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HaumeHoBaHMe meaULUHCKOro nspenus

The name of medical device

BaHaax anacTMyHbIM TpybyuaTblt Tubifast, BapraHTbl UICMOAHEHUA:
- Xentaa uBetoBaa nHAMKauua, anmHa 10m;

- 3e71eHan uBeToBaa UHAMKaumA, annHa 10m;

- KpacHaA LBeToBasa MHAMKaUKUA, AnmHa 10m;

- NypNypHasa uBeToBaa MHAnKauma, gamHa 10m;

- CUHAA UBEeTOBaA MHAMKAUMA, annHa: 10m.

Tubifast two way stretch tubular bandage, in variants:
- Yellow line, length: 10m.

- Green line, length: 10m.

- Red ling, length: 10m.

Purple line, length: 10m.

- Blue line, length: 10m.

OnucaHue nspgenus

Tubifast npeacrasnser cobol 3/1aCTUYHbIN TpybuaTbiii 6aHOax,
npeaHasHayeHHblM gna GUKcaummn NOBA3OK, BIAXKHOTMO M CyXoro ob6EpTbiBaHMA.
TpybuaTtbli 6aHAaXX WM3rOTOBAEH M3 PACTATMBAEMOrO B ABYX HanpasBiaeHMAX
TPUKOTAXKHOIO NOJIOTHA U3 BUCKO3bl, HEMNOHA U 3N1acTaHa.

BHYTPEHHUI CNON BUCKO3HOTO MaTepuana XapaKTepusyeTca YNpyroctolo B
paguManbHOM W NPOAOC/AbHOM HanpasaeHuu, bOnarogaps 4Yemy MaTepuan
MOBTOPAET KOHTYpbl Tena W obecrneymMBaeT PABHOMEPHYH MNOALEPHKKY MNpu
BNAXKHOM, CyXOM 06epTbiBaHUN U GUKCALMM NOBA3OK.

BbaHgaxu Tubifast — TpybuaTblie TPMKOTaXKHbIe U3aenns. KpyrnosasaHoe NOAOTHO
bopMUpPYET BUCKO3HYIO MJIETEHYIO CTPYKTYPY C ABYMA MHTErpuUpoBaHHbIMMU
3/1aCTAaHOBbIMM HUTAMM, KOTOpas obecneyvBaeT ynpyrocto B pPagvajibHOM U
NPOAO/IbHOM HaNpaB/eHUN.

Tpybuatbli 6aHOAXK W3roToBJEH W3 PACTATMBAEMOro B ABYX HaMpaB/ieHMAX
TPWKOTayKHOTO NOJIOTHA U3 BUCKO3bI, HEMIOHA M 3/1acTaHa.

baHaa Tubifast cocTonT M3 Tpex OCHOBHbIX KOMMNOHEHTOB:

1.9nacTaHoBas HUTb C HEWIOHOBbIM MOKPbLITUEM, KOTOpas obecneuymBaer
paguanbHOe M NPOAO/IbHOE PACTAKEHWE U3LeNUA MO TeXHoNormK 2-way stretch™.
2.BucKo3Hasa HUTbL (6enad), BbiCTynalowas MaTPUUYHOMN CTPYKTYPOW, B KOTOpPYHO
BMJ/IETAIOTCA 3/71aCTaHOBbIE HUTU.

3.BUCKO3HasA HUTL (LBETHAA), UCMOIb3yemas B LeNsxX LBETOBOW KOAMPOBKM A/A
obneryeHma Bbibopa GaHAaXKa HYKHOM LWUMPUHBI.

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™ 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.

HasHaueHue meaULUHCKOro usgenus
[na dnKcaumm NoBA3OK, BAAXKHOIO M CYXOro 06EpTbiBaHMA.

Intended use
For dressing retention, wet or dry wrapping

MokKasaHuA K NPUMEHEHUIO

[na dMKcauMm NoBA3OK, BAAXKHOMO M Cyxoro o6épTbiBaHuA. MpegHasHayeH ana
dUKcauMmn NoBA3OK, 06EPTbIBAHNA MOPAXKEHHbIX YY4aCTKOB (BAIa*KHOTO M CyXOro),
3aLUUTBI KOXKU M MOXKET NPUMEHATLCA ANA KOHTPOAA BynnesHoro anuaepmoamnsa.

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.




MpoTuBonokasaHua:
M3BECTHbIX MPOTMBONOKA3aHMMN HeT.

Contraindications
There are no known contraindications.

Bo3MOXHble 0C/I0XKHEHUA U N060YHble 3¢ deKTbl npu npumeHeHun MU
e Bo3HMKHOBeHME apdeKTa KryTa.
e 3ya.
e PasppaxeHue.
e bonb npu cHATUMN.
e (CnonsaHue.
e bonesHeHHaa Komnpeccus.
e Mauepauymsa.
e 3JK3ema.
e OTeyHOCTb.
e [loBperKAeHMe y4acTKa KOXM, MOKPLITOrO Ny3bipbKamu.
o  CyXxOCTb KOXM.
e YBenuyeHue NaoOW3AM PaHbl.

Adverse Reactions

¢ the occurrence of the tourniquet-like effect,
e itching,

e irritation,

® pain on removal,

e sheer,

e painful compression,

e maceration,

® eczema,

e oedema,

blister skin breakdown,
e dry skin,

e wound enlargement

Ycnosua npumeHeHus, NMoTeHUManbHbIA noTpebutens.

MoTeHUManbHbIMM NONb30BaTeNsMU baHaaxkel Tubifast aBnaoTca megmuMHCKMe
cneumanncTbl U HenpodeccnmoHanbi.

N3genua npeaHasHayeHbl AN MCNO/Ab30BaHUA B HECTEPUIbHOM OKPYXKEHMU, B
AOMALUHUX U BONbHUYHbIX YCIOBUAX.

baHgax Tubifast noaxoanT gns Bcex NauneHToB, HE3aBUCMMO OT BO3pacTa, Nona
N TUNA KOXKMW.

Usage 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.

Mepbl NPeAOCTOPOKHOCTH

Cogep:kaTb B umMcToTe. B cnyyae 3arpsAsHEHMA BGUONOTMYECKMMM KUAKOCTAMM
YTUANU3NPOBATb U 3aMeHUTb. M36eraTb OTKPLITOrO OrHA M UCTOYHNKOB BO3ropaHus,
0CODEHHO MpY UCMOJ/Ib30BAHMM C NMPOAYKTaMM Ha OcHOBe napaduHa. B cnyuae
YXYOLWEHNA COCTOSHWUA NPEKPaTUTb MCMONb30BaHNE M 06PaTUTLCA K Bpayy.
Mcnonb3oBaTb 419 O4HOMO NauMeHTa, HECKOJIbKO pas.

MpY BO3HUKHOBEHWW CEPbE3HbIX HEXKeNaTeNbHbIX ABNEHWNI, CBA3aHHbIX ¢ Tubifast,
cnepyet AoN0XKUTb 0 HUx B MoInlycke Health Care.

Precaution(s)

Keep clean. If soiled 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 Mélnlycke Health Care.

CBepgeHMA O MaTepuanax >KUBOTHOrO/YenoBeUYECKOro MPOMUCXOXKAEHUSA,
NIeKApCTBEHHbIX CPeacTBaX, BXOAALLMX B COCTaB MeAULMHCKOTO U3penus
He npumeHnmo.

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




OnucaHne npuUHagNEKHOCTeN, MEeAUUMHCKUX Uu3genuii uan usgenvui, He
ABAAIOWMUXCA MEAULUHCKMMM, HO NPeayCMOTPEHHbIX A1A UCMNO/b30BaHUA B
KOMBWHaUMK C 3aABAEHHbIM MEeAULUHCKUM n3genmem.

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

BaHgax Tubifast mMoXHO Mcnonb3oBaTb B COYETAHMU C PAAOM CMSTYAOLLNX
cpeacTB M NoBs3oK. O cnyyanx HECOBMECTMMOCTM TakKMX KOMBUHaUMIN cpeacTs He
coobuanocs.

Ona 6aHgaxa Tubifast He npegycmoTpeHbl AO0NOAHUTENBbHbIE NPUHAANEKHOCTH.

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.

MHCTPYKUMA NO NPUMEHEHUIO
BbibepuTe HaHAaxK NpPaBMALHOTO pasmepa, obpexbTe No A/IMHE, packpoliTe U
HaTAHWUTE NOBepPX NOPa*KEHHOTO yYacTKa.

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

OCHOBHbIe TeXHUYeckue u ¢oy|-||(u,uonanb|-|b|e XaAPaKTEPUCTUKHU

Main technical and functional characteristics

CBoiicTBa Kputepun npuemnemoctu Properties Acceptance Criteria
Kpac- 3eneHblit Cunuii Kentbiii  Mypnyp- Red |Green  [Blue Yellow  |Purple
Hblit HbI
tvpwka 8 pacnpasnexHom 345 565 7,579,5 12-13,5 11923 Lay flat width cm 3-45 [5-65 7595 [12-13.5 [19-23
COCTOSIHUW, CM
LLnpwnHa B pactAHyTOM cocTtoAHuK, (14-18 |19,5-24,5 |30-36 (41-49 76—-86
M Stretch width cm 14-18 |19.5-24.5 [30-36 41-49 76-86
KonnyecTtso netenbHbIX paaos / 20-24 [22-26 21-25 [21-25 20-24
2,5¢cm Courses / 2.5cm 20-24 [22-26 21-25 21-25 20 -24
macca nsgenusa, r 103,00 173,33 250,00 (375,00 586,67 —
Macca/ A/ MHa N3aennA 0,93 1,49 221 2,64 2,54 Product weight,g 103,00 |173,33 250,00 375,00 (586,67
(r/mm) Product weight/product length 0,93  [1,49 2,21 2,64 2,54
mMmacca/lWmnpuHa nsaenma 1,98 2,48 2,58 3,23 5,06 (g/mm)
(r/mm) Product weight/product width ~ [1,98  [2,48 2,58 3,23 5,06
MpoaonbHaa pacTAXMUMOCTb 30-65 % (g/mm)
BapuaHTbl UCNONHEHMA SANHOWN 10-10,6 Longitudinal Stretch 30-65%
10 m: pmHa pynoa, m 10 metre variants: roll length m  [10-10.6

Ycnosua akenayatauum
TemnepaTypHbIit AnanasoH 10-35°C
[nanasoH OTHOCKUTENIbHOW BNAXKHOCTM A0 75 %, 6e3 KoHaeHcauum (npu 35 °C)

Operating conditions
Temperature range from 10 to 35°C
Relative humidity range up to 75% non-condensing (at 35 ° C)

YcnoBuA TPaHCNOPTUPOBAHUA U XPaHEHUA
PekomeHayemble yCNoBUA TPAHCMOPTUPOBaHMA U XpaHeHUsa 6baHaarka Tubifast: 40
°C, 75 % OTH. BA.

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




BpemeHHoe Bo3gelicTBME Ha 3T baHAaxkm TemnepaTypbl —20 °C B TeyeHne 48
4acoB He NPUBEJIO K HEraTUBHOMY BJIUSAHMUIO.

Transient temperature of -20°C for 48 hours has been performed on these
bandages with no detrimental effects to the bandage.

KomnnekT noctaBku
Copep:Knumoe MHAMBUAYANbHOMN YaKOBKU:
- 1 6aHaax Tubifast — pynoH ganHoi 10 m;
Bce wuHAMBMAOyanbHble YNAKOBKM MNPEACTaBAsOT Cob6OM  MpAMOYrosibHble
KapTOHHblE KOPOOKMU.

Package contents
The unit package contains:

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

CpOK 3KcnyaTauum, CPOK XpaHeHus

Cpok cnybbl M34ennA OXBaTbIBAET NepMos A0 5 LUMKAOB CTUPKK (Npu CTUpPKe B
KOHTPOMPYEMbIX YCNOBUAX).

Cpok xpaHeHua — 5 nert.

N3penve MOXHO CTMpaTb WM MCMO/Ib30BaTb MOBTOPHO Y OAHOrO MaUMeHTa.
UHTepBan mexay CTUPKamu 3aBUCUT OT MNOTpebHOoCTeM NauMeHTa U YypOBHA
3arpasHeHusa baHaaxa.

Product Lifetime, shelf life

Product life time is up to 5 wash cycles (when washed in a 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.

FapaHTUiHbIe 0b6a3aTenbcTBa
MpounsBoguTenb rapaHTUPYeET, YTO MegMLMHCKOE U3Le/Me COXPaHSAEeT CBOMCTBA Ha
NPOTAMEHUN BCEro CPOKa rOAHOCTMU.

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

MopAaaoK ocyLecTBeHUA YTUAN3ALUN U YHUUTOXKEHUA MEeAULMHCKOTO U3genusa
yTVII'IVI3VIpyl\/‘ITe B COOTBETCTBMM C NPUMEHUMbIMU MeCTHbIMU, PernoHasibHbiIMN
HOpMaMu.

MeauumHckmne mnsgenns B Poccuitickont Pegepaunn LONKHbI YTUAN3UPOBATLCA
MECTHbIMM NYy6/1MYHO-NPaBOBbLIMM OpraHnsaumamm B cooteeTcTemm ¢ CanlHom
2.1.7.2790-10 «CaHuTapHO-anNnaemmonormyeckme TpeboBaHma K obpaLleHuto ¢
MeANUNHCKMMUM OTXo4amm» (Knacc oTxoaos 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)

YNoNHOMOUYEHHbIN NpeacTaBUTeIb NPOU3BOAUTENA

OO0 "LEHTP U3YYEHMA CUCTEM 3PABOOXPAHEHNA"

127473, ropoa MockBa, ynnua CenesHesckaa, a. 11A, ctp. 2, a1/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.




Ob6bACHEHME CUMBOI0B MapPKUPOBKU M3AENUA:
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CtupaTtb npu TemnepaType He Bbiwe 60 °C

r°1
L

CywuTtb B bapabaHe nNpu HN3KOM TemnepaType
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Explanation of symbols used in labelling the medical product:
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Keep dry

Utilization Mebius sighn
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Wash at or below 60°C
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Tumple dry, low temp.
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Do no bleach




& He yTioXXUTb & Do notiron
@ He noasepratb XMMUYECKOM YMCTKE ® Do not dry clean

BHumaHue! 4 nepsble umdpbl I0Ta ob6o3HayatoT AaTy BbinycKa: nepsble Ase —rog, | Note! 4 first cyphers of LOT mean manufacturing date: 2 first — year(two last
(nocnepgHue ase undpbl roga), BTopble ABe - HEAENH0 BbINycKa. cyphers of year), other 2 — week of manufacturing. Ex. LOT 0952-4630 means
Hanpumep: 3anucbk LOT 0952-4630 o3HayaeT, yto ToBap 6bia BbinyuieH B 2009 | that device was manufactured in 2009 (09=2009) on 52 week, i.e. on december.
roay (09=2009) Ha 52 Hepene, T.e. B AeKkabpe mecslLe.
[ata usganua 05 2021 Publication date 05 2021




