M3penue nosiHocTbio cooTBeTcTBYeT MOD 93 / 42 / EEC

cTp. 2, at/kom/od

[MponssoguTens
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Transient temperature of -20X for 48 hours has been performed on these
bandages with no detrimental effects to the bandage.
Package contents
The unit package contains:

1 Tubifast® bandage - 10m roll;
Unit packs are all rectangular cartons.

Product Lifetime, shelf life

Product life time is up to 5wash cycles (when washed Ina controlled condition).
Shelf life -5 years.

Device can be washed and re-used on same patient. Duration between washes
dependent on patients requirements and bandage soiling.

Warranty

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

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)

Authorized representative of the manufacturer
LLC "HEALTHCARE SYSTEMS KNOWLEDGE CENTER",
Seleznevskaya st. 1A, build. 2, office 232.

127473, Moscow,

Explanation of symbols used in labelling the medical product:
N3pgenne nonHocTbio cooTBeTcTByeT MDD 93/ 42 / EEC

Manufacturer

€
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MepeBoA C aHINAIACKOr0 1 LLIBEACKOTO S3bIKOB Ha PYCCKUI ssbek
/WTamn:/
«MénHnuke Xenc Kea Ab» (Mbblycke Health Care AB)
M/s 13080, MamnewTtaaceereH 3C, SE-402 52, Méte6opr, LLBeuus
(Box 13080, Gamlestadsvagen 3C, SE-402 52, Goteborg, Sweden)

/Meuatb:/ HOTAPUYC « FTETEEOPI

HoTapuanbHoe 3aBepeHmne CM. Ha 060poTe

ITep6/ HOTAPUNYC ITETEBOPI

A, HwkenognucasLumiics, AKCE/b BEMBY//, HoTapuyc Métebopra, LLiseuus,
HaCTOSALLMM NOATBEPXK/At0, UTO

KpuctuHa J1touHr
NNYHO noAnucana 3ToT JJOKYMeHT Ha 06paTHO CTOPOHE NNCTa.

éte6opr, B®anpens 2021 roga
Mo gomkHocCTK:

/MopanucaHo/

Axcenb Beinbynn
Odmc Ne: 213035

[poTTHuHrrataH 38/ M/a 11911,404 39 MéTebopr.
Ten.: 031-7991090, 3n. nouta: notarius.publicus@lindahl.se

/Meyatb:/ HOTAPUNYC * TETEBOPI
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Poccuiickas degepauus v fon

Fopoz Mocksa o

TpuHaguaToromas [ge Thicauu ABauaThb NEPBOro roga y
A, Kopcuk Bnagumup KOHCTaHTUMHOBWMY, HOTapuyc ropoga MocCKBbl, CBUeTensCTBYL
noanucuK nepesogunka, JokyyaesadmuTpusa ropesmya.

Moanuch caenaHa B MOEM NPUCY TCTBUMN.

JInyHoCTb NoANMCABLLErO AOKYMEHT YCTaHOB/EHA.

3a’*rucw)npos” eectTpe: Ne 77/2138-H/77-2021-~ [ " |
'nnaveHo 3a—f\0§.{ e HoTapuanbHoro aencTsua: 400 py6. 00 ko,

n
B. K. Kopcuk

\Bce&aow H3pp bHO NpoHYyMepoBaHO
1 CKpenneHo ne}dTbto nmcT(a)(oB)

HoTapuyc n
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