MepuuuHckoe uspenue [loBA3ka cynepabcop6bupylow,as, cTepunbHas
Zetuvit® Plus/LleTyBuT Mnioc
MHCTPYKUMS NO NPUMEHEHNIO

I Ornasnehve

1. HaumeHoBaHue 1 (UNn) TOProBOE HaMMEHOBaHMe MeNLIMHCKOrO N3y 1
2. CBefieHus 0 NPoM3BOANTENE MEAULIMHCKOTO U3AENUS U ero ynonHomoueHHom npeAcTasutene 1
3. HasHaueHMe MefNLIMHCKOro U3AeNns C yKasaHueM nonb3osatens 1
4. OyHKLWUOHaNbHbIE XapaKTEPUCTUKM MeNLIMHCKOTO U3AENNs. 1
5. OcTaTouHble PUCKM, POTUBOMNO , 0; v npe, No60oYHble 3IhPeKThI, CBA3aHHbIE C NPUMEHEHUEM MEJULIMHCKOrO
U3eNNs NO Ha3HaYeHMIo, OMpefieNIeHHOMY NPOU3BOAUTENEM. 1
6. TexHUuecKuMe XxapaKTepuUCTUKM, HEOGXOAMMbIe NONb30BATENI0 NS NPUMEHEHUS MeAULIMHCKOTO U3/1eNUA MO Ha3HaYeHWIo, onpeaeneHHoMY
nponU3BoAUTENEM. 1
7. WHdopmaums 0 Hanuummu NekapcTBEHHOrO CPeACTBa, BUONIOTMYECKOro MaTepuana v (Unu) HaHomatepuana. 1
8. WHdopmaums o nopsifKe yCTaHOBKM 1 BBOAA B SKCTlyaTaLmio (Mpy HEOBXOAUMOCTH), a TakkKe O HEOBXOAUMOCTY NPefBapUTESNbHOI MOArOTOBKM

K UCMO/Ib30BaHNI0 MEAULIMHCKOTO U3AENNS.
9. Ytunuzauus 1
10. CrieumarbHble TPEGOBAHNS B OTHOLLEHMI NOMELLIEHHIA, CieLmManbHOM NOATOTOBKY UK 0COB0# KBanudukaLui nonbsosatens u (unum)
TPeTbUX NN,
11. UndopmaLus, Heo6Xx0AMMasn AN NPOBEPKY NPABUILHOCTY YCTAHOBKU MEAULIMHCKOTO U3AENNUS 1 er0 FOTOBHOCTY K 6€30MacHoi pagote
110 Ha3HaYEHNIO, OMPe/ieNIeHHOMY NPON3BOAUTENEM.
12. UHcdopmaLuns o cneumanbHbIX YCNIOBUSX XPaHEHWS, TPAHCMIOPTUPOBAHMSA U (M) 06CNYXKMBAHUA MEANLIMHCKOTO U3AeNUs. ..
13. Uncdopmaus o NopsaKe AACTBUIA B ClyYae HapyLIEH!S CTEPUIIbHOI YNaKOBKI MEIULIMHCKOTO U3/1eNnsi NePes ero UCMosb30BaHUEM. ...
14. VHdopmaLns o MeToAe CTEPUAN3ALIMU MENLIMHCKOTO U3fieNus.
15. MHdopmaLus o Haanexallen 06pa6oTke MeAULIMHCKOTO U3AEeNUS ANS €ro NOBTOPHOIO UCMOMb30BAHMS, BK/IOUAs OUMCTKY, Ae3MHBEKLIO,
YnaKoBKy 1 NPy HEO6XOAMMOCTM METO/ NOBTOPHOI CTepUNM3aLMn (€CIM MEAULIMHCKOE U3Aen1e NpeaiHasHayYeHo AN MHOropasoBoro
MCMONb30BaHMSA), a TakxKe KPUTEPUN HEMPUIOAHOCTYU MCMONb30BAHNA MEAMLIMHCKOTO U3AenUs. 2
16. VHdopmaLns, Heo6xoaMMasn ANA MAEHTUGUKALMIA MEANLMHCKNX U3/IENNI C LIeNbIO NONyYeHnst 6e30nacHoi KOMBMHALMKM 1 nHdopMaLns
06 N3BECTHbIX OrPaHNUYEHMUAX N0 COBMECTHOMY MCMO/b30BAHNIO MEANLIMHCKIMX N3AENUiA (ANA MEAULMHCKUX U3AENHIA, NPeiHa3HaYeHHbIX ANs
MCMONb30BaHNS BMECTE C IPYrMMI MEANLINHCKAMM  (nnm) ¢ obuero
17. Vincdbopmauns o Npupogie, TUNe, a Takxke (Mpn HeOBXOAMMOCTH) MHTEHCUBHOCTM U pacnipesieneHnm manyqaemom MeZMUMHCKUM U3fleNIMeM paanaLnm
1 CNocoBax 3aluTbl NoNb3oBaTeNel UM TPETbUX INLL OT HenpeiHaMePEHHOro 3/lyYeHNs B NPOLIECCE UCMONb30BaHMA MEAULIMHCKOTO N3aenms
(ecnu MeaiMLIMHCKOE M3/ienve CO3/1aeT ONacHbI MM NOTEHLNAaNbHO ONacHbIN YPOBEHb PaanaLiui B MEAULMHCKUX LIENsX). . e 2
18. Mndopmauuns ans nonbaosateneit (MpeAynpexaeHns, Mepbl NPeJoCTOPOXHOCTH, NPeANpUHUMaeMble B Cllyyae Heoﬁxo,qmmocm Mepbl
1 OrpaH1yYeHnst NPY UCMOMb30BaHNM MeNLIMHCKOrO 3/ ).
19. NHdopmaLms 06 06CToATENLCTBAX, NPY KOTOPbIX N0NIb30BaTENb [JO/KEH NPOKOHCYNBTUPOBATLCA C MEAULIMHCKUM CrieuanucTom (ans
MEJINLIMHCKIX U3[1eNuii, NpeAiHasHaueHHbIX ANS UCMOMb30BaHUS NNLaMU, He UMEIOLUMI MEAULIMHCKOTO 06pa3oBaHus). ..
20. CpoK roiHOCT! MeJULIMHCKOTO U3/
21. CnMcoK COBMECTUMbIX MEAULIMHCKUX U3fennit
22. KpaTkoe onucaHue npeAbiaywux Moaubukauuii paccmatpusaemoro MU.
W3aenus U3 nepeBA304HON MapNv 1 BaTbl CTepUNbHbIE, HeCTepUnbHble: MoBA3KM Cop6LMOHHbIe LieTysuT Mtoc/Zetuvit® Plus (Bua 147410),
npoussogcTea Paul Hartmann AG («Maynb XaptmarH Al»), FepMaHus, perucTtpauuorHoe yaoctoepenune: N2 ®C3 2011/11281 ot 28.02.2017r.,
BbIJaHO 6ECCPOUHO.
23. CuMBObI UCMONb3YyeMble Ha MapKUpOBKe
24. Cnncok COOTBETCTBYHOLNX CTaHAapPToOB
25. [JaHHble O BbIMyCKE W/N NOCNEAHEM NEPECMOTPE UHCTPYKLIMU MO NPUMEHEHMUIO.
26. NHdopmaLms 0 HEOGXOAUMOCTY HaNPaB/EeHWUs COOBLEHUS NPOM3BOAUTENIO AN €O YNIONHOMOYEHHOMY NPEACTABUTENIO O HEXENAaTeNbHbIX
COBbITUAX, KOTOPbIE UMEIOT NPU3HAKM HEGAroNpUATHOTO COBLITUA (MHUMAEHTA).

I HavmeroBanme U (Mnm) TOproeoe 0

MoBsA3ka cynepabcopbupytolas, cTepunbHas Zetuvit® Plus/LieTysuTt Mntoc.

HanmeHoBaHne MU MOXET BCTpeuaTbCs B TEKCTE HUXKe B COKpalleHHon GopMe, Takoi Kak NoBsA3Ka, NoBsska cynepabcopéupytoLas, MeALMHCKoe
napenve, MW, napgenve MeAMLMHCKOIO HasHauyeHus, usgenuve, «MW», «MeanLMHCKOe naaenuve», «uzpenve», Zetuvit® plus, LleTyBuT nntoc, nossaka
COpBLMOHHas BbICOKO3hdEKTUBHaRA, W Tak lanee, ANs ya06CTBa BOCNPUATMS. MU- MeaMUMHCKOe 3fienie.

CocTaB MeAULMHCKOrO U3aenus:

1. Mossiska cynepaGcopbupytolas, cTepunbHas Zetuvit® Plus/LieTysuT Mitoc, pasmep 10x10 cM., B KOMM/IEKTe C UHCTPYKLMEN MO NMPUMEHEHNIO.

2. MNossizka cynepa6eop6upytolas, cTepunbHas Zetuvit® Plus/LleTysuT Mntoc, pasmep 10x20 cMm., B KOMNNeKTe ¢ ch‘rpyKumeﬁ MO NPUMEHeHNIo.

3. MNo.siska cynepatGcopbupytollas, cTepunbHas Zetuvit® Plus/LieTysuT Mntoc, pasmep 15x20 cMm., B KOMMeKTe ¢ IAHCprKL[MeIA MO NPUMEHEHNIO.

4. Noesska cynepabcop6upytolas , cTepunbHas Zetuvit® Plus/LleTysuT Mntoc, pasmep 20x25 M., B KOMMeKTe ¢ MHCTPYKLMEiA N0 NpUMEHeHHIo.

5. MossAska cynepa6copbupytollas, cTepunbHas Zetuvit® Plus/LieTysut Mntoc, pasmep 20x40 cM., B KOMMNIEKTE C UHCTPYKLMEN MO NMPUMEHEHMIO.
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MpouseoguTens u paspaboTumnk: «MAYSIb XAPTMAHH Al», Maynb-XapTmaHH-LLTpacce, 12, 89522, XaiaeHxaim, Fepmanus

PAUL HARTMANN AG, Paul-Hartmann-StraBe 12, 89522 Heidenheim, Germany

MpousBoacTBeHHas nnowaaka: «Maynb XaptmanH C.A.C», 3.W. Bya JTA66ecc, 68660, /bensp, GpaHums

PAUL HARTMANN S.A.S., Z.l. Bois L'Abbesse, 68660 Liépvre, France

YNoNHOMOYEHHbIN NpefcTaBUTeNb Tens B P pTep: 000 «[AYJIb XAPTMAHH», Poccusi, 115114, r. MockBa,
yn. KoxeBHuyeckas, a. 7, cTp.

TenedoH +7 (495) 796 99 61, ¢laKc +7 (495) 796 99 60, AnekTpoHHas noyTa: ru-mos-hartmann@hartmann.info
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MoBsizka cynepa6cop6upytolas cTepunbHas Zetuvit® plus/LieTyBuT nnioc -aTo oaHOpa3oBas CTepunbHas cynepabcopéupyloujas nossiaka Ans
AJITENBHOTO NIEYEHNS NOBPEXAEHHOM KOXM, OCTPbIX U XPOHUUYECKUX PaH C YMEPEHHbIM 1 06UNbHbIM YPOBHEM SKceyAaLuu. MoBs3Ka npeaHasHaueHa
ANs B3poC/biX. MOBA3KA MOXET 6biTb UCMONb30BaHA MEANLIMHCKUM MEPCOHANoM B f1e4eBHO-NPOGUNAKTUYECKUX YUPEXKAEHNAX UM B YCTIOBUAX
JIOMALLHErO YXO/1a U MOXET COYETaTbCA C MECTHBIMU aHTUCENTUKaMM, NEPBUYHBIMU 1 BTOPUYHBIMU MOBA3KAMM.
TMoKa3aHus K NpUMeHeHuIo:
JleyeHue paH C yMEpPeHHO 1 061NbHON aKcCyAaLent:
) MOBEPXHOCTHbIE OCTPbIe PaHbl (TPaBMaTUYECKME, NOCE0NePaLMOHHbIE, PaHbl, CBA3aHHbIE C NAaTONOrMel IMMAaTUYECKOR CUCTEMDI,

¥ apTepuanbHble 3Bbl HUKHUX KOHEUHOCTE) C YMEPEHHOM 1 06UbHO IKCCYaLMet;
» XPOHWYeckue paH (NPONEeXHM, BEHO3HbIE MMM CMelLaHHbIE f3Bbl HUKHUX KOHEYHOCTEA, OMyXOoseBble PaHbl) C yMEPEHHOM U 06UINbHOI IKCCyAaLmel.
MosAsky Zetuvit® Plus MOXHO NCMOMNb30BaTh C KOMNPECCUOHHOI Tepanueit
CeoiicTea MU:
TMpefHa3HayeHa ANs NeYeHNsi MOBEPXHOCTHBIX OCTPbIX PaH (TpaBMaTM4YecKue, NocneonepaLmoHHbIe, PaHbl, CBA3aHHbIE C NaTooruen
NMM(ATUYECKON CUCTEMBI, U apTepUasbHble A3Bbl HIKHUX KOHEYHOCTEN) M XPOHUYECKUX paH (MPONEXHM, BEHO3HbIE UM CMeLLIaHHbIE I3BbI HIKHUX
KOHEYHOCTEN, OMyX0NeBble PaHbl) C YMEPEHHOI 1 3HaYUTENbHOI IKCCyaAaLmen.
MOXHO COBMeLLaTb C NPUMEHEHMEM MECTHBIX aHTUCENTUKOB, NEPBUYHBIX 1 BTOPUYHBIX MOBA30K / MOXET UCMO/b30BATLCS B KayecTse NepeuYHOI
MNN BTOPUYHOI NOBSA3KM.
MOXHO MCMO/b30BaTb C KOMMPECCUOHHOM Tepanuen.
MomoraeT nsbexatb MaLepaLun 6naroaaps BbICOKON abCOPELIMOHHOM COCOGHOCTU.
B 3aBMCMMOCTM OT COCTOSIHMSA PaHbl NOBA3KY MOXHO HOCUTb /10 5 iHeit / OfiHa NoBA3Ka MOXeET OCTaBaTbCA Ha paHe [0 5 iHel, B 3aBUCMMOCTH
OT COCTOSIHUA PaHbl. MeHsiiiTe NOBA3KY MO MEAULMHCKAM NOKa3aHWAM / Ha3HaYeHMIO Bpaya UM KOrAa 9KCCyaaT A0CTUraeT Kpaes NoBsi3Kn
WM 3aMeTeH Yepes 3e/1eHbli HeTKaHbli BEPXHWUIA CIION.
Bnarozapsi ABYXKOMMOHEHTHOMY rPOdUILHOMY BHELIHEMY HETKaHOMY MaTepuasny NpeoTBPaLLaeT NpUAUMNaHne K paHe.
Bnarozaps a6cop6upytoLiieMy BHYTPeHHEMY Croto (OCHOBE) 06/1ajaeT BbICOKO BMUTbIBaKOLLEi CIOCOBHOCTbIO 6/1arofaps BbICOKMM
rMApoGUIbHLIM CBOMCTBAaM HETKAHOrO MaTepuara, KOHTaKTUPYIOLLEro C paHoOw, NO3BONSET 6bICTPO BNUTLIBATb PAHEBOI IKCCYAAT / BbICOKas
CKOPOCTb BMUTbIBaHWUA GNarofaps aMOPTU3MPYIOLLM CBONCTBaM NOBS3KM 06eCneynBaeT BbICOKNI KOMDOPT NPy HOLLEHUN / NPEBOCXOAHas
amopTu3auus.
O6ecneynBaeT ONTUMAabHYIO 3aLLNTY OAEX/bI 1 NOCTENbHOro Genbs 6naroaaps HapyXKHOM CTOPOHE NOBA3KM.
YHUBepcasnbHa B NPUMEHEHUN - Nerko KOMGUHMPYETCS C APYrMMU NPOoAyKTaMu (Hanpumep, Ma3eBbiMi NOBS3KaMK).
PaspaboTaHa s 3KOHOMMU CPeACTB 6N1aroaaps BbICOKOM BNUTLIBAEMOCTH U MeHbLLIEMY KONIMYECTBY CMEH MOBS3OK.
Co3/laHa NS MeHbLLEro KONMYeCTBa CMeH NOBA30K 61arofaps BbICOKOI BAUTbIBAIOLLEH CIOCOBHOCTU.
flBnsieTcs pasy p npu paH ¢ 06UNbHOI BKCCyAaLmen.
0611aaaeT BbICOKOM YAEPXMBAIOLLEN CIOCOBHOCTBIO / BIOKMPYeT dKCCyaaT.
VIMeeT BOA0OTTaNKMBAIOLLYIO HAaPYXKHYIO (BHELLHIOK) CTOPOHY MOBAKM.
O6ecneynBaeT BbICOKYIO AbILALLYIO CNOCOGHOCTb / AbILIALLAs - UMEET BbICOKYHO CTeneHb NPOMnyCKaHus napos Biaru.
Msirkas / yno6Hasi.
MoBTOpPsIeT KOHTYpbI Tena / rnékas.
Croco6Ha CBsi3biBaTb MaTPUKCHbIE MeTansonpoTtenHassl (MMIT) / MMM-2 u MMI-9.
YcTpaHsaeT 3anax / nornowyaet 3anax.
YA06Ha B UCMONb30BaHMM: Hapy)KHas (BHELLHSIS) CTOPOHa NOBA3KM, OKpaLLeHa B 3e/eHblii LIBET, YTO NO3BOMIAET M3GeXaTb OLWINGOK NpU HaNoXeHUN
noBsi3Ka / Nerkoe HasoxeH1e NoBA3KM.
Croco6CTBYeT 3aXMBIIEHMIO N YMEHbLLEHWIO 60N, TaK Kak NO3BOJIAET N36exaTh MaLlepaLin, MHGEKLMM, KOHTaMUHaLMM U NPUANNAHKUA K paHe.
YnyulieHue KayecTBa Xu3HU (BCreAcTBuMe 6onbluero KoMopTa, 60s1ee NPOAOIKNTENBHOMO Neprofa huKcaLuv NOBA3KM Ha paHe, 6onee pesiKoit
CMeHbI MOBSA3KN U MEHbLLEro KONMYEeCTBa NepeBs30K B NepUO/ NeUeHus).
CnocoBCTBYET yNyULLIEHWUIO KAYECTBA XKU3HM, Tak Kak CO3aeT KOMGOPT Npu HOLIEHUM, YBENNYNBAET BPEMS MEX/Y CMeHaMU NOBA30K, yMeHbLIaeT
KONIMYECTBO NEPEBA30K B TEYEHNE BCETO MEPUOAA NIEUSHNS.

o noTpe6uUTensX 1 NoNb3oBaTensx MeAULMHCKOro U3enus:

Mo notpe6utenu 0 TOMbKO B3POC/IbIE NALMEHTbI.
I'IoTeHuuanthle nonb3osarenu Memuuucxoro M3enus: MeIMLIMHCKOE U3enne NpeaHasHaueHo As UCMONb30BaHUA MEAULIMHCKUMM PaBOTHUKaMN.
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Knacc pumcka: 26; Musaawsuncrh He uHBasnBHoe MU; KpaTHoCcTb npumeHeHus: oaHopasosoe MU; CTepunbHoCTb: cTepunbHoe MU, ctepunusosaHo
OKCHIIOM 3TUNEHa;

TUN KOHTaKTa C OPraHM3MOM YenoBeKa: KOHTAKTUPYeT C MOBpeX nnm ne OMacHOCTM NOBPEX/EHUS NMOBEPXHOCTU KOXKM
1 CIM3NCTbIMK 060NI04KaMM; [IMTENBHOCTb KOHTaKTa: ANNTENbHbIA KOHTaKT C HerlOBpe)Kl:leHHblMM KOXHbIMM MOKPOBAMM 1 PaHEBOI! MOBEPXHOCTbIO.

I W ©yHxuvoHanbHble XapaKTepPUCTUKM MEANLMHCKOTO 3Aenus

Mossska cynepabcopbupyioljas CTepunbHas Zetuvit® plus/LieTyBuT nnkoc npejcTaBnseT COGOi CTepPUNbHYIO CynepaBCopBupyIolilylo NOBA3KY, NPUMEHAEMYIO

Ha MOBEPXHOCTHbIX, YMEPEHHO 1 O6UbHO SKCCYANPYHOLLNX PaHaX. AGCOPBHPYIOLLiA BHYTPEHHMI COit (OCHOBA) BMUTLIBAET 1 CBA3bIBAET 9KCCYAaT.

Mossska [ Zetuvit® plus/LieTyBUT Nloc — 3TO KOMGMHUPOBaHHas CynepBnUTbIBalOLLAR NOBA3Ka, KOTOPas COCTOUT U3 YeTbipex

CNoeB pasnuuHbIX MaTepuanos. Co CTOPOHbI PaHbl (KOHTAKTMPYHOLMIA C paHolt CNoit) U3fenue NpeacTasnsieT cobom MArkui, 6enbii, rapoGUIbHDBIA HETKaHbIN

matepuan (BUCKo3a ). BHyTpeHHMi 1oLWMIA CNoiA (OCHOBA) MOBSA3KM COCTOMT U3 0 nyxa, Cl oc MMM

KMAKOCTb NONMAKPUNATHBIMK MONUMepaMi. 3Ta aGCopBUpyIoLLas OCHOBA 3aK/ioyeHa B TOHKMI HeTKaHbli MaTepuan (auddy3sHbii Cnoi), KOTOPbIA PaBHOMEPHO
KMAKOCTb. Hapy (& ) CTOPOHa MOBSA3KM UMEET C/IoM U3 MONMMPONUNEHOBOrO HETKAHOTO MaTepuana 3eNeHOro LUBeTa, KOTopbIi ABNAeTCS

BOA0OTANKUBAIOWAM, HO NPOHMLIaEMbIM N5 BO3/lyXa U 0BECTIEYMBAET ra3006MeH.

Ha pucyHke 1 I'IpeAOCTaEﬂeH o6iLnit BUA 3nenua Menwu,wﬂcxoro u3nenua

= " PucyHok 1 — CneBa npefocTaBieHo 1306paxe-
Hue MU cBepxy (TbinbHas CTOpOHa), crpaBa
n3o6paxeHne cHU3y MU (Co CTOpOHbI paHbl)
(o6pasey MoBsA3Ka COPBLMOHHAs CTepubHas
Zetuvit® plus/LleTysuT natoc 10x10)

=4

MoBsA3ka cynepa6cop6upytolas cTepurbHas Zetuvit® plus/LieTyBUT nitoc 6bICTPO BMMTLIBAET 3KCCYAAT M YAepXMBaeT ero BHYTpu aGcop6upytolero
BHYTPEHHTO c1os1 (ocHOBbI). Mpu abcopbLmm aKccyAaTa M3 paHbl YAANAIOTCS UHIMBUPYHoLLMe GakTopbl, HarnpuMep, NpoTeasbl.

TMoBbileHHast BNUTbIBAIOLIAs CNOCOBHOCTL Zetuvit® Plus CHUXKAET YacToTy CMeHbl MOBA30K. TO 06ecreynBaeT paHeBO! NOKOW U [ONONHUTENbHYIO
3alNTYy OT KOHTaMMHauuun. Zetuvit® Plus obnajaeTt Takxe amopTuaupylowmum addektom. MoBs3Ky cynepaGcopbupyioLLyio CTepunbHylo Zetuvit®
pIus/LleTwar NJKOC MOXHO UCNONb30BaThb C KOMI'IpeCCMOHHOﬁ Tepal'll/leﬁ.

Mosaska Zetuvit® plus/LIeTyBUT NAKOC KOHTAKTUPYET C NOBPEXAEHHOI KOXeil U NOAKOXHBIMU TKaHAMM, PaHeBbIM 3KCCYAaTOM U UMEeT OrpaHuyeHHbIi
KOHTaKT C KpOBbHO.

MoBsAska Zetuvit® plus/LieTyBUT® NAOC KOHTaKTUPYeT C MOBPEX, nunu ne OMacHOCTU MOBPEXAEHWUsI MOBEPXHOCTU KOXU
W CNU3NUCTBIMU 060I04KaMK. OLLHy NOBA3KY MOXHO OCTaB/IATb Ha paHe Ao 5 ‘:lHeM B 3aBMCUMMOCTU OT COCTOSIHUS paHbl. I'Ipennonarae‘rcﬂ 4yTo
B COBOKYMHOCTWU Nepuoj HOLWEeHUA NOBA30K 6yqe‘r npesbiWaTtb 30 ,CLHEVI

[o] pUCKK, Np! ] apekTbl, c
no ), Mport

He ucnonb3oBath NoBsiaky Zetuvit® Plus Ha Cyxux paHax, OTKPbITbIX y4acTKax KOCTHOM TKaHM, MbILLLIAX MW CyXOKMUINSX.
He ucnonb3osath NoBA3Ky Zetuvit® Plus npu NOBbILEHHOM YYBCTBUTENBHOCTH K SH060MY U3 KOMMOHEHTOB U3AENUS.
Mo6ouHble feiicTBus.

BO3MOXHa annepruyeckas PeakLns Ha KOMMOHEHTbI U3AeNs.

TexHnuyeckme xapaKTepUCTHUKH, ansa no , onp!
npoussoauTenem.

061was wupuxa (B) 122 +5 MM 222+ 5MM 222 £ 5MM 272 £ 5 MM 422 £ 5MM
061was anuua (A) 122+ 5Mm 122 £5MMm 172+ 5Mm 222+ 5Mm 222+5m
[nuHa a6copbupytoLueit ocHoBbi(C) 100 + 5 MM 100 + 5 Mm 150 + 5 Mm 200 £ 5 MM 200 £ 5 MM
LUnpuHa abcopbupytolueit ocHoBbI(D) 100 + 5 MM 200 + 5 Mm 200 + 5 mMm 250 + 5 Mmm 400 + 5 Mm
CaapHoit wos (E, F, GH) 7+1,5Mm 7+1,5Mm 7+1,5MmMm 7+1,5Mmm 7+1,5Mm
Paguyc (Mm) 7.25+1,5mm 7.25+1,5MmMm 7.25+1,5MmMm 7.25+1,5Mm 7.25+1,5Mmm
CBo6ogHas a6cop6uus (r/100 cm?) (£ 5%) 140-220 140-220 140-220 140-220 140-220
CTeneHb MOr/IOLLEHNs NPY Harpyake X N y N N
(/100 cM?) (+ 5%) 100-150 100-150 100-150 100-150 100-150
YnepxaHue npu Harpyake (r/100 cm?) (+ 5%) 100-150 100-150 100-150 100-150 100-150
MaponpoHu1LIaemMocTb, Mr/CM?/Y :
e 15 15 1,5 15 15
Bpems cmaunBaHua a6copGupyrolyeit
HaknaaKy, ¢ (Bpems, B Te4eHWe KOToporo He 6onee 10 He 6onee 10 He 6onee 10 He 6onee 10 He 6onee 10
nossaka T BNUTbIBaTH T)
CBA3sblBaHNE MaTpUYHbIX
meTannonporentas (MM), ar/mn 0,0010 0,0010 0,0010 0,0010 0,0010
ggﬁ%ﬂﬁﬁfggﬂ?&2?::;*::;; E_OE“OK MpoitaeHo MpoitaeHo MpoiaeHo Mpoiaexo MpoitaeHo
MHbopMaLus 0 HaAMYNKM NeKapCTBEHHOrO CPeACTBA, BMOMIOrMYECKOro MaTepuana 1 (M) HaHoMaTepuana.

He npumenumo.

n ¢ o y veeopas (npu 1), a Takxke o i noaroToBKM
K 0

OumcTUTe paHy GU3NONOTMYECKIM PACTBOPOM UMM B COOTBETCTBUMN C Ha3HauYeHUeM Bpaya.

Bbi6epuTe NOAXOAALLMIA NS PaHbl pa3Mep NOBA3KK. Y6eauTeCh, 4TO NoBA3KA NePeKpbIBaeT Kpas paHbl He MeHee YeM Ha 1-2 CM.

Pa3pesaTb N0BA3KY 3arnpetyeHo.

MomecTuTe 6enyto CTOpoHy Zetuvit® Plus Ha paHy. Y6eauTech, YTO 3eNeHblit CrieLnanbHblil HeTKaHbli BHELHWIA CNoi o6pallieH B CTOPOHY OT paHbl
(Hapyxy).

3aKpenuTe NoBA3KY, UCMONb3Ys CPEACTBA HEAAre3UBHOMN UM aAre3UBHON GUKCaLMK, @ TaKXKE, NPU HEOBXOAUMOCTU UCTIONb3YINTE KOMMPECCUOHHYIO
Tepanuio, Cieflyst HasHaYeHuIo Bpaya.

B 3aBUCMMOCTY OT COCTOSIHMS! PaHbl U MPOTOKONA NIEYEHNS, NOBA3Ka MOXKET OCTaBaTbCs Ha paHe 10 5 AHeNt. M0BA3KY HEOBXOAUMO CMEHUTL

N0 MEAVLMHCKIM NMOKa3aHNsAM / HasHaueHuIo Bpaya, Npy AOCTUXKEHNN SKCCYAATOM Kpasi MOBA3KYM 160 B Cy4yae, KOra 9KCCYaT CTaHOBUTCS
BU/EH CKBO3b 3e/1eHblil HETKAHbIl BEPXHUIA CIIOM

Ansi HGUUMPOBAHHbIX PaH NOBA3KY MOXHO UCMONb30BATh B COYETAHNUM C COOTBETCTBYIOLEH Ma3eBOW MOBA3KOM.

Korpa KoIM4ecTBo aKccyaaTa yMeHbLUNTCS, PEKOMEH/YETCS NepeiTin Ha NoAXOASLINE MAPOAaKTUBHbIE ry6uaThble paHeBble NOBA3KM

(Hanpumep, HydroTac).

I Y vivsauns

NS MMHUMW3ALMK PUCKA NOTEHLIMANILHOTO 3aPaXEHWUs UMM 3arPsiBHEHNS OKPYIKatOLLEil CPe/ibl OiHOPA30BbIE KOMMOHEHTbI MEAULIMHCKOTO N3aenus
CcneflyeT yTUNN3MPOBaTh B MOPS/IKE, yCTAHOBIEHHOM NPOLieAypamu yTUNN3aLum, B COOTBETCTBUMN C IE/ACTBYIOLLMM 1 MECTHbIM 3aKOHOAATENbCTBOM,
npaBunamu, HopMamm 1 CTaHAapTaM1 NPeAoTBpaLLEHNA MHEKLMIA. N3/1enne OTHOCUTCA K KNaccy 0TX0A0B A: 3MMAEMUONOrYeckm 6e3onacHble
0TXOAbI, NPUBAKEHHbIE MO COCTaBY K TBEPAbIM GbITOBbIM 0TX0AAM, cornacHo CaHlux 2.1.3684-21. YTunusupyiite NnoBA3KN BMECTE C 06bI4HbIMMU
60/IbHUYHBIMM UM BbITOBLIMU OTXOAAMM.

[N NICNONb30BaHHOIO U3/IeNNs KNAcC ONaCHOCTY MeAIMLIMHCKIX OTXO/0B: Knacc b (3nnaeMmonornyecku onacHble oTxofbl).

| 10 ¢ B i i nog nnm oco6oii W (Mnn) TpeTbUX NULY.

He npumeHumo.
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Yenoeus aKCnnyaTauumn NpefiocTaseHb! B Tabnunue HKe: —
)
B
Temnepatypa, °C o7 +10°C fo +35°C =
o
BnaxHocTb A0 80% 6e3 KoHaeHcauun >
(npu 25°C) 2
ATmochepHoe faBneHue ot 700 rfa go 1050 rfMa S
@

YenoBus  XpaHeHNs: MeAULMHCKOE W3[ieNne [OMKHO XPaHUTbCS B CYXOM, npegoc B HIKe:
3aLMLLEHHOM OT MPAIMBIX CONHEYHbIX /ly4elt U Biarv Mecte. N3aenus Heo6xoaumMo
XPaHUTb B FOPU30HTANIbHOM MOJIOXEHUM (T.€. FOPU3OHTASBHO).

Temnepatypa, °C oT +5°C pgo +30°C
OTHOCUTENbHAs BNAXHOCTb Ao 65%

ATmochepHoe AaBneHne

YcnoBus TPaHCMOPTUPOBAHNA: Me/INLINHCKOE WU3flenne NepeBo3sT TPaHCNopToM
BCeX BUZIOB B KPbITbIX TPAHCMOPTHbIX CPeACTBaX B COOTBETCTBUW C NpaBuiamMn
NepeBo3KN rpy3oB, AENCTBYIOWMMM Ha TPAHCMOPTe KOHKPETHOro Buaa. Uspenve
Npy TPaHCMOPTMPOBAHUM [JO/MKHO 6biTh YCTONYMBO K MeXaHUYECKUM BO3AEHCTBU-
AM. U36eraitTe CTONKHOBEHWII U 3alleMfieHus B Mpoliecce TPaHCMOPTUPOBKM.
MoBpexAeHUE YNakoBKW MOXET MpUBECTU K AedekTam WU3Aenus, HapylieHuo
CTEPUILHOCTH, YTO NPUBEAET K HEeyAaue UCTONb30BaHMS.

B Tabnuue HUXxe

TemnepaTypa, °C
OTHOCUTENbHAs BNIAXXHOCTb

ot 700 rfMa go 1050 rMa

Ycnoeus TpaHCNOPTUPOBaHUA NPeOCTaBeHbl

ot - 35°C fo +63°C

ot 0 po 90

AtmochepHoe flaBneHne ot 700 rfa go 1050 rfMa
| 13 /e o i i B cnyyae i nepeg ero
B Cny4ae HapylweHusa CTepManOPI ynakoBKM MeAULUHCKOE usgenue NpuMeHATb HeNb3s.
14 /T o meTope o

W3penvs nocTaBnsiioTca B CTepUIbHOM Bufe. MeTo 1 napaMeTpbl CTepunn3aumm ykasaHbl B Tabnuiie X Taénuua X — MeToa cTepunusann MA

[a3o06pasHbii aTUNEHoKeug, (30)

YpoBeHb rapaHTUu cTepunbHocTH(SAL) 10

3rosa
[ i 06p: Ke 0 Ans ero p OYMCTKY, [}
n npu meToa PHOI (ecnn Aans
a TaKe KpuTep! p J
Me‘:lVILlMHCKOE nsgenve ogHoOpas3oBoro NpUMeEHeHns. nOETOpHOe ucnonb3oBaHue He 4oNyCTUMO.
ana W C uenbio y 7} U uHb
06 M3BECTHbIX OTPaHNYEHNAX N0 COBMECTHOMY i (ans i Ans
MCMONb30BaHUs BMECTE C APYruMin u (unm) ¢ obuiero ).
He npumennmo.
Vluqaopuauun 0 npupoae, TUNe, a Takxe (mpu n y
17 WM TPeTbuX nuu ot 0 u3ny B
ro (ecnn nm i B uensx).
He npumennmo.
[} Aans n mepb! W, B cnyvae mepbl
norp: npn o

Pa3pesaTb N0BA3KY 3anpetLeHo.
. Mepen paH ¢ Hapy
JleyeHue c nomoLLbio NoBsA3ku Zetuvit Plus Silicone He MOXET 3aMeHNTb 3TUOTPOTHYIO TepPanuIo HapyLUeHUi

N=

HEO6X0ANMO MOMYYNUTb KOHCYNBTALMIO BPaya C Liesblo MOCTaHOBKM KIIMHUYECKOro AUarHo3a.

paHbl. Mpu

KIMHUYECKMX NPU3HAKOB MH(DEKLMM CrieAyeT NPOBECTH Hagnexallee neyeHrne MHGEKLUM, Npexae YeM UCMOoNb30BaTh JaHHYH NOBA3KY.

. Bo BCex ciyyasix cnepyiiTe A@MCTBYIOLLEMY MPOTOKONY feYeHNs.

W

. [laHHble, NOATBEPXAAIOLLME BO3MOXHOCTb MPUMEHEHWS MOBSI3KM NSt OCOBBIX rPYMM NauneHToB (MAaAeHLbl, AETH, GepeMeHHbIe UK KopMsiLlLme

rpyAbto )KeHLIJMHbI), a TakXe fjaHHble 06 06paTHOM OTCYTCTBYIOT. MO3TOMY ANS YKasaHHbIX rpynn NauueHToB NOBA3KY CleAyeT UCNONb3oBaThb

C OCTOPOXHOCTbIO M MOC/e PeKOMeHAaLnn Bpaya.

o

C pasMeLLeHHON Ha Hell NOBA3KON.

. [pu pasmeLLieHnn NOBA3KM Ha CTYMHe He PEKOMEH/lyeTCA NoABepraTb NoBA3KY BO3/ECTBIIO BCE Macchl Tena, Hanpumep BCTaBaTb Ha HOry

6. [1nsi NoBA30K, yNakoBaHHbIX B KOMGMHUPOBaHHbIE TEpMOCBapUBaeMble NaKeTbI: 3areyaTaHHblii OB YNaKOBKU COAEPXUT HaTypasnbHbIi naTekc,

KOTOPbI MOXET BbI3blBaTb annepruyeckne peakumm!

7. MoBTOpHOE UCMONb30BaHNE MeINLIMHCKOrO U3AeNNA, NPeAiHa3HaYeHHOro AN OJHOPa30BOro NPUMeHeHUs, ABMIAETCS onacHbIM. OuncTKa Usfenuit

C Lie/Iblo MOBTOPHOIO NMPUMEHEHUSt MOXKET HaHECTN CepPbe3HbIit BPeJ, X LIeIOCTHOCTM W YXYALUNTb XapaKTepUCTUKU.

Mndopmaums 06 o6CTosTeNbCTBAX, NpH p AomkeH beA ¢
(ans i ans

nnyamm, He o
He npumenumo.

IFT I Cpok ropHOCTV MEAULIMHCKOTO U3Aenus
CpoK rogHOCTV usgenusa — 3 roga.

I YI Crvcox i
1. Peha-haft. dukcupyoLmit 6UHT anacTuyHbIN camodukeupytolmiics — PY N2 ®C3 2011/09638 ot 27.12.2016
2. Peha-Lastotel. ®ukcupytownit 6UHT anacTuyHblii - PY N2 ®C3 2011/09638 ot 27.12.2016
3. MnacTbipb HeTKaHblit ukcupytowwmin Omnifix® elastic / OMHUbUKE anacTuk — PY N ©C3 2011/10428 ot 13.08.2019
4. MapneBble 6UHTbI, NOBA3KY U3 MNEHKN

o MW.

W3penus 3 nepeBsA30YHOM Mapnu v BaTbl CTEPUIIbHbIE, HECTEPUIIbHbIE: [10BA3KM cop6LMOHHbIe LleTyBuT Mntoc/Zetuvit Plus (Bua 147410), nponsBoacTBa
Paul Hartmann AG («Maynb XapTmaHH Al»), FepMaHusi, perncTpaumoHHoe yaoctoBeperue: N ®C3 2011/11281 ot 28.02.2017r., BbiAaHO 6eCCPOYHO.
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Cumeon 0123
Pacwmdpposka MpoussoauTens Mapkuposka CE MegauuuHckoe He ucnonbsosatb He ctepunusosatb
TpoayKT OTBEYaeT TpeBOBaHUAM | U3Aenue MOBTOPHO MOBTOPHO
JvpekTuB EBponeickoro cotosa
L \\"/ AAY
2 E A 58
Cumeon PAP PAP
Pacwmppoeka Bepeub oT Bnaru XpaHVITb B 3alUMLLEHHOM CM. MHCTPYKLMK OCTOpOXHO Norotun
P OT CONHEYHOro CBeTa MecTe o NPUMEHEeHMIo 0 BO3MOXHOCTH
nepepa6oTku «PAP,
6ymara
2 Single sterile Do not use
@ & O barier system if package
(T @ﬂ is damaged
Pacumpposka | 3eneHas Touka Tpe6oBaHue K YucToTe. CTepunnsosaHo OpHocTyneHvaras He ucnonb3osath
Vcnonb30BaHHYI0 yNakoBKy C UCNONb30BaHMEM cTepunbHas PV MOBPEXAEHHOM
BbIKMHYTb B YPHY aTUneHokeuaa 6apbepHasi cuctema | ynakoske
Liegend lagern. FepMeTHYHbIi LWoB 2
st TepMOCBap1BaeMoro é
Cumeon N ’ I nakera coAepkuT
" §¢ HaTypasbHbIM KayuyKoBbIA He paspesatb Vspenue fomkHo | KatanoxHbiit
ep NIaTeKC, KOTOPbIN MOXET 6bITb yTUNM3NPOBAHO | HOMEP
XpaHuTs B ropusonTans: | BbI3bIEATH annepraveckue Hajnexalmm
HOM MOJIOKEeHNN peakuum: o6pasom
CREa g (MZIIS!J 276!)Uﬂ
Pacwmndposka Wcnonb3oBaTb A0 MapTusa JIEYE] YHUKanbHbl
npon3BoACTBa MAEHTUDMKALIMOH- LLTpux koA
Hblil HOMEp U3aenus
. ® o
Made in France Zetuvit Y ;
Cumeon (@) - .
DN
Pacuwmdposka . é¢
Toprosoe HaMeHOBaHue | M3roTosfieHo B0 ®paHLinm Topro.blit 3HaK
npowussoauTens MU MeZANLIMHCKOro BopjooTTankusalouias
usgenus nossska

CraHAapTbl CTpaHbl MPOU3BOANTENS

Homep aokymeHTa

EN 556-1: 2001

HasgaHue

CTepunuaaums MeAULIMHCKUX U3aenuit. Tpe6oBaH!s K MeAULIMHCKUM U3ENNsIM KAaTeropumn «CTepusbHbie». YacTb 1.
Tpe6oBaH!s K MeAULIMHCKUM U3AE/NAM, MOANEXALMM GUHULLIHOM CTePUNN3ALIMA.

1S0 10993-1:2018,

Buonoruyeckas oueHka nsaennii MeanLMHCKOro HasHaueHus - YacTtb 1: OueHka n TeCTUpoBaHWe B pamKax npouecca

BKJItOYan ynpaBeHus puckamu.

M3MEHEHHYI0

Bepcuio 2018-10

1SO 1993-2:2006 Buonornyeckas oLeHka U3aenuin MeauLMHCKOro HasHayeHus - YacTb 2: Tpe6oBaHWs K COAEPXKaHMIO XKUBOTHBIX.

1S0 1993-3:2014

Buonoruyeckas oueHka u3aennini MeANLIMHCKOro HasHayeHus - HacTb 3: MccnefoBaHNA reHOTOKCUYHOCTY, KaHLEPOreHHOCTH
1 TOKCUYECKOTO AeCTBMUS Ha PenpOAyKTUBHYIO (ByHKLMIO.

1SO 10993-4:2017

Buonoruyeckas oueHka MeAULIMHCKUX U3aenuit - YacTb 4: iccneaoBaHvs ns3aenuii, B3auMoAencTBYOLUX C KPOBbIO.

1SO 10993-5:1999

Bronoruyeckas olyeHka MeIMLIMHCKMX N3aenuii - HacTb 5: McnbiTaHNA Ha LMTOTOKCUYHOCTb: MeTOAbI in vitro.

EN IS0 10993-7:
2008 +A1:2019

Buonornyeckas oueHka MeIMLIMHCKNX U3fiennii - YacTb 7: OcTaToqHOe CoAep)aHue aTUAEHOKCHAa Noce CTepunmnsaLmum.

1SO 10993-9:2009

Bronoruyeckas oueHka MeIMLIMHCKUX n3aeniii - HacTb 9: OCHOBHbIE NPUHLMMbBI MAGHTUDNKALMM U KONNYECTBEHHOTO
onpejeneHus NoTeHUnanbHbIX NPOAYKTOB AeCTPYKLUN.

1SO 10993-10:2002

Buonoruyeckas oueHka MeIMLIMHCKUX U3fienuit - YacTb 10: McnbiTaHus Ha pasapaXkeHne 1 KOXHYH CeHCUBUNN3aLuio.

1SO 10993-11:2006

Buonoruyeckas oLieHka MeIMUMHCKIX U3Aenuii - YacTb 11: iccneoBaHms 06ILETOKCUYECKOTO AeMCTBIS.

1S0 10993-12:2012

Buonoruyeckas oueHka MeIMLIMHCKNX U3fienuin - YacTb 12: MpurotoBneHne o6pasLoB 1 3TanoHHble MaTepuans.

1S0 10993-13:2010

Buonoriyeckas oLeHka MeULMHCKIX n3aenuit - YacTb 13: AeHTUhMKALUA 1 KONMYECTBEHHOE OnpejeneHine NpoayKToB
[IeCTPYKLMM NMONUMEPHbIX MEANLIMHCKIX N3AENMiA.

1S0 11135:2014

CTepunmaaums MeaMLNHCKOI NPoayKLmMK. dTuneHokeus. Tpe6osaHus K pa3paboTke, BanMAaLIMM U TeKyLieMy KOHTPOIO
npolecca CTepuan3aL/v MeMLNHCKUX U3eNNi.

1SO 13485:2016

MeauuuHekue nsgenus. CucTeMbl MeHeKMeHTa KayecTsa. Tpe6oBaHuA ANs Lieneit perynnposaHms.

1SO 11737-1:2009

CTepunusauns MeiNLMHCKIUX U3fienuit. MukpoGuonorudeckue Metogbl. YacTb 1. OLeHKa nonysaLumn MUKpOOpraHu3mMoB
Ha npoayKLUmuu.

1SO 11737-2:2009
+AC:2010

CTepunusaums MeaULMHCKUX U3aenuii. Mukpo6uonoruyeckne MeTofbl. 4acTb 2. cnbiTaHWs Ha CTEPUNbHOCTD,
nNpoBoOAKMbIe NpY BanuaaLuu NpoLeccoB CTepunmsaLmum.

1S0 14971:2012

MeauunHckue nsaenus. NpumeHeHne ynpaBneHns puckamu K MeULMHCKUM U3AeNnaM.

EN IS0 15223-1:
2016

U3genus MeauumHckue. CUMBOSIbI, NPUMEHSIEMbIE MPU MapKUPOBAaHUM MEAULIMHCKIUX U3AEMMIA, Ha STUKETKAX U B
COMPOBOAUTENBHOM JOKYMeHTaLuu. YacTb 1. OCHOBHble TpeGoBaHUs.

1S0 9001: 2015

CucTeMbl MeHeXXMeHTa KayecTBa. TpeGoBaHusa

ENISO 11140-1:
2014

CTepununsauyms MeIMLIMHCKOM NpoayKLuK. XuMmuyeckue nHankaTopsbl. Yacts 1. O6ume TpeGoBaHUs.

EN SO 11607-1:
2009

YnakoBKa Ansi MeAULMHCKIX U3AENWi, NOANexXaLnx GUHALLHON CTepuinsaunm. YacTb 1. Tpe6oBaHus K MaTepuanam,
6apbepHbIM CMCTEMaM ANs CTePUIN3ALIMK Y YNTaKOBOYHBIM CUCTEMaM.

EN SO 11607-2:
2006

YnakoBKa Ansi MeANULMHCKIX U3AENWNA, NOANeXaLnX GUHALHONM CTepunnsaLumu. YacTb 2. TpebosaHus K BanuaaLmm
npoLeccos GOpPMUPOBaHUS, repMeTU3aLIMN 1 CEOPKM.

EN 62366-1: 2015

MeauunHckmne nsaenms. NpoekTupoBaHne MeANLIMHCKIUX N3AENNii C y4eTOM 3KCMTyaTaLoHHON NPUroaHOCTH.

EN ISO 14644-1:
2015

YucTble NOMeELLEHNSA 1 CBS3aHHbIe C HUMU KOHTPONMpyeMble cpefibl. YacTb 1. Knaccudukauus 4uctoTbl Bo3gyxa
MO KOHL|EHTpaLmumn YyacTu.

EN ISO 14644-2:
2015

YucTble NomelLieHnsa 1 CBA3aHHbIE C HUMU KOHTPONMpyeMmble cpefibl. HacTb 2. TeKyLiuii KOHTPONb ANA NOATBEPXAEHUS
MNOCTOAHHOIO COOTBETCTBMA YNCTOTbI BO3/lYXa NO KOHLEHTPaLMM YacTuL,.

EN ISO 14698-1:
2003

YucTble NOMELLIEHNS U CBA3AHHbIE C HUMU KOHTPONIUpYeMble cpefibl. KOHTponb 61osarpasHenuit. YacTb 1. O6iume npuHLMnbI
1 MeTOAbI.

EN ISO 14698-2:

YnCTble NMOMELLEHUS U CBSA3AHHbIE C HUMIU KOHTPONUPYeMbIe CPpe/bl. KOHTPOsb 61o3arpsisHeHnit. YacTb 2. AHanus

2003 + AC:2006 JAaHHbIX 0 6103arpA3HEHUsIX.

EN 1041: 2008 + MpepocTaBneHune uHbopmaLum 6narofaps NPOU3BOAUTENIO MEANLMHCKNX NPOAYKTOB

A1:2013

MEDDEV 2.7-1 KnuHnueckas oueHka: PyKoBOACTBO ANt NPOM3BOAUTENEN U YNIONTHOMOYEHHbIX OpraHoB. B cooTBeTcTBMM C

(pea. 4):2016

AvpekTuBamu 93/42/EEC n 90/385/EEC.

MEDDEV 2.12-1
(pep. 8):2013

PekomMeHaaLmMu No cucteMe Haasopa 3a MEANLIMHCKUMU U3LeNNAMU.

MEDDEV 2.12-2
(pea. 2): 2012

MocTperncTpaunoHHble KIIMHUYeCKne fanbHeiilune uccnefjosaqusa: PykoBoacTso ana nponssoauTenei u
yBEAOMNISEMbIX OPraHoB.

ASTM F-1980:
2016

CTaHAapTHOE PyKOBO/CTBO N0 YCKOPEHHOMY CTapeHMIo CTEPUIbHBIX GapbepHbIX CUCTEM ANA MEANLIMHCKIX N3AeNUIA.

ASTM D 4169:
2016

CTaHAapTHas NpakT1Ka NPoBe/ieHNs MCMbITaHNI SKCMyaTaLMOHHbIX XapaKTePUCTUK TPaHCMOPTMPOBOYHOM Tapbl U CUCTEM.

ASTM F 1929: 2015

CTaHfapTHbI METOA UCTbITaHUA [/15 BbISBIEHUSA YTEUKM MO CBAPHOMY LUBY B MOPUCTO MEAMLIMHCKOM ynakoBKe
nocpeAcTBOM NPOHUKHOBEHMA KpacuTens.

ASTM D 3611:
2006

CraHpapTHas npakT1ka NpoBeAeHNA UCMbITaHUs METOJIOM YCKOPEHHOrO CTapeHuUs ANA YyBCTBUTENbHbIX K 1JaBJIEHUIO IEHT

EN 868-7:2017

YnakoBKa A/ MeAULIMHCKUX U3AeNNit, Nnoanexalmx GUHULIHON cTepunmsaumn — YacTtb 7: «bymara ¢ kneswmmces
MOKPbITUEM ANS IPOLIECCOB CTEPUN3ALINM NPU HU3KUX TeMnepaTypax — Tpe6oBaH!s U METO/bI UCTIbITAaHMI».

EN 868-6: 2017

YnakoBKa Ans MeAMLUHCKUX no; on CcTepunusaumum - YacTb 6: «bymara ans npoueccos
CTepUNN3aLIMM Npu HU3KMX TemnepaTypax — TpeéoaaHMn 1 METOAibI UCMbITaHN».

EN 868-3:2017

YnakoBka ANA MeQULIMHCKUX VIE‘:[eJ'IMM nognexawmx leHVILI.IHDIA cTepunusaymm — YacTb 3: ByMara ANA NCNONb30BaHuA B
NpOU3BOACTBE 6yMaXHbIX NakeTos (ykasaH. B EN 868-4) 1 B Npou3BOACTBE NaKeTOB U PynoHOB (ykasaH. B EN 868-5).
Tpe6oBaHMs U METO/bI UCTIbITAHMIA.

CEN ISO/TS
11135-2: 2008

CTepunnaaums NpoayKLUnM MeAULIMHCKOTO Ha3HaueHus — 3TuneHokeua — YacTb 2: COOTBETCTBYIOLIME AUPEKTUBDI —
MpunoxeHune I1ISO 11135-1.

EN 13726-1: 2002

MeToabl ncnbITaHWii ANA NepBUYHbBIX MOBA3OK Ha paHy — YacTb 1: ACNeKTbl BAUTbIBAEMOCTU.

EN 13726-2: 2002

MeTozbl UCMbITaHWIA ANA NEPBUYHbIX NOBA30K Ha paHy — YacTb 2: CKOPOCTb NponycKaHusa Baaru NpoHMLaeMbiMmn
MIEHOYHBIMM MOBA3KAMM.
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MepBoe cocTaBneHne MHCTPYKLIMM MO NMPUMEHEHWIO Ha PYCCKOM A3blKe.
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