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Mbli, PAUL HARTMANN AG, Germany
(«MAYJIb XAPTMAHH AI», [epmaHus),
Hampas/iieM  Clefyroly0  LOKYMeHTaL Mo
HallleMy YMO/JIHOMOYEHHOMY MpPeLCTaBUTENO
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permcTpaumm  MefuUMHCKOro  U3Aenus:
«[loBA3Ka NIaCcTbIPHOro TUMa s ukcaumm
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Kocmonop LV.» B ®egepanbHoii Cnyxobe no
Hamsopy B Coepe  34paBoOXpaHeHus
(Poc3apaBHazzop):

NMHCTPYKUWA MO NMPUMEHEHNIO
HA MEVNUMHCKOE U3OENNE
MoBA3ka  MnacTbipHOro  Tuna  Ansd
hmkcaumn KaH1o/1b. cTepu/ibHas
Cosmopor® 1.Y./ Kocmonop 1.V.

Bepcua gokymeHTa: 11

«MAYJlb XAPTMAHH Al»
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89522 XaiifeHxaiim

'epmaHus

HacTosiwmm yaocToBepsieM, 4To
npeAcTaB/ieHHasn JOKYMeHTaums paspaboTaHa
Ha PYCCKOM $i3blKe B COOTBETCTBUM C
Tpe6oBaHUAMM 3aKOHOAATENLCTBA
Poccuiickoni ®egepaumn.

[l0CTOBEPHOCTL MPeACTaB/IEHHOM
VH(opMaLyn NOATBEPXKAAEM.

Yours sincerely
Paul Hartmann AG
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Helps. Cares. Protects.
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We, PAUL HARTMANN AG, Germany
submit following documentation to our
authorized representative «Paul Hartmann»
LLC, Russia, for purpose of registration for
medical device: «Plaster bandage for cannula
fixation, sterile Cosmopor® LV./ Cosmopor
I.V.» in the Federal Service for Supervision in
the Sphere of Health Care (Roszdravnadzor):

INSTRUCTIONS USE ON
MEDICAL DEVICE

Plaster bandage for cannula fixation,
sterile Cosmopor® 1.V./ Cosmopor L.V,

FOR

Document version: 11

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

We hereby certify that the submitted
documentation developed in Russian
language, in accordance with the laws of the
Russian Federation.

We confirm the accuracy of the provided
information.

According to the internal guidelines of PAUL HARTMANN AG, the following persons are authorized to sign jointly

on behalfof PAUL HARTMANN AG.
LA,

J1bl JClin
Manager Reglilatory Affairs Submission
ILN 040 9500 00000 O

Vorstand/Management Board: Britta Funfstiick
(Vorsitzende des Vorstands/CEO), Francois Georgelin,
Stefan Grote, Stefan Muller

LA

Vasilisa Veligura
lager Regulatory Affairs Submission

Sitz Heidenheim
Amtsgericht Uim HRB 661090

Registered Office Heidenheim

Aufsichtsratsvorsitzender/Chairman of the Supervisory Board: Commercial Register of the District Court of Ulm file no. HRB

Fritz-Jiirgen Heckmann

3NEKTPOHHAS KONHA OGOPMIIEHA LIEHTPOM UCMbITAHII W PETMCTPALIMI MEAHLMHCKWX H3DENHIA

661090



Urkundenverzeichnis UVZ 112 / 2023

UZ 118/2023

Notarkanzlei Kappeler*St. PCltener Str. 33*89522 Heidenheim an der Brenz
Tel. 07321 23045*Fax 07321 730042

Notarielle Beglaubigung /
Authentication of Signature

Die Voraussetzung des The following instrument is established
8 3 I Nr. 7 BeurkG warden in compliance with the standards of
eingehalten. § 3 1 Nol 7 BeurkG (authentication act).
Ich, Christoph A. Kappeler, I, Christoph A. Kappeler,

beglaubige umstehende, do hereby certify

vor mir volizogene that the undersigned

Unterschriften von

Frau/Mrs. Jibi John, geboren am / born on 21.11.1989,
geschaftsansassig / business address 89522 Heidenheim, Paul-Hartmann-Stralie 12,
- personlich bekannt/personally known -

Frau/Mrs. Dr. Vasilisa Veligura, geboren am / born on 18.06.1987,
geschaftsansassig / business address 89522 Heidenheim, Paul-Hartmann-StraBe 12,
- personlich bekannt/personally known -

have hereunto set
their hands in my presence.

Diese Personen handein These persons act
fur die Firma on behalf of
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1. HaumeHoBaHue 1 (UIM) TOPTOBOE HAUMEHOBaHWEe MeANLUHCKOTO U3LeNNs.

MoBsi3ka NAACTbIPHOIO TMNa ANa (MKcaumm KaHionb, ctepunbHad Cosmopor® 1.V,/ Kocmorop
LV.

HavmeHoBaHVMe MW MOXeT BCTpeuaTbCsi B TEKCTE HWDKE B COKPALLEHHON (hopMe, TakoW Kak
MoBA3Ka, MOBfA3KA MNAaCTbIPHOrO TWNa AN (MKcaumMn KaHionb, MefuuMHCKoe wusgenuve, MW,
n3genve MeaMUMHCKOrO HasHaueHus, magenuve, «MW», «MednNUMHCKOE W3AENNe», «U3Lenme»,
Cosmopor® 1.V., Kocmonop 1.V, transparent 1 Tak ganee, Ans yao6cTea BOCNPUATUS.

MW- mefMUMHCKOE n3genne.
CocTaB MeMLNHCKOro 13ienms:

MoBsi3Ka NacTbIPHOMO TUNa A1 PUKcaumn KaHtonb, ctepunbHas Cosmopor® 1.V./ Kocmorop
(V2

B BapuaHTax MUCMOMHEHUA:

I. TloBA3ka NiacTbIpHOro TUNa Anas rKcaumum KaHiosb, cTepuibHas Cosmopor® 1.V. /
Kocmonop 1.V., Tunopasmepsi:

I. MoBsA3Ka NAacTbIPHOro TUNa Ans (MKcaumn KaHtonb, ctepunbHas Cosmopor® LV. /

Kocmonop 1.V., 8x6 cm, 50 wr,/yn.

I1. ToBs3ka NAacTbIPHOro TMa Ans oMKcaLumm KaHtonb, ctepubHas Cosmopor® L.V.
Transparent / Kocmonop 1.V. npo3payHas, Turnopasvepb:

1. MoB#sA3Ka NNacTbIPHOro TMNa Ana uKcaummn KaHwsb, ctepunbHas Cosmopor® 1.V. transparent
/ Kocmonop 1.V. npospayHas, 6 x5 ¢m,100 wT./yn. ¢ MHCTPYKUMeA-BKNALbILLEM O
NPUMEHEHNIO

2. [NoBA3Ka NAacTbIPHOro TUNa A5 (oMKcaumMm KaHtosnb, ctepunbHas Cosmopor® V. transparent
/ Kocmonop 1.V. npo3payHas, 9x7 cm, 100 wT./yn. ¢ MHCTPYKUMen-BKabILLeM Mo
NPUMEHEHNIO

3. MoBA3Ka NNacTbIPHOro TMNa 4Na hukcaummn KaHisb, ctepunbHas Cosmopor® 1.V. transparent
/ Kocmonop 1.V. npospayHas, 12 x 10 cm, 50 wT./yn. ¢ MHCTPYKUMER-BKNaAbILLEM MO
NPUMEHEHNIO

2. CBefeHMa 0 npousBoanTene MeAULUMHCKOro W3fenma u €ero ynosiHOMOYeHHOM

npeacTaBuTene.
Mpon3BoAnTENb U Pa3paboTUKK;

«MNAYJlb XAPTMAHH AlN» (PAUL HARTMANN AG)
Paul-Hartmann-StraOe 12

89522 Heidenheim Germany

TenedoH: +49 7321360, thakc: +49 7321363636

an. noyta: info@hartmann.info

Mpon3BOACTBEHHbIE M/IOLLAAKN:

Paul Hartmann S.A., P.I. Pla d’en Boet Il, ¢/ Carrasco i Formiguera 48, 08302 Mataro
(Barcelona), Spain

YMO/THOMOYEHHbIN NpeAcTaBUTENb NPOM3BOANTENST B Poccumn/vumnopTep:
000 «MAYJIb XAPTMAHH»
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yn. KoxxeBHU4yeckas 7, ctp. 1
Ten. +7 (495) 7969961, takc +7 (495) 7969960,
ANeKTpoHHasA noyTa: ru-mos-hartmann@hartmann.info

3. HasHaueHue 1 KnaccuuKaums MeAULMHCKOTO U3AENNS C yKasaHWeM Mosb30BaTess.

HeuHBasnBHasA, HeakTUBHas, OAHOPa30Basd, caMoK/edllaacs, crepunibHad |.V. nossska Ans
obecrneyeHnss CTEPWIBHOTO MOKPBLITUA W (PUKCAUMM KaHIO/b NPV BBEAEHUW BHYTPUBEHHOIO
Katetepa (1.V.).

lNokasaHMA K NPUMEHEHUIO
CTepunbHOe MOKPbITVE U (PUKCALMS KaHIONb NpY BBEAEHUM BHYTpMBEHHOrO KateTtepa (1.V.).

Hhopmaums 0 NoTeHUMaIbHbIX NOTPEOUTENAX U NOIb30BATENSX MEAULIMHCKOTO U3AeNNs;
MoTeHUManbHble NOTPEOUTENN MEAULIMHCKOIO U3aeNns

oy, 6e3 orpaHMYeHWiA Mo BO3paCTHOW rpynne, AnanasoHy Beca, COCTOSHUI 3[10POBbS.
MoTeHUManbHbIe No/b30BaTeNIN MEAULIMHCKOIO U3aenns

[lNsi MCMOMb30BaHMS MEAVLIMHCKAMYN PaGoTHUKaMM.

Ycnosus npuMeHeHus MI: MoBsiska MOXET ObITb UCMO/Mb30BaHa MEAULMHCKUM MepcoHanoM B
neyebHbIX UM NeYebHO-NPOMUNAKTUUECKUX MEAULMHCKUX YUPEXAEHUSX WM B YCNOBUSX

[OMALLIHEr0 YX0/a.

Knaccngpunkaumns

Knaccnukauyms Knacc

Knacc pucka 2a

VIHBa3MBHOCTb He nHBasmeHoe MU

KpaTHOCTb NpyMeHeHus OpHopasosoe MU

CTtepunbHOCTb CrtepunbHoe MW,

(()) CTepUIN30BaHO OKCUAOM

aTuneHa

Tun KOHTaKTa C opraH1M3Mom C HenoBpeXAeHHbIMU 1

yenoBseka NnoBpeXaeHHbIMN
KO>XHbIMW MOKPOBaMU

OnnTenbHOCTb KOHTaKTa JnutensHoe

ncnonb3oBaHue (24 yaca <
MpofomkutensHoctb <30
AHei)

Mo (hyHKLIMOHa/bHBIM CBOICTBAM MO HEAKTUBHbIE
FOCT P 53498:

Mo Ha3HAYeHWO B COOTBETCTBIM C (hUKcHpytoLLe
FOCT P 53498:
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Mo dhopme, KOHCTPYKLUK 1 - annanKayMoHHON hopMbl

NpYMeHsieEMbIM MaTepuanam B

cootBeTcTBUM ¢ TOCT P 53498: - Ha TEeKCTUNbHOM
(HeTKaHOI#), NAeHOYHON
OCHOBE, BbINMOMHEHHO 13
HaTypanbHbIX U
CUHTETMYECKNX MaTepunanos

- C HaHeCeHHbIM Ha OCHOBY
KNeeBbIM CNoeM (afresmBom)
13 HaTypasbHbIX U1

CUHTETUYECKUX MaTepunanos

- ¢/6e3 hyHKLMOHaNbHOIA
NOAYLLEYKN;

Kaxaoe WHAMBKMAYaNbHOE W3[eNMe MOXET ocTaBaTbC Ha MecTe (mkcauuum Gonee 1 gHsa. [epumog

MCNONb30BaHWsA 3aBUCMT OT MPOTOKONA JfieueHus (MCMoNb30BaHWUS MeAULMHCKAM pPaboOTHUKOM, W

HasHauyeHWii Bpauya), HO B Cfy4yae 3arps3HEHWs WAK CaMOMPOU3BONLHOTO OTK/MEMBAHWUSA MOBA3KY
4 He0B6X0AMMO YAanTb N HEMEANEHHO 3aMEHNTb HOBbIM U3Ae/TMEM.

4, ®YHKUMWOHANbHbIe XapaKTEPUCTUKN MEAULUHCKOTO U3LeNNS.

MNoBA3Ka MNNacTbIPHOro Tuna AAs (MKcauun KaHwsb, cTepunibHas Cosmopor® V. /
Kocmonop 1.V. - MpeAcTaBnsieT COO0M  HeMHBA3MBHYK, HEaKTVMBHYK O4HOPa30BYHO
CaMOK/NeALYCA CTEPUbHYIO MOBA3KY, COCTOALLYHO M3 MaTepuana OCHOBbl C aAre3viBHbIM
MOKpbITMEM (MaTepuana - HOCUTENs), UMEIOLLEro paspes 415 (MKcauuy KaHAM Npu BBEAEHUN
BHyTpmBeHHOro (1.V,) kateTepa v NoAyLIEeYKW, 3aLMLEHHYHO CUIMKOHOBOM Oymaroi, a Takxke
AOMNOMHUTENbHYIO OTAENbHYH HeOO0MbLUYI0 MOAYLUEYKY A1 YXO[a 3@ KaHo/ei, BMOXKEHHbIE B
NHAVBUAYaNbHYHO YMAKOBKY.

O6wwmin B MoBA3KM NNACTbIPHOIO TUMNa ANs InKcauun KaHonb, ctepunbHas Cosmopor® 1.V, /
Kocmonop 1.V npegocTtasneH Ha pucyHkax lau 16

Puc. 1a - obwwii sug MU Puc. 16 - o6wwin Bug MU ¢ kateTepom

MNMoBA3Ka NNacTbIPHOro TuMa ANa (UKcauMm KaHofb, cTepusibHasa Cosmopor® 1.V.
transparent / Kocmonop 1.V. npo3padyHad — HeaKTVBHas, OAHOpa3oBas CamMOK/IeALlasncs
CTepw/bHas MoBA3Ka, COCTOAWAA W3 MHOMOC/IOMHOrO Matepuana OCHOBbl C MOKPbITUEM,
BK/IOYAIOLLMM CMOTPOBOE OKHO (M3 NPO3PayHOi MOSMYpPeTaHOBOW MNEHKU ANS BU3YasIbHOrO
KOHTPO/I 32 MECTOM BBOJa KaTeTepa/KaHIoNM BO BPeMs UCMONb30BaHWA MOBA3KM) U paspesa 4nd
(uKcaumMm KaHonM  npu  BBeAeHMM  BHyTpmBeHHoro (1.V.) KarteTepa, 3alluLLeHHas
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CUTMKOHU3MPOBAHHOW GyMaroli 1 camoK/esLmecs (AUKCUpYHoLye MOoM0CKW, MPUKPENIEHHbIE K
CUNIMKOHN3MPOBAHHOI 3alLMTHOI GyMmare.

M3menus He coAepXaT —paccachbiBalOLLIMXCA KOMMOHEHTOB, /EKAPCTBEHHbIX MNpenapaTos/
NEKapPCTBEHHbIX BELIECTB (MOMYUYEHHbIX U3 KPOBM UMW Ma3Mbl YeN0BEKa), TKaHe WK KNeToK
YeI0BEYECKOT0 /I XKMBOTHOTO NMPOVCXOXKAEHUS, PaAN0aKTUBHbIX BELLECTB, HAHOMATEPUAIOB 1
APYTNX ONacHbIX KOMMOHEHTOB.

MoBsi3Ka MMACTLIPHOTO TWMa 3aneyaTbiBaeTCs B MHAMBWAYANbHYH YNaKOBKY W CK/IafblBaeTCs B
KapTOHHYIO CKNafHY KOPOOKY.

O6LMiA BUA NOBS3KM NNACTbIPHOrO TWMa Ans uKcaumm KaHonb, ctepunbHas Cosmopor® 1.V.
transparent / Kocmonop 1.V. npo3payHoit npefocTaBneH Ha pueyHke 2

6Xx5 cM OX7 cm 12x10 cm

Puc.2- O6Lwmii BUA NMOBA3KM NAACTLIPHOIO TUNa ANA (UKcaLuum KaHwnb, ctepunbHas Cosmopor®
I.V. transparent / Kocmonop 1.V. npo3payHoii

5. MpoTnBonoKasaHus, oXXnaemMble 1 NpeackasyemMble NOOGOYUHbIE AeACTBUS.
lNpoTnBONOKasaHus;

Cosmopor® LV. / Kocmoriop 1.V.

HewnsgecTHo.

Cosmopor® L.V. transparent / Kocmonop 1.V. npo3payvHas

He npegHasHayeHbl 419 BNUTbIBAHNA 3KCCYyJaTa WU MOKPbITUA paH.

MoboYHbIe AECTBUSA: HE BbISBNEHBI.

6. TexHM4YeCKMe XapaKTepUCTUKWU, HeobxoauMble MOMb30BaTENO ANA  MPUMEHEHUSA
MeAMLNHCKOr0 U34eNnA No HasHa4YeHWo, onpesesieHHOMY NPOU3BOAUTENEM.

Tabnuua 1 TexHWYecKne XapakTepuUCTUKN MeaULMHCKOTO U3AeNns.

Pa3smepbl n3genuns:

e Cosmopor® I.V. / Kocmonop I.LV.,B: 6+ 0,2cm x A: 8+ 0,2 cm

» Cosmopor® LV. Transparent / Kocmonop TV. npo3payHas, C: 6 0,2 x D: 5+ 0,2
CM
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o Cosmopor® LV. Transparent/ Kocmonop I.V. npo3payHas, C: 9£0,2x D: 7+ 0,2

CM
» Cosmopor® LV. Transparent / Kocmonop LV. npo3spayHas, C: 12+ 0,2x D: 10+
0,2 QM
Pasmep Cosmopor® LV. / Kocmonop Pa3mep nogyLuevkmn
V.
B: 6+ 0,2 cm x A:8+0,2 cm D: 2,5+0,2 cm x C:2+0,2 cm

Pasmep «Cosmopor® LV. Transparent» Pa3Mepbl 0TBepCTUiA
| «Kocmonop LV. npo3payHas»

C 6+02cm XD :5+£0,2 cm A:2,1+02cmx B: 3.8+ 0,2 cm
C:9+02cm XD :7+02cm A 32+02cmXB:5+0,2cm
C:12+02cm XD :10+0,2 cm A 6+£02cmX B: 7+0,2cm
Pasmepbl GUKCUPYHOLLMX NOMOCOK L/ Ha OUKCPYHOLLYIX MO/I0COK
6 cm X5 cm (D) X5+ 0,2 cm
9 cm X7 c™m (D) X7+0,2cm
12 cm X10 cm (D) X10£ 0,2 cm

Macca mn3genwia:
[NoBA3Ka NAacTbIpHOro TUMna ansa Macca, r+10%
hrKcaunm KaHwsb, CTepusibHas
Cosmopor® LV. / Kocmoriop LV.

6 cm X8 cm 0,8

MoBA3Ka NNacTbIpHOro TUna AN UKcauumn KaHiosb, ctepuibHas Cosmopor® LV.
Transparent / Kocmonop LV. npo3payHas

6 cMm X5 cm 0,65
9cm X7 cm 11
12 cm X 10 cm 2,3
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Puc.3 Cxema wmsmepeHus gna nosa3ok «Cosmopor® 1.V. Transparent» / «Kocmonop V.
npo3payvHas»:

Puc. 4- Cxema n3mepeHus ans noeasok «Cosmopor® 1.V.» / «Kocmorop LV.»
dyHKUMOHaNbHbIe xapakTepnctnkn M Cosmopor® 1.V. transparent / Kocmonop 1.V.

npo3spayvHas
NcnbiTaHue En. nam. 3HayeHwue
ConpoTVBEHVE OTCNANBAHUIO K/IEEBOTO C/I0s 10-1000 H/m Hm
OnpegeneHune LeNoCTHOCTU CTePUNM3ALMOHHOIA CooTB. unu CooTs.
YMaKoBKM He COOTB.
BogoHenpoHMLaemocTb BofoHenpoHuLaeMblit
BozgyxonpoHuuaeMocTb R, cmYcem® * ¢ He meHee 5 cmVenf'c
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(PYHKLUMOHaNIbHbIe XapakTepuctnku M Cosmopor® LV. / Kocmonop 1.V.

NcnbiTaHre En. v3m. 3HauyeHue
ConpoTVB/IEHNE OTCNAUBAHUS K/IEEBOTO C/10S 10-1000 H/m Hm
Cop6LMOHHas eMKOCTb (DYHKLMOHa/IbHOIA cwYem He meHee 0,05

nogyLueyku, cvem

Bpems cmauvBaHua PYHKLMOHAIbHON NOAYLLEYKH, C He 60r1ee 10 c
BozgyxonpoHuuaemocTs R, cmYem® * ¢ He meHee 5 cmVenfc
OnpegeneHne LeNoCTHOCTY CTEPUIN3ALMOHHONM "epmeTnyHO

yMNakoBKM

ATpaBMaTUYHOCTb (DYHKLMOHANbHON NOAYLLEYKN He 6onee 30 %

7. VHdpopmauusa o nopsagKe NPpUMeEHEHUS MeLULUHCKOTO U3enuns.

4 MoBA3Ka NNacTbIPHOro TUNA 417 (PUKcaunn KaHionb, ctepunbHasa Cosmopor® LV. /
Kocmonop L.V.

OcHOBHas / nepeMYHas (YyHKLMS U3LeNns - CTEPUIbHOE NOKPbLITUE U MKCALUMS KaHOMb NpK
BBEAEHUN BHYTPMBEHHOIO KaTeTepa (1.V.) 3a CYET aAre3nBHbIX CBOICTB MaTepuasia OCHOBbI.

Puc.5 -cnocob npumMeHeHns MW MoBs3Ka NNacTbIpHOro Tuna Ana pukcaumMmn KaHr/b,
4 ctepunbHas Cosmopor® 1.V. / Kocmonop LV

Cnoco6 NpPUMEHEHV:

OTKpOITe yNakoBKY C NOBA3KOW B MeCTe, yKasaHHOM Npou3BoamTenieM. JansHelillee obpalleHue,
MPUMEHEHME MOBA3KN [OO/DKHbI OCYLLUECTB/IATbCA B CTEPWIbHbIX Mepyarkax. TLiaTenbHO
o6paboTaiiTe 06N1aCTb HAIOXKEHUSA NOBA3KM KOXHbIM aHTUCENTUKOM W YA0CTOBEPLTECH, UTO KOXKa
cyxast. MprMeHeHVe KpPemMoB, Ma3eil 1 TOCbOHOB [J1 KOXM MOXET YXYALINUTb K/esLive CBOMCTBa
MOBA3KM.

1 [epach 3a «HOXKM» CHAMUTE 3aliMTHYHO GyMary C LIeHTPasIbHO YacTy NOBS3KM K ee Kpato
Kak MoKasaHo Ha pucyHKe. He yaansiite 3aliuTHy0 6yMary NoiHOCTbIO C MOBS3KMU,

2. Hanoxute nNoBs3Ky Mo LEHTPY MecTa BBeAEHWs/BbIBEIEHNS KaHOW, TaKnM 06pa3oM, YToObI
noayLUueyKa okasanacb Haf, MECTOM BBEEHNS / BbIBEJEHWNS KaHHOMN.

AKKYPaTHO CHUMUTE 3aLiUTHYIO ByMary C «HOXEK» MOBA3KM U HANOXMUTE MX Ha KateTep,
KaHIMO WU KpblUbS KaHioNW. MArKo HafaBnuBasi, MPYDKMUTE BCHO MOBSA3KY K KOXe,
afanTupys ee K KOHTypam Tena v (hopme KaHKIN UK KaTeTepa Ans HafeXHo tkcaumm.
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4

Y paneHve noBAsKn

[Ons  Ge3onacHoro ypaneHuss uAM  3ameHbl nossA3ku Cosmopor V. no 3aeeplweHun nepuoga
MHAWBMAYA/IbHOTO HOLIEHNS 0CnabbTe Kpas «HOXEK» MOBA3KU U MOMHOCTbIO CHUMMUTE uX. [locne CHATKSA
HOXEK KaHI/H0 HeobX04MMO OCTOPOXHO MPWXKaTb K MeCTy MpoKona, YTobbl Urna KaHiAM He ABuUranach.
3aTeM OCTaNbHYH 4acTb MOBA3KM HEOOXOAUMO PacTAHYTb W YAaNuUTb NOMHOCTLIO, M306eras [BMXKeHUS
KaHH/IN U UbI.

lMoBA3Ka NNacTbIpHOro TuUMa ANA (UKcaunm KaHionb, ctepunbHasd Cosmopor® 1.V.
transparent / Kocmonop 1.V. npo3payHas

OcHoBHaa/nepsuyHaa (PYyHKUMA W3AENUd - CTepUIbHOE MOKPbLITME M (IMKCALUMA KaHH/b Mpu
BBefeHUn BHyTpuBeHHOro Karetepa (1.V.) (MexaHW4ecKoe NoKpbITHe).

CmoTpoBoe OKHO noBA3kM «Cosmopor® L.V. transparent» / «Kocmonop L.V. npospayHas»
(nokpbIToe npo3payHoi MY-NneHKon) Mo3BONSET BU3yaslbHO KOHTPO/IMPOBaTb MECTO BBOAA
KaHoNn/KaTeTepa BO BPEMSA MCMOJb30BaHMS MOBA3KM.

6cmMmx5cm

9cM X 7 CM 12 cm x 10 cm

Puc.6 - Cnocob6 npumeHeHnss MW TloBd3Ka NNacTbIpHOrO Tuna And (PUKcauum KaHionb,
cTepunbHasa Cosmopor® 1.V. transparent / Kocmornop 1.V. npo3payHas

Cnocob npumeHeHUs

OTKpOITE YyNakoBKY C NOBSA3KOM B MECTe, YKa3aHHOM Mpoun3soauTenem. JanbHeLee obpaLleHye,
NMPUMeHeHWe MOBA3KN [O/KHbI OCYLLECTBNATLCA B CTEPUSbHBIX MepyaTkax. TLaTesbHo
o6paboTaiiTe 06/1aCTb HIOXKEHWSA MOBA3KN KOXHbIM aHTUCENTUKOM U Y0CTOBEPLTECh, UTO KOXA
cyxas. MNpumMeHeHWe KPeMOB, Ma3seld 1 JIOCbOHOB /15 KOXMN MOXET YXYALUUTb K/lesLne CBOMCTBa
MOBA3KM.

1 CHMMUTE caMOKnesLmecs GUKCMpyroLLmMe NonoCKK ¢ 3awmuTHom 6ymarn Ne 11 ucnonb3yiiTe
X NS PUKcauMn KateTepa, KPblbeB KaHIONWM, WUM/bl KaHKAW u/wvanm Tpyoku. CHumaTh U

10
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HaknaablBaTb CaMOK/eALmecs PUKCUPYLOLMe MONOCKM MOXHO M MOC/e MOSIHOMO HaloXeHUs
Cosmopor 1.V, transparent / Cosmopor 1.V. npo3payHas 415 fasibHeliwen gukcauum KaHonm /
KpbLULEB KaHKOMN 1 caMoil noBsasku (puc. Ne 4). B 3TOM cnydyae He BblOpacbiBaiiTe 3aliMTHYHO
oymary Nel [0 CHATUA N HANIOXKEHUS CAMOK/IEALLMXCA PUKCUPYIOLNX MOMOCOK.

2. Mocne cHATMA 3awWmMTHOM 6ymary Ne 1 HanoXmTe NOBA3KY, pa3mMecTUB MPo3payHoOe OKHO Mo
LIEHTPY MecTa BBefieHWs/BbIBefeHNs KaHtonn. ObpaTuTe BHMMaHue: B cnydvae Cosmopor |.V.
transparent 12x10 cm BepxHss CTOPOHa 3alMTHOM Oymarn Ne 3 MOXET MCMonb30BaThCA B
KayecTBe A0MNOSIHUTE/IbHOM TOUKYM 3axBata A/19 60/1ee TOUHOro MO3ULMOHNPOBaHUA MOBA3KN.

3. CHUMUTE 3alUMTHYHO Bymary Ne 2 C «HOXEK» MOBA3KW N HAMIOXKUTE UX Ha KaTeTep, KaHH/o
N/ KpbInbs KaHoNM. MArKo HaflaBnmeas, MPYXXKMUTE BCHO MOBA3KY K KOXe, afanTupys ee K
KOHTypam Tena 1 opme KaHioM WK Katetepa And HafexHon ukcaumn. B cnyyae Cosmopor
I.V. transparent 12 x 10 cM OCTOPOXXHO CHMMMWTE OCTaBLUYKOCA 3aWUTHYO Bymary Ne 3 u
MPUXKMUTE BEPXHIOK YaCTb MOBA3KN K KOXE.

4. HaknagblBaTb CaMOK/EALMeCs (UKCUPYIOLLME MONOCKM MOXHO W nocne wara 3 A/
LOMNOMHUTENbHOW (PUKCaLmn KaTeTepa, KaHKM, KpblibeB KaHiM n (unm) Tpybok (ecim
MPYMEHUMO), & TaKXXe Camol NMOBA3KM.
4 Y [aneHue rnoBs3Kun
[ns 6e3onacHoro yaaneHus unu 3aMeHbl nosasku Cosmopor V. transparent / Cosmopor I.V.

npo3payHas Mo 3aBepLUeHUN nepuoja WHAVBUAYAILHOTO HOLUEHWS OCTOPOXKHO YyAanuTe
(hMKCHpyHoLLMe NOMOCKM, 3aTeM 0C/labbTe Kpal HOXEK MOBA3KM U MOMHOCTLI0 CHUMUTE UX. ocne
CHATUA HOXEK KaHH/TH0 HE0OXO0AMMO OCTOPOXHO MPUXKATh K MECTY NMPOKO/1a, YTOObI Ur/ia KaHKoNm
He ABuranacb. 3aTeM OCTa/IbHYH YacTb MOBA3KM HEOOXOAMMO PaCTAHYTb M YAQINTL MOHOCTLIO,
n36eras ABVKEHWNSA KAHIO/IN U UTTbl.

8. lMpepynpexaeHns, Mepbl MPeAOCTOPOXHOCTH,

Cosmopor® 1.V. / Kocmoriop 1.V.

. CrepunbHas npogykumsa (30); He UCMOo/b30BaThb, €CIN YNAKOBKA MOBPEXAeHa.

. He npuMeHsTb B Clyyae MHAVBUAYaIbHON HEMEPeHOCUMOCTY MaTepuanoB U3aeNus.

Cosmopor® 1.V. transparent / Kocmonop 1.V, npo3payHas

. CTepunbHas npoaykuus (30); He MCNONb30BaTh, ECIN YNAKOBKa NOBPEX/EHa.
. He npyvMeHsATb B cnyyae MHAMBUAYaNbHOM HENEPeHOCUMOCTM MaTepuanoB U3aenus.
. UTo6bl OMpefennTb, KOrAa HY)XHO CMEHUTb MOBSI3KY, HEO6X0A¥MO MPOBECTM

MeAVLIMHCKYH0 OLIEHKY MEecTa NPoKOo/a 1 OKPYXKatoLLMX ero KOXHbIX MOKPOBOB.

. PacnakoBKy, O6pallieHVie, HaHeCeHMe W YTUNM3AUMI0 MOBS3KM CNeflyeT BbIMOMHATL B
CTEPU/bHBIX MepyaTKax.

. TLATeNbHO OUNCTUTL M NPOAE3NHAULMPOBATL 30HY MPUMEHEHUS 1 YOEANTLCS, YTO KOXa
cyxas.

. cnonb3oBaHWe KPEMOB /11 KOXW, Maseli UM NIOCbOHOB MOXET CHU3WUTL aaresuto

MOBA3KMN.
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. MOBTOPHOE 1CMO/b30BaHME 0JHOPA30BOT0 MU3aeNus onacHo. O6paboTKa U3aeNuii C LieNbIo
MOBTOPHOrO MCMOMb30BaHUS MOXET CEpPbe3HO HapyLWUTb WX LEMOCTHOCTb M YXyALWUTh

XapPaKTEPUCTUKN.

9. [laHHbIe 0 BbIMYCKe NN NOC/eAHEM NEPECMOTPE NHCTPYKLMN MO NPUMEHEHUIO.
BTopoe cocTasneHve MHCTPYKLMM MO NPUMEHEHNIO Ha PYCCKOM fA3bIKe.
10. CnumBOAbI, NPUMEHAEMbIE HA MapKNPOBKe

PacLumgpoBKa CMMBOJIOB, MPeACcTaB/IeEHHbIX Ha MapKMPOBKe NEPBUYHON 1 BTOPUYHOI YNAKOBKM,
npefcTas/eHa B Tabnnuax 1m 2.
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O3HaKOMbTECb C MHCTPYKLWMEW N0 NCNOMb30BaHUIO
(«Cosmopor® 1.V Transparent»/ «Kocmonop 1.V.
npo3payHas»)

JNlorotun noBTOpHOW NepepaboTku PAP, 6ymara

@ 3HaK «3eneHas ToYKa»

Tidyman. Y Tunusnpyiite ©CNONb30BaHHYIO YNaKoBKY B
MYCOpPHOE BeApo Unu 6ak Ans 6bITOBOrO Mycopa.

Q BHumMaHne! O6paTuTeCh K MHCTPYKLMM MO NPUMEHEHMIO.

3Hayok TpymaHa («Cosmopor® 1.V Transparent» /
«Kocmonop 1.V. npo3payHasn»)

Oo not use He ncnonb3oBarts, ecnu ynaKoBKa noBpexaeHa
(~ 1) if package
is damaged

CTepuin3oBaHO C UCMOJb30BAHNEM 3TU/IEHOKCKAA

ISTEMLEJEO
‘ Single sterile O,U'HOpa?»OBaFI CTepunbHasa 6apbepHaﬂ CcnuctemMa
V. barrier system
Homep no Kartasnory
|IREF]|

Jlorotnn KoMnaHum

Ta6nuua 2 -CUMBO/IbI, HAHECEHHbIE HA BTOPUUYHYO YNaKOBKY
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XpaHuTb B CyXOM MecTe

Bepeyb OT NPSMbIX COMHEUHbIX NyYeit
(Cosmopor® 1.V./ Kocmonop 1.V.)

& He rotpupoBaHHbIii (hnbpokapTOH (KapToH)

PAP

3HaK «3eneHas ToUKa»

Tidyman. Y Tunnsumpyiite ucnonb3oBaHHY yNaKkoBKY B
MYCOPHOe Befpo Unm 6ak Ans 6bITOBOro Mycopa.

CTepMﬂM3OBaHO C ncnonb3oBaHUEM 3TUNTEHOKCU A
sterleleo

Mcnonb3oBaTb 0 (faTa UCTEYEHUS CPOKA FrO4HOCTK)
[ata npoussoacTea
Kog cepun

Q BHumaHne O6paTnTeCh K MHCTPYKLUU MO MPUMEHEHUIO.

YHUKaNbHbIA NAEHTUOUKALNOHHBI HOMEP U3aenus
Norotnn KomnaHuu

Homep no kartanory

| REF|

O3HaKoOMbTeCb C MHCTPYKLMEN NO UCMOJIb30BAHMWIO
(«Cosmopor® 1.V Transparent» / «Kocmonop L.V.
npo3payvHas»)

3Ha4yok TpymaHa («Cosmopor® 1.V Transparent» /
«Kocmonop 1.V. npo3payHas»)

Ha aTukeTKe MOXeT ObITb YKa3aHa LOMOIHUTE/IbHAA UHPOPMALMA, B TOM YKC/e UHOPMaL A 41s
BHYTPEHHEr 0 1CMo/b30BaHNsA NPOVN3BOANTENEM, ITUKETKA TAKXKE MOXET COZlepXaTb rpajuyeckune
CUMBO/bI Y N306PaXKEHNSA, 0OBACHSAIOLLME NOTPEBUTENLCKNE CBONCTBA M NOPAA0K NCMNO/Mb30BaHWS
NMPOAYKTOB.

12. Cn1COK COOTBETCTBYHOLLMX CTaH4APTOB

MepeyeHb NPUMEHUMBIX MEX/YHAPOAHbIX CTaHAapTOB NpeaocTaB/eH B TabnuLe 3
Tabnuua 3 - MNepeyeHb NPUMEHUMbIX MEX/AYHAPOAHbIX CTaHAAPTOB
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Homep cTaHgapTa
EN 1SO 13485

EN ISO 14971
EN 62366-1
EN 1SO 10993-1

EN 1SO 10993-3

EN 1SO 10993-5
EN ISO 10993-11
ENISO 10993-12

EN ISO 10993-18

ENISO 11607-1

EN ISO 11607-2

EN 556-1

EN 1SO 11737-1

EN I1SO 15223-1

EN 1SO 9001

ENISO 10993-10

EN I1SO 11135

EN 868-5

ENISO 14644-1

OnwncaHue

MeguunHckue nsgenns. CucteMbl MEHeIXXMeEHTA KauecTBa. TpeboBaHUA ans
Leneii perynmpoBaHus

MeguunHckue nsgenns. NpuMeHeHve ynpasneHns puckamm K
MESULUHCKUM U30eNUaM

MeguunHckune nsgenna ~ Yacto 1 MNMpumeHeHMe NPOeKTUPOBaHUA
3KcnayatayMoHHONW NPUIrOAHOCTM K MELULUHCKUM U3LEeNUAM
Brnonornyeckas oueHKa MeaMUUHCKMX n3genunin - Yactb 1. OueHKa 1
TecTUpOBaHWe B paMKax npoLecca ynpasneHns puckamm

Bruonornyeckas oueHKa MeaMUUHCKNX n3genunii - Yactb 3: icnbiTaHMA Ha
reHOTOKCMYHOCTb, KaHLEPOreHHOCTb M TOKCUYECKOE BO34ENCTBME Ha
penpoAyKTUBHYIO (hYHKLMIO

Buonorunyeckas oueHka MeLULUHCKUX U3aennii
LMTOTOKCUYHOCTb in Vitro

Buonornyeckas oueHka MeLULNHCKUX U3LeNnii
OCTPYH CUCTEMHYIO TOKCUYHOCTb
Buonorunyeckas oueHka MeANLUHCKUX U3aennii
06pa3L0oB 1 3TaIOHHbIE MaTepuabl
Bunonorunyeckas oueHka MeAULUHCKNX U3aennii
XUMUNYECKNX XapaKTePUCTUK MaTepmanos

YacTb 5: VcnbiTaHMS Ha

YacTtb 11: McnbiTaHUA Ha

YacTtb 12: MNpurotosneHune

Yactb 18: OnpegeneHune

YnakoBKa gnsi MEAULUHCKUX U3ennii, noanexawmx QUHULLHOM
cTepunmsaumm - YacTtb 1. TpeboBaHUSA K MaTepnanam, CTEPUIbHbLIM
6apbepHbIM CMCTEMAaM U YyNakoBOYHbLIM CUCTEMAM

YnakoBKa AN MeUUUHCKUX U3Aennii, Noanexawux guHNLLIHON
cTepunusauun - YacTs 2; TpeboBaHuUs K BanuaaLmMm npoLeccos
(hopMMpoBaHuWs, repMeTu3aLun 1 c60pKN

CTtepunusaymsa MegnUUHCKNX n3gennii. TpeboBaHMA K N3gennsam
MeANLUHCKOTro HasHayeHns kateropum «CTEPUJTIbHBIE» - YacTb L
TpeboBaHUS K MEAULMHCKUM U3LENAM, MOANEXKAWMUM (DUHULWHOWN
cTepunmsayum

CTepunusaums MefuLUUHCKUX n3gennii - Mukpobuonornyeckne MetTofbl -
YacTb 1 OnpezeneHune nonynsumm MMKPOOPraHU3MOB Ha NPOAYKLUN

MeauunHckmne nsgenus. O603Ha4YeHNs, KOTOPbIE AO/MKHbI UCMONb30BaTLCA
Ha 3TUKEeTKaX, UHCTPYKLUSAX N0 MPUMEHEHUIO N B MEANLIMHCKOWA
NHOpMaL MK ANg MeAULMHCKUX n3genunin - Yactb 1. Obuime TpeboBaHms

CucTemMbl yNpaBfeHNs KavyecTBOM - TpeboBaHUs

Buonornyeckas oueHka MeguLMHCKUX n3gennii - Yactb 10: McnbiTaHUs Ha
pasgpaXKeHne 1 CeHCUBUIN3aLMI0 KOXK

CTepunusayms MefuLUHCKOM NpoayKumnm - OKeug aTuneHa - Tpe6oBaHUs K
pa3paboTke, BanMgaLnMm 1 TeKyLLeMY KOHTPOJIO MpoLecca cTepuan3aLlmnm
MEANLUHCKUX U3LeNnii

YnakoBKa An1d MeauLMHCKUX n3aenmnii, nognexawmx QUHMULHONM
cTepunusaymm - Yactb 5: FepMeTUYHbIE NaKETbl U PYIOHbI U3 MOPUCTbIX
MaTepuanoB 1 KOHCTPYKL MW U3 NONUMEPHON NaeHKN. TpeboBaHMA W
MeToAbl UCMbITaHWUIA;

UncTble NOMELLEHUS 1 CBSA3aHHbIE C HUMW KOHTPONIMPYeMble CPefbl — 4acTb
1; Knaccugumkaumus YucToThl BO3AyXa Mo KOHLEHTpaLunM YyacTtul,

IMprmMeHMble ToIbKO K Cosmopor® 1.V. / KocmMornop 1.V.
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EN ISO 10993-7 Bronormyeckas oueHka MeauLMHCKMX n3gennin. Yactb 7. OcTaTouyHOE
cofiep>KaHue aTUNEHOKCHAa Noc/e CTepUInU3aLum».

EN I1SO 10993-17 Bronormnyeckas oueHka MegMLMHCKUX n3gennin - Yactb 17: YcTaHOBNEHMe
LONYCTUMBbIX NPefenioB 415 BbllienaynBaeMblX BELLECTB

EN 13726-2 MeToabl UCNbITAHWUIA 415 MEePBUYHbIX NOBA30K Ha paHy - YacTb 2: CKOpOCTb
NMPOHULLAEMOCTM BOASAHBIX NAPOB AJ1F NPOHULAEMbIX NNEHOUYHbIX MOBA30K

ISO 11737-2 CTepnnmnsauns MegULUHCKNX nsgenunii. Mmkpobmonormyeckne MetToabl -
YacTb 2: NcnbiTaHUA CTEPUIBHOCTU, BbINOJIHEHHbIE NPU OMNpeaeneHunn,
BaAMgauuv 1 NogaepXaHmm npouecca CTepuamn3anmnm

Mpumennmbie TOIbKO K Cosmopor® L.V. Transparent/ Kocwvoriop 1.V. npospayHas
EN 13726-2 MeTO,IJ,bI ncnblTaHWiA ONA NEPBUYHBLIX NOBA3OK Ha paHy - YacTb 2: CKOpOCTb
NPOHNLAEeMOCTN BOAAHbIX NapoB A1 NMPOHULAEMbIX MAEHOYHbIX MOBA3OK

EN 1041 VIH(opmMauma npegocTaBneHa Npon3BoAUTENEM MeAULMHCKNX U3AENUit

EN 1773 TekcTunb. MNMonoTHa TKaHn. OnpegeneHne WUPUHLL N ANKHbI

EN 13726-3 HeakTuBHble MefuLMHCKMe n3genns. MeToabl UCMbITaHWA 418 NEPBUYHBIX
w MoBSI30K Ha paHy - YacTb 3: BogoyCcToinumBoCTb

EN 14079 HeakTuBHble MeauLMHCKMe n3genus. TpeboBaHMs K 3KCnayaTauum u

MEeToAaM UCMbITaHWUA ANs abcopbupytoLein BaTHOW Mapan u
abcopbupytoLleil BaTHOW 1 BUCKO3HOWN Mapw.

EN 29073-1 TeKkcTuNbHblE n3genns. MeToabl UCMbITAaHWUIA 415 HETKaHbIX MaTepuanos.
Yactb 1. onpegeneHne maccbl eAnUHULbI NOLWAaAN.

13. WHpopmaumsa o0 wmaTepuanax W3roToBfieHUsA, 0 JIEKAPCTBEHHbIX CpPefcTBax,
mMaTepuasiax >XMBOTHOTO U (WIM) YesloBEYECKOro MPOUCXOXAEHUSA COAepXKalmxca B
MeLVLIMHCKOM W3Ae/nm

MoBsiska Cosmopor® LV, / Kocmonop LV. cocTouT: 0CHOBa NOBA3KM - NePgoprpOBaHHbIi
rMAPOCNNETEHHbIA HEeTKaHHbIN nonuactep (100%). AAre3vBHOE MOKPbITUE - CUHTETUYECKUI
Kay4yKOBbl  Kfeid, Mpo3payHbliA, HaHeCceH nosockamu. BnutbiBalolwas nogylleyka -
MpoHMLIaeMas ceTka M3 NOMMaTUIeHa, B1CKo3a. CUMKoHoBas Gymara - 6enblii CUIMKOHOBBI
nepramuiH.

Moesaska «Cosmopor® 1.V. Transparent» / «Kocmonop 1.V. npo3payHas» COCTOUT U3
MHOrOCNOMHOrO MaTepuasia OCHOBbl C MOKPbITUEM, BK/KOYAIOWWMM CMOTPOBOE OKHO (M3
Mpo3payHoOi MONMYPETAHOBOW M/IEHKW, [ANS BWU3YalbHOr0 KOHTPONS 3a MeCTOM BBOJA
KaTeTepa/KaHHO/IM BO Bpems UCMOMb30BaHWUA MOBA3KW) W paspesa 414 (UKcauum KaHoam npu
BBedeHUN BHyTpumBeHHOro (l.V.) KaTeTepa, 3allUMLUEHHbIE CWUIMKOHOBON Gymaron u
caMoKnesLmecs (PUKCUpYoLLMe NOMOCKN, NPUKPENIEHHbIE K CUMKOHOBOI 3alUTHON GyMare.

Camokresimecs, (UKCUPYIOLLME MOMOCKK, COCTOsLME M3 HETKAaHOro  Marepuana
(nonmacTepa) M3roTOBNEHHOIO METOAOM CraH/ieiica, NOKPLITOro MeAVULIMHCKAM KIeeM.
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* Cosmopor® LV. Transparent / Kocmonop 1.V. npo3payHas, 6 X5 cM: [iBe camOK/eaLmecs
(hUKCHpYIOLLME MOMOCKM

e Cosmopor® I.V. Transparent / Kocmonop 1.V. npo3payHas, 9x7 cM: iBe caMOK/IesLmecs
(hPMKCHpYIOLLME NOMOCKHN

e Cosmopor® 1.V. Transparent / Kocmonop 1.V. npo3payHas, 12 x 10 cm: Tpu
CaMOK/ieALwmecs (UKCHpYHoLLe NOMOCKN

MeauUVHCKOe W3OENMe HE COAEPXKUT NIeKapCTBEHHblE CPEeACTBA, MaTepuasbl YXUBOTHOFO W
Ye/I0BEUYECKOTO MPOUCXOXKAEHNS.

14.CTepunbHOCTb

M3pgenva nocTaBnsaoTca B CTepuibHOM Buae. MeTof 1 napameTpbl CTepuinsaumm ykasaHbl B

Tabnuue 4
Tabnuua 4 - meTog cTepunmsaummn M
MeTog cTepunusanmu Ma3006pa3HbIin ITUIEHOKCU
(30)
YpoBeHb rapaHTumn o
CTepunbHOCTU(BAT)
CpoK coxpaHeHus S net
CTEPUNbHOCTYU

B cnyuae HapyLLeHUs CTePUbHON YMaKOBKWN MeANLIMHCKOe U3eNne NPUMEHSTb Hefb3s.

15.  VHdopmaumsa 06 ycnoBuax aKcnyaTaunmn, XpaHeHNa 1 TPaHCNOPTUPOBKN.
Ycnosusa aKcnyaTaunn:

YCnoBus aKcnyaTaLmy NpefocTaBieHbl B TaG/INLIE HIKE:
YCnoBus aKCnyaTaLmm

HanmeHoBaHve J1°Tason
Temnepatypa, °C OT 10°C po +35°C

B OTHocutenbHasa o 80%
B/TXKHOCTb

ATtmoctgepHoe Ot 700 rMa go 1050 rlMa
[iaBneHve

YcnoBua XpaHeHUs:

XpaHUTb B CYXOM MecCTe, 3alMLEHHOM OT MPAMbIX COMIHEYHbIX nyqul N Bnarn. Ycnosus
XpaHeHuA npegocTaB/iEHbI B Ta6n|/|u,e HXE:

YcnoBusa XpaHeHus
HanmeHoBaHve  [lnanasoH

Temnepatypa, °C OT +5°C po +30°C
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OTHocuTenbHaa 1o 65%
BIXKHOCTb

AtmoctepHoe Ot 700 rlMa go 1050 rlMa
[aBneHve

YcnoBust TPAHCMOPTUPOBAHUS:

XpaHeHue, TPaHCMOPTMPOBKA M 1CMO/b30BaHVe U3AENMIA He HAHOCUT BPefia OKPYXKAKOLLEN cpese.

N3nenus nepeBo3sT TPaHCMOPTOM BCEX BWAOB B KPbITbIX TPAHCMOPTHbIX CpeAcTBax B
COOTBETCTBWW C NpaBuiaMy NePeBO3KY TPY30B, AENCTBYHOLUMMI Ha TPAHCTOPTe KOHKPETHOrOo
Buga. W3menve npu TPaHCMOPTMPOBAaHWM AO/MKHO ObiTb YCTOMUMBO K MeXaHUYECKUM
BO3EMCTBMAM. 36eraiiTe CTONKHOBEHWI W 3alUeMNIEHVMst B MPOLIECCE TPaHCMOPTUMPOBKM.
MoBpexaeHne YNakoBKM MOXET MPUBECTU K AetheKTaM U3MeNNs, HapyLLEHWIO CTEPUNIBHOCTH, YTO
npuBeaeT K HEBO3MOXHOCTU MCMOMb30BAHWS.

Ycnosusa TpaHCMNOPTUPOBaHWA NPeAOCTaB/EHbI B TAb/IMLE HUXKE:
YCnoBust TpaHCNOPTUPOBaHUSA
HanwveHoBaHve [uana3oH
Temnepatypa, °C Ot -20°C po +50°C

OTtHocuTtenbHass o 90%
BNTAOKHOCTb

AtmoctepHoe Ot 700 rfla go 1050 rla
[aBreHvie

16. YTunumsauus

[ns MUHUMM3aLMN pUCKa MOTEHLMAIbHOTO 3apaXXeHNs UK 3arpsisHEHMS OKPYXKatoLLEen cpeapl
0[lHOpa30Bble KOMMOHEHTbLI CnefyeT YTUIM3NPOBaTh B MOPAAKE, YCTAHOB/IEHHOM MpoLeaypamu
yTUAn3auumM, B COOTBETCTBMM C AEMCTBYIOLMM WM MECTHbIM 3aKOHOLATe/IbCTBOM, Mpasuiamu,
HOpMaMK 1 CTaHAapTamu NpeaoTBpaLleHmst nHdekumin. B cootsetcTBum ¢ CaHlMnH 2.1.3684-21,
NCNOMb30BaHHOE W3feNne SBNAETCA MeLUUMHCKAM OTXOZOM Knacca b, ero Heo6xoaumo
YTUNN3MPoBaTh B COOTBETCTBMM € CaHlMnH 2.1.3684-21.

3nenve ¢ UCTEKLUM CPOKOM FOAHOCTU OTHOCUTCA K K/acCcy OTXOZ0B A: 3nuAemMuosormyecku
6e3onacHble OTXOAbl, NMPUO/IMKEHHbIE MO COCTaBy K TBEPAbIM ObITOBbIM OTXOAaM, COrnacHO
CaHlMuH 2.1.3684-21. YTWUNM3MPYiATE MOBA3KNM BMECTE C O0ObIYHLIMU BGONBHUYHLIMKA WK
ObITOBbIMW OTXOJaMM.

XpaHeHwe, TPaHCMOPTUPOBKA U UCMO/b30BaHWE U3LENUIA He HAHOCUT Bpe/a OKpYXKatoLLeli cpege.

17. Cpok rogHocTtu

CpoK rogHocTtu - 5 ner.
CpOK roiHOCTU yKasaH Ha yrnakoBKe.
Mo ncTeveHMK cpoka rogHOCTM NPOAYKT MOANEXUT YTUNU3ALMN.

18. TMpeapLyyLas moampmkaums
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19. Peknamauumw.

B cnyyae BO3HMKHOBEHMS BOMPOCOB™ CBA3aHHbLIX C MPUMEHEHVWEM W3[eNunsa, a Takke npu
BO3HWMKHOBEHMW TMPETEH3Wn K NPOW3BOAMTENO, MNOTPeOUTeNb MOXET 00paTUTbCA Ha ajpec
YMNO/THOMOYEHHOr 0 NpeACTaBUTENS MPOM3BOANTENS Ha TeppuTopumn Poccuiickol deaepaumn:
OO0 «IMaynb XapTmaHH», Poccus

115114, Poccusa, Mocksa, KoxkeBHWUYeckas yn., 4. 7, c1p. 1,

TenehoH: +7 (495) 7969961, dakc: +7 (495) 7969960,

3An. nouta: Ru-Mos-Hartmann@hartmann.info
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«MAYNNb XAPTMAHH AlMN»

89522 XaiifeHxaiim ww'w.hartmannJdnfo

n/a 1420
89504 XaigeHxanm
MepmaHua

[Ansa npeacTaBneHWs B KOMMETEHTHbIE OpraHbl/
yupexaeHuns Poccuiickoii depepauuu

C yBaXKeHMeM,
«[Maynb XapTMaHH Al »

MepeBof, C aHFNIICKOTO 1 HEMELKOTO S13bIKOB HA PYCCKUIA f3bIK

TenedgoH: +49 (0) 7321 36-0
Maynb-XapTMaHH-LLITpacce, 12 Pakc: +49(0)7321 36-3636

TLAWWIK

Helps. Cares. Protects.

XarigeHxainm, 16.01.2023

CornacHo BHYTPEHHWM HOPMAaTUBHbLIM fJoKyMeHTaMm «[MAYJ/lb XAPTMAHH AT» npaBo noAnucbiBaTb AOKYMEHTbI

COBMECTHO OT UMEHWN KOMNaHNUKN UMEKT cneayrouine nuuya:

Mo nopyyeHuto

Inodnucauol

oxnén JykoH (J1bl John),

MeHepKep No Bonpocam nogauu
[AOKYMEHTaUMM B paMKax rocyAapCTBeHHOM
perucTpaumun

MexayHapoaHblii Homep ILN 040 9500 00000 0

MpasneHune: Bputta ®oHpWTIOK (Britta FUnfstUck)
(npefcepatens npasneHns/reHepanbHbI AupekTop), ®paHcya
XopxnuH (Francois Georgelin), LUTedaH MpoTe (Stefan Grote),
L Tedan Mionnep (Stefan MUIler)

Mpeacepatens HabnogatensHoro coseta: ®puu-tOpreH XekmaHH
(Fritz-Jiirgen Heckmann)
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Mo nopyyeHuto

Inodnucanof

[-p Bacunuca Benurypa (Vasilisa Veligura),
MeHepkep Mo Bonpocam nogayu
[OKYMEHTaLMM B pamMmKax rocyAapCTBeHHOM
perucrpauum

MecToHaxoxaeHue: T. XaiifeHxalim

OKpY>KHOW cyf I. ¥YnbMa, per. HoMep B TOProBoM peecTpe:
661090

FOpugnyeckuii agpec: r. XaigeHxaim

TOprosbIii peecTp OKPYXHOTO cyfa . Ybma, peructp, Homep
Toproeom peectpe: 661090



Howmep B PeecTpe HoTapuanbHbIX geinctemin UVZ 112/ 2023

UZ 118/2023

HotapunanbHas koHTopa Kennenepa * CaHKT ManbTeHep LLTpacce, 33*89522, XalifeHxaiim-Ha-BpeHue
(St. POltener Str. 33*89522 Heidenheim an der Brenz)

Ten.: 07321 23045*®akc; 07321 730042

HoTtapuanbHoe 3aBepeHue/
YaocToBepeHue noanucu

CnegytoLpin KOpiom4ecKuin akT coCTaB/ieH B COOTBETCTBUM CO CTaHAapTaMK,
npuBefeHHbIMI B § 3, pa3a. 1, n. 7 3akoHa «O HoTapuanbHOM yaocToBepeHn» (BeurkG).

A, Kpucto A. Kennenep (Christoph A. Kappeler), HacTosLym
Y0CTOBEPSIHO, UTO HIDKEMOAMMCABLUMECH

r-xa xném [HkoH, 21.11.1989 r. p., cnyxebHbIin aapec: 89522 XaviaeHxavm, Maysib-
XapTtmaHH-LLITpacce, 12, iMYHO M3BECTHAA MHE,

r-xa/a-p Bacunmca Benmrypa, 18.06.1987 . p., Cry»ke6HbIin aapec: 89522 XaligeHxaim,
Maynb-XaptmaHH-LLITpacce, 12, iMUHO 13BECTHaA MHe,

MNocTaBWIM CBOW NoAnmncr Ha AaHHOM JOKYMEHTE B MOEM MPUCYTCTBUN.

YKazaHHble NvLa AeACTBYIOT OT MMEHN KOMMaH!M

«MAY b XAPTMAHH AlM»
B I. XalifeHXaiiM-Ha-bpeHLe, per. Homep B Toprosom peectpe 661090 -
[JaHHble LA, HaCKO/bKO A MOry CyAuTb B paMKax COBCTBEHHbIX MO/IHOMOYMIA, MMEHOT NPaBO BbICTYNATh

OT MEHU 06LLI,€CTBa 1 3aK/Mo4aThb [0roBopbI.

B . XaigeHxaiim-Ha-bpeHue, 17.01.2023

/nognncaHo/

Kennenep (Kappeler),
HoTapuyc B 061aCTV rpaxkaaHCKoro npasa IepmaHmm

Leyats: KPUCTOD A KEMME/NEP * HOTAPUYC . XANAEHXAVM-HA-BPEHLIE/

1PenedbHast nevatb: KPUCTO®D A KEMMENEP * HOTAPUYC I XAAOEHXAM-HA-BPEHLIE/
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[BaauaTb NATOro anpens Age ThiCAYM ABajLAaTb TPETLErO roja

A, KButko ®Penop AnekcaHaposmy, HoTapuyc ropoga MocCKBbI, CBUAETENLCTBYHO
NOA/IMHHOCTb NoANMCK NepeBofumka HetennHoin AHacTacum MuxaiinoBHbl.

Moanuck caenaHa B MOeM MpUCYTCTBUMN.
JINYHOCTb NOANMCABLLIErO JOKYMEHT YCTaHOB/EHA.

3apeructpupoBaHo B peecTpe; Ne 62/137-H/77-2023-

YnnayeHo 3a CoBepLUeHne HoTaBgabHOro aerictama: 400 py6. 00 Kon.

d.A. KButko

Bcero npo”™\tooBaHo, NMPOHYMepoBaHO M CKPEN/IEHO nevaTbio_ 22 JINCTOB

HoTapuyc
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