HHCTpYKIHS 10 IKCILTyaTaAlUH

Meauuuuckue uzgeausi:  IlnacTeipb GQUKCHPYHOIIHA HA KAaTylIKaxX H B Py/I0HAX,
HECTepU/IbHBIH, B BADHAHTAX HCIIOTHEHHS

Bepcus 3.1.
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1. HaumeHoBaHHEe MEJHIMHCKOI0 H3IeTH:

[TnacTeips QUKCHpPYIOLIMI Ha KaTyIIKax M B pyJOHaX, HECTCPHIIBHEIH, B BapHaHTaX UCIIONHEHHS:
1. Mnacteips OMNIPLAST® Ha TkaneBo# 0cHOBE (Ha KATyIIKe), HECTEPUIIBHEIM.

1.1. TInacteips OMNIPLAST® na TKaHeBOH OCHOBE (Ha KaTyIIKe), HECTEPHIbHBIH, pasmep 1,25
cMx5Sm-1mr.

1.2. TInacteips OMNIPLAST® na TkaneBoi 0cHOBe (Ha KaTylIKe), HECTEPHIBHEIR, pasmep 2,5 cM
x5mM—1mrT.

1.3. Inactsips OMNIPLAST® Ha TkaneBoii ocHOBe (Ha KaTylIKe), HECTEPHIBHEIH, pasMep 5 cM
x5M— 1 mT.

1.4. TInacteips OMNIPLAST® na TkaHeBOH OCHOBe (Ha KaTyIIKe), HECTEPUIBHEIH, pasmep 1,25
cMx9,2m—1 mr.

1.5. Inactsips OMNIPLAST® Ha TkaHeBo# OCHOBE (Ha KaTyIUKe), HECTEPHIBHEIH, pasmep 2,5 oM
x 9,2 M — 1 mT.

2. TInacteipp OMNISILK® Ha 0cHOBE U3 CHHTETIUECKOTO IIe/IKa (Ha KaTyIIKe), HeCTEPUIIbHBIH.
2.1. Inacteipe OMNISILK® Ha ocHOBe 13 CHHTETHYECKOrO LIe/IKa (Ha KaTyIIKe), HeCTEPUIBHEIH,
pasmep 1,25 ecmx 5 M- 1 .

2.2. TInacteips OMNISILK ® Ha 0cHOBe U3 CHHTETHHYECKOTO LIE/KA (Ha KaTyIIKe), HECTEPHIIBHBIH,
pasmep 2,5cM x S M—1 .

2.3. ITmacteips OMNISILK ® Ha OCHOBE U3 CHHTETHYECKOTO LIe/IKa (Ha KaTyLIKe), HeCTePUIbHBIH,
pasmep S cM X 5 M— 1 mT.

2.4. ITnacterps OMNISILK ® Ha 0cHOBE H3 CHHTETHYECKOTO IeJIKa (Ha KaTylIKe), HECTEPHIIBHEIH,
pasmep 1,25 cMx 9,2 M — 1 mwT.

2.5. IInacteips OMNISILK ® Ha 0CHOBE U3 CHHTETHYECKOTO IIeNKa (Ha KaTylIKe), HECTEPUIIBHBIMH,
pasmep 2,5 cmx 9,2 m— 1 .

3.IInacteips OMNIFILM® Ha ocHOBe W3 mpo3pavHoil IIEHKH (Ha KaTyIIKE), HECTEPHIBHBIH.
3.1. Inacterpe OMNIFILM® Ha ocHOBe W3 Npo3pa4HOi MIeHKH (Ha KATyIIKe), HECTEPUIIBHBIH,
pasmep 1,25 cMx 5 M—1 .

3.2. IInacterpp OMNIFILM® Ha ocHOBe 13 mpo3pa4Hoi IUIeHKH (Ha KaTyIIKe), HECTEPHIBHEIH,
pasMep 2,5 cMx 5 Mm—1 mT.

3.3. ITnacteipe OMNIFILM® Ha ocHOBe W3 PO3padHON IUIEHKM (Ha KaTyIIKe), HECTCPHIIBHEIMH,
pazmep ScM X S M— 1 mT.

3.4. TInacteipp OMNIFILM® Ha ocHOBe U3 Ipo3pa4HOi IIIEHKH (Ha KaTyIIKe), HECTEPHIIBHBIH,
pazmep 1,25 cMx 9,2 M — 1 mT.

3.5. TInacteips OMNIFILM® Ha ocHOBe M3 Mpo3padHOi IUIEHKH (Ha KaTyIIKe), HECTEPHIBHEIH,

pa3mep 2,5 cMx 9,2 M — 1 mT.



4 ITnacteips OMNIPOR® Ha 0CHOBE U3 HETKAHOTO MaTepHania (Ha KaTyIIKe), HECTEPHIIBHBIH.
4.1. Tnacteips OMNIPOR® Ha ocHOBe M3 HETKaHOTO MaTepHaia (Ha KaTyllKe), HeCTepPHIBHEIIA,
pasmep 1,25 cMx 5 M—1 mi.

4.2, TInacteips OMNIPOR® Ha ocHOBe K3 HeTKaHOro MaTepHana (Ha KaTyIIKe), HeCTEPHIBHBIH,
pasMep 2,5 cMx 5 M~ 1 mr.

4.3. Tnacteips OMNIPOR® Ha ocHOBe M3 HeTKaHOro MaTepuaia (Ha KaTyLIKe), HeCTepUIIBHEI,
pa3mep ScMx S M— | mT.

4.4, TInacteipp OMNIPOR® Ha ocHOBE M3 HETKaHOTo MaTepuana (Ha KaTYIIKe), HECTePUIIBHEIM,
pasmep 1,25 cmx 9,2 M — 1 mr.

4.5. Tnacteips OMNIPOR® Ha ocHOBE M3 HETKaHOrO MaTepHana (Ha KaTyIIKe), HeCTEPHIbHBIH,
pasmep 2,5cMx 9,2 M—1 mr.

4.6. Tnacteipp OMNIPOR® Ha ocHoBe M3 HETKaHOTO MaTepHaia (Ha KaTyIlke), HeCTePHIBbHBIH,
pasmep 2,5 cMx 9,2 M — 12 mr.

4.7. Tnacteips OMNIPOR® Ha ocHOBe M3 HeTKaHOro Martepuaa (Ha KaTyIIKe), HECTEPHIILHEIM,
pazmep 1,25 cm x 9,2 M — 24 mT.

5. Ilnacteps Omnifix® Elastic puxcupyroumii Ha OCHOBE U3 HETKAHOTO MaTepHana (B PyJIOHe),
HECTEPHNBHEIN.

5.1. TTnacteips Omnifix® Elastic ¢ukcupyrommii Ha OCHOBE M3 HETKAHOTO MaTepHana (B PyJIOHE),
HECTEePHIBHEIH, pasmep 10 cm x 2 M — 1.

5.2. Inacteips Omnifix® Elastic hukcupyromuii Ha OCHOBE W3 HETKAHOrO MaTepHana (B pyJIoHe),
HecTepHJIbHEIH, pasmep 5 cM X 10 M — 1.

5.3. Ilnacteips Omnifix® Elastic ¢ukcupyrommii Ha OCHOBE K3 HETKAHOTO MaTeprana (B pyJoHe),
HecTepunbHbIH, pazMep 10 cMmx 10 M — 1.

5.4. TInacteips Omnifix® Elastic hukcupyrommii Ha OCHOBE M3 HETKAHOro MaTepuala (B py/loHe),
HecTepUIbHEIH, pasmep 15 cm x 10 M — 1.

5.5. ITnacteips Omnifix® Elastic prkcupyromumii Ha OCHOBE M3 HETKAHOTO MaTepHana (B pyJoHe),
HecTepHIIbHEIH, pasmep 20 cm x 10 M — 1.

5.6. Ilnacteips Omnifix® Elastic ¢puxcupyromuii Ha OCHOBE M3 HETK2HOTO Matepuana (B pyJloHe),
HECTEpUNBHEIH, pazMmep 2,5 cM X 10 M —2mT.

,I[anee [10 TEKCTY: MNAaCTBIPb, H3ACIHUE, IPOAYKT.

2. CBefieHHs 0 NPOHM3BOAHTENIE

IIpousBoauTe/nb:

PAUL HARTMANN AG («I[TAVYJIb XAPTMAHH ATI'»), 'epmanus
FOpuauueckuit agpec: Paul-Hartmann-Strasse 12, 89522 Heidenheim, Germany

Dakruueckuit agpec: Paul-Hartmann-Strasse 12, 89522 Heidenheim, Germany



Tenedon: +49 7321360, daxc: +49 7321363636
E-mail: info@hartmann.info

IIpousBoacTBeHHbIE MIOIIAAKH:
1. Paul Hartmann S.A., Mcnanus, P.I. Pla d'en Boet II, ¢/ Carrasco i Formiguera 48, 08302 Mataro
(Barcelona), Spain

VnonsomoyeHHbIH NpeIcTABATENb Npon3BoauTens / Ammoprep:

000 «ITAVJIb XAPTMAHH», Poccus

FOpunuyeckud agpec: 125167, r. Mockga, BH. Tep. I. MyHUIIMNANBHEIH OKPYT A3pOMOPT, IP-KT
Jlenunrpanckui, 1.36, ctp.10

®axTrueckuit aapec: 125167, r. Mocksa, BH. Tep. T. MyHHUMNANbHEIA OKPYTr A3pOIIOPT, NP-KT
JlenuHrpaackui, a.36, ctp.10

ten. (495) 7969961, dakc (495) 7969960

E-mail: Ru-Mos-Hartmann@hartmann.info

MenuuuHCKAE H3NENUsl CIPOSKTHPOBAaHBl M M3TOTOBJIEHBl B COOTBETCTBHHM C OCHOBHBIMH
TpeGoBaHUAMHA JIMPEKTHBEl [0 MEAMLMHCKHAM H3IENHAM, a TakKe o0muMH TpeOoBaHHAMH

GesonacHocTy M npomsBoauTensHOcTH [loctanosnenua 2017/745 o MEIMIMHCKMX H3ACTUSX
(EC).

3. O0uee onucanue H3AEAHUS

[Tnacteipu GUKCHpYIOLIME HA KATYIIKaX M B PY/NOHaX, HECTEPUIILHEIC - OTO HEAKTHBHEIC,
HEMHBA3KUBHEIE, OIHOPA30BHIE, CaMOKIESLIMECs, HECTCPUJIBHBIE M3JENNs, COCTOSIME U3
Marepuajia OCHOBEI (MaTepyalia-HOCHTENS) C KJIEEBEIM ITOKPHITHEM, IIPUKPEIIEHHOTO K KaTyIIKe-
CEpPIEYHHKY WM B PYJIOHe, MpeJHa3sHaYeHHBIE AIA (QHKCAlMM MEPBUYHLIX IOBA30K, KOTOPEIS
TIPEACTABISIOT OG0 JIF0D0M BHI He CaMOKJISSAIIMXCS MOBA30K Ha paHy (BIMTHIBAOMINE ITOBA3KH
171 PaH ¥ TPaJIMUMOHHEIE MApJIEBEIE TIOBSI3KH), a TaloKe 11 uKcauuy 6UHTOB, TPYOOK, KaHIONE,
30HIOB, KaTETEPOB, OaHaaxe.

[IpoayKums mpegHa3Ha4YeHa Ui MEIULUHCKOrO NpHMeHeHMs 6e3 orpaHudyeHud (o
BO3DacTHOM TIpyIIe, BECOBOH KaTErOpHMH, COCTOAHMIO 3[0pPOBbA) HEMPOPeCCHOHANIbHBEIMH
MONB30BATENSIMA ¥ MENUIMHCKHMHA pabOTHMKaMK Ha HEIOBPEXXICHHOM (3M0pOBOM) KoXe, a
TAKXKe B TEUSHHE HEeMpOZODKUTENsHOro nepuona (60 muHyT < npogomxurensHocTs < 30 nHed
cooTBeTcTBUH ¢ TpebosanusaMu MDR)/nnurensroro KoHTakTa (24 9aca < NpOJODKHTENBHOCTh <
30 gHeii B cooTBeTcTBUE ¢ Tpeboranuamu ISO 10993-1:2018) npumeHeHus.

[IpogyKTel HE  COAEPXKAT  paccachlBaIOLMECs  KOMIIOHEHTHI,  JIEKapCTBEHHBIE

nipenapatsl/gapMareBTHYECKIe CyOCTaHIMH (IIOyUSHHBIE H3 KPOBH MM TJ1a3Mbl Y€JIOBEKA HITH



HET), TKAHU WM KJIETKH YEJIOBEYECKOr0 WIIM JKMBOTHOIO IIPOMCXOXKIEHMA, PaJlOaKTHBHEIE
BCIIECTBA, HAHOMAaTEPHAJIbI HITH JAPYrue ornacHbI€ KOMIIOHEHTEL.

MengHUMHCKOE W3JeNde MOCTaBlsgeTcs 0e3 WMHCTPYKIMH-BKIamblma. MHCTpykums B
COKpALIIeHHOM BHJIE YKa3aHa Ha yrakoBKe MEIUIIMHCKOTO M3IENUs WK Ha CTHKEpPE, HAHECEHHOM
Ha yrakoeky. Taroke obpainaeM BHUMaHHE, YTO Ha YIaKOBKE MEIULMHCKOTO M3eNus (CTHKEpE,
HaHECEHHOM Ha yTIaKOBKY MEIUIIMHCKOTO M3IENHs) IPHCYTCTBYET CChIIKA Ha OQUIMANBHEIH calT
https://hartmann-shop.ru, rae monHas BepcHs HMHCTPYKUMH TpefOCTaBlieHa NOTpeOMTENO B
HOJTHOM 00BEME U SABISETCS YacTHI METHIMHCKOTO H3IETIHS.

JomonuuTtensHo coobluaeMm, 4YTO IOJHAS BEPCHsS MHCTPYKUMH @0 IPUMEHEHMIO
MIOCTABIISETCS B TPAHCIIOPTHOM yIIaKOBKE.

Haznayenue MeTHIIWHCKOI0 H3/Ie/ TN

ITnacTeipy npexHasHa4vYeHs! A UCIIONB30BaHUSA B JIEYEOHO-NPOQHIAKTHYECKUX YUPEKIECHUAX, a
TAKKe B JOMAIIHHMX YCJIOBHMAX I HaAEKHON (UKcalyy 30HIOB, KaHIOIb, KATETEPOB, OMHTOB,
TpyOOK, BCEX BHUIOB MOBA30K, (YHKUMOHANbHOW (uxcauuu (HampuMmep, U (QUKCAIMH

Gaunaxeit).

4. Knacc pucka

IIponyKkTel TpencTaBleHE! HAa PEIHKE B HECTEPWIBHOM BHAE W OTHOCATCA K MEIMIIMHCKHM
uznenusM | kmacca B coorBercTBHM ¢ [lpaBunamu kinaccuuKalMy MEIMLMHCKUX H3ACIHHA B
3aBUCHMOCTH OT IMOTEHI[HAJIEHOTO PUCKa MPHUMEHEHHUS.

O6mepoccuiickuii KitaccuGUKAaTOp MPOAYKIHHU 110 BUIaM 3KoHOMHYecKo# aearensHocTH (OKILJ
2): 21.20.24.110 Marepuans! KneHKue NepeBa309HEe

Koz Buia MEIUIIMHCKOTO M3AE/HS (COrIaCHO HOMEHKIIATYPE MEIULMHCKUX u3aenuii): 142040.

5. @yHKIHOHAJIbHbIE XaPAKTEPHCTHKH

ILracreips OMNIPLAST® na TkaneBoii ocHOBe (HA KATYIIKe), HECTEPHIbLHbII

[eneroe npumeHeHHE OMNIPLAST® — »5T0 HeaKTHBHEIE, HEHHBAa3MBHEIE,
OJIHOPa30BEIE, CAMOKIIESIIUECs, HECTePHUIEHEIE U3JeNTUs,
COCTOAINIME M3 MarepHala OCHOBH (MaTepHana-
HOCHTENS) ¢ KJIEEBBIM IOKPEITHEM, NMPUKPEIUIEHHOTO K
KaTylIKe-CepAeUHHKY, [peIHasHaUeHHEIE I QHUKCAlUH
NEPBUYHEIX IOBA30K, KOTOPHIE IPENCTAaBIIOT COOOH
moOoi BHA HE CcaMOKJIEAIIMXCs IMOBA30K Ha paHy
(BnMTHIBaIOIIKE TIOBSI3KM [ paH W TpPaAWIHOHHEIE
MapJeBbl€ TMOBA3KH), a TaKkKe A1 (UKcalmu OHHTOB,
TpyOOK, KaHIONE, 30HIOB, KATETEPOB, OaHTaXKeH.

IToxazanua K NpHMEHEHHIO PUKCALHUA [TEPBHUYHBIX TOBA30K, KOTOPHIC NPEACTABIAIOT

co0oii moOkle BB HE CaMOKJICAIIHMXCA ITOBA30K Ha PpaHy
(BI]I/ITI:IBaIOII[I/IG TMOBASKK [ paH H TpagHIIUOHHEIE




MapJieBBIe IIOBA3KH), a TaloKke Ai (HKcauuy OWUHTOB,
TpyOOK, KaHIONb, 30HJOB, KaTeTepoB, OaHmaxe.
PexoMeHayIOTCS U1 HOPMAJIBHOM KOXKH.

[IpoTuBOMOKa3aHus

WnpuBuayanbHas HENEPEHOCHMOCTE MAaTEPHAIIOB.

B cnywyae moforo pasapakeHHs KOXH (Hampumep
MOKPACHEHWs, CHINH, LICNYIIEHHs, 3yAa, MIKEHHS)
[IPEeKpaTHTE HCIIOIB30BaHUE M3/IeNHsd M OOpaTUTeCh K
Bpauy. He npernasHadeHs! JJisi NpAMOr0O HaHECEHHMS Ha

paHy WITH NMOBPEKIECHHYIO KOXKY.

Onucanue n3neus

OMNIPLAST® — 5r0 HeakTHBHOE, OJHOPA30BOE,
caMoKJIesAlneecs, HECTEPUIbHOE M3JEIHe, COCTOALIEE
W3 Marepuajla OCHOBEI (MaTepHala-HOCHTEN) C
KJICEBBIM MOKPBITHEM, NPHUKPEIICHHON0 K KaTylIKe-
CepaeUHHKY. TexcTunpHEIA I1aCTHIPh c
3ur3aroo0pazHol KpOMKOM [ HaA€KHOH, MPOYHOH
buxcaiun U KoMmpoprHoro HomeHusa. He BrI3BIBaeT
Mmareparuo. brarompusTeH [UId  KOXH, JIETKO
pa3sMaTBIBaeTCs OTpEIBaeTCs €3 HOXKHHMIL IO HYXHOIO
pasmepa U Qopmel. XOpomO JEpHKUTCA Ha KOXKe.
MaTepHran-oCHOBY MOKHO TOJINMCHIBATE ¢ HapyXHOH
CTOPOHEI.

[MoaxoauT At JIUTENHHOTO HOIEHH.

Moxet HCIIOB30BAThCA s bukcaumn
[IOBPEKICHHEIX NalbIEB U CyCTaBOB, OKa3aHHUS NEPBOH
[OMOLIY NP MENKHUX MOBPEXKAECHHAX,

ITpoaykt He COIEPIKUT paccachIBarOIKXCs
KOMIIOHEHTOB, NeKapCTBEHHBIX npenaparos/
JIEKAPCTBEHHEIX BEIIECTB (MOJMyYEHHBIX M3 KPOBH WM
[JIa3MBI Y€JI0BEKA), TKAHEH UK KJIIETOK YEJIOBEYECKOT0
WM JKHBOTHOTO MPOMCXOXKAEHHS, PaJHOaKTHBHEIX
BELIECTB, HAaHOMAaTEepHalOB WIM JPYIMX ONACHEIX
KOMIOHEHTOB. HeTOKCUYHEIH.

Hsjenie yNakoBaHO B KAPTOHHBIE CKJIaJHEIE KOPOOKH.

HUnbopmaumss O MOTEHLMANBHEIX

nmoTpeOUTeNIX

Wznenus npeaHasHaueHsI AJ1s Mrojel, 6e3 orpaHudIeHHH
(o Bo3pacTHOM rpymne, OWama3oHy Beca, COCTOAHHIO
WM cTarycy  3J0pOBbs), [IJId  HCIONB30BaHHA
MEIULIMHCKUMH pabOTHUKaMH u
HenpohecCHOHATBHBIMH IT0JIb30BATEIISIMH, P KOHTAKTE
C HETIOBPEXKICHHOH KOXEH (310pOBOH KOKeH), a TakKe
aJist Kpatkocpounoro (60 mMuHyT < IIpomomKHTENEHOCTS
< 30 ngHeii, B cootBeTcTBuM ¢ MDR)/nonrocpoynoro (24
yaca < [TpopomkurensHocTh < 30 AHEH, B COOTBETCTBHH
¢ ISO 10993-1:2018) Hcnonp30BaHMA.

CoMcok W OomuMcaHue MaTepHalioB

MEIHULHWHCKOI'O

H3JIC/HA,

[InacTepe COCTOMT M3 TEKCTHJIBHOIO MaTepuana M
KJIeeBO OCHOBBHI.




KOHTaKTUPYIOIMHUX psmMo
KOCBEHHO C TCJIOM MalHueHTa

HIIHA

TexcTtuabHasi ocHoBa miaacrteips: 100% Buckosa,
TKaHBEIH MaTepuan w3 BHcko3bl 350500, mpoussoicTsa
German Technical Textiles Co. Ltd., Hangzhou, Kuraii
Kpacurtenu u 106aBKku (MCIOJIL3YIOTCH B CMECH):

- MHOTOLIEJIEBO# KoMIuiekcoobpasosarens, Tun CH KA-

F, npoumssopcrea Foshan  Chenhui  Chemical
Development Ltd., Kutai;
- cmaumBaromee Bemectso, THn CH KWN,

npouzsoacTtea Foshan Chenhui Chemical Development
Ltd., Kuraii;

- 3osioTUCTO-KenTEIH 1BeT, THI Colvazol Golden Yellow
RGB 100%, mpouseomctea Shanghai Colva Dyestuff
Industrial Co. Ltd., Kura#i;

- Kkpacueii mger, tun Colvazol Red RGB 100%,
npoussonctea Shanghai Colva Dyestuff Industrial Co.
Ltd., Kuraii;

- TéMHo-cuHuit uger, Tun Colvazol Navy RGB 150%,
npoussoactea Shanghai Colva Dyestuff Industrial Co.
Ltd., Kuraii;

AnresuBHasi ocHoBa: Oenblii Knesmuil Marepuan Ha
OCHOBE CHHTETHYECKOro Kaydyka Artimelt
M13.136, npoussoactea Artimelt AG, Illseiinapus
KaTtymka 115 0/1acThIPs COCTOUT M3 MOMKUCTUPOIIA
tun EDISTIR PD R 321 P npoussozctsa Industrias
Plasticas Triana, S.A., Mcnanus; kpacHslit uger, TiI: Red
MVD5340, npouszeoactea Clariant Plastics and Coating
SA, Hcranms.

THIIa

HormycThMBle pa3MepE!

1,25 emx 5 m+10%;
2,5cmx 5 M£10%;
5cMmx 5 ME10%;

1,25 cm x 9,2 M £10%;
2,5 emx 9,2 Mm+10%;

TexHHUYecKHE XapaKTEPUCTHKH

CoImpoTHBIEHNE
Kieesoro cios, H/m

OTCIIauBaHHID

440 15 H/m

BononenporuiaeMocTs
(DUKCHPYIOIOETO CII0S

[MapameTp HENPUMEHHMM, IOCKOJIBKY 3TH MEIHIMHCKHE
H3enHs He 0003HaualoTCA KaK BOJOHENPOHHLIAEMEIE.

AnTtHOaKTepHanbHasa
(30ona 3a/IePIKKH
MUKpodIIopH! 110 St. epid.)

aKTMBHOCTb
pocta

[TapameTp HENPHUMEHHM, ITOCKONBKY 3TH MEIHIMHCKHE
u3enus He 0603HaYaloTCs KaK aHTHOaKTepHabHbIE.

Copepxanue
CpencTea B
MPOKJIaaKe
KOMITO3UITUH

JIeKapCTBEHHOT'O
(bYHKIMOHAIBEHOM

WU KJIeeBOH

[lapameTp HENpHMEHMM, TaKk Kak B HHCTPYKUMH II0
NPUMEHEHUIO (MApKHPOBKE) HE YKa3aHO HallM4ue
OUOIOrHueCcKH aKTHUBHBIX COEMHEHHUH
JNIEKapCTREHHBIX CPEJICTR.

HIIHU

Ilget

TenecHslil 1BET




Wndopmanus o CTEpHUIBHOCTH

HecTepuneHo

Cpok rogHocTH

5 ner

VYakoBka

[Mnactepy OMNIPLAST® Ha mniacTHKoBO# KaTymike
yNaKOBHIBAIOTCS B WHIMBUIYalbHBIE  CKJIaIHEIE
KapTOHHEIE KOPOOKH (CKNaHbIE) ¢ HalleYaTaHHOH Ha HHX
uHopmaimeit s motpeburtenedf, KOTOpBEIE 3aTeM
MOMELIAOTCS B TPAHCIIOPTHEIE KOPOOKH B COOTBETCTBUH

Macca YTIaKOBKH C U3JICJINEM
IInacteipst OMNIPLAST® (£10%)

¢ DIN, KOTOpBIE CKIEHBAIOT KIECHKOM JIEHTOH W
YIaKOBEIBAIOT Ha €BPOIOIOHEL.

Pasmep nznenus Macea, r
1,25cMx 5™ 21,18
25cMx5M 35,68

ScMx5M 64,55
1,25emx9,2 M 36,53
25cMx92M 60,34

Bce HOpMaTHBHEIE JOKYMEHTEI Ha MAaTEPHAIIB! IPEACTaBAEHE! B [IpunoxeHuy.

Pasmep mnacteips
OMNIPLAST®

HormyctiMoe coaepKaHWE IUIACTBIpS B KaTyllKax B
HHIMBHIYaIEHOH YIIAKOBKE

1,25cmx 5 M 1 karyiuka
25cMXx5M 1 xarymka
ScMx5M 1 karymka
1,25cmx92 ™ 1 KaTymka
25ceMx92 M 1 karymka




Ilnacteipe OMNISILK® Ha ocHOBe M3 CHHTETHYeCKOro meiKa (Ha KaTyulike),

HeCTePUJIbHbINH

Ilenepoe NpUMEHEHHE OMNISILK® — 3T0 HeakTHBHEIC, HEHHBA3UBHEIE,
OIHOpa30BEIE, CAMOKJIESIIHECS, HECTEPHUIIBHEIE M3IeIIHA,
COCTOAIIME M3 Marepuala OCHOBEI (MaTepuana-
HOCHTENS) ¢ KJIEEBEIM IOKPHITHEM, NPHKPEINIEHHOIO K
KaTyIIKe-CePAEUYHHKY, peIHa3HaYeHHbIE U1 QUKCaliK
MEPBUYHEIX MOBS30K, KOTOPHIE NPEACTABIAIOT CcOOOH
mob0f  BHA HecaMOKJEALIMXCs TMOBS30K Ha paHy
(BOUTHIBAIOIIME IOBS3KW IS paH W TpPagHLMOHHEIE
MapJieBEIe IIOBS3KH), a Takoke I (ukcauyu OHUHTOB,
TpyOOK, KaHIJIb, 30HI0B, KaTeTepoB, DaHgaxeH.

[Toka3aHus K IPUMEHEHHIO OuKcaiys MEPBUYHEIX MOBA30K, KOTOPEIE IPECTABIISIOT

coboii mobkie BB HeCAMOKISSIIHNXCS ITOBI30K Ha paHy
(BOUTHIBAIOIIME IIOBA3KY Ui paH ¥ TpaJWLIMOHHEIE
MaplieBble TOBS3KH), a Taioke A GuKcallMid OHWHTOB,
TpyOOK, KaHIO/b, 30HI0B, KaTeTepoB, Oannaxeid. Moxer
HCIIOJIB30BaThCS 17151 PUKCALMH TIOBPEXIEHHBIX IIABIIEB
51 éycraBon, OKa3aHWs IEPBOH IMOMOINM IPH MEIKHX
MOBPEXKACHIIX. PEKOMEHIYIOTCA 1151 BCEX THUIIOB KOXKH.

[IpoTuBONOKA3aHUSA HWHaueunyansHas HENEPEHOCHMOCTh MaTEPHAIOB.

B cnoyyae moboro pazmpaxKeHHs KOXH (Hampumep
[OKPacHEeHMs, CBIM, MIENYIIEHHs, 3yJa, XOKCHHs)
NIPEKPaTHTE HCIIONB30BAHUE M3AENHA M 00OpaTHTeCh K
Bpauy. He npeaHazHaueHH Ui NPSIMOro HAHECEHHMS Ha
paHy WITH MOBPEXISHHYIO KOXKY.

Onucanue u3nenus OMNISILK® — o510 HeakTHBHOE, 0ZHOPa30BOE,
CaMOKIESIIEeCs, HECTEPHIBHOE H3JENIHE, COCTOsIIEe
M3 Marepuala OCHOBH (MaTepHana-HOCHTENS) C
KJIEEBEIM TIOKPHITHEM, MPHKPEIJICHHOTO K KaTyIIKe-
cepaeuHuKy. IlleTKOREI MIACTEIPE ¢ 3Ur3aroodpa3HoH
KpOMKOM st HajexHod, npodHol ¢uKcaluu u
koMmdopTHoro HomeHwsa. He BHIZBIBaeT Malepalluio.
BnaronpusaTten pns KOXH, JErKO pa3MaThlBaeTcs

OTPBEIBAETCA 663 HOMXHUIL] A0 HYAKHOIO pasMepa H
dopmel. Xopomo AepkuTcs Ha Koxe. Marepuan-
OCHOBY MOXXHO TIOMTHCHIBATE C HAPYIKHOM CTOPOHHL.
IMoaxoauT A JJIUTENBHOTO HOIEHHUS.

Mosxer HCTIOJIB30BAThCS s bukcaun
TIOBPEXXICHHBIX NANBIEB H CYCTaBOB, OKa3aHUs EPBOH
NNoOMOILIKU HpH MEITKHX HOBPCH(I[CHHHX.

Wznenue ynakoBaHO B KAPTOHHEIE CKIIATHEIE KOPOOKH.
Hudopmanusd o0 NOTCHUMANBHEIX | M3aenus npeaHasHauyeHsl Ui Mojei, 6e3 orpaHHYeHHH
NOTpebUTeNAX (Mo BO3pacTHOM rpymre, AXANa30Hy Beca, COCTOSHHIO
WX  CTAaTycy 3HOpOBBA), MU  HCIOJIB30BaHMUS




MEIUIIMHCKUMH paboTHUKaMHU H
HerpodeccHoHaIEHBIMHU MOIb30BaTEISMH, IPH KOHTAKTE
C HEMOBPEXJCHHOM Koxkel (3M0opoBO# KoxKel), a Taxxe
1 KpatkocpoyHoro (60 MuHyT < IIpoJo/KHTENEHOCTE
< 30 pueit, B cootBercTBHM ¢ MDR)/nonrocpognoro (24
yaca < [IpomomkurensHocTs < 30 nHeH, B COOTBETCTBHH
¢ ISO 10993-1:2018) ucroyib30BaHu.

CrMcoK ¥ OIMCcaHue MaTepHaloB
MEIHLHHCKOIO H31CJTHA,
KOHTaKTUPYIOIMKHX MnpsMo WA
KOCBEHHO C TE€JIOM IMallMECHTa

IInacTeIpp COCTOMT M3 TEKCTHIBHOrO MaTepuaga H
KJIeeBOH OCHOBEI.

TexkctuneHas ocHoBa mnacteips: 100%  amerar
(cunrermueckmii menk), tun SIPMIFU (xom 350490
SILK 70), npoussogctea SEDATEX, S.A., Mcnanus.
AJre3voHHas OCHOBA: K€M HAa OCHOBE CHHTETHYECKOTO
KayuyyKa, He paspaXarolmuii KOXYy, IPO3paydHbIi,
HAHOCHMEIN monocamy, Tuma Artimelt MI11.228,
nmpouzBoacTea Artimelt AG, [lIseiinapus.

Karymika ais niacTeIps COCTOUT M3 MOJHCTHPOIA

tun EDISTIR PD R 321 P npoussoactBa Industrias
Plasticas Triana, S.A., Mcmanusa; 3eneHelfd 1BerT, TUIL
Green SL 63301196, npouzeonctea Clariant Plastics and
Coating SA, Mcnanusl.

JTomyCTUMBIE pasMepEl 1,25 cM x 5 M £10%;

2,5 cmx 5 mx10%;

Semx 5SM=10%;

1,25 em x 9,2 m £10%;

2,5¢eMx 9,2 Mm+10%;

TexHuYecKkHe XapaKTePUCTHKU

ConpoTuBneHHe OTCIIAaHBAHHIO
KJ1eeporo cjosi, H/m 485 +15 H/m
BonoHenpoHuIaeMocTs [TapameTp HenpUMeHUM, ITOCKOJBKY STH MEIUIMHCKHE
(HKCHPYIOMETO CII0s u3Iends He 0003HaYarTCsA KaKk BOJOHENPOHHULIAEMEIE.
AntubaxrepuanbHas aKTHBHOCTG | [lapaMeTp HETIPUMEHHMM, MOCKOJBKY 3TH MEIWILIMHCKHE
(30Ha 3a1ePHKH pocta | u3nenus He 0003HAYalOTCs KaK aHTHOAaKTepHaIbHEIE.
MuKpodaops no St. epid.)
Conepxanue nexapctBeHHoro | [Tapamerp HempuMEHHM, TaK KaKk B HMHCTPYKUHMH TIO
cpenctBa B (YHKIMOHAJBHOM | IPUMEHEHHIO (MapKHMpOBKE) HE YKa3aHO Hald4ue
[IPOKJIafIKe 201 KJIeeBoil | Ouosioruuecku AKTHUBHEIX COeIUHEHHIA WIH
KOMIIO3HILIHK NIeKapCTBEHHEIX CPECTR.
Llger benerit
WHudopmalis o CTEpHIBHOCTH Hectepunsro
Cpoxk rogaocTH 5 mer

YrakoBka

[Inacterpy OMNISILK® na nmacTukoBoif KarTymke

YIIAKOBBIBAIOTCA B HHIWBHAYaJIbHBIE CKIIagHBIC
KapTOHHEIE KOPOOKH (CKIIaJHEIE) ¢ HalleyaTaHHO! Ha HUX

uHbOpMauMer i noTpebuTeneH, KOTOpEIE 3aTeEM




MIOMEINAIOTCS B TPAHCIIOPTHEIE KOPOOKM B COOTBETCTBHH
¢ DIN, KOTOpBlEe CKICHBAIOT KIEHKOM IE€HTOH H
YIaKOBBIBAIOT Ha EBPOIIOIOHEI.
Macca ynakoBKH ¢ H3[ICTHEM Pasmep uznenus Macca, r
ITnacteips OMNISILK® (10%) 1,25cmx 5™ 18,09
25ecMx 5™ 24,90
ScMx 5™ 44 .48
1,25cmMx 9,2 M 22,07
25eMx9,2Mm 37,08

Bce HOpMaTUBHEIE JOKYMEHTHI Ha MATePHAITbl IPEICTaBICHE! B IIpHIOKeHHH.

Pasmep miacTeips JlomyctiMoe COAepXkaHHe IUIACTHIpS B KaTylOKax B
OMNISILK® WHAMBUYaJIbHOH YIIaKOBKE

1,25cmx5m 1 xarymxka

25ecmx5Mm 1 kaTymxka

ScMx5SwMm 1 xatymxka

1, 25cMx 9,2 M 1 xaTymxka

25eMx92 M 1 xkarymka




Inacteips OMNIFILM® Ha ocHOBe H3 Npo3pa4Hoii NJIeHKH (Ha KaTylIKe), HeCTepHIbHBIH

[eneBoe MpUMEHEHHE OMNIFILM® — 570 HeakTHBHEIE, HEWHBa3HBHEIC,
0IHOpA30BEIe, CAMOKJIESAIIMECS, HECTEPUIIBHEIE H3JEIIHS,
COCTOALME W3 MaTephana OCHOBHl (MaTepuala-
HOCHTENIS) ¢ KIEeBBIM TOKPBITHEM, IPHKPETIEHHOIO K
KaTyllKe-CepAeYHHKY, IpeIHa3HaYeHHbIE Il QUKCANH
TMEepBUYHEIX TOBA30K, KOTOPBIE MPEICTABISIOT cOGOi
nroboft BUA HE CaMOKIESINMXCA IIOBA30K HA paHy
(BIMTHIBAIOIME IIOBA3KH AJA paH ¥ TPaJHIHOHHbIE
MapJieBsle TOBS3KH), a Taloke Ad (HKcaluu OUHTOB,
Tpy6OK, KaHIOJIb, 30H/I0B, KaTETEPOB, OaHtaKei.

[TokaszaHus K IPUMEHEHHIO @uKcalys NEPBUYHEIX IIOBA30K, KOTOPKIE MPEACTABIAIOT
co6oli MoOEIe BUAE HE CaMOKIIESIIUXCS ITOBA30K Ha paHy

(BIMTEIBAIOIIME MOBS3KM [N paH W TPaJHIMOHHEBIC
MapJieBEIE TMOBSI3KH), a TalKe Ana GHKCAlHH OMHTOB,
TpybOK, KaHIONb, 30HIOB KaTeTepos, OaHfaxel.
PeKoMEeHIYIOTCA A BCEX THIIOB KOJKH.

ITpoTHBONIOKA3aHHS HHaueuayanpHas HEepeHOCHMOCTE MaTepHaIoB.

B cioyuae mo0oro pasIpakeHHMA Koxu (HampuMmep
MOKpacHeHHs, CHINHK, WIENYMEHHs, 3yaa, JOKCHHA)
NpeKpaTHTe WCIIOJB30BaHUE H3JleNua M obpaturech K
Bpady. He npeqHasHaueHsl Ui NPSAMOTO HaHECEHHs Ha
paHy MIH TOBPEKIECHHYIO KOXKY.

Onucanne H3IeIus Omnifilm® 5TO HEaKTHBHOE, OJIHOPa30BOE,

caMOKJeslneecs, HECTEPHIBHOE U3JIEIIHE, COCTOsIIEe U3
MaTepuana OCHOBE! (MaTepHala-HOCHTENs) ¢ KIIEEeBBIM
MIOKPBITHEM, IPUKPEIUIEHHOIO K KaTylIKe-CepIeYHHUKY.
[TneHoYHEIH MIACTHIPE € 3Ur3aroo0pasHOM KPOMKOH I
HAJIeXHON, TIpoyHOH (ukcalMd M KOoMGOPTHOTO
HoweHusd. He BEI3BIBaeT MaLlepaliio. braronpusreH s
KOXH, JIerKo pa3MaThlBaeTCs, Onaronaps
Mukpornepdopalii OTpEIBAaETCA B ABYX HANpaBJICHHAX
0e3 HOMKHMII IO HYKHOTO pa3sMepa ¥ MOJEIHMPYETCS 0
Hy>)KHOH  ¢opMbl. XOpOIIO IEPKUTCS Ha  KOXe.
[Tpo3payHblii, MO3BOISET BH3YaIbHO KOHTPOJMPOBATH
MeCTO (HKcaluH, HaOMoOJaTh 33 YPOBHEM XKHIKOCTH B
3aKpEIUICHHEIX ¢ ero MOMOINBI0 TPyOKax W Karerepax.
ITnacteipe He3aMeTeH Ha Koxe. [ImacTeipp MOXHO
NOJANMCHIBATE C HAPYKHOH CTOPOHEI.

ITogxomuT 11 AMUTEIBHOIO HOIIEHN.

Jlerko MCIIONB30BaTh KAK B IEpYaTKaX, TaKk ¥ 0e3 HMX.
ITpu KOHTaKTe ¢ NepYaTKaMH JIETKO OTIIHIIAET.

H3nenue ynakoBaHo B KAPTOHHEIE CKIIafHBIE KOPOOKH.




HWHbopMamuss O IOTEHLHAIBHBEIX
notpeduTeNax

W3penus npejHasHayeHsl Jd mofei, 6e3 orpaHudeHui
(o BO3pacTHO Tpymnme, OUana3oHy BECa, COCTOSHHIO
HIH  CTarycy  3[0pOBbsA), JUIA  HCIOJB30BaHHs
MEIULIMHCKUMH paboTHHUKaMHU 7
HenpodecCHOHATEHBIMMU MTONB30BATENAMU, IIPH KOHTAKTE
¢ HETMOBPEXKISHHOM KOXeH (3T0poBo# KoxeH), a Takke
ans kpatkocpouHoro (60 MuHyT < IIponom«HUTeNEHOCTE
< 30 nueii, B cootBetcTBun ¢ MDR)/nonrocpounoro (24
yaca < [IponomxurensHocTs < 30 gHell, B COOTBETCTBUH
¢ ISO 10993-1:2018) ucnone3oBaHus.

CroHCOK M OIHCaHHE MaTepualioB
MEIHIMHCKOTO U3JEIHs,
KOHTAKTHPYIOIUX  [PSIMO
KOCBEHHO C TCJIOM MAaLMEHTa

HITH

[TnacTeps COCTOMT U3 IUIEHKH U KJIEEBOH OCHOBEL.
[TneHo4HAas OCHOBA IJIACTHIPS: MHKponepdopupoBaHHas
MOJIM3THIICHBHHKIALIETATHAS TUIeHKa, mpo3pauHas (CAS
Ne24937-78-8) npouzroactea 3M, CIIIA.

Knesiasacs OCHOBa: THIOAUICPreHHBIH aKpUIIOBEIH
kieit, npospaunsiii (CAS 9017-68-9) — obpasyromuii 2-
x cnoiueiit Matepuan 3M Single Coated Polyolefin
Medical Tape 1527 npousroncrsa 3M, CIIIA.

KaTyiuka [ist miacTelps COCTOUT U3 TIOIHCTHPOIa

tunt EDISTIR PD R 321 P npomssoactea Industrias
Plasticas Triana, S.A., Mcnauus; cuHuii e, Trm: Blue

SL53301131, mnpoussoactea Clariant Plastics and

Coating SA, Mcnanus.
JlommycTUMEIE pa3MepEl 1,25 cMm x 5 M £10%;

2,5eMx 5 Mm+10%;

S5emMx 5 Mm+10%;

1,25 em x 9,2 M £10%;

2.5emx 9,2 M £10%;

TexHUYECKHE XapaKTEPUCTHKH

ConpoTtuBnenre OTCJIaMBAHUIO
KJieeBoro cios, H/m 290 +25 H/m
BomxorenponunaemMocTs He MeHee 70% OT BenMUMHBI COIPOTUBJICHMS
(HKCHPYIOLIETO oS OTC/IAHBAHHIO Cyxoro obpasia, Ho He menee 10 H/m.
AnTHOaKkTepHanbHas aKTUBHOCTE | [lapaMeTp HENpUMEHMM, IOCKOJBKY 3TH MEIUIMHCKHE
(30Ha 3aJePXKKH pocTa | u3aenus He 0603HaYa0TCS KaK aHTHOAKTepHANBHEIE.
MUKpodIIopH! 1o St. epid.)
Conep:xanue nekapcTBeHHOro | [TapameTp HempuMeHHMM, TaK KaK B HMHCTPYKLMH IO
cpeacTBa B (PYHKIMOHANBHOH | MPMMEHEHUIO (MapKMpOBKE) HE YKa3aHO HaluyHe
IPOKJIAJKe WITH KJIeeBoit | buonoruuecku aKTUBHEBIX COEeIMHEHHI HIH
KOMITO3MIIHH NeKapCTBEHHBIX CPEICTB.
IeeT Becrperneiit
Hudopmanuus o CTepUIEHOCTH Hecrepunesno
CpoOK rogHOCTH 5 net




Yrakoska

[nacteipy OMNIFILM® Ha nnacTukoBoM KaTyluke
YIaKOBHIBAIOTCA B WHAMBUAyalBHBIE  CKIIA[HBIE
KapTOHHEBIE KOpOoOKH (CKJIaHbIE) C HaneyaTaHHOH Ha HUX
uHbopManuedt 1y norpebuTenel, KOTOpEE 3aTEM
MIOMEMIAIOTCA B TPAHCTIOPTHEIE KOPOOKH B COOTBETCTBUH
¢ DIN, KoTopele CKJIEHBAaIOT KIEHKOH JEHTOH H
YIaKOBEIBAIOT Ha €BPOTMOLIOHEI.

Macca yNaKOBKH C M3€/HEM
ITnacteips OMNIFILM® (£10%)

Pazmep uzgenus Macca, r
1,25cmx5m 17,99
25cMx5wm 27,43

ScMx5M 49,49
1,25¢cMx 9,2 M 23,66
25cMx9.2Mm 39,99

Pasmep nnacteips

JomycTiMoe colepikaHue IUTacThIpS B KaTyIIKax B

OMNIFILM® HHIWUBHUIYaIBEHOH YIIaKOBKE
1,25cmx 5™ 1 katymxka
25cmx 5™ 1 katyika
ScMx5Mm 1 KaTyioka
1,25cmMx 92 M 1 xarymka
25cMx92M 1 KaTymka




Ilnacteips OMNIPOR® na ocHOBe M3 HEeTKaHOT0 MaTepHaa (Ha KaTyIlKe), HeCTepH/IbHBIH

HGHCBOG I[IPUMEHEHHE

OMNIPOR® — 5T0 HeakTHBHBlE, HEHHBA3UBHEIE,
OJHOPA30BEIC, CAMOKJICAIIHECS, HECTePHIBHEIE H3ICITHA,
COCTOSIIIHE H3 MaTepHalia OCHOBHI (MaTepHalla-HOCHTENS) C
KJI€eBBIM IIOKPEITHEM, IIPHKPEIUIEHHOTO K KaTyIIKe-
CepIeYHHKY, npelHa3HaYeHHEIE IS buKcauu
IIEPBUYHEIX [IOBSA30K, KOTOpEIE MNpEACTABISAIOT coboi
moboil BHA HE CaMOKJIEAIMXCA IIOBA30K Ha paHy
(BnUTHIBaIOIME TIOBA3KM [N paH W TpaJWLMOHHEIE
MapJeBbIE IOBSA3KH), a TakoKe A1 (uKcauuu OHHTOB,
TpYOOK, KaHIOJb, 30HIOB, KATETEPOB, OaHIaXKCEH.

[TokazaHus K NPUMEHEHMIO

OuKcalus MepBUYHBIX TOBSI30K, KOTOPEIE MPEACTARIAIOT
coboii mobsle BUIB HE CAMOKJIESINUXCS MOBS30K Ha PaHy
(BIMTHIBAIOINHE TOBA3KM I PaH H TPagWLMOHHEIE
MapJieBBIE IIOBSI3KM), a Takke Mid ¢uxcauuy OUHTOB,
TpyOOK, KaHIONb, 30HIOB, KaTETEpOB, OaHmaxeH.
PexomeHayrOTCS AJ15 BCEX TUIIOB KOXH.

ITpoTuronokazaHms

WHnuBuayanbHas HENEPEHOCUMOCTh MaTEPHATIOB.

B cmyyae moboro pasgpaxkeHHs KOXH (HampuMep
NOKpacCHEHHWs, CBIM, INENyIICHHS, 3yOa, JKKCHHSA)
IpEKpaTHUTE MKCIIONb30BaHUE H3MENUs M obpaTurech K
Bpady. He mpenHasHayeHHl I NPSAMOr0 HAaHECEHMS Ha
paHy WM TIOBPEXKICHHYIO KOXY.

Omnrcanne u3nenus

OMNIPOR® — 310 HeakTHBHOE, OIHOpa3oBoe,
caMoKJjeseecs, HECTEPHUIBHOE H3AENHe, COCTOALIEE U3
MaTepHana OCHOBHI (MaTepuala-HOCUTENS) € KIIEEBBIM
NOKPBITHEM, TPHKPENNEHHOIO K KaTyIIKe-CepIedHMKY.
ITnacTelpp M3  HETKAaHOTO  BOAOOTTAJKHBAIOIIErO
MaTepHasa ¢ 3ursaroobpazHoH KpOMKO# 1 HaJIeXHOH,
npoyHod ¢ukcanuu U KoMmbopTHOro HomeHus. He
BEI3BIBACT MalcpalHIo. EnamnpnaTeH AJId KOXXH, JIETKO
pa3MaTBIBaeTCs, OTPHIBAETCS B JABYX HallpaBJeHHUsAX 0e3
HOKHHL[ [0 HYXXHOIO pasMepa M MOJENUpyeTcs A0
HyxHOH Qopmel. Xopomo HAEpXKHTCA Ha  KOXKe.
Matepuan-ocHOBY MOXKHO TOANHKCHIBATE ¢ Hapy»KHOH
cTopoHsl. [ToAXoAUT A1 MOKPHITUH Ha 4yBCTBUTEJIEHEIX
y4yacTKax KOXH (BK/IIOYas MOBS3KH B 00acTH rias U Ha
TULE)

MoxeT NpUMEHAThCA IS HEXHON KOXKH MIAJEHLUEB H
YyBCTBUTENBHOM KOXKHU JIFOAEH NpecTapeoro Bo3pacra.
PexoMeHOyeTcs I/ HCIIONB30BAaHHSA Yy IMALMEHTOB,
NPOXOASIIUX KypC pajiHallMOHHOH TepaIiu.

Herxausili ~ mMarepuan  OCHOBEI  IIpospadyeH A
pagvoTyyen.

Jlerko ucnone30BaTe Kak B IepuaTKax, Tak u 0e3 HHX.




HpH KOHTAKTEC C NEPpYATKaMH JIETKO OTJIHIIACT.

HB,H,GIIHG YIaKOBaHO B KapTOHHEIE CKIIAAHEIC KOpOﬁKH.

WUndopmarnust 0 NOTEHUMAIBHBIX
noTpeOuTeNsX

W3penus mpemHasHaueHHl AJ MoAel, 6e3 orpaHMueHHMi
(1o BO3pacTHOI rpyme, JUana3oHy Beca, COCTOSHMIO HIIH
CTAaTycy 340pOBbs), U UCIONB30BaHUSA METUIIMHCKMMM
paboTHMKaMH ¥ HenpodeCCHOHANBHBIMH M0I530BaTEIIAMH,
NpH KOHTaKTe C HETOBPEXACHHOH KoxeH (310poBoi
Koxei), a Takke Ang KpaTtkocpoyHoro (60 muHYT <
IlponomxutensHocte < 30 paHeH, B COOTBETCTBHH C
MDR)/nonrocpousoro (24 yaca < IIpofo/DKUTENBHOCTE <
30 ngumei, B ISO 10993-1:2018)

HCIIOJIBE30BaHHA.

COOTBCTCTBHH C

CrnucOK W OINHMCAaHWE MAaTEpPHANIOB

H3JIEITHS,
HpsIMO
KOCBEHHO C TEJIOM MallueHTa

MEIHIIMHCKOIO

KOHTaKTHPYROIIHX HIIA

[TnacTHIpe COCTOMT M3 HETKAHOTO MaTepHana ¥ KIEeeBOMH
OCHOBEL.

Herkanas: OCHOBa IUIAcTHIPA: BOJOOTTAIKHMBAIOLIMHA
HeTKaHBIH Marepuan tan M 1578 W, mnpowumssozictsa

Freudenberg Performance Materials SE & Co. KG,

I'epmanus.
ApnresnoHHass OCHOBa: KjiIeH Ha OCHOBE CHHTETHYECKOIO
Kaydyka, Tmpo3pauHsifi, TuUn  Artimelt MI11.228,

npousBoncTea Artimelt AG, IIseiuapus.

KaTyuka [7s 11acTeIpsi COCTOUT U3 MOJNUCTHPOIA,

tun EDISTIR PD R 321 P npoussoactsa Industrias
Plasticas Triana, S.A., Mcnanus; 1BeT OpaHXXEBBIH, THII:
orange SL.13301103, npouzsonctea Clariant Plastics and
Coating SA, Mcnianus.

HomnycTumele pa3Mepsl 1,25 em x 5 M £10%;

2,5¢eMx 5 Mm£10%;

ScMx 5m£10%;

1,25 ecMmx 9,2 M £10%;

2,5cemx 9,2 Mm£10%;

TexHHUYeCcKHE XapaKTEPUCTHKH

CompoTuenenue OTCIAWBAHUIO
KJ1eeBoro cios, H/m 165 +12 H/m
BooHeNpOHUIIaeMOCTE He MeHee 70% OT BeNIHYHUHEI CONPOTHBIIEHHS OTCIIAUBAHHUIO
(UKCHPYIOLIEro Cl0s cyxoro obpasua, Ho He MeHee 10 H/m.
AnrubakrepuansHas — aKTHBHOCTH | [lapamMeTp HenpHMeHHM, TNOCKONBKY 3TH METULIAHCKHUE
(30Ha 3aJEpIKKI pocTta | u3aenus He 0003HaYaloTCs Kak aHTHOaKTepHaTbHEIE.
MHKpoduIops! 1o St. epid.)
Conepxanue nexapcTBeHHoro | Ilapamerp HempuMeHWM, Tak Kak B MHCTPYKIHH IO
cpeactea B GQYHKUMOHAJIBHOH | NPUMEHEHMIO (MapKHpOBKE) HE YKa3aHO HajlHyue
MIPOKJIafIKe HITH KieeBoit | buonoruyecku AKTHUBHBIX coeIMHeHuit WITH
KOMIIO3ULIAK JIEKapCTBEHHBIX CPENCTB.

Ilger

Benwiit/ xenrorarsiit




Wndopmanus o cTepUIbHOCTH

Hecrepuneno

Cpok rogHoCTH

5 net

YakoBka

[Inacteipy  OMNIPOR® Ha macTHKOBOM — KaTywLike
YTIaKOBEIBAIOTCA B HHIWBUOYAJIIBHBIC CKJIaJHBIC KapTOHHEIE
kopoOku  (CKiaaHble) ¢  HamneyaTaHHOM Ha  HHX
uHpopMmauMeii 1nA  noTpeOMTENed, KOTOPHIE 3aTeEM
TIOMELIAOTCS B TPAHCIIOPTHEIE KOPOOKH B COOTBETCTBUH C
DIN, KOTOpele CKICHMBAIOT KICHKOH JIEHTOH H
YIIaKOBEIBAIOT Ha €BPOIMO/IOHE.

Macca YIOakoBKH C  H3JENHEM
ITnacteips OMNIPOR® (+10%)

Paszmep uzgenus Macca, r
1, 25cmMx 5™ 14,36
25cMx 5™ 21,03
S5cMx5M 36,47
1,25 em x 9,2 m (1 mmt. B ym) 18,47
1,25 cm x 9,2 M (24 T. B ym) 227,38
2,5 cMx 9,2 M (1 1T, B ym) 28,10
2,5eMx9,2 M (12 wr. B ym) 229,70

Bee HOPMaTHBHEBIC JOKYMEHTEI Ha MaTEpHAEl PEACTABJICHEI B HprII[O}KBHHI/[.

Pazmep mnacteips JlomycTMOe cojepKaHHe IIacTHIpsA B KaTyIIKax B
OMNIPOR® MHIMBH/YabHOH YIIAKOBKE

1,25emx 5™ 1 katymka

25cMx5Mm 1 xarymka

S5cMx5M 1 xaTymka

1,25cMx 9,2 M 1 kaTymika win 24 KaTyluky

25eMx92 M 1 xaTymka unH 12 KaTymexk




IInacteips Omnifix® Elastic gukcupylomuii Ha oCHOBe M3 HETKAHOro Marepuana (B

PYy/10He), HecTepHJIbHBIH

IleneBoe MpUMeHeHHE Omnifix® Elastic — 3T0 HeaKTHBHBIE, OJTHOPA30BEIE,
caMOKJIesIuecs, HeCTePUIbHBIE U3AENNA, COCTOAIINE U3
Marepuana OCHOBHI (MaTepHana-HOCUTENs) ¢ KIICEBHIM
MOKPHITHEM, 3aIlMINEHHOT0 CHIIMKOHOBOH OyMaroi,
npeJHa3Ha4YeHHBIe Ui QUKCAIMK NEPBUYHBIX TOBA30K,
KOTOpBlE  TpPEeACTaBIAIOT  coboii  mobod  BHA
HEeCaMOKJIESAIIMXCs TMOBA30K Ha paHy (BIMTHIBAIOIIKE
HOBA3KH JJIA paH M TPAIHUIHOHHBIE MapJIeBhIe MOBS3KH),
ocobeHHO i TOKpBITHS OONBIOIMX TOBEPXHOCTEH, a
TaioKe i hukcanuy OMHTOB, TPYOOK, KaHIONb, 30H/0B,
KareTepoB, OaHgaxel.

ITokazaHus K NPUMEHEHHUIO DuKcalus MEPBHYHBIX MOBA30K, KOTOPHIE MPEACTABIIAIOT
coboit moOkIe BUIBI HE CAMOKIIESIIMXCA [TOBSI30K Ha paHy

(BIMTHIBAIOIME TOBSA3KH Ui paH W TPagULHOHHBIE
MapJieBEI€ TIOBS3KH), OCOOEHHO A1 MOKPHITUS OONBIINX
MOBEPXHOCTEH, a Takke s (uKkcanuy OUHTOB, TPYOOK,
KaHIO/Ib, 30H/I0B, KaTeTepoB, baHaxel. Pexomenayrorcs
LISl BCEX THUTIOB KOXKH.

[IpoTnBonokasanus WnpuBuayanpHas HENIEPEHOCHMOCTh MaTEpHAIoB.

B cimyuae moboro pasapaskeHHMs KOXKM (HanpuMep
MOKPACHEHMs, CBINM, LICAYyIIeHHsA, 3YAd, MXKESHUA)
IpeKpaTUTe MCIOJIb30BaHHE HM3Aenus W o0paTHTECh K
Bpauy. He npenHazHadeHsl A NpAMOro HaHECEHHs Ha
paHy WM MOBpeXIeHHYH0 Koxy. He npenHasnaden s
cTabunu3alnu/(pUKCcallii CyCTaBOB BO BpeMs WM IOCTIe
3aHATHH CIIOPTOM (CTIOPTUBHBIHN TEHIT).

Ornucanue U3AETHS Omnifix® Elastic —3To HeaKTHBHEIE, OJHOPA30BEIE,
HEeCTEepUILHEIE, CaMOKIIESIHECA TUIACTHIPH B PYJIOHAX,
NpefHa3HaYeHHBIE /s HCIONB30BAHUS B KauyecTBE
BTOPUYHEIX TMOBA30K i (hHKcaluy MoOoro Buaa He
CaMOKJIEAIIMXCS TOBA30K Ha paHy (BIHTHIBAIOLIHE

TIOBSI3KM U1 PaH U TPaIWLIMOHHEIE MapJIEBEIE TIOBA3KH),
0COOEHHO [/ TMOKPHITHS OONBIIHMX IOBEPXHOCTEH, a
TaKKe I GuKcanuyd OMHTOR, TPYOOK, KaHIOIb, 30HOB,
KaTeTepoB, OaHmaxkei.

[InacTelpd COCTOAT M3 HETKAHOTO MaTepuala OCHOBHI
(MaTepuana-HOCHTENS) €  KJICEBBIM  ITOKPHITHEM,

3AIMHINEHHOTO CHJIHKOHOBOH ﬁymaroﬁ.
anoaﬂﬂepre}mmﬁ KJled HE BBI3BIBAET pasgpaixeHus
KOXH.

ITnacTeipb M3 HETKAHOIO MaTepHala ULl HalexXHOH
¢ukcanun ¥ KoMdopTHOro HoweHus. He BEI3BIBaeT
Manepanuro. MArkuii, 3n1acTHYHBIHA N0 AJHMHE MaTepHall,




obmamarouii  GOKOBEIM  pacTsDkeHMeM. Marepuai-
OCHOBa OnarompusaTeH I/ KOXKH, 00pasyeT 3allMTHEIH
Gapeep oT GakTepuH, IETKO pa3MaTBIBAETCsA, OTPE3aeTCA
J0 HY>KHOTO pa3Mepa M MOZAEIUPYETCs IO KelaeMOM
dopmel. Xopomo IIpHeraeT K KOXe, MOBTOpseT
KOHTYpE! TeNla, He OTrpaHHYNBAeT [ABIDKCHHE KOXKH H
cyctaBoB. [ToBTopsieT GpopMy MOIBIKHEIX YacTEH Tela,
Ha KOTOPBIX KOXa 0c0OEHHO MOABEPKEHA PACTAXKEHHIO.
OcTaBisgeT TALMEHTY NOJNHYIO CBOOONY IBIDKEHMIA.
Jlerko u ©e300/ie3HEHHO yHanseTcs INPH HATHKEHUH
MaTepuala, He OCTaB/isIeT CIeNoB Kies Ha Koxe. Jlerko
MCIIONIB30BaTh Kak B IepuaTKax, Tak U Oe3 Hux. Ilpu
KOHTaKTe ¢ [epyaTKaMy JIETKO OTJIHNaeT. Marepuai-
OCHOBY MOJKHO TIO/IMHCHIBATH C HAPYKHOM CTOPOHEL

H3penie ynakoBaHO B KAPTOHHEIE CKIAJHBIE KOPOOKH.

HWudopmanus O NOTEHUMANBEHBIX
NoTpeOuTENAX

W3snenusa npeqHa3HaueHH s IOeH, 63 orpaHudeHui
(o BO3pacTHOM Tpymnme, OHana3oHy Beca, COCTOSHHIO
WIW  CTaTyCcy  3I0pOBbA), U1  HCIONE30BaHUS
MEIULMHCKUMH paboTHHUKAMHU u
HeMpo(ecCHOHATBHEIMH TMOJIb30BATE/ISAIMHU, IIPH KOHTAKTE
¢ HETIOBPEXISHHOM KoXel (340poBoit KoxeH), a Takke
s kpatkocpouHoro (60 munyT < IIpo0/DKMTENTEHOCTE
< 30 ngneit, B cootercTBHH ¢ MDR)/nonrocpounoro (24
yaca < [IpomoimkurensHocThk < 30 nHEH, B COOTBETCTBUHU
¢ ISO 10993-1:2018) ucrone30BaHMA.

CnHcoK M ONMCaHUWE MaTepHalloB
MeIHMLIMHCKOTO u3aenus,
KOHTAKTHPYIOMMX TPAMO  HIJIH
KOCBEHHO C TEJIOM NalMeHTa

[TnacTEIpb COCTOMT W3 HETKAHOTO MaTepHala U KIeeBOH
OCHOBBHI.

HeTkaHas OCHOBa: HETKaHEIM MaTepHall U3 TOJNH3CcTEpa
(100%), 6enoro ugera, Tuna 100% Pes -WO (nonuacrep,
CAS  Noe: 25038-59-9), mpouseoactea «bu-Cu-
SuHousosenc, C.JL.», Ucnanus.

Kneeras ocHOBa: npo3payHblii TMIIOANIEPIeHHBIA KIeH
Ha  OCHOBE  CHHTETHYECKOr0  KaydyKa,  THIa
TECHNOMELT PS 8673, npoussozncrsa Henkel Iberica
S.A., Ucnanus (pasmep 20 cm x 10 M)

WITH

tuna Artimelt M11.228, mpouseozpctBa Artimelt AG,
[IBeiiuapus (Bce ocTaNbHBIE pa3MEpEL).

Bymara: KontakTHbIH cioit 00pabotaH CHIMKOHOM; Ha
obpaTHO# CTOpOHe HaHeceHa IJIMHEHHAas MapKHUpPOBKa
yepes Kaxasle 2 cM, Tan Separacon 1080-60 white,
npouzsozcTea ITASA, Spain.

HlomycTUMBle pazMepsl

10 em x 2 M £10%;
2,5cmx 10 Mm£10%;




S5cemx 10 Mm£10%;

10 em x 10 M £10%;
15 emx 10 M £10%;
20 em x 10 M £10%.

TexHuueckre XapaKTepUCTHKH

ComnpoTuenenue OTCTaUBaHUIO
KJIeeBoro ciosd, H/m 485 +25 H/m
BomoHenpoHHIIaeMOCTE [NapameTp HENPHMEHHM, IOCKONBKY 3TH MEAMLIMHCKHE

(UKCHUPYIOLIETrO CIIos

uszienus He 0003HaYAOTCS KaK BOJOHENIPOHUIIAEMBIE.

AKTHBHOCTB
pocta

AnTnbakTepransHas
(30Ha 3a[EPXKKU
MHKpoQIIOpH! o St. epid.)

HapaMeTp HETMPHUMEHHM, TOCKOJIBKY 3TH MEJHULIHHCKHE
HU3OCTHA HE 0003HavarTCA Kak aHTI/I6aKTepI/IaJTBHBI€.

Copnepxanue nexkapctBenHoro | [Tapamerp HenpuMeHHM, TaKk KakK B HHCTPYKLHH II0
cpeacTBa B (DYHKUMOHANBHOH | MPUMEHEHHIO (MapKMpOBKE) HE YKa3aHO Haluyue
NPOKNaIKe WIH KJIeeBo# | OMONMOrHYecKH aKTHBHBIX COCIMHEHHUH HITH
KOMITO3HIIHH JIeKapCTBEHHBIX CPEICTB.

I{geT bengrit

Wudopmanus 0 CTepHIBHOCTH HectepuisHo

Cpox rogHocTH 5 net

VmakoBka

Bnactuunble miacteipy Omnifix® ymakossiBaroTcs B
WHIWBHIYaJdbHBIE  CKIA[BIBAIOINHECS  KapTOHHEIE
KOpoOKH  (KapToH) ¢C Ha
uHpopMalme s moTpeOHTeNel, KOTOpHE 3aTeM
[IOMEMAIOTCs B TPaHCIOPTHPOBOYHYIO KapTOHHYIO
xopobky cornacHo DIN, CKJIeeHHYHO CKOT4eM H
YIaKOBBIBAEMYIO B €BPOIOIOHEI.

HameyaTaHHOH HHX

Macca yHakoBKH ¢ H3ICIHEM Pasmep nzgenus Macea, r

[Tnacteips Omnifix®  Elastic I0cmMx2M 40,66

(£10%) 25cMmx 10Mm 89,33
S5cmx10m 91,37
10ecmx 10 M 172,52
15emx 10 M 254,60
20cmx 10 M 346,91

Pa3zmep miacTeips JomycTuMoe colepiKaHHe IUIaCTHIpS B KaTylIKax B

Omnifix® Elastic UHAMBHIYATBHOH YIIaKOBKE

10cmMmx2M 1 pyJioH

25cmx 10 M 2 pyJIoHa

Scmx10mM 1 pynon

10cmx 10M 1 pynoH

15cmx 10m 1 pyJsion

20cmx 10 M 1 pynon




IIpomykTeI He cofepsxar paccachIBaKOIIHECH KOMIIOHEHTEHI, JIeKapCTBEHHBIE
Ipenaparsl/(papMarieBTHIeCKHe cyOcTaHIHH (TIOTyYeHHble H3 KPOBH HIH IUIa3MBI YeJIOBEKa HIIH HET),
TKAHM WIIH KJIETKH YEJIOBE4ECKOTrO WIIH JKMBOTHOIO IPOMCXOXKAEHHH, PaJHOaKTHBHBIE BEINECTBA,

HaHOMAaTEpHaJIbl WIH OPYTHE OIIACHBIE KOMIIOHEHTHI.

6. KinuanvyecKkue HCNBITAHUSA

Pe3ysbTaTsl JaHHOW KIMHHYECKOW OLEHKH TUIACTHIPHBIX IOJIOCOK M ILIACTEIPEH OIS paH He
cBUOETENBCTBYIOT 00 ofmux mnpobnemax, cBA3aHHBIX ¢ 0e€30MaCHOCTBIO, BO BpeEMS HX
Wcrone3oBanus. Ha ocHoOBaHuM pe3ynbTaroBR OHoormdeckodt OLEHKH ©Oe3omacHOCTE [
MALMEHTOB M II0JIb30BATENiEll B OTHOIIEHHWM KOHTaKTa C MaTepHalloM MOXET CYMTaThCs
ycraHoBneHHO#. TpeGoBaHus K SKCILTyaTallMOHHBEIM XapaKTEPHMCTHKAM, YKa3aHHEIE B LEICBOM
IIPUMEHEHHH, INPOJEMOHCTPUPOBAIH COOTBETCTBHE NPHMEHUMBIM CTaHIAPTaM M aKTyaJbHBIM

KIHHHUYCCKHM TaHHBIM.

7. IlpumeHnenue
Cnocob npuMeHeHus:

— Jlo Hayasa UCIONIb30BaHMSA IPOAYKTa PEKOMEHIYeTCs H3yUHTh HHPOPMALIUIO,
MpeJICTaBICHHYIO Ha CKJIagHOH KapTOHHOH KopoOke

— OTKpo¥iTe 3aKpHITYIO CKIagHYIO KOpPOOKY

— IlomoiiTe pyKH 1 YOEIUTECH, YTO YYACTOK HAOXKEHHS YUCTHIH, Cyxol U obe3xupeH
nepell HaHECEHUEM IIJIaCTHIPS

— JlocTaHbTe Hepa3pe3HOH IUTACTHIPh U3 CKIIaJHOH KOpoOKH

— OrtpexbTre Hepazpe3aHHEI IUIACTHPE 10 HEOOXOAUMOTO pasMepa/INKHEI (eciH
IIPUMEHHMO)

— VOepuTe HEUCITONB30BaHHBIH Hepa3pe3aHHBIH MIaCTHIPh (€CIH MPUMEHKUMO)

— 3adHKCHUpYHTe H3IeNHe, HyKAaromeecsd B QUKCALHH

— Ilocne HCnoNb30BaHMS yIaUTe HAJIOXKEHHBIH MIacTEIPh (PacTATHBaHHE IIACTHIPA,
HavyMHas ¢ KIeHKHUX IpaHuUI] H3IeNUs U OCTOPOKHOE yIaneHHe H3AENUA C KOXH)

—  YTHIM3UpYHTE HCIIONB30BaHHbIH ITACTHIPE MU OTPE3HOM IIACTHIPS I paH | IIyCTYIO
CKJIaJTHYIO KOpPOOKY.

8. Hanuume JIEKAPCTBEHHLIX CPEACTB, OHONIOrHYeCKHX HITH HaHOMATEpPHAJIOB
HSI[GJ'II/IG HE COOCPKHUT JICKAPCTBCHHEIX CPEICTB, TKaHEH M KIIETOK YE€JI0OBEYECKOI0 UM JKUBOTHOTO

NPOMCXOKACHHSA, MCTOYHMKOB HOHM3HPYIOLIErO HM3Iy4€HHs, HAHOMATEDHAJIOB MM JIpyIux

OINacHEBIX KOMIIOHCHTOB.



9. CnenunajbHble TpeOOBAHUA B OTHOINEHHH NOMELIeHHH, CIENHAILHOM OArOTOBKH HJIH
oco0oii KBaANMN(HKANNH NOABL30BATE/IA H (HIH) TPETLHX JIMI

IIpn ucnone30BaHMM M3JENUA  ClelUanbHEle TpeOoBaHMs B OTHOILIEHHHM ITOMEINEHMH,
CIIeLIMalIbHOM MOATOTOBKM MM 0c000H KBanupUKalMy MoNs30BaTeNd H (UIIH) TPETHHX JHI] He

NPEABSBIAIOTC.
10. Undopmanus o cneHATBHBIX YCJIOBHAX XPAHSHHS H (HJIH) 00C/y:KMBAHHUA H3e/IHS

XpaHHTE B CyXOM, 3allMILEHHOM OT MPSAMEBIX CONHEYHHIX IyueH, MecTe, pH TeMneparype ot 0°C
1o +30°C, oTHocuTeNnBHOM BraxkHOCTH 10 85%, atMocdeproM nasnenun ot 700 rlla no 1050 rlla,

n30erartep nomnagaHtA MpAMEIX COJTHCYHEIX ﬂyqeﬁ H BJIarH.

H3nenie MOMKHO TpaHCIIOPTHPOBAaTh BCEMH KpPHITHIMH TpPaHCIOPTHEIMH CpeAcTBaMH (B
JKENEe3HOJAOPOXKHBIX BaroHaX, KOHTeHHepax, TprOMax kopabneil, rpy30BBEIX OTCEKax, Ha
caMonerax, B KpHITBIX aBTOMOOMISX M T.A.) B COOTBETCTBMHM C IIPaBUIaMH NEpPEBO30K,
NEeACTBYIOMMMHE 11 KaXI0TO BUIa TPAHCIIOPTA.

Yci0BHSA TPAHCHIOPTHPOBKH: ot -20°C mo +50°C

OTtHOCHTENEHAS BIAXKHOCTE: 0T 15% mo 90%

Atmocdeproe nanenue: ot 700 rlla no 1050 rlla.

YenoBus JKCIUIyaTalMm:

Temneparypa: ot —20 °C go +50 °C;

OTHOCHTEIBEHAS BIAXKHOCTE: 1o 90 %;

Atmocdeproe nasnenue: ot 98,83 kIla go 101,33 xI]a.

11. PacungpoBKa CHMBOJIOB Ha YIIAKOBKE:

I Hsrorosureis

c € 3HaK COOTBETCTBHA f:BpOHGfICKP[M cTanJapTaM. HpO,Z[YKT OTBEYAET
tpeboBanuam upextur Erponeiickoro Coroza
MenuuuHcKoe U3enue

Medical
MD Device

® 3amnpeT Ha OBTOPHOE NPHMEHEHHUE
@ I[Npuronen ans nepepaboTKH
== Mcrob30BaHHYO YIaKOBKY BEIKMHYTh B YPHY

BN




bepeus ot Bnaru

SN Bepedr OT monagaHus MPSIMOTO COJTHEYHOTO CBETa
AN\
A" He rodpuposannsiit hubpokapToH (KapToH)

ITonHy!0 BEpCHIO HHCTPYKIIHH IO IPUMEHEHHUIO Ha PYCCKOM SA3BIKE
CM. Ha caliTe www.hartmann-shon.ru.

Howmep mo karanory

Kon napruu

JlaTa U3roTOBJICHUS

Hcrnones3orats 10

TeMmriepatypa XpaHeHHs

VuukaneHeid upentudukarop uznenus (UDI)

HectepunsHoe w3genue (ykasaH Ha HHTEPHALMOHAIBHOMN
yIaKoBke BapuaHTa HenoaHeHHs Omnifix Elastic)

\

)
[}

S
1§

E5

Cnoco® npumeHenus u3fenus (ykazaH Ha HMHTepHaLMOHAJIBHOM
ynakoBke BapuaHTa ucroinenus Omnifix Flastic)

Uznenue mOMmKHO OBITE YTHIM3HPOBAHO HaIJEXKaIlUM oOpazoM.
(yka3aH Ha MHTEPHALMOHAIBEHON YIIaKOBKE BapHaHTa HCIIOIHEHHS
Omnifix Elastic)

Victor-von-Bruns-Strasse 28
8212 Neuhausen, Switzerland
wwiw.ivi hartmann,info

VIonHOMOYEHHEIH IpeJCTaBUTENb IPOU3BONMTEN B Uexum
(yxa3aH Ha HHTEPHALMOHAIBHOH YIIAKOBKE BapHaHTa HCIIOJIHEHMs
Omnifix Elastic)

HuctpubproTop/ Y oTHOMOYEHHEIH IpPEICTaBUTEND
npousBoauTeNs (YKa3aH TONBKO Ha pyCH(UIMPOBAaHHOM YIIaKOBKeE
BapuaHToB HcmonHeHHs Omniplast, Omnipor, Omnisilk,
Omnifilm);

12. Undopmanus o meToje crepuiausanuu MHA

HSI[GJIHC HE ABIIACTCA CTCPHIIBHBIM.




13. IloBTOpHOE MCIO/Ib30BAHUE

I’I3J13III’I€ ABIACTCA OAHOPAa30BBIM. HOBTOpHOG WCITIOJIE30BAHIE MOYKET OBITh OITACHEIM.

14. MepsI npeaocTOPOKHOCTH
B coorBercteuu ¢ CanlluH 2.1.3684-21, ucIo/ip30BaHHOE H3AEIHE SABIIETCA MEIHIIMHCKHM

OTXO0JIOM Kiacca b, ero Heobxoaumo ytunusuposars B cooreercteur ¢ CanlluH 2.1.3684-21.

15. KoHcyabTanus ¢ MEAHUHHCKEM CHENHATHCTOM
HPH TIOABJICHHH noxpacne}mﬁ KOXH, CbIITH, I.ueny ICHHA, 3yJda, ZOKCHHA HBO6XO,E[HMO HperB.TPITI: €ro

HCTIONIB30BaHHE U 00paTUTHCS K Bpady.

16. Ilepeyens NnpUMeHHMBIX cTaHAApPTOB Poccuiickoii @enepannu

I'OCT P 53498-2019 Hznenus MenuuuHCKMe IuacTelpHoro tuma. OOmmme TexHHUYecKue
TpeboBaHusA. MeTOIB UCTIEITAHHIA.

I'OCT P MCO 15223-1-2023 HUznenust menurmHckiue. CUMBOJEL, IPUMEHSIEMEIE I Mepenady
uH(OpMalIHK, NpeJocTaBiAeMoi uaroroputeneM. Yacts 1. OcHoBHEIE TpeOOBaHUS.

F'OCT ISO 10993-1-2021 Hapemus wmeauuuuckue. OlieHKka OHOMOMMYECKOro AeHCTBHUA
MeIMUMHCKUX m3aenuii: U. 1. OueHka U MccienOBaHHS B NPOLIECCE MEHEDKMEHTA PHCKa.

I'OCT P HUCO 10993-2-2009 Uzmenusa memuuuHckue. OneHka OHOJIOTMYECKOro JelcTBUS
MeAMUMHCKMX m3aenuii: Y. 2. TpeboBaHus k 0OpallleHHIO C JKUBOTHBIMH.

I'OCT ISO 10993-10-2023 HWzpenus wmemuumuckue. OleHKa OHONOIMYECKOro IeHCTBHS

MeauuuHCKUX n3aennit. Yacts 10. MecnenoBanus ceHCHOMITHU3UPYIOIIErO AEHCTBHS.

I'OCT ISO 10993-11-2021 MHspenus MemuimHckue. OleHka OHOIOTMYECKOro JIeHCTBUSA
MenuUMHCKUX u3genuit. Y. 11. Mccnemoranue oO1IeTOKCHIECKOr0 OeACTBHS.
I'OCT ISO 10993-12-2023 Hspenmns wmemuimHckue. OleHKa OHONOMYECKOro AeHCTBHS

MeauuMHCKHX u3fenui. Yacte 12. Otbop 1 noaroroBka oOpasmoB A NPOBENCHHMS
HUCCIIEIOBaHHE.

['OCT P 52770-2023 Uzgenus MenuuuHckue. CHcTeMa OLIEHKA OHMOJIOTMYECKOTO ACHCTBUSL.
O6mue TpebopaHusa GE30MaCHOCTH.

['OCT 31214-2016 Mspemus MepuumHckue. TpeGoBammsi K o0pasiiaM H JIOKYMEHTALWH,
NPE/ICTARNIAEMEIM Ha TOKCHKOJOTHYECKHE, CAHUTAPHO-XHMHUYECKHE WCIIBITAHUS, UCTIBITAHHUS Ha
CTEPUIIBHOCTE U THPOrEHHOCTS.

I'OCT 31209-2003 KonreiiHeps! [nd KPOBH U €€ KOMIIOHEHTOB. TpeGOBaHMA XUMHYECKOH H
Huonorndeckoit 6e30MacHOCTH U METOBI HCIIBITAHMH, 11.5.3.1, 5.3.2, 5,3.3.

I'OCT P 55227-2012 Boxa. MeTozs! onpenenenus cogepskanus Gopmansaeruaa. OnpenencHue
MaccOBOM KOHIEHTpauuM (opManbierHia MeTOAOM BHICOKOI()(OEKTHBHON >KHUIKOCTHOM
xpomarorpaduH, . 6 (meton B). .
I'OCT P 57162-2016 Bopma. Omnpenenenue comepikaHusi 3J€MEHTOB METOAOM AaTOMHO-
abcopOLHOHHOM CTIEKTPOMETPHH € SJICKTPOTEPMHUYECKOM aTOMHM3ALIAEA.



17. I'apanTHiiHble 0653aTeILCTRA

[MTAYJIb XAPTMAHH AT npojaer M NOCTaBiseT MPOIYKLHIO, OTBEYAIOIYIO TpeOOBaHUAM
nevicTeyronmx B Poccuiickoif ®enepaly HOPMAaTHBHBIX AaKTOB, NPUMEHHMEIX K JaHHOH
KaTeropuu npoAykKuuu. [Ipoaykups AOJDKHA COOTBETCTBOBATH TEXHHYECKOH NOKYMEHTAaIHU
H3rOTOBUTETSL.

Kommanus ITAYJIb XAPTMAHH AI' rapantupyer OecnnaTHyIO 3aMeHy IIpOLYKTa B
KONMMYECTBaX, NpU3HAaHHEIX JedexTHeIMH kommanueit IIAVIIb XAPTMAHH AI, 3za
MCKITFOYEHHEM KOMIIEHCAIMH HITH BO3MEINEHHS yepOa, U IPH YCIOBHH, YTO KJIHEHT YBEJOMMI
xoMmmanuto ITAVJIb XAPTMAHH AT o nedexkre HeMeANEHHO MOCIIE BEIABIEHHS MHUCEMEHHBIM
YBEIOMIICHHEM B TEYECHHUE IEHCTBYIOIIEr0 rapaHTHHHOIO CpoKa (CPOK T'OIHOCTH).

Hu npu kakux obcrosrensctBax komnanus [TAVIIb XAPTMAHH AI' He rapaHTHpyeT
BO3MEILEHHUE MAaTEPHUAILHOTO M/HIIH HeMaTepuaibHOro yiepba, KoTopsli Mor 651 OBITE IPUYUHEH
U3JIeTHEM, KIHEHTOM WM TPETHHM JIMIIOM, €CIIH HCIIOIB30BaHHE M3/ENIHA HE COOTBETCTBORBAJIO

Tp36OBaHHHM H3rOTOBHUTENIA.

18. Pexnamauun

B cnyqae BO3HHKHOBEHHS BOIIPOCOB, CBA3aHHBIX C IMPHUMEHCHHEM H3NEIHA, a TaKKE IIpH
BO3HMKHOBEHHH TIPETCH3UH K IPOM3BOJMTENIO, MOTPeOUTENs MOXET OOpaTHTBCS Ha ajapec
YTIOTHOMOYEHHOT0 NPEeCTaBUTEINs IIPOM3BOANTENS Ha Tepputopun Poccuiickoit Depeparuu:
000 «ITAVJIb XAPTMAHH», Poccus

125167, r. Mocksa, BH. Tep. I'. MyHHUMIIAIBHEIA OKPYT A3pONopT, Np-KT JIeHHHrpaJCKHiA, 1.36,
ctp.10
Tenedon: (495) 7969961, daxc: (495) 7969960,

3. noura: Ru-Mos-Hartmann(@hartmann.info

19. Hudopmanus o0 NepBOHAYAJBHOM BBINYCKE HJIH IOC/IEIHEM IepecMoTpe
IKCILTYaTAIMOHHOH JOKYMeHTALHH

[Ipensigymas Bepcus MHCTPYKIHY M0 NpUMeHeHHIO — Bepeust 3.0.
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