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I. VHguBupayanbHas ynakoBka.
1. KareTep BHYTpUBEHHbIV 6e30nacHblil Basoguke* Candtn (Vasofix Safety) ¢ MHBHEKLMOHHBLIM NOPTOM
1) WHguBupyanbHas ynakoska - 6ancTepHas ynakoska (11uesas cTOpoHa) (Ha npuMepe HoMmepa no katanory 4269225S-20)

Berovorbi B|v|>Tp<43n-|/b|A IGTeTEp c
WKbNATMHHbIM TpT « CMdn)"

(Yavi k Safety) T,IJ,4 42<922’\2> Heteaor v
AT et Ay
OOORKleyablaﬂnEbl* I»] Www>/1cl«raypr.

y* n>m«>icua.alQ.m.(tI3k32»>40.<M
PYM«C12010-MT79«71003 3010 r X
MpewamancA

C L«>a Mcablyxea Al. cpmiwnu

BBrMU*IMmc«aAO.Cwl.Br«Mt-Str t TITI7 Mihintn.
Oannaiy

a U»y«Mepgaw Mapganp<nCm Bu. Mw*wa

BBrmalM KalbIM«1M$TBM Bnmum)Tt
bl«km1 Xam. 11IMO Nawf. M*

1- Norotun mpMbI-Npon3BoAUTENS (Ha NaTUHULE); 2 - HaumeHoBaHWe U MOYTOBLIVA aapec NPoU3BOAMTENS (Ha NaTUHWLE) Y MHTEPHET-CAT NPOU3BOANUTENS (HA NAaTUHWLE);
3 - CrtpaHa MecTa Mpous3BOoAcTBa (Ha naTuHuue); 4 - VH(opmauus Ha cTukepe: - HaumeHOBaHMe MeULMHCKOro m3genus (Ha kupunnuue); - Homep no katanory;
- HanmeHoBaHue, agpec, Ten./(akc ynoiHOMOYEHHON opraHusaumm (umnopTepa) B P®; - Homep v faTa permcTpauMoHHOro yfgoctoBepeHus B P®; - HaumeHoBaHue ©
lopUaNYECKNA afpec NPoM3BOAWTeNs; - HavMeHOBaHWe U aapec MecTa NpPOu3BOACTBA; - YKa3aHne «HeTOKCMUHO» (Ha Kupunnuue); - CUMBON «ANMPOreHHO»; - cumBon «He
MCNoNb30BaTh NPU MOBPEXAEHUN yNakoBKuU»; 5 - KannbpoBouHbI pasmep KateTepa B [eligkax (G) n HOMWHanbHas 3deKkTMBHaa AAnHa TPYOKM KaTeTepa B Aroimax (Ha
natuHuue); HoMUHanbHbIA HapyXHbIA fuamMeTp TPY6KU KaTeTepa B MUNNIMMETPaX M HOMUHaNbHas aPMeKTUBHAA ANNHA KaTeTepa B MUAAUMeTpax (Ha naTuHuue); HoMuHanbHas
CKOpPOCTb NOoTOKa (MA/MUH) (Ha naTuHULE); 6 - YKasaHue, YTO OCHOBHbIM MaTepuanom Tpy6ku KaTeTepa siBasetca nonumep nonnypetaHa (MYP) (Ha naTuHuue); 7 - Toprosoe

HavMeHOBaHMe MeULMHCKOr0 U3enus (Ha naTuHuLE); 8 - LiBeTOBOE KOAMPOBaHKeE KaTeTepa, 306paKeHHOEe B BUAE 3aKPaLleHHOT0 Kpyra c BMUCAHHbLIM B HET0 KaM6poBOUYHbLIM
pasMepoM KaTeTepa

Mocne 3aBeplieHNs npouecca BHECEHUS W3MEHEHWUN erncTpaynmoHHyr AOKYMEeHTauuntko Ha 3TVIKeTKy/CTVI MeONLUNHCKOTO nsgenuvsa 6y,u,eT HaHeceHa 06HOBeHHas Aarta
& 000 LHPMH (2] INFO@CIRMIRU & WWW.GOSZDRAVNADZORRU )¢ its2 1 06HOBNIEHHOE HAMMEHOBAHME MEULMHCKOTO M3AEUs (HA KUDUANMLE).



2) O6LLMIA B, MEAVILIMHCKOTO M3aenns (Ha NprMepe HOMePa nc nory 42692255-20)

e3arnywka

s['napocobHas 3arnylika

*[1aBU/IbOH UT bl

-brokupyouaa Kpbiwka

*[1aBUNbOH KaTeTepa c NepopUpPOBaHHbLIMU PUKCUPYIOL UMUK KPbIfbiLKaMK
3awWwmnTHbIA KONNavok
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3) Bua MeMOMHECKOro H3NCAHEA A0 HIWICICHNA HIAK-POSOZHHXA (HA IPHMEPE HOMEPa Mo xaTanory 42692258-20)
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4)  Bua MeayLHCKOIO M3/ MOCe U3BMEHEHUS! UF/TbHNPOI rnca (Ha NprMepe HoMepa Mo Katarnory 4269225S-20)

1- 3arnywka

2 - TuapodobHas 3arnyLuka

3- TMaBWbOH UMbl

4 - VIrna-npoBoAHuK

5- CamoaKTVBMpYIOLLAsACca 3alnTHasA Knunca (MacCuBHbIN 3allyTHbIA MeXaHU3M)
6 - BrokupyoLLas KpblLika

7 - MaBunboH KaTeTepa (C NephoprMpoBaHHLIMY (UKCUPYIOLLUMU KPbINbILLKaMW)
8- Tpy6Ka Katetepa

9 - 3alWmMTHbIA KONNa4oK
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2. KarteTep BHYTpVBEHHbI 6e30nacHbli Bazogmke® Calidhtn (Vasofix® Safety) ¢ MHLEKLMOHHLIM NMOPTOM
1)  WNHguBmayanbHas ynakoBKa- 6avcTepHas ynakoBKa (mueBas CTOpoHa) (Ha npumepe Homepa no katanory 4269330S-20)

bl

1- Jlorotvn upMbI-Npon3BoAnTeNs (Ha naTuHuLe); 2 - HaumeHoBaHME 1 MOYTOBLIA aapec NPOM3BOAMTENS (HA NMATUHMLE) U UHTEPHET-CaT Npon3BoauTens (Ha
natvHuue); 3- CtpaHa MecTa Npou3BOACTBa (Ha naTuHuLe); 4 - VIHdopmauums Ha cTukepe: - HaMeHoBaHWe MefULIMHCKOTo u3aenus (Ha kupunnuuge); - Homep no
Katanory; - HavmeHoBaHue, afpec, Tenegakc ynonHOMOYEHHO opraHusauuu (umnoptepa) B P®; - Homep 1 gaTa perncrpalmoHHOro yAocToBepeHus B P®; -
HanmeHoBaHWe v 0puanyeckunii agpec NPOM3BOAUTENS; - HayMeHOBaHWe 1 agpec MecTa MpOU3BOACTBA; - YKasaHue «HeTOKCU4HO» (Ha Kupunnvue); - CumMBON
«AMNNPOreHHO»; - CMMBON «He 1CNonb30BaTh NpY MOBPEXAEHUN YNaKoBKU»; 5 - KannmbpoBoUHbIi pa3mep KateTepa B eligkax (G) M HOMUHanbHasA agdekTBHaS
O/MHa TPYOKW KaTeTepa B AtoiiMax (Ha natviHuLe); HOMUHANBHBIA HapyXXHbIA AuaMeTp TPYOKWU KaTeTepa B MUAIMMETPAX U HOMUHANbHaA 3(hdeKTVBHAA f/InHa
KateTepa B MUNMMETpax (Ha naTuHuue); HoMuHanbHas CKopoCcTb NOTOKa (MA/MUH) (Ha naTWHULE); 6 - YKa3aHue, YTO OCHOBHBIM MaTepuasioM TPYOKM KaTeTepa
ABngeTca nonmmep nonvypetaHa (MYP) (Ha natnHULe); 7—T0prosoe HaMeHOBaHWe MeAULIMHCKOTO n3genus (Ha natuHuue); 8 - LiBeToBoe KoAMpOoBaHMe KaTeTepa,
1306paXeHHOe B BU/e 3aKpaLLIEHHOro Kpyra ¢ 6e/biMu1 NMonocaMu € BNUCaHHLIM B HEro0 KannbpoBOYHbLIM pasMepoM KaTeTepa

Mocne 3aBepLUeHMA nNpoLecca BHECEHNA N3MEHEHUIA B PerncTpaunoHHy0 AOKYMEHTALNIO Ha STI/IKeTKy/CTI/IKep MeanLUNHCKOro n3genma 6yAET HaHeceHa 06HOB/IEHHas
[Jara Bblfayn PernctpaumoHHOro y40CToBepeHns 1 06HOB/IEHHOE HaUMEHOBaHWE MeaANUNHCKOro nspenna (Ha Kmpmnnmue).

& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU
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OB BUA MEOVILMHCKOO 13aenmst (Ha mpv®  )vepa no Kararory 4269330S-20)

1 -3arnywka

2 1l ugpodobHas 3arfywka

3 'MaBUNbLOH UMb

4 Bnokupylouas KpbilwKa (C HAHECEHHBIM KpYroM 6enoro LgeTa)

S5 TMaBunboH KaTeTepa ¢ NepopUPOBaHHLIMU QUKCUPY UMK KPbI/bILIKAMU
6 3awmnTHbIA KoNNavok

& 000 LHPMH (] INFO@CIRMI.RU & WWW.G0SZDRAVNADZOR.RU
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3)  Bug MeguuYHCKOro 13aens Ao VI3BMEYEHS UMbETPOBOAHMKA (Ha ImoMvEpe HoMepa Mo Katanory 4269330S-20)

1- 3arnywka

2 - T'napodobHas 3arnyLuka

3 - [MaBWUNLOH UT bl

4 - BnokvpytoLas KpblLlka (C HaHeCEHHbIM KPYrom 6enoro LgeTa)

5- TMaBunboH KateTtepa (C NepthoprMpoBaHHLIMU (UKCUPYIOLMMU KPbISbILLIKAMU)
6- Tpy6ka KateTepa

7- Nrna-npoBogHUK

8- 3almMTHbINA KOMavoK

& 000 LHPMH (] INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU
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4)  Bug MEOMLIMHCKOrO U3AEMA MOCre V3BMEYEHS UbHNPOBOAHMKA (Ha MpUMepe HOMEPa Mo Katasiory 4269330S-2U)

1- 3arnywika

2 - 'mapodobHas 3arnyLika

3 - MaBWbOH Wbl

4 - VIrna-npoBofHMK

5- CamoakTuBupytoLIascs 3allmMTHas kamnca (MacCUBHbLIN 3aWUTHBIA MeEXaHU3M)
6 - BnokvpytoLas KpblLKa (C HaHeCeHHbIM Kpyrom 6eoro LgeTa)

7 - MaBuboH KaTeTepa (C NepdhopMpoBaHHBIMU (PUKCUPYIOLLUMIU KPbL/bILLIKAMW)
8- Tpybka kaTeTepa

9- 3aWMTHbLIN KoNnavok

& 000 LHPMH (] INFO@CIRMI.RU & WWW.G0SZDRAVNADZOR.RU



3. KareTep BHYTpVBEHHbIA 6e30nacHblii Basogmkce® Calightn (Vasofix® Safety) ¢ MHLEKLMOHHbLIM NMOPTOM
1) WHamBugyanbHas ynakoBka —OnmncTepHas ynakoBKa (nueBas CTOpoHa) (Ha npruMmepe HoMepa o Katanory 4269136S-20)

L& W
.

Jo >
mw;*

1- Jlorotn mpMbI-Npon3BoanTeNns (Ha naTuHuLe); 2 - HaumeHOBaHME 1 MOYTOBLIA aapec NPOM3BOAMTENS (Ha NaTUHMLE) N MHTEPHET-CaNT Npon3BoauTens (Ha
natuHuue); 3- CTpaHa mMecTa Npou3BoAcTBa (Ha naTuHuue); 4 - VIHopMaums Ha CTUKepe: - HaumeHoBaHUe MeAULIMHCKOro u3genusa (Ha kupunnuue); - Homep no
Katanory; - HanmeHoBaHue, agpec, TenYdakc ynonHOMOYEHHOW opraHusaumm (Mmnoptepa) B Pd; - Homep 1 gata perucTpaumMoHHOr0 YA0CTOBepeHNs B P®; -
HavMeHOBaHWe 1 ropuanyecknii agpec nponssoautens; - HamMmeHoBaHue v afgpec MecTa NPOW3BOACTBA; - YKasaHue «HeTOKCMYHO» (Ha Kupunnuue); - Cumson
«AMNNPOreHHO»; - CUMBO/ «He 1CNob30BaTh NPV NOBPEXAEHUN YNaKoBKu»; 5- KannbpoBoyHbIi pasmep kaTeTepa B eligkax (G) M HOMUHanbHasa agdekTnBHaS
ANMHa TPYOKM KaTeTepa B AlMax (Ha natuHuue); HOMUHaIbHBIA HapyXXHbI AnaMeTp TPyOKu kateTepa B MUNIMMETPaX U HOMUHaIbHasA 3(h(eKTUBHasA AnMHA
KateTepa B MUMmeTpax (Ha natnHuue); HoMuHaibHas CKOpoCcTh MoToka (MA/MUH) (Ha natuHuue); 6 - YKasaHue, YTO OCHOBHbIM MaTepuaiom TpyoKu kaTtetepa
ABngeTca nonmmep nonuypetada (MYP) (Ha natnHULe); 7—Toprosoe HaMeHOBaHWe MeAWLIMHCKOTO n3genus (Ha natuHuue); 8 - LiBeToBoe KoAMpOoBaHWe KaTeTepa,
n300paXkeHHOe B BUJE 3aKpaLleHHOro Kpyra C BMMCaHHbIM B HEro KanvbpoBOYHbIM pa3MepoM KaTeTepa

MMocne 3aBepLUeHUs NMPOLIECCa BHECEHWS) M3MEHEHWIA B perncTpaLiOHHYH0 OKYMEHTaLMI0 Ha 3TUKETKY/CTUKEP MeAULIMHCKOTO U3fenus 6yaeT HaHeceHa 06HOBEHHas!

[Jata Bblfauu PerncTpaLMoHHOro y10CTOBEPEHMNS N 0GHOBNEHHOE HAMEHOBaHWE MEAULIMHCKOTO 13aenuns (Ha KUpUumLge).

& 000 LHPMH (7] INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU
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2)  O6LWiN BAL MEOULHCKOTO 13aenmst (HampuvE  )Mepa no Katariory 4269136S-20)

1—3arnywka
2 —I'ngpogobHasa 3arnywka
3 - MNaBUNbOH UTbI

4 - bnokupyouiasa Kpbllka
5- MaBnNbOH KaTeTepa c NepdopnpoBaHHbIMN DUKCUPYIOLWMMUN KPbiabllKaMu

j 6 —3alunTHbIA KONNavok

ofc-

& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU
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3)  Buz MEAVLMHCKOIO U3AEMWMA 10 M3B/IEHEHIS MIrIb-NPOBOLHMKA (Ha NpyMepe HoMepa Mo katasnory 4269136S-20)

1- 3arnyuwka

2 - T'mapodobHas 3arnyLika

3 - MaBWUNLOH Wbl

4 - BnokupyoLwas KpblIKa

5- MaBnboH KaTeTepa (C NepthopMpoBaHHLIMU PUKCUPYIOLLMMUN KPbINbNUKaMU)
6 - Tpy6ka KateTepa

7 - Wrna-npoBogHuK

8- 3alUTHBIA Konnadvok

& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU
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4)  Bua MeAULIIHCKOIO M3/ MOC/e U3BMEYEHM a-MpoBoaHMKa (Ha MprMepe HoMepa Mo Katanory 42691365

1- 3arnywka

2 - 'napodobHas 3arnyLuka

3- MaBWnboH urmbl

4 - rna-npoBOAHNK

5- CamMoaKTMBMpYHOLIasACs 3allmMTHas Knunca (MacCUBHbIN 3alLUTHBIA MeXaHWU3M)
6 - BnokupyloLwas Kpbiwka

7 - MaBubOH KaTeTepa (C NephopMpoBaHHLIMU (DUKCUPYHIOLLUMU KPbIbILLKAMN)
8- Tpy6ka KaTeTepa

9 - 3alMTHBIA KONNayokK

& 000 LHPMH (] INFO@CIRMI.RU & WWW.G0SZDRAVNADZOR.RU
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4. KaTteTep BHYTpMBEHHbIN Ge3onacHblii Bazogmke® CalidhTn (Vasofix® Safety) ¢ MHBEKLMOHHBIM NOPTOM
1) WHgmemayanbHas ynakoBka- 6/11CTepHas ynakoBKa (mueBas cTopoHa) (Ha nprmepe Homepa no Katanory 4269098S-20)

AMMMOHXWY  noptum  “BolodHkc C rpTn™
{ViMilta Softcy) KiT7?4}<9091S-20 HMKCMWB

Ym»noum MHMMOOraam ni (wtopTap)i PP

000«&tpa;« ttIMO r.CanT-MTp6yoT.

ya.Mrewacuw.atO. iu (t 40-04

M')*8 o »10M27)«TI80LU IOF X

MprnaTtmmTOa

K Sftyn Ucauyiirni AT.cpmblaw
raj\{lUcbo”AO.Cal-BrM-Str 1 }«212 Ykblnmn.

SHVE— HMIEG: BEAMay.

MMnM Zi-«. 1»*00P M na MMayna

1- Norotn (rpMbI-Npon3BoAuTeNs (Ha naTuHULE); 2 - HauMeHOBaHVe 1 MOYTOBbIM aapec NPOM3BOAUTENS (HA NaTWHWLE) U NHTEPHET-CaAT nponsBoanTens (Ha
natuHuue); 3- CTtpaHa MecTa Npou3BoACTBa (Ha natnHuue); 4 - NHQopmMaums Ha CTkepe: - HanMeHoBaHVe MeAULMHCKOro n3genus (Ha kupunnuue); - Homep no
KaTtanory; - HaumeHoBaHue, agpec, Ten./thakc ynonHOMOYEHHOW opraHu3aumy (MmnopTepa) B P®; - Homep v faTa perucTpauyMoHHOro yaocToBepeHus B PO; -
HavMeHOBaHWe U HOpUANYECKUIA afpec Npou3BoauTens; « HammeHoBaHve 1 agpec MecTa NPOU3BOACTBA; - YKasaHne «HeToKcMuHO» (Ha kupunnuue); - Cumeon
«ANNPOreHHo»; - CUMBON «He 1MCnonb30BaTh NPU NMOBPEXAEHNMN YNAaKOBKM»; 5 - KannbpoBouHbI pasmep kaTeTepa B IMeiigkax (G) M HOMUHabHAs athdeKTBHaS
AnvHa Tpy6KM KaTteTepa B AloiMax (Ha naTuHuue); HoMUHanbHbIA HapyXXHbIA gnameTp TPyOKM KaTeTepa B MUANMMETPaxX U HOMUHa/bHasA 3PMEKTMBHaA AnvMHa
KaTeTepa B MUAIMMeTpax (Ha natuHuue); HoMMHabHas CKOpoCTb NoToka (MA/MUH) (Ha naTuHULE); 6 - YKasaHue, 4TO OCHOBHbIM MaTepuanom Tpyoku kateTepa
ABnseTcs nonumep nonuypetaHa (MYP) (Ha naTuHuue); 7 - ToproBoe HaMMeHOBaHUE MEAMLIMHCKOO 13genus (Ha naTuHuue); 8 - LiBeToBOe KoaupoBaHue KaTeTepa,

I/I306pa)K€HHOE B BUAE 3aKpalleHHOro Kpyra c BnMcaHHbIM B HETO Ka!'ll/l6pOBO‘—IHbIM pasmepom Katetepa

lMoc/e 3aBepLUEHMS NPOLIECCa BHECEHNS M3MEHEHNIA B PErMCTPALIMOHHYIO JOKYMEHTALMIO Ha 3TUKETKY/CTUKEP MEAULIMHCKOTO U3fenns ByeT HaHeceHa 06HOB/IEHHas!
[aTa Bblgaum PerncTpaLuyoHHOro y0cToBepeHns 1 06HOBEHHOE HaUMEHOBaHWE MeULIMHCKOTO M3aenus (Ha KUpUauLge).

& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU
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2)  OGmml BHA MCAHIIHRCKONO HNKTHN (B TP wepa oo kaTanory 4269098S-20)

& 000 LHPMH (] INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU
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3)  Bug MegMuUYHCKOro M3AeN s 40 WM3BMEHEHUS UMMbHMPOBOAHMKA (Ha NMpVMEpe HoMepa Mo Katanory 4269098S-20)

- 3arnywka
2 - 'mppoobHas 3arnyLuKa
3 - TaBWNbOH UMbl
4 - bnokupytoLas Kpbilka
5- MaBwnbOH KaTteTepa (C HenepdoprpPoBaHHbLIMU (UKCUPYIOLLMMU KPbLbILLKaMK)
6 - Tpyb6ka KaTeTepa
7 - Wrna-npoBoaHnK
8- 3alMTHbIN KOMMavyoK

& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU
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4)  Bua MEAVILWHCKOIO U3ae MOCNE V3BMEYEHNS UMbk )aHvKa {Ha mpurvepe HoMepa Mo Katanory 42690985-20)

1- 3arnywka

2 - T'napodobHas 3arnyLuka

3 - MMaBWbOH Urbl

4 - Nrna-npoBOAHUK

5- CamoakTuBupytoLLascs 3amTHas knmnca (MacCuBHbINA 3aWUTHBIA MeXaHW3Mm)
6 - BnokunpyroLwas Kpbika

7 - MaBUnbOH KaTeTepa (C HenepdoprpoBaHHLIMU PUKCUPYIOLLMMUN KPbLLUbILLLKAMM)
8 - Tpybka KaTteTepa

9 - 3alMTHbIA KONMa4oK

& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU
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5. KaTeTep BHYTpMBEHHbI 6e30nacHbIii Basodimke® Captn (Vasofix® Safety) ¢ MHLEKLMOHHBIM NMOPTOM
1) WHamemayanbHas ynakoBka- 6AMCTepHas ynakoBKa (uueBas CTOpoHa) (Ha npumepe HoMepa no Katanory 4269071S-01)

[ |
3 WA nAek A
ahvrvtidieidiffersabriw S-5®
[T 5 Vb | W A

Bt" CA
X * N “"‘/\**®**/\(()) [IDMn .

1- Jlorotun rpMbI'Npon3BoanTeNs (Ha natuHuue); 2- HarMeHoBaHMe 1 MOYTOBLIA afpec NPOM3BOAMTENS (Ha NaTUHULE) Y MHTEPHET-CaT Npon3BoauTeNs
(Ha natuHnue); 3- CTpaHa MecTa NPoM3BOACTBA (Ha naTuHuue); 4 - VIHopmauma Ha CTUKepe: - HaumeHoBaHWe MeAMLMHCKOTO M3genns (Ha KUpunamue);
- Homep no katanory; - HaumeHoBaHuWe, agpec, Tenedakc ynoJHOMOYEHHOR opraHusaumu (umnopTepa) B PP; - Homep u gata peructpaumoHHOro
yfocToBepeHus B P®; - HaumeHoBaHve 1 lopuanyeckuii agpec nponssoauTens; - HaumeHoBaHWe 1 agpec MecTa NPOu3BOACTBA; - YKasaHue «HeTOKCUYHO»
(Ha kupunnuue); - CUMBON «AMUPOreHHO»; - CUMBO/ «He 1CMOo/b30BaTh NPY NOBPEXAEHNM YNaKoBKW»; 5- KannmbpoBouHbI pasmep KaTeTepa B [elimxax
(G) 1 HoMUHanbHas 3thdheKTBHAA A/IMHA TPYOKM KaTeTepa B At0Max (Ha naTuHuLe); HOMMHANbHLIA Hapy>XHbIA AnameTp TpyOKy KaTeTepa B MAIMMETPax
N HOMWHaNbHas a(eKTMBHaA ANMHA KaTeTepa B MuaMmMeTpax (Ha natnHuue); HoMuHanbHas cKopocTb NoToka (MA/MuH) (Ha natuHuue); 6 - YkasaHue,
4TO OCHOBHbLIM MaTepuanom TPYOKu kaTeTepa sBnseTcs noammep nonnypetada (MYP) (Ha naTuHWUE); 7 - TOProsoe HaMMeHOBaHWe MeAULMHCKOrO 1U3aenuns
(HanatrHuUe); 8- LIBeTOBOE KOAMPOBaHME KaTeTepa, N306paXXeHHOE B BUAE 3aKPALLEHHOT0 Kpyra C BMMCaHHbIM B HEFO Ka/IMBpOBOYHbLIM pa3MepoM KaTeTepa

Mocne 3aBepLUeHMst MPOLecca BHECEHWS! M3MEHEHUIA B PErMCTPALMOHHYHO JOKYMEHTALMIO HA 3TUKETKY/CTUKEP MeAMLMHCKOro n3aenus GyaeT HaHeceHa
06HOBNEHHasA AaTa Bblfaun PerncTpayoHHOro YA0CTOBEPEHNS U OGHOB/IEHHOE HAUMEHOBAHWE MEAULIMHCKOrO U3AeNVs (Ha KMPUAnLE).

& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU
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2) 06wy BH IveaymHeKoro m3aenmsa (Ha mpyvepe HoMepa o ory 4269071S-01)

1- 3arnywka

2 - 'napodobHas 3arnyLuka

3 - TMaBubLOH Urnbl

4 - Bnokupyrowas KpbiKa

5- MaBWMbOH KaTeTepa c HenepopupoBaHHLIMW PUKCUPYIOLLMMM KPbIbILLIKAMM
6 - 3allMTHbIA KoNnavok

& 000 LHPMH (] INFO@CIRMI.RU & WWW.G0SZDRAVNADZOR.RU
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3)  Bug MeamuMHCKOro rofienivs 0 M3B/eHeHUs UrfibHIPOBOAHMKA (Ha Nprviepe HoMepa no Katarnory 4269071S-01)

1- 3arnywka

2 - T'ngpoobHan 3arnyLuka

3 - MMaBnIbOH Urbl

4 - bnokupyoLlasa Kpblika

5- TMaBWnbOH kaTeTepa (C HenepgOpPUPOBAHHBLIMU (PUKCUPYIOLLMMU KPbI/bILLKAMM)
6 - Tpy6ka KateTepa

7- Wrna-npoBoAHUK

8- 3almMTHbIA KONMavyokK

& 000 LHPMH (] INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU
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4)  Bua MeayLLILLICKOrO U3/ MoC/e U3BMEUEHS UMbk )H1Ka (Ha NprMepe HoMepa Mo Katarory 4269071S-01)

A O

1- 3arnywka

2 - T'mapogo6bHas 3arnyLika

3 - MMaBWnboH Urnbl

4 - Vrna-npoBoAHUK

5 - CamoakTvBUpYylOLWAacs 3alyuTHas Kaunca (naccuBHbIN
3alUMTHbIA MeXaHu13m)

6 - BnokunpyoLwas KpbiLka

7 - MaBunbOH KaTteTepa (C  HenepdopupoBaHHbIMU
(DMKCUPYHOLLUMUN KPbI/TbILLIKaMI)

8- Tpy6ka KaTeTepa

9 - 3alMTHbIA KoNa4oK

& 000 LHPMH (7] INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU



6. KateTep BHYTpMBEHHbI 6e30omacHbIii Basotmke® Caidtn (Vasofix® Safety) ¢ MHBEKLMOHHBIM NOPTOM
1) MnamsmnayansHas ynakoska - 611McTepHas ynakoBKa (nvLesas CTOpPOHa) (Ha npuMepe Homepa no kKatanory 4269110S-01)

& 000 LHPMH (7] INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU
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2) O6LTa BUf MEAVILMHCKOIO V3ae/md (Ha MprMepe HOM oKaranory 42691 10S-0l)

o4, [ ]

1- 3arnywka
2 - 'napogobHas 3arnyLuka
3 - MaBWNbLOH Ukl

wv 4 - BnokupytoLasa Kpbilka
5 —1aBUnboH KaTeTepa ¢ NepthopMPOBaHHBIMU PUKCUPYIOLLMMUN KPbIbILLIKAMK

K- 6- 3aWwmTHbIA Konnavok

& 000 LHPMH (] INFO@CIRMI.RU & WWW.G0SZDRAVNADZOR.RU
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3) Buf MEOVLIMHCKOrO U3ae/MA [0 U3BMEYEHNA UMMbHNPO

& 000 LHPMY (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU

VKa (Ha npyiMepe HoMepa o Katasory 4269110S-01)
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4)

Bua, MEAMLIMHCKOrO M3Ae/mst NOCTIE M3B/EYEHNS UMbk [IHVKa (Ha NprMepe Homepa Mo KaTanory 4269110S-01)

/

<L

1- 3arnywka

2 - T'vapotobHas 3arnyLuka

3 - MaBWUNbOH UMbl

4 - rna-npoBogHUK

5- CamoakTuBupytoLIascs 3alnTHas Knunca (MacCUBHbLIA 3alUTHBIA MeXaHU3M)
6 - BrokupyoLLas KpbILLKa

7 - MaBWnboH kaTeTepa (C NepopMpPOBaHHBIMW PUKCUPYIOLLIMMU KPbI/bILLKaMM)
8- Tpybka kaTeTepa

9 - 3alMTHBIA KONMaYoK

& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU
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7. Karetep BHyTp1BEHHbI 6e30MacHb I Basodmke® Caitt  "asofix® Safety) ¢ MHBEKLMOHHBIM MOPTOM
1) VHavBeuayanbHas yriakoBKa- G/IMCTepHast YakoBKa 1/MLIEBas CTOPOHA) (Ha NpyMepe Homepa Mo Katanory 4269152s-u)

MWWHOhA — MITWVHS~ Kimn - ¢
VIVIMNBNSQ-t%tNSk CMNVni
D 5 A W T .
ﬂ [*|-».paon«..n r.MNIMLL
Mvvmw
> bl. aM.

1- JloroTvn (MpMbI-Npon3BoanTENS (Ha NaTuHUUE); 2 - HammeHoBaHWe M NOYTOBbLIA afpec NpPou3BOAUTENs (Ha NaTUHWLE) U UHTEepPHET-caiT npou3soauTens (Ha
natuHuue); 3 - CTpaHa MecTa npomssoacTea (Ha natvHuue); 4 - NHgopmaums Ha CcTKepe: - HaumeHoBaHe MeAMLUHCKOro u3genusa (Ha kupunnuue); - Homep no
Katanory; - HanmeHoBaHue, agpec, TenYdakc ynonHOMOUYEHHOM opraHmsauun (uMnoptepa) B P®; - Homep u fata peructpayvoHHOro yaocToBepeHusi B P®; -
HavmeHoBaHMe U1 OpUANYECKWIA aapec NpousBoauTens; - HaMMmeHoBaHMe W afpec MecTa MPOU3BOACTBA; - YKasaHWe «HEeTOKCU4HO» (Ha Kupunauue); - Cumson
«ANMPOreHHo»; - cMMBO/ «He MCNonb30BaTh MPU MOBPEXAEHUN YNAaKOBKM»; 5 - KanmbpoBouHbliA pasmep kateTepa B elifkax (G) U HOMUHaNbHas 3hheKTUBHAs
LNMHATPYOKM KaTeTepa B ftoliMax (Ha natuHuLe); HoOMUHaNbHbIN Hapy>XHbIA AuameTp TPYOKM kaTeTepa B MUIIMMETPaX M HOMUHaNbHas ah(eKTUBHas AMHA KaTeTepa
B MUAIMMETPaxX (Ha naTuHWUe); HomMuHanbHas CKOpocTb NOTOKa (MA/MMH) (Ha naTuHULE); 6 —YKaszaHue, YTO OCHOBHbIM MaTepuanoM TPy6Ku KaTeTepa SiBNseTcs
nosmmvep nonuypetaHa (MYP) (Ha natvHuue); 7 - TOproBoe HaMMeHOBaHWE MEMLMHCKOro usfenma (Ha natuHuue); 8 - LiBeTOoBOe KOLMpOBaHWE KaTeTepa,
1306paXXeHHOE B BUAE 3aKpaLLeHHOro Kpyra ¢ BMCaHHbIM B HEFO Ka/IMGPOBOYHLIM pa3MepoM KateTepa

Mocne 3aBepLUeHUs NPoLecca BHECEHMS U3MEHEHUIA B PErMCTPaLMOHHYO AOKYMEHTALUMIO Ha STUKETKY/CTUKEP MeAULMHCKOrO n3genms byaet HaHeceHa 06GHOB/EHHaA
[ata Bblgaun PerucTpaLMoHHOro y0CTOBEPEHUS 1 06HOBIEHHOE HaVMEHOBaHWE MeULMHCKOrO M3genus (Ha KUpuamUe).

& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU
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3) Buig MeavUMHCKOrO M30eNnA [0 V3BMIEUEHWS UMbl BOLHMKA (Ha MpuUMepe HOMepa Mo Katarory 4269152S-20)

ot S
3arnyLika
MmapodobHas 3arnyka
MaBUNbLOH UMbl
BrokmpytoLas KpblLka
MaBubOH KaTeTepa (C Nep(OPUPOBAHHLIMY (PUKCUPYHOLLUMMN KPbI/bILLIKAMU)
Tpy6bkKa Katetepa
Mrna-npoBogHUK
3almTHBINA KONNayvoK
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4) B, MEOVLHCKOTO M3AEMA MOCTIE U3B/IEHEHNA UMbk >fH/ka (Ha NprMepe HoMiepa Mo Katasory 4269152S-20)

1- 3arnylka

2 - T'napodobHas 3arnyLika

3 —1aBunbOH UMbl

4 - Nrna-npoBoAHKK

5 - CamoaloHBMpYIOLLAAca 3aluTHad Knunca (NacCWBHbINA 3aWTHbII
MeXaHWn3Mm)

6 - BnokupyloLLas KpblLLiKa

7 - TlaBunboH KateTepa (C MephopvpOBaHHBLIMA - UKCUMPYIOLLUMN
KPbl/bILLKaMK)

8- Tpybka KateTepa

9 - 3aWwyTHBbIA KONNa4oK
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8. Karetep BHyTpMBEHHBI 6e30MacHb I Basodwmke® Calidim (Vaso; lafety) ¢ MHBEKLMOHHBIM MOPTOM
2) VHovBuayanbHas yrakoBKa- G/mMcTepHas YakoBKa “LEeBas CTOPOHa) (Ha Nprvepe HoMepa o Katarnory 4269179S-4)

ImmciM A BRYTIT M 15hblii KateTep c

HHBMALLMHHBIM ﬂM "BohiAhkc  CaBp™"

S»*rty) K«T.M 4US179S-20 HeTokcuumo
immopxtf) « P®

p
*
>» Muanmeng.a 10 JJ1040r C*»n.n»1«pbypr.

P}q\?ﬁ'* »V0.1M.IH«v003»i0Or w !

b Bxe-» McAnwcH AT, Frpmusin

B M iw Mtbune««iAO.C»ri-B™un-Su «. Mtbw”e»-
Mo

b M<nna1 N«*cT>«Cam. Eag. MutJhtu

B Braun M*4«*1 ladiatna Sdn Bhd.B*>T U m>Ffw
InduwitlZoM. 11900PTan|.MBl«y«u.

| —JloroTun ¢upmbl-nponssBoauTens (Ha naTuHuue); 2 —HarMeHoBaHMe W MOYTOBLIV afpec MPOW3BOAUTENS (Ha NMaTUHWLE) W UHTEPHET-CcalT

npomussoguTens (Ha natnHuue); 3 - CTpaHa MecTa Npov3BoACTBa (Ha natuHuue); 4 —VHdopmaumsa Ha cTukepe: - HaMmeHoBaHWe MeULMHCKOrOo

n3genna (Ha kupunauue); - Homep no katanory; - HammeHoBaHMWe, agpec, Ten./hakc ynonHOMOYEHHON opraHm3aumy (umnopTepa) B PD; - Homep 1

[JaTa perncTpaumoHHoro yaocTosepeHus B P®; - HavmeHoBaHWe v l0puanyecKnii afpec NpoussoanTens; - HaumeHoBaHve 1 afpec MecTa NpOU3BOACTBE;

- YkazaHue «HeTokcuuHO» (Ha kupunauue); - CumBON «ANUPOreHHO»; - CUMMBONA «He MCnonb3oBaTb NPU MOBPEXAEHWM YMNAaKOBKW»; 5 —
KannbpoBouHbIin pasmep KaTeTepa B [eligkax (G) 1 HOMUHanbHas a(eKTMBHasA AMHA TPYOKM kaTeTepa B Atoimax (Ha natuHuue); HoMMHaNbHbIN

HapY>XHbIA grameTp TPYOKM KaTeTepa B MUNIUMETPAX N HOMUHaIbHAA 3eKTUBHAA [AMHA KaTeTepa B MUAMMETpax (Ha natuHuue); HoMuHanbHas

CKOPOCTb NOTOKa (MNI/MUH) (Ha naTuHUUE); 6 - YKa3aHue, 4TO OCHOBHbIM MaTepuanom Tpy6Ku KateTepa aBnseTcs nonumep nonvypetaHa (MYP) (Ha

naTmHuLe); 7 - TOproBoe HaMMEHOBaHWE MeAMLMHCKOro ugenus (Ha natvHuue); 8 - LlBeToBOe KoAupoBaHWE KaTeTepa, M306paXeHHOe B BUAE

3aKpaLLUeHHOro Kpyra ¢ BNMCcaHHbIM B HEr0 KanMbpoBOYHLIM Pa3MepoM KateTepa

IMocne 3aBepLUEHMs MPOLLEcca BHECEHUS U3MEHEHMIA B PErMCTPALIMOHHYI0 JOKYMEHTALMIO Ha 3TUKeN/CTUKEP MEAVLIMHCKOTO 13aenus 6yeT HaHeceHa
0GHOBNEHHas AaTa Bblaun PerncTpaLoHHOro y0CTOBEPEHNS U 0GHOBIEHHOE HAMMEHOBAHME MEAMLIMHCKOTO U3Aenms (Ha KUPUAIULE).
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2) OGumii BB MEAHITHECKONG H3EC/IRY (Ha NPUMCPe pmunmxy%l}'?&?ﬂ)

& 000 LHPMH (7] INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU

35



3)  Bua MeavUMHCKOro U3aenns 0 U3BMEUEHNS UMb HOHVKA (Ha NpYMepe HoMepa Mo KaTasnory 4269179S-20)

1- 3arnyuwika

2 - T'napodobHas 3arnyLuka

3 - MaBWNbOH Ukl

4 - BrokupyoLLas KpblLLKa

5- MaBuboH KateTepa (C NephopMpoBaHHLIMU PUKCUPYIOLWMMI KPbI/bILLKaMU)
6 - Tpyb6ka KateTepa

7- Nrna-npoBOAHUK

8- 3alMTHbIA KoNmavok

& 000 LHPMH (] INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU
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4) Bua MEMLWHCKOIO W36/ MOCTE U3BMEYEHNS UMb [HVIKa (Ha Mpuymepe HoMepa Mo Katanory 4269179S-2Q)

1- 3arnywka

2 - T'wapodobHas 3arnyLuka

3 - TaBWbOH UMbl

4 - VIrna-npoBOoAHUK

5 - CaMoaKTMBMpYIOLLAsACA 3alUTHasA Knunca (NacCyBHbINA 3aUTHbIN
MeXaHu3M)

6 - BnokupyloLwas KpbliLika

7 - MMaBwnboH KaTeTepa (C NepdOpPUpPOBaHHbIMU (HUKCUPYHOLLMMU
KPbI/bILLKaMK)

8- Tpybka KaTeTepa

9 - 3aluMTHBIN KOMNa4oK
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9. KateTep BHyTpuBEHHbIN 6e30nacHbIi Bazodimke® Cain<] [Masofix® Safety) ¢ MHBEKLMOHHBIM NOPTOM
1) WHamBupyanbHas ynakoBka- 6/11CTepHas ynakoBKa (nvueBas CTOpoHa) (Ha npumMepe HoMepa no katanory 4269217S-2UJ

EoMMVOML .
AT>o0aliNNHbM m_l&¢1| S 5/\
(V.wni S.M>» lir J* C69:i7S-2B Hemcw * a
)MMJ‘O‘D‘H\/KM%O_ CtwnwW»'-
rif J1*01 Jost* 20Vt JOO>MOr n
1 fs?
f_ akK»M.bun*«.AQ.C»fSi-»-Sw . MUIfcUl—f-.
| s Ommsy
| I R5.U hUATfl k.. EW .B.)-.UHiFfc«
MM «ui 2«H. 11*W fw *«. Malay..*
it
.
[ )]

1- JloroTvn gmpMbl-npon3BoanTens (Ha natnHuue); 2 - HammeHoBaHMe 1 NOYTOBLIV afpec NPoun3BoOANTeNs (Ha aTMHWLE) U MHTEPHET-CaT Npou3BoauTens
(Ha natuHuue); 3 - CTpaHa MecTa MpouM3BOACTBA (Ha natuHuue); 4 - VHdopmaums Ha CTUKepe: - HaumeHoBaHMe MeAWULMHCKOrO MU3fenus (Ha Kupunauue); -
Howmep no Katanory; - HaumeHoBaHme, agpec, TenYtakc ynolHOMOYEHHO opraHm3aumm (umnopTepa) B P®; - Homep 1 fjaTa permcTpaumMoHHOro ya0CTOBepeHUS
B P®; - HaumeHoBaHue 1 10pUANYECKUI apec NPon3BoAnTeNs; - HarMeHOBaHWe 1 afpec MecTa NPOU3BOLACTBA; - YKasaHne «HeTOKCUUYHO» (Ha Kupunnuue); -
CvMBON «AnnporeHHo»; - CUMBON «He Mcnonb30BaTh NpY NMOBPEXAEHNM YNaKoBKW»; 5 - KannbpoBouHbIi pasmep kaTeTepa B [eligxax (G) U HOMUHabHas
adheKTVBHAA AnvHa TPy6KW KaTeTepa B froViMax (Ha natuHuue); HoMUHaNbHbLIA HapyXXHbIA AnaMeTp TPYOKW KaTeTepa B MUNAMMETPaX M HOMUHaIbHasA
apekTMBHAA ANMHa KaTeTepa B MuanaMmeTpax (Ha natuHuue); HoMuHaslbHas CKOpOCTb MoToka (MA/MUH) (Ha naTuHUUE); 6 —YKaszaHue, YTO OCHOBHbIM
maTepuasiom TPY6Ku KateTepa aBnseTca nonmmep nonuypetara (MYP) (Ha natuHWUe); 7 - TOproBoe HaMeHOBaHMe MeAMLMHCKOrO n3genus (Ha natmHuue); 8
- LiBeToBOE KOAMpOBaHUe KaTeTepa, M306pakeHHOe B BUAE 3aKpaLleHHOro Kpyra ¢ 6ebiMy Mos0caMm ¢ BNUCaHHbIM B HEro Ka/imbpoBOYHbLIM pa3MepoM kaTeTepa

Mocne 3aBepLUEHUsI MPOLIecca BHECEHUS! W3MEHEHWIA B PErucTPaLMOHHYIO JOKYMEHTAUMI0 Ha STUKETKY/CTUKep MeAMUMHCKOro u3fenus 6ymeT HaHeceHa
06HOB/EHHas flaTa Bblfauu PerncTpaLMoHHOro y0CTOBEPEHUS M OGHOB/IEHHOE HAMMEHOBaHUE MEANLIMHCKOTO U3AeNMS (Ha KUPUMNWLIE).
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2) OO6GmMH BHA MEHLMHCKOTO H3Je/HA (HA IPHMEPE HOM:
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) xatanory 4269217S-20)
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Homepa Mo KaTanory 4269217S-20)

SRS
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4)  Bwva MeALLILLHCKOTO M3AEMMSIHOCTIE M3BMEYEHNS UMbk [JHViKa(Ha npyvepe Homepa Mo Katasnory 4269217&:20)

1- 3arnywika

2 - 'nppothobHas 3arnyLuka

3 - aBWNbLOH Ukl

4 - rna-npoBogHUK

5- CaMoaKTuBMpYIOLLAsACs 3almTHas Kamnca (NacCUBHBbIW 3aWUTHBIA MeXaHU3M)
6 - BrokvpytoLas Kpbilwka (C HaHeCeHHbIM Kpyrom 6esioro ugeTa)

7 - MaBuboH KaTeTepa (C HerephopMPOBaHHBLIMU (PUKCUPYIOLLIMMU KPbI/bILLKaMK)
8- Tpybka KateTepa

9 - 3awWwmTHBbIA Konna4ok

& 000 LHPMH (] INFO@CIRMI.RU & WWW.G0SZDRAVNADZOR.RU
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Il. Tpynnosas ynakoBka.
1. KaTteTep BHyTpuBEHHbIN 6e30nacHbIii Bazodmke® Canthtn (Vasofix® Safety) ¢ MHbEKLMOHHBIM MOPTOM.
1) pynnosas yrakoBKa—AMCrEHCEPHast KOPOOKa {sna cnepean) (Ha MPMMEPe HOMEPA Mo Katanory 4269330S-20)

Vasofix®™ Safety PUR
Basodukc Cangptu. IBGxI'A"
Crepunbgh m‘r)
Blp peT Yongany (1’3X33
Manaisnsga sHalplnraH. ].(anmn
" [Inann««
2025-09-01 — P
rkcll/bxapaTemer

H | 2020-09-21 A 1 KLUBbIMUM

L DBISD ey oot
Mol 20K2108902, '

IB IBRAUN BBraun Melsungen AG

3420B Meliungen. Oerman/
Made In Mtlaysia
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Hudopmaums na rpyrmosoit ynakoske:

1 — Toprosoe HauMeHOBaHHE MEAHLUHWKCKONO H3AEAHA (Ha NaTHHHLE),

2 — Kanu6posounniii pasmep karerepa B lefimkax (G) u HoMHHanbHan 3¢dexTHBHAA LinHa TpyOku xateTepa B mofimax (Ha
narunnne); HoMuuanuueiié HapyxHbI OHaMeTp TpyOKM KaTeTepa B MH/LTUMCTPAX M HOMMHANbHAN 3(¢eKTHBHaz AnHHa
Katerepa B MWUIMMeTpax (#a natuhuue), HomuHanbHas ckopocts nortoxa (Ma/muu) (Ha natuHKue); CxeMaTHueckoe
(rpaduueckoe) H3oOpaxenne nanenua; CuMpoa «YCTpOHRCTBO 3AUHTH OT YKONA HIJIOH»;

3 — Yka3lanue, 4T0 OCHOBHBLIM MaTepHaNoM Tpy6ku kaTetepa srnserca nonauMep nonuyperana (ITYP) (wa natHHHLE);

4 — HanmenoBaHHE M NOYTOBLIH anpec npor3soanTens (Ha natunKue);, CrpaHa MecTa MPOM3BOACTBA (Ha NAaTHHHLIE);

5 — Jlorotun ¢pupmbi-npouzBoanTeNA (Ha NATHHHLE);

6 — CtpaHa MecTa NpoM3BOACTBa (Ha IATHHHLIE);

7 - HAudopmauns wa crukepe: - HaumeHoBaHHe MeaHumHcKoro winenus (Ha kupunnmuue); - Homep no xaramory; -
Hanmenosanue, ampec, Ten./pakc ynonHoMoueHHoH opranusaumn (uMmnoprepa) B POD; - Homep n nata perncTpauMoHHOTO
yaocrosepenus B P®; - HaimeHopanHe H lopHaHYecKkHi aapec npou3BoanTens; - HaumeHosaHue 1 anpec MecTa MPOM3BOACTBS;
- Vxazauue «HeroxcHuno» (Ha kupumiuue); - Cumson «AnuporeHno»; Cumpon «He HCNonb30BaTh NpPH MOBPEXKACHHH
YNaKOBKHY.

8 — Konuyecrso u3nenuii B ynakoske, LWT.;

9 — llpeToBOE KOAHPOBAHHE KaTeTepa, H300paXkeHHOE B BHAE 3aKPALIEHHOTO Kpyra ¢ 6eNbiMH NONOCAMH C BIHCAHHLIM B HErO
KaHOPOBOYHBIM Pa3MEPOM KaTeTepa.

[Nocne 3aBepuieHHs npolecca BHECEHHA M3MEHEHHH B PErMCTPALMOHHYIO [OKYMEHTALMIO Ha 3THKETKY/CTHKEp
MEQUUKHCKXOTO H3aennsa Gyaer HaHeceHa OOHOBNEHHas NaTa BbUIAYH PerucTpauMoOHHOro yA0CTOBEpEHHR H 0GHORNEHHOE
HaHMEHOBAHHE MEAHLIMHCKOTO M3/ (Ha KHPHIUTHLE).
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2) pynnosasi ynaKoBKa- AUCTIEHCEPHas KOpOOKa {suz c6oky) (Ha Mprmepe Homepa Mo Karanory 4269330S-20)

Vasofix® Safety;

B BRAUN

1- ToproBoe HaMMeHOBaHVe MeAMLIMHCKOTO 13aenms (Ha natuHuue); 2 - Cxematuyeckoe (rpadmueckoe) n306paXkeHne n3nenus;
3- Jlorotun mpMmbI-Npon3BoAnTeNs (Ha NaTUHNLE).

& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU
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3) IpynnoBas ynakoBKka- AuCTieHCEpHas KOPOOKa (sua csaau v ceepxy) (Ha MpMMeEpPe HOMepa Mo Katarnory 4269330S-20)

Vasofix® Safety

B3 Saker IV-kateter med Injektjonsport
El Bczpieczna kaniula do zyi

M varnostni intravenski kateter
obwodowych 2 dodatkowym . z mjekcijskim vhodom
ortcm .
. P B3 Bezpecnostny intravenozny kateter

H1i cateter IV de Scguran™a com s Injekcnym portom

vdivula de »njcc(;ao . . .

03 Enjeksiyon portlu Safety iV kanul
(S cateter periferic intravenos. pentru
i R i 023 KaHtons BHYyTplwHbOBEHHA.
reducerea punc\iHor neintentionate

cu portinject w Inyeksiya porttga ega v/yu xavfsiziik
US Sigurnosni iV katctcr sa kateteri

prikljuekom za injekcijc

L1 BaszodukcCalichTn. besonacHsblii
BHYTPUBEHHbIN KaTeTep ¢
MHBEKLMNOHHBIM MOPTOM.

! C€o2s ® X LW
e CoOAepXUT natekc.

D DR”MUJM

1 —ToproBoe HaMMeHOBaHWE MeAMUMHCKOrO u3genvs (Ha natuHuue); 2 —Jlorotun (upMbl-NpousBoAnTeNs (Ha
natuHuLe); 3- KpaTkoe onucaHue MefULMHCKOro u3genuns (MynbTUAVHIBaIbHO)
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2. KareTep BHYTpVBEHHbIA 6e30nacHbIi Bazodukec® Calichtn (Vasofix® Safety) ¢ MHbEKLMOHHbLIM NOPTOM.
1) [pynnoBas ynakoBKa—jaucrneHcepHas Kopobka {Bug cnepean) (Ha nprMepe HomMepa no Katanory 4269136S-20)

Vasofix® Safety

Manaisnsaga aHglplnrex.

W %% C«r»MT»B*.

Cd] 2021-11-06 X(§)

1T 4269136520
0TI 21M06Q8902
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Hudopmauns Ha rpynnososi ynakosxe:

1 — ToproBoe HaumeHOBaKHe MEIHUHHCKOIO H3EHA (Ha IATHHHLE);

2 — YkazaHue, 4TO OCHOBHBIM MaTepHanoM TpyGku KateTepa apiserca noanuMmep nonuyperana (ITYP) (va natunuie);

3 — Kanubposounniit pasmep karerepa B I'eiipkax (G) n HomHHanbHan >¢dexTHBHAN AnuMa TPYOSKH KaTetTepa B moftMax (Ha
natuHuue); Homunanouuili HapyxHbilt quamerp TpyGkM KaTeTepa B MHILIMMETpax H HOMHHanbHas >QdexTMBHAA MTMHA
KaTeTepa B MWUIHMeTpax (Ha natuHuue); HomunansHas ckopocTs noroka (MJUMHH) (Ha naTHHMne);, CxemaTHyecKoe
(rpaduyeckoe) uzobpaxenue uzaeans; Cumaon «YCTpoficTBO 3aIUMTEI OT YKONA HINOH»;

4 — Hanmenosanue # nouToBbiii agpec npoussoauTena (Ha natvHuue); CTpaHa MecTa NPOH3BOACTBA (HAa NATHHHUE),

5 — Jlorotun $pHPMEI-NPOH3BOAKUTENA (HA TATHHHIIC),

6 — CtpaHa MecTa NpOH3BOACTBA (Ha JIATHHHLIE);

7 — HUndopmauns Ha cTHkepe: - HaumeHoBanme Meauumuckoro u3ienus (Ha kupunnuue); - Homep no xaranory; -
HanmenoBanue, anpec, Ten./akc ynonHomoueHHo# opraHHzauuu (amnoptepa) B PD; - Homep u ata perucrpaumoHHoro
yaocroseperns B PO; - HanmeHnosanue u topuandeckuii aapec nponssoantens; - HanmMeHoBaHHe 1 afipec MeCTa NPOH3BOACTBa;
- Ykazanue «HerokcuuHo» (Ha knpwuinue); - CamBon «Anuporenso»; Cumson «He HCNONb30BaTH NPH MOBPEKACHHH
yNaKoOBKH».

8 — KonuuecTso H3nenuii B ynakoBke, WIT.;

9 — LiBetoBoe KOAHPOBaHHE KaTeTepa, H30OPAXKEHHOE B BHAE 3AKPALIEHHOrO KPYra C BITMCAHHLIM B HENO KANHGPOBOUHBLIM
pasMepoM Karerepa.

[Mocne 3aBepuieHHs NpollecCa BHECCHHS H3MEHCHHH B PETHCTPALMOHHYIO IOKYMEHTAUMIO Ha 3THKETKY/CTHKEp
MEIHUHHCKOTrO H3enHa Gyaer HaHeceHa OOHOB/IEHHas AaTa BbAa4YH PErHCTPaLHOHHOO yAOCTOBEPEHHA U OGHOBNEHHOE
HaMMCHOBAHHC MEIHLIHHCKOIO H3enHA (Ha KHPWUIHLE).

47

& 000 LHPMY (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU



2) [pynnoBas yrakoBKa- AWCreHCepHast KOopobKa {sug c6oky) (Ha MMMepe HoMepa o Katasnory 4269136S-20)

Vasofix® Safety

1- Toprosoe HaMMeHOBaHWE MeAMLIMHCKOro u3genus (Ha natmHuLe); 2—Cxemartunyeckoe (rpagmyeckoe) n3obpaxeHne nspenus;
3- Jlorotun mpmbl-Nnpon3BogMTeNns (Ha naTuHMLE).

& 000 LHPMH (] INFO@CIRMI.RU & WWW.G0SZDRAVNADZOR.RU
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3) [pynnosast ynakoBKa- AVCreHCepHast KOpoOKa (BR) croan u ceepxy) (Ha MprMEpPe HOMepa o Karanory 4269136S-20)

|/|3 Bezpecnostny intravendzny katétcr
valvule de injcc?io 4 injekeny-m portom

N3 Enjeksiyon portiu Safety IV koniil
na Inyeksiya portiga ega v/yu xavfsiziik

port inject kateten

n

sa

Pnkijutkom ra injekeije

“B
Y'PnaeHHbl i KaTeTep c

UHMB EKLNOHHBIM NOPTOM.

He coaepxuT natekc.

. C€om< X L

D ORMUN

1 - ToproBoe HaMMeHOBaHWE MeAMLMHCKOTO M3denust (Ha natuHuue); 2 - JloroTun (upMbi-nponssogutens (Ha
natTuHuLe); 3 —KpaTkoe onucaHve MeAULMHCKOTO 13genuns (MynbTUAVHIBa/IbHO)
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3. Karerep anyrpimennmii Gesomacunill Baaoguxc® Catigra (Vasofix® Safety) ¢ RILexumOHHMM NOPTOM.
1) TI'pynnosas ymaxosxa — amctescepras xopobxa (sud cnepeds) (8 npuMepe HoMepa B0 Karanory 42690718-01)
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o

Hudopmauns Ha rpynnoBo#i ynakoske:

1 — ToproBoe HaHMEHOBaHHE MEAHLIHHCKOTO H3NeNHs (HA NATHHHIIE),

2 — Ykazanue, 4T0 OCHOBHBIM MaTepHaioM Tpy6ku kaTeTepa ABNAETCA noauMep nonnyperana (ITYP) (va natuuuue);

3 — Kanu6Gposounnii pasmep karerepa B I'eiipxax (G) H HOMHHAnbHaA 3pexTuBHAR KK TPYOKH kaTeTepa B mokMax (Ha
natuinue); HoMHHanbHBIA HapyxHbif QuameTp TPYGKH KaTeTepa B MWUIHMETpaX M HOMHHaubHas >Q¢eKTHBHAR AnHHa
KareTepa B MWUIMMeTpax (Ha natHHuue), HomuHanbHas ckopocTs notoka (mi/mMuH) (Ha natvHuue); CxeMaTHuyeckoe
(rpaguueckoe) HzoGpaxerne n3nenua; CHMBON «YCTPONCTBO 3alUMTHI OT YKO/IA HTNOHY;

4 — HauMeHOBaHHE H NMOYTOBLIA anpec npou3soauTens (Ha narunuue); CrpaHa MecTa NPOM3BOACTRA (Ha NaTHHHLE),

5 = Jlorotin pHpMbI-NPOH3BOAKTENS (HA NIATHHHLUE);

6 — Crpana MecTa NpOH3BOACTBA (Ha JIATHHHUE);

7 — HUndopmauma Ha crukepe: - HaumeHOBaHHE MEIMUMHCKOrO W3nenus (Ha kWpwuinue); - Homep no xaranory; -
Haumenosanne, anpec, ten/dakc ynonHomoueHHoH opranusaumk (umnoprepa) 8 P®; - Homep u nara peructpausonHoro
yaocrosepeHus B PO, - HaumeHoBanHe W 10pHIOHYECKHHA afipec NPOH3BOANTENS; - HanMeHOBaHKE 1 agpec MecTa MPOH3BOACTEA;
- Ykazaune «HerokcHuuo» (Ha kupHiHue);, - Cumson «Anuporenso»; Cumson «He ucnons3osats npH nospexaexmnu
YNaKoBKH».

8 — KonuuecTBo H3aennii B ynakoBke, T.;

9 — LiseToBoe KOAMPOBAHHE KATETEpa, H306paKEHHOE B BHIE 3aKPAlICHHOrO KPYra C BIIMCAHHBIM B HEr0 KanMOPOBOUHBIM
pa3MepoM Katerepa.

[locne 3aBepwieHns npouecca BHECEHHA H3MEHEHHMH B PErHCTPALUMOHHYIO IOKYMEHTALMIO Ha ITHKETKY/CTHKEp
MEIHUHHCKOro H3ienns OyaeT HaHeceHa OGHOBNEHHAR AAaTa BbLAAYH PErncCTpaltHOHHOrO yA0CTOBEepeHnA # OGHOBIIEHHOE
HaAMMCHOBAHHE MEAHUHHCKOrO H3ACNHA (Ha KHPHAIKLE).
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2) [pynnosas yrakoBKa-AucneHcepHas Kopobka (BA) c6oky) (Ha MpyMepe Homepa o Katasiory 4269071S-01)

1 - ToproBoe HavMeHOBaHWe MELULMHCKOro usfenus (Ha natuHuue); 2 —
Cxematunyeckoe (rpagmyeckoe) nzobpaxeHue uzgenus; 3 - Jlorotmn gupMbl-
N1Eouszsognena(HanataHuye) \ AN

Vasofix® Safety

B BR/V UN
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3) MpynnoBas ynakoBKka - AUCTIEHCEPHas kopo6ka ~ uacsaa”  ceepxy) (Ha MpyMepe HOMepa o Katanory 4269071S-01)

Vasofix® Safety

. . Ll Saker 1V-katefer med injcktionspart
B«p,cczna kaniula do iv\ ) .

B1 Vamostni fntravenski katcter
obwodowychzdodatkowym 2 injckctjskim vhodom

. S3 Bezpe”nostny intravendzny katitcr
s injekenV-m ponoT

intravenos. antI’J N3 Enjeksiyon port«u Safety/V kanu/

>na |f*yeksiyaponigaegav/yuxavfslzlik
Kathias, Y aponigaegavly

ca Sigurnosni IVKkatcter sa

PnWijuikom ra injekcije

BUYTPUBEHHbI KaTeTep C
VHBCKLWIOWMHBIM MOPTOM.
*"\e COLEPXKUT JlaTexc.

c € =3 P (O]

1 - ToproBoe HaMMeHOBaHWE MeAMLUMHCKOTO W3fenust (Ha naTuHuuge); 2 —Jlorotun (upMbl-NnponssoauTens (Ha
naTuHuLe); 3 —KpaTkoe onvcaHne MeauLUHCKOro usgenus (MynbTUMHIBabHO)

& 000 LHPMH (7] INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU
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4. KaTeTep BHYyTpMBEHHBIIi Ge3onacHblil Basotmke® Cadhtn {Vasofix® Safety) ¢ MHBbEKLMOHHBIM NOPTOM.
MpynnoBasi ynakoBKa - A1cneHcepHas Kopobka (ug cnepeau) (Ha npumepe HOMcpajio katanory 4269110S-01)

Vasofix® Safety
[RegSM; OM-1905-12-10 .
Eﬂ_ Vent! ptri est«blecimientos de 206G x ivd”

ulud «peciaiiudos. (11 X33 m

Fibricido por B. Braun Medical 61 n'i/mn
Industries Sdn. Bhd.

Ciudad: Penang

PUR

2026-11-01

Pals: Maiasia
lwpoftado y Distribuldo por.
2021-11-30 B. Bfawn Medical SJL Quite
\W 42691 10S-01  (helbiv) u Gy, GO

21M30Q8346 U MRS,
SOXPZN W;HM}]

R GRIF MR <

(17)2«1101(10}21M30CB348

BI H:QALM B.Braun Mclsungen AO

34209 Mclsungen, Germany
Made In Malaysia

& 000 LHPMH (] INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU



Hngopwamns ma rpynnoso#i ynaxoske:

1 — Toprosoe HAHMEHOBAHHC MCTHLNHCKOTO H3BCAKA (Ha NTHHMIlE);

2 — Yxaaanue, NTO OCHOBHLIM Matepuranom TpyGia xareTepa sanserca noanMep noanyperana (IIVP) (ua namuHnue);

3 — Kanubposounsalt pamep karetrepa B lelimxax (G) n Homuuansuan >pdexturnan Annua TpyOrn karerepa B miolimax (na
sarumnne); Homunansiitit vapysrsiit auametp TpySic KaTeTeps B MRUTHMETPAX H HOMARATLRAN S dexTUBNAT RANHRA KaTeTepa B
MuwumMeTpax (Ha nathuune); Homuuaneuas ckopocTs nOTOKa (MA/MBH) (Ha nateHune); Cxematnuecxoe (rpadumeckoe)
mobpaxenne wiaenus; CHMeos «YCTpolicTeO 3RUIMTH OT YKONA IO,

4 — Hanmenosauue 1 nowTossiit anpec npoussoguTend (Ha taTnrnne); Cipana MecTa TPOHIBOACTAR {HA ANTHHHNC);

5 ~ Jloromin QRpMLI-MPOH3BOAHTE/A {HA IATHHHLE);

6 — Crpata MecTa DpOM3BOACTPRA (HA NATHHHLE);

7 — Undopmanns Ha cTHkepe: - Hasmenosanne smeamuuuckoro nigenus (Ha kupuamnue); - Homep no xaranory; - Hanmenoaanse,
anpec, Yen./daxc ynonnomouennoft opranmauun (ennoprepa) & PO; - HoMep 1 48Ta perucTpaliNONEOIO yAOCTOBRSpeiny B PO; -
Hasimesonanne 1 roprasyeckiii agpec npoussoaxTenn; - HaMEHOBRHHE B ANPEC NECTA NPOHIBOACTES; -~ Yxasanne «HeroxcHanon
(12 knpinnne); - Cumpon «AnuporenHo»; Cameon «He HCNOALIOBATH NPH NOBPEKACHUN YNAKOBKID.

8 — Koanaecrso w3zenuif B ynakoske, mr.;

9 - LipeToBo¢ XORNPOBANNE KATETEPA, H306PAKERAOE B BH/C 3AKPALIEHAOTO KPYTa C BIRCAHHEIM B HETO KATHGPOBOTHHIM PASMEPOM
KaTeTepa.

TNocne 3aBepiieHNs MPOLCCCA BHECEHHS HIMEHEHNHT B PEMHCTPAIHOHHYIO MOKYMEHTALMNIO HA YTHKETKY/CTHKEP MEAHUNHCKOTO
wgenns Gyaer manccena OOWORNEHHAA JATA BHIARMH PErHCTPAIHOHHONO YAOCTOBCPCHHN M OGHOBNCHHOE HAWMCHOBAHKC
MOUIHHCKOTO H3ACTHA (HA KMDHRAAHIE).
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2) [pynnoBas ynakoBKa- AVCrEHCEpHast KOPOOKa {eug c6oky,  MPUMEPE HOMepa Mo Katasnory 4269110S-01)

1- ToproBoe HaMMeHOBaHWE MEAMLIMHCKOrO M3genus (Ha natuHuue); 2 - CxemaTuyeckoe
(rpagnueckoe) n3obpaxkeHue nsgenus; 3- Jlorotmn HUpMbI-Npon3BoauTeNs (Ha naTuHULE).

Y Vasofix® Safety

B BRAUN Y
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rpynnoBasi ynakoBKa-AyicrneHcepHast KopooKa (sug csagn u ceep:~) (Ha NpUMePe HoMepa Mo Katanory 4269110S-01)

Vasofix® Safety

) B3 SSker iv~katetcr meri injektionsport

I EI Varnostnf /ntravenski katcfer
I mjckcijskfm vhodom

B3 B«p_etfnoStnB/ intravendzny kar”ter
aivula de injcc930 5 «jekenym ponoT
1L En;eksiyon portlu Safety /Vkoniil

1 %W port/ga ega v/yu xavfslzllk

“9 Bczpicwna kaniula do bl
obwodowvch.dodatkoXv. i

mppp)mrm%%rw ' C€(mra (S) XX CW

PFDW y\fefM

1 - ToproBoe HaMMeHOBaHME MEAMUMHCKOTO u3genus (Ha naTuHuue); 2 - Jlorotun hupMbl-nponssoguTens (Ha
naTuHuue); 3 - KpaTkoe onucaHue MeULMHCKOro n3genus (MynbTUAUHIBANILHO)
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5) KateTep BHYTpMBEHHbI 6e3onacHblli Basodmke® Caiidhtn (Vasofix® Safety) ¢ MHbEKLMOHHLIM MOPTOM.
-------- U— MpynnoBas ynakoBKa - AWCreHceoHas Kooobka (Bug cnepesam) Manpumepe Houeoa 4o Katanory 4269152S-20)

(17)260801(10)20H17CB261

BI BRAUN B.Braun Mdsungen AG

34209 Mcliungen, Ocrmany
Matft In Malayda
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Hudopmauns Ha rpynnoso#i ynakoske:

1 — ToproBoe HauMeHOBaHHE MEMLIKHCKOTO H3AENHS (Ha NAaTHHHUUE);

2 — Yka3aHue, 4TO OCHOBHBIM MaTepHanioM Tpy6kH kateTepa apiaseTca nonumep nonnyperauna (ITYP) (ua naTunuue);

3 — Kanu6posounui#t paimep xaretrepa B efimkax (G) u HomuHanbHas >¢dexTuBHas anuHa Tpy6ku KateTepa B mofiMax (Ha
natuHrue), HoMuHaneHbii HapyxHbif AHaMeTp TpyGKH KaTeTepa B MULTUMETPaX i HOMHHaNbHAR 3QQEeKTHBHAR ATHHA KaTeTepa B
MHLIHMeTpax (Ha naTHHHUE); HoMmuHanbHaa ckopocts notoka (Mn/mMuH) (Ha natueuue); Cxemaruueckoe (rpaduueckoe)
uzobpaxenne uzaenns; CHMBON «YCTPOACTBO 3alMTHI OT YKONa Hrnoihy;

4 — HauMeHOBaHHE H MOYTOBBIH anpec NPOH3BOANTENA (Ha naTHHKUCE); CTpaHa MecTa NPOK3BOACTBA (Ha NaTHHHULE),

5 — JloroTin pHPMbI-NPOKU3BOANTENS (HA TATHHHLE);

6 — CrpaHa MecTa NpoM3BOACTBA (Ha NaTHHHLIE);

7 — Undopmauna Ha cThkepe: - HanmenoBaHHe MEAHLIMHCKOTO H3aeNHA (Ha kupwuiKue); - Homep no karanory; - HaumenoBannue,
anpec, Tei1./gakc ynonHomoueHHOH opranusauuu (uMnoprepa) B P®; - Homep H nata perucTpaumoHHOro yaoctosepenns B PO; -
HaumeHoBaHue H 1opuauueckuii aapec Nnpon3soanTeNs; - HanmeHoBaHKe 1 anpec MECTa NPOM3BOACTBA; - YkazaHHe « HeTokcHuno»
(na kupwunue); - Cumson «AnnporeHHo»; Cumeon «He Hcnonb3oBaTh NpH NOBPEXIEHHH YNAKOBKHY.

8 — KonnvecTeo H3nenuil B ynakoske, wT.;

9 — LieToBOE KOAMPOBaHHE KaTeTepa, HIOOpaAXEHHOE B BHAE 3aKPALIEHHOrO KPYTa C BIHCAHHBIM B HEFO KATHOPOBOYHBIM pa3MepoM
Karerepa.

TNocne 3aBepiuenns npolecca BHECEHHA H3MEHEHHH B PErHCTPALMOHHYIO AOKYMEHTALHIO HA ITHKETKY/CTHKEP MEAHLIMHCKOrO
uanenus Gyner HaneceHa OGHOBNEHHAs AaTa Bbifiayd PerWcTpaUMOHHOrO YAOCTOBEPEHHA W OGHOBIIEHHOE HAMMEHOBaHHE
MEAHLIHHCKOTO M3Me/NHA (Ha KUPHIUTHLE).
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2) [pynnosas ynaToBKa-AUCMEHCEpHas KOpooKa (sua c6oky) (Ha Npuvepe Homepa o Katarnory 4269152S-20)

Vasofix® Safety

B BRAUN

1- ToproBoe HaMMeHOBaHVe MeAULMHCKOro u3genus (Ha natuHuue); 2 - Cxematuyeckoe (rpaguyeckoe)
n3o6paxkeHne nsgenus; 3 - Jlorotun grpmbl-NponssoauTens (Ha NaTuHULE).

& 000 LMPMM (2] INFO@CIRMI.RU & WWW.G0SZDRAVNADZOR.RU
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3) rpynnoBas yrakoBKa- AMCreHCepHas KOpooKa (Bb() csaam u ceepxy) (Ha MpKMEPe HOMEPa Mo Katarnory 4269152S-20)

Vasofix® Safety

CC
Cl

B BRAUN

1 —ToproBoe HaMMeHOBaHWE MeAWULMHCKOrO wu3fenusi (Ha naTuHuue); 2 - Jlorotun (upMbl-Npon3BoauTens (Ha
naTuHuLe); 3 - KpaTkoe onucaHve MefULMHCKOTO U3fenus (MynbTUNUHIBaIbHO)
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6) KarteTep BHYTpMBEHHbIV 6e3onacHblii Basotuke* Candtu (Vasofix® Safety) ¢ MHbEKLMOHHBIM MOPTOM.
1) T[pynnoBas ynakoBka- AucneHcepHas Kopobka (BuA crnepeau) (Ha npumepe Homepa no Katanory 4269179S-20)

(17)280801(10)21P2308251

B | DRAU B.Braun Melsungen AO

94309 Meliungen, Oertan)
N Made In Malaysia

S
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Hudopmauns Ha rpynnoso#t ynakoske:

1 — ToproBoe HaHMEHOBaHHE MEAHLIHHCKOTO HIAC/MA (HA NaTHHHULE),

2 - VkasaHHe, 9T0 OCHOBHBIM MaTepHanoM TpyGku kaTeTepa ABnseTca nonuMep nonuyperana (TTYP) (Ha naTHHHLE);

3 - KanubposouHuit pasmep karerepa B [efiaxax (G) n HoMHHanbHas 3¢dexTHBHAA aAnuna TPyOku kaTerepa B moHMax (Ha
naturnue); HomunanbHuil HapyxHbiit muaMeTp TpyGKH KaTeTepa B MHUTHMETPAX H HOMHHATbHAA 3 dEXTHBHAR UTHHA KaTCTepa B
MwuHMeTpax (Ha nartuHuue); HoMmumanbHas ckopocTs notoka (MV/MHH) (Ha natuHuue); CxeMmatuueckoe (rpaduueckoe)
H3oGpaxenne usaenus; CHMBon «YCTpOBCTBO 3alIMTH OT YKONA HIOH»;

4 — HauMeHOBaHHE ¥ NOYTOBHIH aJpec MPOH3BOAHTENA (Ha naThiHuile); CTpaHa MECTa IPOH3BOACTBA (HA IATHHHLE);

5 — Jlorotun HpHPMBI-NPOH3BOAKTEA (Ha ATHHKLE),

6 — Ctpana MecTa NPOH3BOACTBA (Ha IATHHHLE);

7 — MUndpopmauns Ha crukepe: - HaMeHOBaHHE MEAHUMHCKOrO H3JenuA (Ha kKupuanuue); - Honep no xaranory; - Haumenosauue,
anpec, Ten./akc ynonHoMoueHHOH opranusauny (Hunoprepa) B PO; - Homep u aaTa perucTpausoHHOro yaoctosepenns s PO; -
Haumenosanme 1 iopuanseckuii aapec npoussoanTens; - HauMeHOBaHNKE H aIpeC MecTa MPOH3BOACTEA; - YKazanHe «HeTokcuunon
(va kupwunue); - CuMmeon «AnuporenHo»; Cumeon «He HCNONB30BATH NPH MOBPEXACHUM YNAKOBKHY.

8 — KoanyecTeo H3nenkit B ynakoske, IT.;

9 — LigeToBOE KOAKPOBaHHE KaTETEPa, HIOGPAKCHHOS B BHIE 3aKPALICHHOIO KPYra C BIUCAHHBIM B HErO KATHGPOBOUHEIM PasMEpOM
Karterepa.

TMocne 3aBepuieHna NpoLecca BHECEHNA HIMCHEHHH B PErHCTPALMOHHYIO IOKYMEHTALMIO Ha ITHKETKY/CTHKEP MEHLIMHCKOTO
u3zenna Gyaer Hanecena OGHOBJIEHHAA [ATa BhLiAuM PerucTpauMOMHOrO YAOCTOBEpeHHS H OOHOBNIEHHOE HAHMEHOBAHHE
MELHLIMHCKOTO H3esus (Ha KHpWUIHLE).

63

& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU



2) [pynnosast yMakoBKa- AVICMIEHCEPHast KOPOOKa (sup c6oky) (Ha MprMepe HoMepa Mo Katarnory 4269179S-20)

1 — ToproBoe HavMMEHOBaHWE MeAMUMHCKOro u3genus (Ha natuHuue); 2 -
CxemaTunueckoe (rpagmyeckoe) msobpaxeHne msgenuns; 3 —Jlorotmn upMbi-
npomnssoauTens (Ha naTuHULE).

& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU
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[pynnoBast yrMakoBKa - AUCTieHcepHas KOpooKa («Li caaau n ceepxy) (Ha MprMMepe HoMepa o katasnory 42691795*20)

i)

Vasofix® Safety

15 - wUw fiQ Sikef 1V'kjfftfr metf in/rkfi™Ki”port

C1 Vjinoilm )mYyavprt™yy, kafftrf

i '«jekci/iiirjm vhodom

E3 7™~
4" jfWftym poftom

Pt N3 f"jeksfvoo pofffu i#ff(y (V kin

m,.

' vrUiy*p<yiigd«.gjv yuj,jvf»u.a
QOM|P|p¥*'° yiigd«<.giviyuj jvi»

IWWufiom r-, mjfkvijp

bwe,Wo A~ > 5A

LI VAR B B R A U N

1 —ToproBoe HaMMeHOBaHME MEAMLMHCKOTO M3denus (Ha natuHuue); 2 —Jlorotun (upMbl-npousBoauTens (Ha
natuHWLe); 3 - KpaTkoe onucaHve MeaMLMHCKOro u3aenus (MynbTUAVHIBA/IbHO)
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7) KateTep BHYyTpMBEHHbIN 6e30macHbIn Bazoduke® Caidtn (Vasofix® Safety) ¢ MHLEKLMOHHLIM NOPTOM.
1) TpynnoBas ynakoBKa-AuCrneHcepHas Kopobka (aug crepeav) (Ha npuMepe HoMepa no Katasnory 4269217S-20)

Vasofix® Safety

ficzl Basodpukc CandpTm. 200x1"
Crepunbg!!
B1p peT PonaaHy yuilH. (L,LX25mm)
65 mlm)n
MiMTt
2026-10-01 (PSS g —
It"1 2021-10-06 iESrIfCrSTI-. -
L 42692175-20 ! W raCrec,

bl « T bM.UM* My,

Mol 2110606382.

(17)261001(10)31L0eG8382

B.Braun Melsungen AO
3420B Mclsungen, Ocrmany
Made In Maltytla

J
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Hudopmaina Ha rpynnosofi ynakoske:

1 — Toprosoe HaHMeHOBaHKE MEAHUHHCKOIO H3ACHA (Ha NaTHHHLLC);

2 — Vxa3aHHe, YTO OCHOBHBHIM MaTepHanoM TpyGxu xaTetepa sBnseTca nonumep nomuyperana (ITYP) (xa natunuue);

3 — Kamu6posounsilt paimep katerepa B I'eiinxkax (G) u HomusanbHas 3¢¢dekTHBHAN QHHA TPyOKM Katerepa B mioiiMax (Ha
natunuue); HoMuHanbHelil HapyXHLIA TUaMeTp Tpy6KH KaTeTepa B MIJUTHMETPAX M HOMHHABHAA pPEKTHBHAA [UTHHA KaTeTepa
B MWINHMeTpax (Ma natunuue); HomunanbHas ckopocts notoka (M/MuH) (Ha naThHHie), CxemaTtuueckoe (rpaduueckoe)
mobpaxenne u3nenus; CHMBOA «Y CTPOHCTBO 3aLUHTH OT YKONA HIIOH»;

4 — HanmeHOBaHHe H NOYTOBBIH ampec npox3BoaHTeNA (Ha naTHHHULE); CTpaHa MeCTa NPOH3BOACTBA (Ha NAaTHHHLE);

5 — JloroTun GpupMBI-NPOH3BOANTENA (HA NATHHHLE);

6 — CrpaHa MecTa NPOH3BOACTEA (Ha NATHHHLIE),

7 — ndopmauma Ha cTukepe: - HauMeHoBaHKE MEIMUMHCKONO H3nenua (Ha KHpHLIHUe); - Homep no karanory; - Haumenosannue,
anpec, Tes1./akc ynonHOMOYEHHON opraHH3aLuH (KMnoprepa) B PO; - Homep ¥ aaTa perucTpalMOHHOTO yaocToBeperns B PO; -
HaumenoBaHHe W topHOMuecKkuii anpec npow3soauTens; - HaumeHoBaHMe M ajpec MecTa NPOM3BOACTBA;, - YKasaHHe
«HerokcHuno» (Ha kipuHLe); - CHMBON « AnHporeHHo»; CuMBon «He HCMONB30BaTH NPH NOBPEXKIACHHH YNAKOBKI).

8 — KonuyecTo u3aenuit B ynakoeke, Wir.;

9 — LipeToBOE KOAHPOBAHHKE KaTeTepa, HIOGPAKEHHOE B BHE 3aKPALIEHHONO KpPyra ¢ GENBIMHM MONOCAMH C BIMCAHHBLIM B HETO
KanHOPOBOHHBIM Pa3MEPOM KaTeTepa.

INocne 3apepuwieHHs npouecca BHECEHHA H3MEHEHHH B PETHCTPAlUHOHHYIO JOKYMCHTALMIO HAa 3THKETKY/CTHKep
MEAHUMHCKOro H3aenHa Gyaer HaHeceHa OGHOBJIEHHAs AATa BbUauH PerncTpauHOHHOIO yAOCTOBEpEHHA M OGHOBRNEHHOE
HaMMEHOBAHHE MEHLIMHCKOrO H3AC/IHA (Ha KUpHLIHUE).
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2) IpywroBa» yNakoBKa-ayMcreHcepHas Kopobka (Bra cooKy) (Ha npuviepe HoMepa no Katarnory 4269217S-20)

1 - ToproBoe HavMeEHOBaHWE MEAMLMHCKOrO n3genus (Ha natuHuue); 2 -
CxemaTnyeckoe (rpatmueckoe) nsobpaxeHue usgenus; 3 - Jlorotun QupMbl-
npousBoanTens (Ha NaTuHMLE).

& 000 LHPMH (] INFO@CIRMI.RU & WWW.G0SZDRAVNADZOR.RU
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j) Tpynnosas ynakoBKa- AuCrieHCepHast KOpoOKa (sup csaam v ceepxy) (Ha MpMMepe HOMepa Mo KaTarnory 4269179S-20)

Vasofix® Safety

& 000 LHPMH (] INFO@CIRMI.RU & WWW.G0SZDRAVNADZOR.RU
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8) KateTep BHYTpMBEHHbI 6e30nacHbIii Bazomkc® Calichu (Vasofix® Safety) ¢ MHLEKLMOHHBIM MOPTOM.
1) TpynnoBas ynakoBKa- AucrneHcepHas Kopobka {Bug crnepeayn) (Ha npumepe Homepa no katanory 4269098S-20)

& 000 LHPMH (7] INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU
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Hudopmauna Ha rpynnosoii ynakoske:

1 — ToproBoe HaHMEHOBAHHE MEMLILHCKOrO H3JE/IHA (HA JaTHHHLE);

2 — Yka3aHHe, 4TO OCHOBHBIM M3TEpPHaNOM TPYGKH kaTeTepa ABnsercs nonumep nonnyperana (ITYP) (Ha nathuuue);

3 — Kanu6posounniit paimep karerepa B l'efikax (G) M HoMHHanbHas 3p¢exTuBHan anuHa TpyOku karerepa B moilMax (Ha
natuiuue); HomunansHeil HapyxHbilt nHaMeTp TpyGKH KaTeTepa B MHLTHMETPaX H HOMHHaNbHaA 3pdeKTHBHAA ANHHA KaTeTepa
B MHWITHMeTpax (Ha nartuHuue); HomuHanbHas ckopocTs notoka (MU/MHH) (Ha naTHHHuE); CxematHueckoe (rpaduueckoe)
n3obpaxenne wanenus; CHMBON «YCTPONACTBO 3ALIMTH OT YKOJa HINOHY;

4 — HauMeHOBaHHE H NOYTOBLIA aApec MPoU3BOAKTENA (Ha NaTHHHLUE); CTpaHa MecTa NPOK3BOACTBA (HA NaTHHHULE);

5 = JloroTun GHPMBI-MPOH3BOAHTENA (HA NATHHULLC);

6 — Crpana MecTa NPOH3BOACTBA (Ha IATHHHLE),

7 - Hndopmauns Ha cthkepe: - HanmeHoBaHHe MEAMUHHCKOO H3neNua (Ha kupwunnue); - Homep no xaranory; - Hamenosanue,
azpec, Tes./hakc yrnonHOMOUEHHOI opraHu3alHH (HMnopTepa) B PO; - Homep M 1aTa perucTpaudOHHOro yaocTosepeHus s PO; -
HaumenoBanne u iopuamveckuit anpec npousBoanTens; - HaumeHoBamMe M ajpec MecTa NpPOW3BOACTBA; - YKasaHue
«Herokcuuno» (Ha kupuanuue); - Cumson «Annporerso»; Cumson «He HCNOB30BATS MPH NOBPEXAECHUH YIAKOBKHY.

8 — Konuuectso u3nenuit B ynaxkoske, WIT.;

9 — LiseToBOC KOAHPOBaHHE KATETEPA, H3IOGPAKEHHOE B BUIE 3aKPALIEHHOrO KPYra ¢ 6eNbiMK NMONOCAMH C BIIHCAHHBIM B HEro
KanuOpOBOYHLIM Pa3MEpPOM KaTeTepa.

INocne 3aBepIeHUR NMpPOUECCa BHECEHHA H3MCHCHHH B PErHCTPALMOHHYIO JOKYMEHTAUMIO HA 3THKETKY/CTHKEP MEAHLIHHCKOro
nmigenua OGyner HaneceHa OGHOBJICHHAas [aTa BWAA4YM PerucTpalMOHHOTO YAOCTOBEpPEHHS M OGHOBNEHHOE HAHMCHOBAHHE
MEAHLIMHCKOTO H3aenHs (Ha KHPHWUTHLE).
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2) [pynnoBast yrakoBKa- AUCTIEHCEPHast KOPOOKa (sua c6oky) (Ha MpMMEPe HoMepa Mo Karanory 4269098S20)

1 - ToproBoe HavMeHOBaHWe MeAWMLMHCKOrO usgenus (Ha natuHuue); 2 -
Cxematmueckoe (rpagmyeckoe) nsobpaxeHue msgenus; 3 - Jlorotun upmbl-
NpPou3BOAUTENA (Ha NaTUHULE).

Vasofix® Safety

Bbraunl .
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3) rpynnoBas ynakoBKa- AWCrEHCepHas KopobKa (Bb|d Cc3aaM v ceepxy) (Ha NpuMepe HoMepa no karanory 4269098S-20)

| - ToproBoe HaMMeHOBaHWe MeSULMHCKOro n3genus (Ha natuHuue); 2 - Jlorotmn gupmbl-nponssogmtens (Ha
natuHuue); 3- KpaTkoe onucaHue MeauLUHCKOro nsgenus (MynbTUAVHIBANbHO)

Vasofix® Safety

Ll Saker IV-kateter mcd injektionsport
Ll Bezpicczna kaniuta do zy4

M varnostm' Intravensk/ kateter
ObWtodOWych z dodatkowym 2 injekcljski'm vhodom
portcm .
Bezpednostny INntravenozny KalLer

Q1 Catcter IV de Scguran”™a com s injekdnym portom

vSlvula dc Injcc™ao

! Enjeksiyon portlu Safety tVikaru
BLW Catcter pcriferic intravenos. pentru
, : . KaHtona BHYTpluHbOBEHHA.
reducerca puncfiilor neintentionate

cu portinject

Inyeksiya portiga ega v/yu xavfsiziik
Ca Sigurnosni IV kateter sa kateteri

prikljutkom za injekcije

BLW B~30cukcCalihTn. BesonacHsblin
BHYTPUBEHHbI KaTeTep ¢
MHBEKLMUOHHbLIM MOPTOM.

He copepxuTt natekc. C € &)‘I( aS

DjDR™UN
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9) KateTep BHyTpMBeHHbIIi 6e30nacHbIi Basodmke® Caiigitn (Vasofix® Safety) ¢ MHBEKUMOHHBIM MOPTOM.
1} pynnoBasi yrnakoBKa - AucreHcepHasi Kopobka (Bug cnepeay) (Ha npymepe HoMepa no Katanory 4269225S-20)

" — oM -a

Vasofix® Safety

Basogukc CaiidTu. 140x2°*
Crepunsgh

Blp peT konpaHy yusiH. (2’2 XS0 m )'
Manaiisuaga sHa|plnarex. 343 ml/mn

LlJ 2023-09-01

2018-09-21

L 42692255-20
ilOTI 18K21Q8252

BIBRAU B.Braun Melsungen AU

34209 Melsun9en, Germany
D Made (n Malaysia
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Hadopmawsn ua rpynnoboli ynaxosxe:

1 — Toprosoe HANMEHOBAKNKE MEAMUMHCKONO HAGENNR (HA NRTHHALE);

2 — VEasanue, 910 OCHOBHEIM MATEPHANOM TPYGKH KaTeTeps ABRRCTCA NOANMEp nonHyperans (TTVP) (Ba narernne);

3 — KannGporounmiii psanep xarerepa B I'efimxax (G) » nomusansisas >ddextusnan aansa TpyGKN xarerepa » motinax (Ha
natunune); Hounnam ekt vapy il uameTp TpyOas Xarevepa 8 MHANKMCTPAX B HOMARATLRAS SPPEKTUBHAY JIRES KATETOPS
B MiDUIHMeTpax (ia namhnuie); Hosomanchsa cxopocts noroxa {(Mn/uMun) (Ba namumne); Cxematwuecxoe (rpadumecxoe)
mobpaxenne B3zeans; CHMBON «YOTPOHCTEO SMKHTM OT YXOIS IITIOHS;

4 — HauMeRORAHIE H NOYTOBLIL AZPEC NPOHIBOAMTEN (Ba maTrunue); CTpaNa MecTa NPONIBOZCTES (HA IATHHEILE);

5 = JloroTHn EpMEF-TIPORIBOAKTENN (HA IATRHBIE);

6 — Crpana MccTa NPOM3BOACTEA (H8 NATIHMIC);

7— Hnbopmanpa un cTuxecpe: - Haumenosauue MeaMMucxoro minennx (Ha kspunnine); - Homep no xatanory; - Hansesosaumue,
AHPOC, TER./HAKC YIOAHOMONCHHON oprarwsaumn (AMnopTepa) & PO; - Homep 8 4378 PErucTPALHORHOTO yAOCTOBCpeHHS B PO; -
Huoestosamme n lopimeckuli anpec npomssoamrens; - HaBmenopamne B agpec MECTR DPOMIBOLCTBA, - YKA3AMNC
«Heroxcuenon (Ha xpunnune); - Compon «Anwporeunoy; Civpon «He #CDONB30BETS NPK NOSPEKACHEN YIAKOBKI®,

8 ~ KoaiecTEO stazenuit B yNaxoske, INT.;

9 ~ LiperoBoe KOMEIpOBAHME KATCTCPA, HIOGPLAKEHHOO B BHAC 3BKPAIICHHOTO KPYTa ¢ SMNCAHMIIM B HENo KANMGPOBOUHBIM
PEINCDON XRTETEPA.

Tlocne 3apepiieHHn APOLECCA BHECCHHN HAMCHCHNH B PErBECTPAIMONHYIO JOKYMEHTAIINIO MR ITHKETKY/CTHKED MCIHLHHECKONO
wpenus Oyner nameceHa OGHOBNCHHAA NATA BHAAMH PermcTpameoHBONO YAOCTORCPCHUN H OOHOBACHHOC HAHMCHOBANMNE
MCHHIMHCKOTO HIenta (HA KHPHIUTHEE).
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2) [pynnoBas yrakoBKa—AVICTIEHCEPHasA KOpobka (BKA co0Ky) (Ha MprMepe HoMepa Mo Katarnory 4269225S-20)

1 - ToproBoe HavMeHOBaHWEe MeAWMLMHCKOro u3genusa (Ha natmHuue); 2 — CxemaTuyeckoe
(rpathnueckoe) nsobpaxkeHune ngenus; 3 - J1Iorotun QUPMbI-NPon3BoLMTENS (Ha NaTUHULE).

Vasofix® Safety

BIBRAUN -°
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3) [pynnoBast ynakoBKa - AMCTIEHCEpHas KOpobKa (BiAL, C3aam 1 COOKY) (Ha NprMepe Hovepa Mo Katarnory 4269225S-20)

1- ToproBoe HauMeHOBaHWe MeAULIMHCKOrO U3fenns (Ha naTuHuLe); 2 - J1orotin hupMbl-npon3BoauTens (Ha
natuHuuge); 3 - KpaTkoe onvicaHve MeAULMHCKOTO 13aenus (MynbTUIVHIBAIbHO)

ELI Saker iV-kateter med INJCKLIONSPO

El varnostnf intravensk/ katcter

z injekcijsk/m vhodom
Bezpecnostny intravcnozny katetcr
s injckcnym portom

Enjeksiyon portlu Safety IV kani!

I'aniula do iyt
B3

na
hduc pontru S0 KaHlona BHYTplLLHbLOBEHHA
QO po, injecr""°" """ ""tionato ytp '
N3 Jnyeksiya port/ga ega v/yu xavfsizllk
kateter/

Pr-kljuekom ra injekcije
BHYTPUBEHHbIW KaTeTep ¢
MHBEKLNOHHbBIM NOPTOM.

ANFAGPYUT naTeke XK 0S

NN oTr ®
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MpoLINTO ¥ NPOHYMEPOBAHO 1 CKPENNIEHO
rneyaTbio

SoluaM nucta(os).
[OnpEKIOP”No perynaTopHbIM OTHOLLEHUAM
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