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MHCTPYKUMA NO NPUMEHEHUIO HA MeAULLMHCKOE U3denne:

«YcTpoucTBapasgysatume B Habope»
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pncaHne megnuMHCKOro mn3geansd

AHanmeHoBaHNe MeAULWNHCKOIO U3genns
LIp>icTBa pasfyBatoLime B Habope
PLLHTLI UCMONTHEHUSA
[YctpoiicTBo pasgyBatolee B Habope DAS001 B cocTaBse:
11 YctpoiictBo pasgysatowiee DID30 - 1w,
iJKpaH 3anupatowwnin 3-x xo4oBoN - 1uT.
Y'Y -KOHHeKTOp -1 wWr.
[J4YcTpoicTBO ANs BpalleHNss NpPoBOAHMKa - 1 LwiT.
15MpoBOAHMK - 1 LT,
16/IHCTPYKUMA MO MPUMEHEHUIO - 1LUT.

2 YCTpoicTBO pasgyBatoulee B Habope DAS002 B cocTase:
21 YcTpoiicTBo pasgysatoulee DID30 - | wr.

22 KpaH 3anupatolmin 3-x Xo4oBon - 1ui.

23Y - KOHHEKTOp - 1 LWT.

24 YCTPOICTBO ANSA BpaLLeHMs NPOBOAHMKA - 1 LWT.
25TMpoBOAHVK - 1 L.

26JIMHVS BbICOKOIO aBfleHUA COeAMHUTEeNbHasA - 1 L.
2.7 VIHCTpYKUMA MO NPUMEHEHMIO - 1.

3 YcTpoiicTBo pasgyBatoLlee B Habope DAS003 B cocTase:
31 YcTtpoiicTBo pasgysatoiiee DID30 - 1 wi.

3.2 KpaH 3anupatowmii 3-x xo4oBon - 1.

33 Y -KOHHeKTOp - 1wr.

3.4 VIHCTpyKUMA Mo NPUMEHEHMIO - 1uT.

4. YcTpoiicTBO pasgyBatoLee B Habope DAS006 B cocTase:
4.1 YcTtpoiicTBo pasgyBatowee DID30 - 1wrT.

4.2 KpaH 3anupatoLmii 3-x xo4oBon - 1uit.

4.3 Y- KOHHEKTOP C NNacTUYHbIM KnamnaHom - 1 L.

4.4 VIHCTPYKUMA MO NpUMEHeHuUIo - 1.

5. YcTpoiicTBO pasgyBatoulee B Habope DAS007 B cocTaBe:
5.1 YcTpoiicTBo pasgyBatowee D1D30 - 1 wr.

5.2 KpaH 3anupatomii 3-x X040BON - 1uT.

5.3 Y- KOHHEKTOpP C M1aCTUYHbIM KanaHoMm - 1 LuT.

5.4 YCTpOWCTBO 41151 BpalLieHWsi MPOBOAHUKA - 1 LT,

5.5 MpoBogHMK - 1 WT.

5.6 VIHCTPYKUMSA MO NPUMEHEHWNIO - 1T,

6. YCTpolicTBO pasgyBatoLlee B Habope DAS009 B cocTaBe:
6.1 YcTpoiicTBo pasgyBatowiee DID30 - 1 wr.

6.2 KpaH 3anupatomii 3-Xx XoA0BON - 1LLT.

6.3 Y- KOHHEKTOp € NAacTUYHbIM KianaHom - 1.

6.4 JINHVS BbICOKOIO AaB/ieHNA CoeauHUTEeNbHas -1 LT,
6.5 VIHCTpYKLUMA Mo NpUMEHeHUo - 1uuT.

7. Yctpoiicteo pasgyBatlee B Habope DAS010 B cocTaBe:
7.1 YcTpoiicTBo pa3aysatouee DID30 - 1wrT.
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pari 3anupatoLLnin 3-X X040BOM - 11U,
KOHHEKTOP C NNacTU4HbIM KnanaHoMm - 1 wr.
TPOWCTBO 415 BpaLleHNss NpoBoAHMKa - 1 LT,
1poBOAHMK - 1 LUT.
/JWH/A BbICOKOIO JaB/IeHNSA COeAUHUTENbHAsA - 1 LUT.
[WHCTpyKupA No NpUMEHEHUIo - 1.

YCTpoincTBO pasgyBatollee B Habope DAS012 B cocTaBe:

YcTpoiictBo pasaysatouee DID30 - 1 wir.
[2 Y- KOHHEKTOpP € NnacTM4YHbIM KanaHoMm, ¢ TPYO6KOM 1 3-X X040BbIM KpaHOM - 1 LuT.
13 VIHCTpYKUMS NO NpUMEHeHuo- 1 .

Ycgoicereo pasgyBatoulee B Habope DAS013 B cocTase:
[@1YcTpoiicTBO pasgysatollee DID30 - 1 wi.
'92 YCTPONCTBO 418 BpaLleHNst NPOBOAHMKA - 1 L.
93 Y- KOHHEKTOP € NaCTUYHbIM K/lanaHoM, ¢ TPY6KOM 1 3-X X0A40BbIM KpaHoM - 1 LuT.
94T1poBOAHMK - 1 LuT.
95 VIHCTPYKUMA MO NPUMEHEHMIO- 1 wWiT.

10. YcTpolicTBO pasgyBatoulee B Habope DAS014 B cocTaBe:

101 YcTpoiicTBo pasayBatowee D1D30 - 1 wrT.

10.2 YCTpOMCTBO 419 BpaLLeHNss MPOBOAHUKA - 1 LT,

10.3 Y- KOHHEKTOp C NnacTUYHb[M KnamnaHoM, ¢ TPYOKON 1 3-X X040BbIM KpaHoM - 1 .
10.4 MpoBOAHVK 1 LuT.

10.5 IHCTpYKUMA NO NMPUMeHeHuto- 1 Wr.

11. YcTpolicTBo pasgyBatoulee B Habope DASO015 B cocTaBe:
111 YcTpoiicTBo pasgysatouiee DID30 - 1 wr.

11.2 Y- KOHHEKTOP C TPYOKOMN 1 3-X X040BbIM Kparom - 1 .
11.3 NHCTpYKUMA NO NPUMEHEHUIO- 1 LuT.

12, YcTpoiicTBo pasaysatoliee B Habope DAS020 B cocTaBe:

12.1 YcTpolicTBo pasayBatoliee D1D30 - 1 wr.

12.2 KpaH 3anuparoLiunii 3-x Xo40BOM - 1LuT.

12.3 YCTpPOWCTBO 4151 BPALLEHNS NPOBOAHMKA - 1 L.

12.4 Y- KOHHEKTOP C N1acTUYHbIM K/lanaHoMm, ¢ TPYOKOM 1 3-X XOL0OBbIM KpaHOM - | LuT.
12.5 MpoBOAHMK - 1 LT,

12.6 VIHCTPYKUMA N0 NPUMEHEeHUIo- 1 LWT.

13. YcTpoiicTBO pasayBatollee B Habope DID30S(OFF) B cocTaBe:
131 YcTpoiicTBo pasaysatouiee DID30 - 1 wr.

13.2 KpaH 3anupatownin 3-x xo4oBoi - 1w,

13.3 VIHCTpYKUMA N0 NPUMEHEHMUIO - 1 WwT.

14. YcTpoicTBo pasgysatoulee B Habope DPD30/OFF B cocTaBe:
14.1 YcTpoincTBo pasgyBatowee DPD30 - 1 wr.

14.2 KpaH 3anuparowmii 3-x Xo40Bon - 1L,

14.3 VHCTPYKUMSA N0 NPUMEHEeHUo - 1 LwT.

15. YcTpoiicTBO pasgyBatoLee B Habope DAS024 B cocTaBe:
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CTponcTBO pasgysatowiee DPD30 - 1.
anvparoLwmin 3-x xo4osBon - 1ur.
;[:)HHeKTop - 1w
.YCTPOIACTBO /151 BpaLLleHMs NPoBOAHMKaA - 1 WwiT.

(MpoBOAHMK - 1 LWT.
(MHCTpYKUMS NO MPUMEHEHNIO - 1 LUIT.

[YcTpoiicTBo pasgyBatoulee B Habope DAS025 B cocTaBe:
/1YcTpoicTBo pasgyBatolee DPD30 - 1wr.
12 KpaH 3anunparomii 3-Xx Xo40BON - 1L,
6. Y- KOHHeKTOp - 1.T.
[64 YcTpoicTBO ANA BpalleHMs NMPoBOAHMKA - 1 L.
165 TMpoBOAHMK - 1 LWT.
1166 JIMHUS BLICOKOrO JaB/ieHUA COeAUHUTENbHAA - 1 LWUT.
(16.7 IHCTPYKUMSA N0 NMPUMEHEHWIO - 1LUIT.

17 YcTpoiicTBo pasgyBatoulee B Habope DAS026 B cocTaBe:
171 YcTtpoincTeo pasgysatowee DPD30 - 1 wr.

172 Kpan 3anupatowmii 3-x xo4oBon - 1uir.

173 Y - KOHHeKTOp - 1.

174 VIHCTPYKUMA NO MPUMEHEHMUIO - 1LUT.

18 YcTpoiicTBO pasgyBatollee B Habope DAS027 B cocTaBe:
181 YcTpoiicTBo pasgyBatowiee DPD30 - 1 .

182 Kpan 3anuparowmii 3-x XogoBoii - 1.

183 Y- KOHHEKTOP C NJ1acTUYHbIM KnanaHom ~ 1 LUT.

184 WHCTpPYKUMA NO NPUMEHEHWUIO - 1T,

19. YcTpoicTBo pasgyBatollee B Habope DAS028 B cocTaBe:
191 YcTpoiicTBo pasgyBatolee DPD30 - 1.

19.2 KpaH 3anuparowmnii 3-X Xo40Bon - 1.

19.3 Y- KOHHEKTOp C niacTU4yHbIM KianaHoMm - 1 LT,

19.4 YCTpOIACTBO ANS BPALUEHUS NMPoBOAHMKA - 1 WiT.

195 TMpoBOgHUK - 1 WiT.

19.6 VHCTPYKUMA NO MPUMEHEHUIO - 1uT.

20. YcTpoicTso pasgysatowee B Habope DAS029 B cocTase:
20.1 YcTpo#cTtso pasgysatowee DPD30 - 1wT.

20.2 KpaH 3anupat it 3-x xoqoBon - 1uwr.

20.3 Y- KOHHEKTOp C NNacTUYHbIM KnanaHom - 1wr.

20.4 [TnHna BLICOKOTO faBNeHUA COeAUHUTENbHAd - 1wWT.
20.5 WHCTpyKLMA no NnpUMeHeHno - 1wT.

21. YcTpoiicTeo pa3aysatoujee B Habope DAS030 B cocTase:
21.1 YcTpoiicTo pasaysatowee DPD30 - lwT.

21.2 KpaH 3anupatoWwuit 3-x Xo408oi - 1wr.

21.3 Y- KOHHEKTOp C NNaCTUYHbLIM KnanaHom - 1wr.

21.4 YCTpOMCTBO ANA BpalleHMs NPOBOAHMKA - 1 WwT.

215 MpoBoAHMK - 1 wWT.
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LMV BbICOKOIO [JaB/MIEHNS COeAMHUTENbHAs - 1 W,
LLCTPYKLUMS MO MPUMEHEHWIO - 11T,

[cTpoiicTBO pasgyBatoulee B Habope DAS031 B cocTaBe:

[YcTpoiicTBo paspysatouiee DPD30 - 1 wiT.

1Y- KOHHEKTOP C NIaCTUYHBIM K/lanaHoM, ¢ TPY6KOM 1 3-X X0A40BbIM KpaHoM - 1uiT.
WHCTpYKUMA N0 NPUMeEHeHuo - 1iuT.

[YcTpoiicTBo pasgyBatouyee B Habope DAS032 B cocTaBe:
YcTpoiicTBo pasgyBatowiee DPD30 - 1w
(2YcTpoiicTBO AN BpalleHUs NpPoBoAHMKa - 1 L.
53 Y- KOHHEKTOp C NAaCcTUYHbIM K/anaHoMm, ¢ TPYOKOR 1 3-X XOA40BbIM KpaHoM - 1 LwT.
J4TMpoBOAHUK - 1 LUT.
5 WHCTpYKUMA Mo NpUMeHeHuto-1 wr.

[24 YcTpoiicTBo pasgyBatollee B Habope DAS033 B cocTaBe:
241 YcTpoiicTBo pasayBatowee DPD30 - 1.

24.2 Y- KOHHEKTOP C TPYOKOM 1 3-X X040BbIM KPaHOM - | LuT.
24.3 YCTPOIACTBO ANs1 BpalLeHNss NpoBoAHMKaA - 1 LT,

244 TpoBOAHMK - 1 WWiT.

245 VIHCTPYKUMA MO NPUMEHEHMUIO- 1 wWiT.

25. YCTpOcTBO pasayBatollee B Habope DAS034 B cocTaBse:
251 YcTpoiicTeo pasgyBatoliee DPD30 -1 wi.

25.2 Y- KOHHEKTOP C TPY6KON 1 3-X XOL0BbIM KpaHOM - 1 LUT.
25.3 VIHCTPYKUMA N0 NpUMEHEHMIo- 1 wT.

26. YCTPOCTBO pa3gyBatolee B Habope DAS035 B cocTaBe:

26.1 YcTpoiicTeo pasgyBatouiee DPD30 - 1 wir.

26.2 KpaH 3anupatolimii 3-x Xxo40BOM - 1L,

26.3 YCTPOMCTBO 4719 BpaLLeHNs NPoBOAHMKaA - 1 LT,

26.4 Y- KOHHEKTOP C N1aCTUYHbIM K/lanaHoM, ¢ TPY6Koli 1 3-X X040BbIM KpaHoM - 1 LuT.
26.5INpoBOAHMK - 1 LT,

26.6 VHCTpYKUMA MO NPUMeHeHuo- 1 L.

(panee no TekcTy Habop, cMcTeMa WUan usgenne)

1.2 Ha3HaueHWe: WCNoNb3yeTcs B KayecTBe BCMOMOraTeNbHOro mnakeTa YCTPOWACTB npw
aHruorpadmm 1M BO BPEMS WMHTEPBEHUMOHHbIX MpolUeayp. Yepes aTu YCTPOACTBA B OPraHM3M
YeNoBeKa MOXE3' MOCTynaTb KOHTPACTHOE BEWECTBO, U3NONOTNYECKUA PACTBOP, GaNnNoH, CTEHT U
fpyrue ycTpoicTsa.

MpeaycMOTPEHHOE Ha3HAYeHNe KOMNOHEHTOB yCTpOCTBa cepun DAS onucaHo Huxe:

Y- KOHHEKTOp NpeAHa3HauyeH AN OAHOBPEMEHHOTO BBEAEHMS MO [ABYM KaHanaMm B KPOBEHOCHHbI
COCYA KOHTPACTHOTO BEl[eCTBA M MPOBOJHIUKA AN KATeTepa BO BPEMA XUPYPruueckoi onepauniu.
MnacTUyHbI/ KnanaH Y-06pasnoro KOHHeKTOpa NpefHa3HayeH ANs NPeAoTBPalleHns KpOBONOTepH.

MpoBOAHUK (MPOBOAHMKOBLIA UH (hOAbl CEp) BCTaBAAETCA B KNanaH Y- KOHHEKTOpa, CO3aBas KaHan
NS NPOXO0/a BEWECTB W 3ali Nl an HAKOHEYHNK NPOBOAHMKA.

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



KTBO ;U1 BpaLleHNs MPOBOLHNKA YEPXXMBAET MPOBOAHWK M 06/1eryaeT ero npoABMKEHME.
HICTBO pasgyBatoLLee (415 pasgyBaHusa 6annoHa ot kKomnaHun DEMAX) npeactaBnsieT co6oi
pasoBoe ycTpoicreo o6bemom 20 mnm 30 M, cnocobHoe co3naBaTh gaBneHune ao 30 atm/6ap.
‘HalLgH pe3b00BbIM NOPLUHEM, FTMOKOM /IMHMEN BbICOKONO AaB/IEHUS COEAMHUTENbHOM 1N KPaHOM
IIOLLYIM TPEXXOL0BbIM BbICOKOIO AaB/ieHMS.
HOTOMVAA NPV pasfyBaHUn 6assioHa Mo3BOJIAET FeHepuMpoBaTb M KOHTPONMPOBATb AaBfieHWe
7yiva B guanasoHe ao 30 atm / 6ap (441 yHT / KB.AOWM) C TOYHOCTbIO £ 1 atm / 6ap (14.7 yHT
NoIiM).
VR BbICOKOr0 [aB/IeHUA COefMHUTeNIbHasA npefHa3HadeHa A1 WCMO/Ib30BaHUA B KauyecTBe
BHHeHA MeXaY ABYMSA MeAULMHCKUMU U3LeNnsMn, 06bIYHO, TaKUMN Kak 3-X XOA0BOM KpaH U
resa MOMMTOPUHL'A JaBNEHNS, MHTEPBEHLMOHHbIV KaTeTep W LWUNPWL, BbICOKOIO AaB/ieHNSI.
IHA paBneHWss uUCMNonb3yeTcAd B KayecTBe [JOMOSIHEHUSA [N HaA/1eXallero BbINOSHEHUS
ACTPYKLWA M0 MPUMEHEHUIO MEANLVNHCKUX U3LENWNIA.

[L3O6nacTb NpUMeHeHUS: B MEAULMHCKNX YUPEXAEHMSIX

14 YcnoBua akcnayatauun:
r Temnepatype oT 10 go 35 °C mn OTHOCUTESIbHOW BNaxXHocTM OoT 30 fo 75 %. aTtmocepHoe
pabovee gaBneHme: 70-106 KIa;

15 Tlokas3aHua K NPUMEHEHUIO:
* KOpOHapHas aHruorpagpus;
e CTEHT-aCCUCTMUpOBaHHaA aHrnon/1iacTnuka,
* YPeCcKOXXHOe KOPOHapHOe BMeLLaTe/1bCTBO.

16 lMpoTuBONOKasaHUA:

* BblpaKeHHaA TMNEPTEH3NA;

° 06LIJI/IprIe napeHXxmnmaTto3Hble BOCMa/IeHNA NErKnx, NeroyHbIn 3aTOopP, OTEK JIETKUX;

e BMeCTe MPOKONa UMeeTC BOCMasieHUe, ONyxo/b, TpaBma, pybeL;

*  UMENUCb paHee Cepbe3Hble KPOBOMOTEPU WM CK/IOHHOCTb K KOarynsiuun, 3HaunTenbHO
YMEHbLUW/ICA YPOBEHb TPOMOOLMTOB UM BPEMEHHbIN 3anpeT Ha NpoBefeHNe MyHKUMMN B
KayecTBe aHTMKanynFlHTHOIﬁ Tepanuu;

* MauMeHTbl C Cepbe3HbIMM 3a60/1eBaHNSAMWN KPOBW, CEPAEYHONM HefOCTAaTOYHOCTbIO, TSHKENOM
rMNepToHMEN;

* aNiepruyeckrie peakumm Ha NnacTMK U CUINKOH;

*  Yype3BblYaiiHO HM3Kas PE3NCTEHTHOCTb MALNEHTa;

e HapyLleHne CUCTEMbI remocTasa,

e HapyweHrne QYHKUMM NOYeK, OCOBEHHO Yy MauMeHToB C  OCTPOMA  MOYEYHOM
HeAoCTaTOUYHOCThIO.

1.7 Mepbl NpesoCTOPOXHOCTHU:

1) Mepep MCNOMIb30BaHMEM NPOYUTANTE MHCTPYKLUUIO MO MPUMEHEHMIO.

2) Habop npefHasHayeH TONbKO A1 04HOPA30BOro npuMeHeHus. He ctepunusyiite n / uan He
1Crosib3yiiTe NOBTOPHO.

3) He ncnonb3yiite nsgenve nocne UCTeyeHUs CpokKa rogHocTun

4) He ncnonb3yiTte n3genue, eCNn ynakoBka NoBpeXxaeHa Win He repMeTUYHa.
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COeAUHUTENbHbIE YacTW M3AeNMA LO/HKHbI ObITb XOPOLLUO COeAWHEHbI, HenpaBu/bHOE

YeHVie UMM NOTEPW YacTel M3aenns MOryT NPUBECTU K yTeukaM WK K NonajaHuto Bo3gyxa B
YHOCHBIA COCYA.

eper, BBOLOM peareHTa, HampuMep, KOHTpacTa, MoXanyicra, yaanuTe BO3LyX W3 CUCTEMbI,
O/A He BBOAMTE BO34yX B YCTPOWCTBO pasfyBatolliee, aHrvorpaUueckuin - Kartetep,
bHapHBI NPOBOAHUK U Ap.

BbINO/HSATE ONepauun B CTEPUNBbHBIX YCNIOBUSIX, He JONYCKaNTe 3arps3HeHNs.

13gervie NpefHasHayeHo TOMbKO A1 UCMO/Ib30BaHUSA KBa/IM(PULMPOBAHHBLIMU CrieuuaincTamm
asavn).
M00bI N36eXKaTb HECHACTHbLIX C/lyYaeB, He UCMOMb3YTe U3LENNA C U3AENTUAMUN APYTMXMapoK, B
DIHBHMcny4yae KOMMNaHus NPOM3BOAUTE b He HECEM HMKAKON OTBETCTBEHHOCTM.

Mocne Mcnonb3oBaHWsA, NOXanyhcTa, YTUIM3NPYRTe Habop B COOTBETCTBUM C MECTHbIMU

KOHaVM U NMpaBu1iaMn.

18 VMHCTpyKUMA No 6e30NacHOCTM

[BHMMaHWe!
TpHenpaBUILHOM 3KCNayaTauumn n3genns BOIMOXHbI CefytoLme 0CN0XHEHWS:

*a/11IePryecKyie peakLmu;
*rOBPEX/AEHME COCyAa BC/eACTBMNE HENPaBU/IbHbLIX AEACTBUIA CrieLnanncTa;

*VH(PEKUMN MaLMeHTa, BbI3BaHHAasA HeNPaBW/IbHOM onepawmei.
MpodhmnakTnKa 0CNO>KHEHU

. CBOEBPEMEHHOE BbISIB/IEHVE NMPOTUBOMNOKAa3aHWi K NPOBeAeHMIO onepaLmu;
. npaBUbHaA SKCNyaTauus N3aenuii;
. MOCTOSIHHBIA KOHTPO/b XXM3HEHHO BaXHbIX (PYHKUMIA opraHusMa (A[, YCC, Kolm4yecTBo

BbIBEEHHOI MOYM, KPOBOMOTEPMU M ApYTrue NoKasaTesnn).

181 Mepep NpUMeHeHNEM HEOOXOANMMO 03HAKOMUTBLCH C UHCTPYKLMER N0 NPUMEHEHWIO.
182 He ncnonb3yinTe NoBpexaeHHble usgenvs. V3genvs ogHoOpasoBoro NpUMeHeHUs, NOBTOPHOE

MCNonb30BaHUE 3aMpeLLeHO.
1.8.3 be3onacHOCTb MCMO/b30BaHWSA Ha60pOB rapaHTMpoBaHa TOJ/IbKO, KOrjga OHM UCNO/b3yeTCA ANnA

Tex Lesield, 419 KOTOPbIX OHW NpeAHa3HayYeHbl, Kak OnpeaeneHo B UHCTPYKLUN N0 NPUMEHEHMIO.
184 V3penua npefgHasHayveHbl 415 UCMONb30BaHUA TOMBbKO MO YKa3aHUo Bpaya.
185 Habopbl He MMEIOT OrpaHMYeHMIA Mo BO3pPacTy, pace Unn nosy NaumeHToB.

19 Knacc pucka v npMMeHUMble KnaccupmnkKaumoHHblie npasuia
Kracc noTcHUMaNbI10 prUcka NpUMeHeHUs 2a.

1.10 Pa3paboTumK MegnLUMHCKOT0 U3aenms

Beijing Demax Medical Technology Co., Ltd
agpec: Al13-7, Jingshengnansi Street, Tongzhou District, 101102 Beijing, People Republic of China

111 MMpowusBoanTeb MEAULWUHCKOIO N3aenna

Beijing Demax Medical Technology Co., Ltd
agpec: A13-7, Jingshengnansi Street. Tongzhou District, 101102 Beijing, People Republic of China

agpec Mecta npoussofacTa: Al1l3-7, Jingshengnansi Street, Tongzhou District, 101102 Beijing,
People Republic of China
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[O6Was KOHCTPYKUMS MeAULMHCKOTO U3fenuns

bpbl BXOAWUT pasninyHasa Ko[lhurypauusa nsnenni,

gbICOCTOAT U3:

|"ctpoiicBo pasgyBatowwiee DID30 wnm YcTpolicTBo pasgysatowee DPD30 - YCTpoiicTBO gns
ayBaHA OaNNoHHbIX KaTeTepoB A0 30 aTtM. B BuWAe LWINpMLA C MaHOMETPOM W TUOKOM
bayHUTENBHOM NMHWER ¢ Bpalwjalowmmcs coegnHuTeneM Jlyep Ha KoHUe. 3proHoMuyHas

koma {yrnop LWTOKa) M MexaHM3M 6/10KMPOBKN/Pa3b/ioOKMPOBKM Xof4a MOPLUHSA MO3BOMAIOT

[V

flaTb OfHOW" pyKoir*. OCHOBHOE pasninymne B MOfENIAX YCTPOMCTB TO/IbKO B 06beMe LUMpuLa 41s
JCR- 20 mn, DPD30 - 30 mn. N
wKnna
KM
yHXep HAOMGp  cocAnHTCNbHAs IMHUA

2. KpaH 3anupatowmii 3-x xoaoBoii - KpaH 3anuparowmii BbICOKOro gasneHus (tun OFF) ¢

BpaLLIOLLYIMCS COeAMHUTeNeM J1yep 1 MOBOPOTHBLIM (hKCATOPOM.

3 Y- KOHHEKTOP - C reMoCTaTn4eCKMM KriarnaHom
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6. JTNHNS BbICOKOI0 AaBfeHNA coefuHUTeNbHasA- CoeNHUTENbHAA IMHWUSA BbICOKOIo faBneHuns 500

psi (3,4 MIMa) ¢ apMMpoBaHHOM CTEHKOM M BpalaloLmmes coeguHnTenem Jlyep

Nyep "nana" p)'6Ka Nyep "mama”

1. Y- KOHHeKTOp C NNacTU4YHbIM KanaHom - reMocTaTMUeCKNiA KOHHEKTOP C 3allesiknBarommces

TPEXCTYNEHYATbLIM MNJ/IaCTUYHLIM KJ/1lanaHOoM.
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O

[ Y- KOHHEKIOp C NIaCTUYHbIM K1anaHoMm, ¢ TPYOKOM U 3-X X040BbIM KPaHOM - reMOoCTaTUYeCcKui
KOHHEKTOD C  3aLUe/IKMBAOLMMCA  TPEXCTYMEeHYaTbIM  MIaCTUYHbIM  KianaHoM. Mex”~n3m
ABTOMATUYECKOIO 3aKpbITUS 06ecrneymBaeT Mepexo] YCTPOMCTBa M3 MOJYy3aKpbITOM NO3vUUUA B
[Wpbmoe nonoxxeHWe (KONTPOAMpye3cA BpadoM npu paboTe), Npu BBeLeHUW B MNPOCBET

KOHTPAaCTHOro BeLLecTBa. B cocTaBe ¢ TPyOKOM 1 3-X XO40BbIM KpPaHOM.

CoesnHutensHa» _/
roY66kn
3-X X030BOI KpaH

KnanaH
KHonka cbpoca
JIt03POBCKUIN HAKOHEYHUK

Y- KOHHEKTOP C M1aCTUYHbIM K/ianaHoMm

9. Y- KOHHEKTOp C TPYOKOM 1 3-X XO0A0BbIM KPaHOM - reMoCTaTUYeCKMini KOHHEKTOP B COCTaBe C

TPYOKOIA 1 3-X XOA0BbIM KpaHOM
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LUNEKT NMNOCTaBKWM BXOOAWUT:

olcrea pasfyBatoLyme B Habope
™ McnonHeHus

brpoiictBo pasgysatoLyee B Habope DASOOI B cocTaBe:

ZTpOIicTBO pasgysatoulee DID30 - 1 wr.

Grd 3anuparowmin 3-x Xog0BoM - 1T,
1Y-KOHHeKTOp - 1wWT.
|YCTpoiicTBO NS BpaLleHUs NPOBOAHMKA - 1 L.
[MpoBoAHVIK - 1 L.
[MHCTpyKUWSt MO NPUMEHEHMIO - 1T,

IYcTpoiicTBO pasgyBatollee B Habope DAS002 B cocTase:
YcTpoiicTBo pasayBatolee DID30 - 1 wir.

6-2KpaH 3anupatoLnin 3-x xogoBon - 1.
23Y- KoHHekTOp - 1wrT,
34 YCTpOWCTBO A1 BpaLLEHNSA NPOBOAHNKA - 1 LT,
[25MpoBogHMK - 1 wT.
26JIMH/A BLICOKOIO AaBNeHUA COefuMHUTENbHAA - 1.
27 VIHCTpYKUMA N0 NPUMeHeHMo - 1.

'3 YCTpoiicTBO pasayBatolliee B Habope DAS003 B cocTaBe:
31 YcTporicto pasgysatowiee DID30 - 1 wr.

32 KpaH 3anuparowmin 3-x XogoBon - 1.

33 Y -KOHHEKTOp - 1.

34 VIHCTPYKUMS MO MPUMEHEHUIO - 1LuT.

4. YCTpoicTBO pasayBatoLlee B Habope DAS006 B cocTaBe:
4.1 YcTtpoiicTBo pasgyBatouiee DID30 - 1 wr.

4.2 KpaH 3anuparoLmnii 3-x xogoBon - 1ut.

4.3 Y- KOHHEKTOP C N1acTUYHbIM KianaHom - 1 L.

44 VHCTPYKLNA NO [puMeHeHno - 1w,

5. YcTpoiicTBo pasgyBatoLlee B Habope DAS007 B cocTaBe:
51 YcTpolictBo pasayBatolee DID30 - 1.

5.2 KpaH 3anunpatowmii 3-x Xxo4osow - 1.

5.3 Y- KOHHEKTOpP C Nf1acTU4YHbIM KnanaHom - 1 L.

5.4 YCTPOWCTBO AN BpalleHst NMPoBOAHMKaA - 1 LT,

5.5 MpoBOAHMK - 1 1WT.

5.6 VIHCTpYKLMA NO NPUMeHeHUo - 1T,

6. YcTpolicTBo paspyBatouee B Habope DAS009 B cocTase:
6.1 YcTpoicTeo pasgysatowee DID30 - Lwr.

6.2 KpaH 3anupatowunit 3-x xo40Bon - 1wT.

6.3 Y- KOHHEKTOp C NNaCTUYHbLIM KnanaHom - 1wr.

6.4 TNHNA BLICOKOTO JaBNeHUA COeAMHMTEeNbHAA - 1 WT.
6.5 HCTpyKLMA Mo npUMEHeHUI0 - 1wT.

7.YcTpoitcTeo pasgysatolee B Habope DAS010 B cocTaBe:
7.1 YcTponcTteo pa3gysatouee DID30 - 1wrT.
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& 3anMparoLmin 3-X Xo40Bon - 1.

*KOHHEKTOp C MMaCTUYHbIM KanaHom - 1.
TPOIACTBO ANA BpaLLeHVs NPOBOAHUKA - 1 LUT.
(POBOAHMK - 1 LUIT.
pHA BbICOKOTO AaBneHNs coeanHUTeNbHas -1 W,

VHCTpyKUM/A N0 NPUMEHEHUIO —1LUT.

YCTPOIACTBO pasayBatollee B Habope DAS012 B cocTaBe:

[YcTpoiicTBo pasgyBatowtee DID30 - 1 wir.
IY- KOHHEKTOP € M1aCTUYHBIM K/1anaHoMm, ¢ TPYOKOW 1 3-X XOA0BbIM KpaHoOM - 1 LwT.

iIVIHCTPYKUMA MO NPUMEHEHUIO- 1 LWUT.

:YCTpoiicTBO pasgyBatoLyee B Habope DASOI 3 B cocTaBse:
|1 YcTpoiicTBo pasayBatoliee DID30 - 1.
92 YCTPOICTBO A4/171 BpaLLeHNst NPOBOAHUKA - 1 LT,
[93YY- KOHHEKTOp C NIaCTUYHBLIM K/iarnaHoMm, ¢ TPYOKOM 1 3-X X040BbIM KpaHOM - 1 LuT.
94 TMpoBOAHMK - 1 LuT.
[O5NHCTpyKUWs 1Mo NpuUMeHeHWto- 1 wit.

10 YcTpoiicTBO pasgyBatolee B Habope DAS014 B cocTase:

101 YcTpoiicTBo pasayBatoliee D1D30 - 1 wim.

102 YCTpONCTBO AN BpaLleHUs NPOBOAHMKA - 1 LLT.

103 Y- KOHHEKTOp C NNacTUYHbIM KarnaHoM, € TPYOKOM 1 3-X X040BbIM KpaHOM - 1 LuT.
104 MpoBoAHUK 1 L.

105 MHCTPYKUUA HO NPpUMEHEHUIo- 1 L.

11. YcTpoiicTBo pasgyBatollee B Habope DAS015 B cocTaBe:
111 YcTpoiicTBo pasgyBatowlee DID30 - 1 wr.

11.2 Y- KOHHEKTOpP € TPY6KOM 1 3-X XOA40BbIM Kpanom - 1 1T.
11.3 IHCTPYKUMA N0 NpUMeHeHnto- 1 wiT.

12 YcTpoiicTBo pasgyBatoLLee B Habope DAS020 B cocTase:

121 YcTpoiicTBo pasayBatowiee DID30 - 1 wir.

12.2 KpaH 3anupatoLymii 3-x xogoBon - 1uir.

12.3 YCTpOCTBO ANS BpalleHWs NPoBOAHUKA - 1 LT,

12.4 Y- KOHHEKTOpP C MIaCTUYHBIM K/anaHoM, ¢ TPY6KOM 1 3-X X0A40BbIM KPaHoM - 1 LuT.
125 MNpoBOAHNK - 1 LuT.

12.6 VIHCTPYKUMA MO NPUMEHEHUIO- 1 LWiT.

13. YcTpoictBo pasgysatowee B Habope DID30OS(OFF) B cocTase:
131 YcTtpoicTtBo pasgysatowee DID30 - 1wr.

13.2 KpaH 3anupatounit 3-x Xxo408on - 1wT.

13.3 WHCTpyKLUMA No NnpuMeHeHuo - 1 wrT.

14. YctpolicTeo pasgysatoujee B Habope DPD30/OFF B cocTaBe:
14.1 YctpoiicTeo pasgyBatowee DPD30 - 1w,

14.2 KpaH 3anupal i 3-x x04080# - 1wr.

143 WHCTPYKLMA NO NpUMeHeHno - 1 wrT.

15. YcTpoiicTeo pasayBatolee B Habope DAS024 B cocTaBe:
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[cTpoitcTBO pasgyBatowiee DPD30 - 1w,

tpeH 3anupatowmii 3-x Xo4oBoM - 1T,

- KOHHeKTop - 1.T.
|YCcTpolicTBO AN BpalleHWs NPOBOAHUKA - 1 LT,
(NpoBOAHUK - 1 WT.
[MHCTpYKUMA N0 NPpUMEHEHUIO - 1 W,

[YctpoiicTBo pasgyBatoulee B Habope DAS025 BcocTase:
YcTpolicTBo pasgyBatouwiee DPD30 - 1 wr.
T KpaH 3anuparoLnin 3-x Xo4oBon - 1.
13 Y - KOHHeKTOp - 1T.
MY CTpoiAicTBO ANsA BpaLleHst NPOBOAHNKaA - 1 LT,
65 lMpoBOAHMK - 1T
|66/TMHNST BLICOKOIO AaBfeHnNst CoefMHUTENbHAsA - 1 LT,
|6.7 IHCTPYKLUMA MO NPUMEHEHUIO - 1.

[I7. YcTporicTBo pasgysatoLlee B Habope DAS026 B cocTaBe:
171 YcTpoiicTBo pasgyBatouiee DPD30 - 1.

172 KpaH 3anuparowmii 3-x xogoson - 1.

173Y - KOHHeKTOp - 1 LWuT.

174 VIHCTpPYKUMS Mo NpUMEHeHuo - 1.

18 YcTpoiicTBo pasgyBatoLlee B Habope DAS027 B cocTase:
181 YcTpoiicTBo pasayBatouee DPD30 - 1 wr.

182 KpaH 3anupatownin 3-x Xo40Bon - 1.

183 Y- KOHHEKTOpP C NMJacTUYHbIM KnanaHoMm - 1 Wi.

184 VIHCTPYKUMA MO MPUMEHEHUMIO - 1WT.

19 YcTpoiicTBO pasgyBatoulee B Habope DAS028 B cocTaBe:
19.1 YcTpoiicTBo pasayBatowee DPD30 - 1.

19.2 KpaH 3anupatowmii 3-Xx XogqoBon - 1LUT.

19.3 Y- KOHHEKTOpP C NNacTU4YHbIM K/anaHoMm - 1 L.

194 YCTpOICTBO A1 BpaLleHst NMPOBOAHUKA - 1 L.

195 MpoBoAHMK -1 LWT.

19.6 VIHCTPYKLMSA N0 NPUMEHEHMIO - 1LuT.

20. YcTpoiicTeo pasgyBatoujee B Habope DAS029 B cocTase:
20.1 YctpoicTtso pasgyBatowee DPD30 - 1wr.

20.2 KpaH 3anupatownit 3-x Xo4oBon - 1w,

20.3 Y- KOHHEKTOpP C NNACTUYHBIM KnanaHom - 1wrT.

20.4 JTnHNA BLICOKOTO faBNEHNA COEAMHUTENbHAA - 1 WT.
20.5 HCTpYKUWUA no NpUMEHEHMI0 - 1wWT.

21. YctpoicTtso pasaysatoujee B Habope DAS030 B cocTase:
21.1 YcTpoiicTeo pasaysatouiee DPD30 - 1w,

21.2 KpaH 3anupatouwnii 3-x xoao8oi - 1wr.

21.3 Y- KOHHEKTOp C NNacTUYHLIM KnanaHoMm - 1T,

21.4 YCTpONCTBO AN BpalleHNA NPOBOAHMKA - 1 wwT.

21.5 MpoBogHMK - 1WT.
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|[HA BBICOKOrO faB/ieHUA COeAVHUTENbHAA - 1 .
|IHCTPYKUMS MO NPUMEHEHMIO - 1L,

1cTpoiicTBO pasgyBatollee B Habope DAS031 B cocTaBe:
YCTpoicTBo pasgyBatouiee DPD30 - 1 wm.
IV KOHHEKTOP € NJACTUYHBIM K/lanaHoMm, ¢ TPY6KOM 1 3-X X040BbIM KpaHOM - 1LuT.

IVHCTP\'KUps NO NPUMEHEHMIO - LT,

[YcTpoiicTBo pasayBatolee B Habope DAS032 B cocTaBe:
YCTpoiicTBo pasgyBatowlee DPD30 - 1w,
12YCTpOICTBO AN BpaLleHVs NPoBOAHMKA - 1 LuT.
13Y- KOHHEKTOP C NaCTUYHbLIM KanaHoMm, ¢ TPYOKOM 1 3-X XO040BbIM KpaHOM - 1 LuT.
14IMpoBoAHUK - 1 wwiT.
BUHCTPYKUMA MO NPUMEHEHWIO- 1 LT,

2. YCTpOWCTBO pasfyBatollee B Habope DAS033 B cocTaBe:
[41 YcTpoiicTBo pasayBatoulee DPD30 —1 wi.

(242 Y- KOHHEKTOpP C TPYOKOM M 3-X XOA0BbIM KpaHOM - 1 LuT.
723 YCTPOIACTBO A4/1A BpaLleHNst MPOBOAHUKaA - 1 LWT.
244T1poBOAHUK - 1 WWiT.

245 VIHCTPYKUMA MO MPUMEHEHMIO- 1 LWT.

2. YcTpoiicTBo pasgyBatollee B Habope DAS034 B cocTaBe:

A1 YcTpolicTBo pasgyBatouiee DPD30 - 1w,
25.2 Y- KOHHEKTOp C 4YpyOKoM 1 3-X X00BbIM KpaHOM - 1 LUT.
25.3 VHCTpYKUMA NO NMPUMEHEHUo- 1 Wr.

26. YCTpOWCTBO pasayBatollee B Habope DAS035 BcocTaBe:

26.1 YcTpoiicTtBo pasgysatowiee DPD30 - 1 wi.

26.2 KpaH 3anuparowmin 3-x XogoBon - 1.

26.3 YCTPOWCTBO 411 BPaLLeHMs NPOBOAHMKA - 1 L.

26.4 Y- KOHHEKTOP C NaCTUYHbIM KanaHoMm, ¢ TPyOKOM 1 3-X X040BbIM KpaHOM - 1 LuT.

26.5IpoBOAHMK - 1 LT,
26.6 VIHCTpyKUMS NO NPUMeHeHuto- 1 LWr.

1.13 MepeyeHb NPUHaLNEXHOCTEN
HeT. Bce yacTv n3aenusi BXOAAT B COCTaB

1.14 O6uiee onucaHme OCHOBHbIX (DYHKLMOHA/IbHbIX 3/1IEMEHTOB, YacTeld, cocTas,

(PYyHKUMOHaNbHble BO3MOXXHOCTH
Tabnnya 1 0CLOBHbLIX TEXHUYECKUX XapaKTepucTuk.
HanmeHoBaHue 3HayeHue

YcTpolicTso pasaysatowee DPD30
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ePXHOCTb JO/KHA ObITb YNCTON N HEe AO/MHKHA UMETb MOCTOPOHHMX YacTuL, MNPy BU3YyalbHOM

)e HOPM&a/IbHBIM WU/ CKOPPEKTUPOBAHHBLIM 0 HOPMa/IbHOr0 3peHneM, 6e3 UCnonb30BaHUA
[wveera m npy ocseweHHocTM oT 300 go 700 K. YTeUKM He JONYCTUMbI. HakKOHeUHMK
pAR ycTpolicTBa Jo/mKeH cooTBeTcTBOBaTb ISO 594-1. OTKpPbITbIA KOHEL, LITOKa Lwnpuua
JMeH UMeTb YNopbl 4718 NasbLes, o6ecneynBaroLme LWNpULY YCTONUYMBOCTb U YepXXuBaroLLue
'0T cKaTbIBaHWA U 060p0Ta BOKPYr CO6CTBEHHOM OcK 6onblue YeM Ha 180° npu pasmeLLeHUn
LUKa/Io/i BBEPX Ha MNJIOCKOA MOBEPXHOCTU, PAcroIOKeHHOW nof yrnom 10° K ropusoHTanu,
OBl 418 NanbLeB [O/HKHbI MMETb COOTBETCTBYHOLLME pasmepbl, (POPMY W MPOYHOCT,
BeYaloLLle MX HasHayeHUo K obecrneymBaroLLme HafeXHOe yAep>XXuBaHWe Lnpuua npv ero
PUMEHEHUW. YTIOPbI AN1A Na/bLEB He A0/KHbI MMETb 3ayCeHLIEB U OCTPbIX KpaeB. KOHCTpYKUuA
vToka 1 yropa LUToKa Wnpuua AoskHa 6biTb Takor, YT0oObI MpU yaep>XXMBaHUKU LUNpULA OAHON
[yon WTOK MoOr ObITb YTOM/IEH 6OMbLWMM NasibUeM 3TOW >Ke PyKW. [loplueHb He [0/KeH
OTJE/IATHCA OT WTOKA. [/IMHA LITOKA LO/KHA ObITh JOCTATOYHOW 415 NepeABUMXEHUA NOPLLHS No
BOEM [/IMHEe UWAMHAPA, OLHAKO BO3MOXHOCTb MOSIHOrO BbINALEHUS LUTOKA W3 LWIUHAPA He
Jonyckaetca. [nvHa BbICTYNMaHMA LUTOKA WM KOH(Urypauua ynopa Ans ero nepeiBudxeHns
10p/oKHB1 NO3BONATL NPUBOAUTL €ro B fleicTBUe 6e3 3aTpyAHeHUA. Korga IMHUA oTcyeTa NnopLUHSA
'COBMaJaET C HYNEeBOM JIMHWEN rpajyvpoBKW LWIVHAPA, NPeAnodYTUTeNIbHbl CnejytoLlue
MUHUMa/IbHbIE 3HAYEHMA AIMHBI BbICTYNaHWUSA LUTOKa U3 LUWANHAPA, OT MOBEPXHOCTU yropa Ans
Ma/blLEB [0 Bepxa CTEPXHA wWToka: 12,5 MMm. lMNoplleHb J0/KEH MMeTb XOPOLIO BUAUMYK U
YETKYIO KPOMKY, BbIMOIHAOLLYIO PO/Ib JIMHMM OTCYETa Y TopLa MopLUHA. JIMHUA oTcyeTa Ao/KHa

MabapuTHbIE pasmepbl, MM 250+10

Bec, r 170 £5

HomnHasibHass BMeCTUMOCTb, MJ1 30

LleHa feneHua, mn 1

MakcmanibHass BMECTUMOCTb, MN 30

Hynesas nMHNA rpagynpoBKn 5

O6LLpA ANTMHA LWIKasbl O OTMETKM HOMUHa/TbHOM 65

BMECTUMOCTU, MM

MepTBOe NPOCTPAHCTBO, M/ 0,1

Mpezen norpeLLuHOCTM MaHOMETPa +4%

CoegnHuTens JSlyepa cootBetcTByeT ISO 80369-
7:2016

Bblgep>kBaemoe faBreHne 3,0 MTIMa (30 aT™m.)

Ycunue npy UCNbITaHUAX Ha FEPMETUYHOCTb He 60nee 440psi (30 aT™m.)

[vHa coeAMHUTENBbHOM TPY6KMK, MM 250+0,1

YcTpoiicTBo pasaysatouee DID30
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PXHOCTb A0/IKHA ObITb YMCTON W He LO/HKHA UMETb MOCTOPOHHUX YacTuL, Npu BU3yaslbHOM

OTe HOPM&/TbHBIM UM CKOPPEKTUPOBAHHBLIM 10 HOPM&a/IbHOT0 3peHneM, 6e3 UCMnobL30BaHUA
lyeHna n npn ocseweHHocTn oT 300 go 700 NK. YTeukn He gonyctumbl. HakKoHeYHMK
pAR YCTPOMCTBa [J0/KeH cooTBeTcTBOBaTh ISO 594-1. OTKpPbITbI KOHEL, LITOKa Lnpuua
KeH MEeTb YNopbl 4718 NasibLeB, 06ecrneymBaroLLme WNPULY YCTONUYMBOCTb U yepXKuBatoLL e
tOT CKaTbIBaHMS 1 060p0Ta BOKPYr CO6CTBEHHOM ocK 60Mblue YeM Ha 180° npu pasmeLLeHnn
LUKa/I0/ BBEPX Ha M/IOCKOM MOBEPXHOCTW, PacMosiOKeHHOM nog yrnom 10° K ropusoHTanu.
DOk ona nanbueB [AO/MKHbI MMETb COOTBETCTBYHOLLME pasmepbl, OpMYy W MPOYHOCTb,
ryatolye Ux HasHaydyeHuMto M obecneymBatoLlMe HaLeXXHOe yAepXXuBaHue Lnpuua npu ero
pU.MEHEHVW. Y'TIOPbI ANA NMaNbLUeB He A0/DKHbI MMETbL 3ayCeHLEeB 1 OCTPbIX KpaeB. KOHCTpyKumMA
roka 1 ynopa LToKa wnpuua Ao/HKHa 6bITb TaKoi, YTo6bl NPY yAepXXMBaHMN LUNPULA OAHOM
[pOi WTOK MOr 6bITb YTOMMEH 6GONbLIMM MasibLUeM 3TOW e pyku. [oplleHb He A0/KeH
[oToensTea OT WToka. [MHa WToKa fO/MKHA ObITb 4OCTATOUHOM AN nepeaBvkeHMs noplUlia mon
BOEA [/IMHE UWIMHAPA, O4HAKO BO3MOXHOCTb MOSIHOrO BbIMAAEHUA LITOKA W3 LWIMHAPA He
JOMNyCKaeTca. [lIMHa BbICTYMaHUS LITOKA M KOH(Mrypauma ynopa A1a ero nepeaBuKeHUs
J0/KHbI MO3BONSATL NPUBOAUTL €ro B AelicTBMe 6e3 3aTpyaHeHU. Korga nnHns oTcyeTa NOpPLUHSA
COBMafaeT C HY/NeBOM /NVHWENH TpafyvpoBKU UWAWHAPA, MPeAnovYTUTENbHbI CrefytoLme
MVHVMa/TbHbIE 3HAYEHUSA 4/IMHBbI BbICTYMAHUA LUTOKA U3 LWAUHAPA, OT NOBEPXHOCTU yriopa Ans
na/iblEB 40 Bepxa CTepXkHA wToka: 12,5 mm. loplieHb AO/HKEH WUMETb XOPOLUO BUAUMYK U
UETKYIO KPOMKY, BbINOMHAOLLYIO PO/b JIMHUW O0TCYeTa y Topua NopLUHA. JIMHUA oTcyeTa JO/HKHA

MabapuTHbIE pasmepbl, MM 225+10

Bec, r 15745

HomuHabHass BMECTUMOCTb, M 20

LleHa neneHunsa, mn 1

MakcrmMaibHass BMECTUMOCTb, M/ 20

Hynesas NMHWA TpagynpoBKn 5

ObLLpA f/IMHA WKasbl 40 OTMETKU HOMUHA/IbHOW 54

BMECTUMOCTU, MM

MepTBoe NPOCTPaHCTBO, M/ 0,1

Mpesen norpewHocT MaHoOMeTpa +4%

CoeguHutens Jlyepa cootBeTcTBYeET I1SO 80369-

7:2016

Bblgep>knBaemMoe faBrieHne 3,0 MIMa (30 aTm.)

Ycunue npu ncnbITaHNAX Ha repMeTUYHOCTb He 60nee 440psi (30 atm.)

[nnHa coeguHNTENbHOM TPYOKU, MM 250+0,1

KpaH 3anupatownii 3XxXo40B0W

Bec, r 5,69

OnnHa, mm 56

BHeLlwHWin gnameTp 7,7-7,8MM

BHYyTpeHHWIT gnameTp 4.3MM

CoeguHuTtens Jlyepa cootBeTcTBYeT I1SO 80369-
7:2016

BbLep)kBaemoe faBrieHne He 6onee 500 psi (34,5 aTm.)

Ycunve Ha paspbis He meHee 15 H

JIMHMA BbICOKOTO faBneHna coefuUHUTeNbHas
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/ HanmeHoBaHue 3HaueHue

LLHAA BUA, CBeTOMNpoHuLaemMble MNBX
TPy6KWU, ycTOlUMBbIE K
nepervbam, n3nomam u

NOBPEeXAEHUAM
louHA% gnameTp 3.2(x 0.1)mMm
LWNEHHUIA onameTp 01,56(x0.1)mm
|pyHa 150 Mm (£2%)
LN SIAHWN MBX nMHMA BLICOKOIO
[aBfeHns
CooTtsetcTtByeT I1SO 8536-9
KoeanHuTtens Jlyepa cooTBeTcTBYeT 1SO'80369-
7:2016
1 BHeuHWA guameTp, MM 7,73-7,83
1 BHyTpeHHW gnameTp, MM 4,3
[ BblaepkmBaemoe aaBneHne 3448 kMa(500pbI)
1 Yewve Ha paspbiB He meHee 15 H
Y. KOHHEKTOp
Bec, 1 7+0.5
LnvHa, Mm 87,4+4,37
BHeLHWiA gnameTp 05,7 (£ 0,3) mm
BHyTpeHHWUIA fnameTp 03,0 (x0,3) mm
CoeguHuTens Jlyepa cooTBeTcTBYeT 1SO 80369-
7:2016
Bblaep>kvBaemoe gaBneHune 400kI1a
Ycwve Ha paspbiB He meHee 15 H
3allenkvBatoLLmiics KnanaH HeT
Y- KOHHEKTOp C N1acTHYHbLW KnanaHom
Bec, r 9+0.5
LOnviHa, Mm 94+5
BHeluHW guameTp HensMepumo
BHyTpeHHWIA gnameTp 02,7 (x 0,3) Mm
CoenumHuTenb Jlyepa cooTtBeTcTBYeT 1SO 80369-
7:2016
BbligepXvBaemoe gaBneHume 1250kMMa
Ycunne Ha paspbis He meHee 15 H
3alLlenkmBaroLLMncs KianaH na

YCTPOWCTBO A1 BpaLLeHNs NPOBOAHMKA
MoBepxHOCTb [o/MKHA ObITb rnagkas 6e3 MOMOCOK, reneobpasHbIX BKparseHWin, Haceyek wuam
MHOPOAHBIX YacTuL,. Jo/mkeH 6biTb 06ecneveH 6%-Hblii CKOC KOHWYECKOW 4acTu COefUHEHUS.
ncnosnHeHHoro corsacHo 1SO 594-1.

Makc, BHELLHWI AnameTp, MM 1

MWH. BHYTPEHHUIA AnaMeTP, MM 0,35mm(0,014™)
JnnHa, Mm 41+5
Bec,r 2+0,5
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| HanmeHoBaHue 3Ha4yeHune

LLECTUMOCTb C KOPOHapHbIM MPOBOLHMKOM OT
0,35mm (0,014”) go 0,89 Mm
(0,0217)
804YHOCTb COeANHEHNS He meHee 40 H
f [MpoBogHNK

AH B13ya/IbHOM 0CMOTPE HOPM&/TbHBIM UM CKOPPEKTUPOBaHHBIM 4,0 HOPMa/IbHOT0 3PEHMEM MPU
LL-KPATHOM YBE/IMYEHUW BHELLHSA MOBEPXHOCTb 3PHEKTUBHON [ANNHBbI U3LENUA He [LO/IKHA
LLIETb MOCTOPOHHUX BKJ/THOYEHWA.
mCCTpVE UTIbl HE I0/1XXHO UMETb HEPOBHbIX KpPaeB, KPOMOK, 3ayCEHLIEB U JO/HKHO ObITb 3alLULLEHO
WOT [MOBPEXAEHUNA.
mCoenHUTeNbHAA BTYNKa (KnanaH) Ao/HKHa UMeTb MPUEMHbIA TN pasbema (J1103p), Npu 3TOM
EWKOHYCHOCTb COefJMHEHUA [0/DKHA COCTaB/ATbL He MeHee 6% corsiacHo VICO 594-L YTeuku He

m[0MyCTUMBI.

||Pa3mep 21G
1 JvHa, mm 102 £5.1
[ DvaveTp, MM
' BHeLLHWIA 0,9 +0,05
BHYTPEHHWIA 0,53 £0,1
BbLUepxmBaeMast Harpyska (CoeguHeHMe Tpy6KU UMbl ¢ 20H
BTY/IKOW)
Bec, r 0,99
Y- KOHHEKTOp C NfacTUYHbIM KnanaHoMm” ¢ TPYy6Koi M 3-X XO0BbIM KpaHOM
Bec, r 12,5+0,5
JnvHa, Mv 94+5
BHeLWHUIA anameTp KOHHEKTOpa, MM Hen3mepumo
BHYTpeHHWIA anameTp KOHHEKTOpa, MM 3,0(x0,3)
CoeauHutens Jlyepa cootBeTcTBYeET 1SO 80369-
7:2016
BbigepxxrBaemoe faBneHne 1250kMa
Ycunve Ha paspbiB He meHee 15 H
Tpybka cBeTonpoHuyaemasn NMBX
BHeluHuin B TpybKa, ycToliumBas K
nepermbam, n3nomam u
NOBPEXEHUAM
O/IMHa, CM 17+0,5
BHewwHWin guameTp, Mm 3,2+0,2
BHyTpeHHWIA gnameTp, MM 150,05
3auwenkmBatopiics KnanaH fa
Y- KOHHEKTOp C TPY6KOW M 3-X XO40BbIM KpaHOM
Bec, r 11+0.5
LnvHa, MM 87,4+4,37mm
BHeLHWI fuameTp KOHHeKTopa, MM 5,7+0,3
BHYTpeHHWIA guameTp KOHHeEKTOpa, MM 03,0 (= 0,3) mm
CoegnHuTenb Jlyepa cootBeTcTBYET I1SO 80369-
7:2016
Bbigep>xnBaemoe faBrieHne 400kMa
Ycunve Ha paspbis He MeHee 15 H
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3HayeHue

L HavnmeHoBaHune
Axa cseTonpoHuuaemasn MNBX
pbHWiA BUL, Tpy6Ka, ycToinunBas K
nepervbam, n3siomam u
NoBPeXAeHUAM
cooTBeTcTBYeT ISO 8536-9
BVHa, CM 17+0,5
BHeLLHWI friameTp, MM 3,2+0,2
Bs)TpeHHWIA agnameTp, MM 150,05
m3-XX00BOI KpaH
|paa. cm 37Mm
mBHeLLHA AnaMeTp, MM 7,73-7,83
(BHYTpeHHWIA gnameTp, MM 43 . ,
HeT

(3aLLenkuBatoLLpIcs KnanaH

115 OnuncaHue MmaTepunasioB, coaepXalmnxca B KNHOUYEBbIX PYHKUMOHATbHbIX
anemMeHTax / 610Kax / yacTaAX Me4ULMHCKOIo U3fenns, B TOM 4Yucie, Mmatepmnanos,
KOHTAKTUPYIOLNX C Ye/T0BEYECKMM OpPraHM3Mom

M n3rotosneHn HabopoB UCMOJL3YHTCA MaTepuasbl, NMpegHasHavYeHHbIe A1 UX U3TOTOBJIEHWS,
6esonacHocTb Koropi>ix MoATBepXAeHa B YCTAHOB/IEHHOM MOPSAKE CePTUNMKATOM COOTBETCTBUS,
JeKnapauyieii 0 COOTBETCTBUW WM MPOTOKONIOM WUCMbITaHUA. Cbipbe M MaTepuasibl 0TBeYatoT
FUrMeHNYeCKUM TpeboBaHMAM. Bce KOMMOHEHTbl HabopoB AO0/MKHbI  6bITb  BMONOrNYeCcKU

6e3onacHbIMK o 1SO 10993-1.

Tabnuua 2
YacTb nsgenunsa MaTtepuan/Mapka/l1pounsBo CTtpaHa KoHTaKT
anTenb npous-ns
Nyep Mawma, Jlyep MonukapboHat / MAKROLON  T"epmaHua *
Mana 2805/ Covestro
(coegmHuTENb Jlyepa)
H MOBOPOTHBbIN MonnokcumeTuneH/ CLUA
wparoupii  PyKeaTop DELRIN 500P NCO010,
i XOOBOM DELRIN DE8903 NCO010/
DuPont
in O CunukoHosas pesnHa/ KEG- AnoHusa +
YMAOTHUTENbHOE 2000-30 / ShinEtsu Chemical
KO/1bLO
Teno KoHHeKTOpA. Monunkap6oHat /MAKROLON  ['epmaHus +
Baiinac 2805/covestro
J1103pOoBCKUA Monunkap6oHaT /MAKROLON  epmaHus +
KOHHEKTOD;  jakoHeuHMK 2805/covestro

& 000 LMPMM (2] INFO@CIRMI.RU & WWW.G0SZDRAVNADZOR.RU



KHonka cbpoca

MemocTaTnyecKuii
KnanaH

MnacTUYHbIF KnanaH

Tpybka

3-X X040BOW KpaH

Konnayok

POBOAHVK Wrna (MHTpogbrocep)
KoHunueckuii
HaKOHeUYHNK
CTPOUCTBO durKcMpyoLLan
IHBpallieHss  rofioBKa U pyyka
IOBOAHMKA  YCTpOMCTBa

Monnkap6oHaT /IMAKROLON
2805/covestro

CunukoHoBas pesnHa / KEG-
2000-30/ShinEtsu

CunukoHosas pesnHa / KEG-
2000-70/ ShinEtsu

nBx/

CE-8511L1-04/

Tekni-Plex Healthcare &
Specialty Packaging (Suzhou)
Co., Ltd

MOBOPOTHBIN (hKMcaTop

CoeanHuTens Jlyepa

KpaH (Teno)

Monnkap6oHat /IMAKROLON
2805/Covestro

HepyxagetoLan ctans/Mapka
SUS304/Zhejiang INI
Medical Devices.,Ltd

M/ Ruiyi (China)
Technology

MonuébytunneHTepeptanat /
Ultrsdur B4500/ BASF
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"epmaHns

AnoHuA

AnoHuA

NTanusa

Monuokcun
MeTuseH /
DELRIN
500P
NCO010,
DELRIN
DES8903
NCO010/
DuPont
Monnkap6
oHaT
IMAKRO
LON
2805/cove
stro

Monnkap6
oHaT/
MAKROL
ON 2805/
Covestro

MepmaHuA

China

KuTtaii

MepmaHns

"'epmaHns

"epmaHuA



)Lge

VHST
jICKQ0
aB/eHns
)eouHUTENBH

{

MnyHxep

Pyuka nnyHxepa

KpbILLKa

KHonka
610KNPOBKNU/Pasbnok
NPOBKM

Kopnyc

LLinpuy

MecTo coenHeHMnsA
TPYy6OK

CoefnHUTeNbHasA
NnHNA

CoeguHuTens Jlyepa
«narna»

Tvin O
YNI0THUTENbHOE
KO/bLIO

MaHomeTp

MopLueHb

Nyep Mawma, Jlyep
Mana

(coegnHnTENb J1yepa)

Tpybka

MA/ZYTEL 70G33L/
DuPont

MA/ZYTEL 70G33L/
DuPont

ABS / PA-747S | CHI MEI
POLYLAC

ABS/PA-747SICHIMEI
POLYLAC

Monunkap6oHaT / MAKROLON
2805/ Covestro

MonukapboHaT / MAKROLON
2805/ Covestro

Monunkap6oHaT / MAKROLON
2805/ Covestro

My / ESTANE® 58271 NAT
021/Lubrizol corporation

& MA 6 / Rhodia polyamide

Monukap6oHat / MAKROLON
2805/ Covestro

CunukoHoBasi pesnHa / KEG-
2000-30 / ShinEtsu Chemical

MeTannnyeckaa megb w
NHXXeHepPHbIA N1acTuUK

M3onpeHoBas pesnHa/

Rubber SKI1-3S/Jsc Sintez
Kauchuk

Monnkap6oHaT / MAKROLON
2805/ Covestro

nBx/

CE-9011B-04/

Tekni-Plex Healthcare &
Specialty Packaging (Suzhou)
Co., Ltd
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CLUA

CLWA

TaliBaHb

TaliBaHb

"epmaHnA

"epmaHuA

MepmaHusA

P paHUna

"epmaHnsA

AnoHuna

MepmaHnsA

Poccus

MepmaHusA

NTanusa



MepBuuHas ynakoBka  bymara - Tyvekl059B, CLUA -
DuPont
MNnexHka PENO

TexHMYecKoe onMcaHne MeAULUHCKOT0 U3aenmns

] YcnoBusa 6e3onacHOro NpuUMeHeHNs
(anpuMeHeHMeM BCeYCTPONCTBA HABOPOB LOMKHBI ObIThb NPOBEPEHbI HA CPOK FOAHOCTU U
LLMVie MOBPEXK AEHMWIA.
VAcnonb3oBaHie NOBPEXK AEHHbIX N3AENNIA AW C UCTEKLWMM CPOKOM FOAHOCT M - 3anpeLleHa.
lged onepayueil He06x04MMO CO6paThb aHaMHe3 C BbISIBAEHMEM BO3MOXKHbIX (DaKTOPOB pUCKa Ha
BefieHVe npoueaypbl (0c060e BHUMaHMe 06paTUTb HA HaAnune B NPOLLIOM a3nepruyeckuy
TULW) ¥ HapyweHne yHKLMM NoYek).
LLiuveHT foMKeH 6bITb NPOUH(POPMMPOBAH O MOPSAAKE NMOATOTOBKM K NPOLELYPEe CBOUM fevallm
\pedOM
Tov NpoBeAeHNN WHTEPBETLUMOHHbIX Mpoueayp PeKOMeHAyeTCs CneaoBaThb KAMHWUYECKOMY
MpOTOKONYy, pazpaboTaHHOMY And CTaHAapPTHbIX (CPEAHMX) YCIOBMIA NPUMEHUTENIbHO K Ka>K0OMY
B/ ICCeJ0BaHNS.

WHCTPyKUMSt N0 NMPUMEHEHNI0 YCTPOKCTB B Hab6ope € Y-KOHHEKTOPOM C MAACTUYHbIM KnanaHoM:

KManaH baiinac JII03pOBCKNIl HAKOHEYHUK

Y-KoiincKTop npegoctaBnsieT fBa TOHHeNs B KPOBEHOCHbIA COCYA; TaKMM 06pa3oM BO3MOXHO
OAHOBPEMEHHO BBECTW KOHTPAcTHOE BeELWEeCTBO M MPOBOAHWUK WM  KaTeTepbl BO Bpems
Xvpypruycckoro Bmewlarensctea. KnanaH Y-KOHHeKTOpa npefoTBpallaeT noTepto Kposu. Wrna
(MHTpoOAblOCEP) NPOBOAHMKA BCTaBMAKT B KnanaH Y-KOHHEKTOpa, obecneuymBast TOHHeNb AN
NMPOBOAHMKA W 3aWyTbl MPOBOAHWMKA. YCTPOWCTBO [AN1S BpalieHWs MNPOBOAHMKA YAepXXuBaeT
NPOBOAHMK W 0611ervyaeT ABMXXEHNE MPOBOAHUKA.

1.MpoBepbTe YNakoBKY YCTPONCTB 1 camn YCTPOMCTBA, YTOObI y6eaNTLCSA B TOM, YTO yNakoBKa bblna
repMeTUYHO 3aKpbITa 1 YCTPONCTBA He NOBPEXAEHDI.

2. MoacoeanHNTE CbEMHbIN 3-X XOA0BOW KpaH U COeANHUTENBbHY TPY6KY ¢ 6alinacom B c/ydae
HeobXxoAMMOCTH.

4. HagexXHo MOAKNHUNTE [AUCTa/lbHbIA /IIO3POBCKUIA  HAKOHEYHUK C KaTeTePOM WAM  APYFUM
YCTPONCTBOM.

3. MaxkmnTe pyyKy A0 KOHLA M yCTaHOBMUTE KanaH B NofioxeHne «O7 KPbITO» (401XKeH Noc/bIwaThes
Lwen4yok) (cm. PrcyHok)
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[Kormp KnanaH HaxoAMTCA B COCTOAHUN «OTKPbITO», YCTPOMCTBA, BK/IKOYAsA MPOBOAHUK U KaTeTep
[ycTporicTBOM pasgyBatoLL M, MOryT MnepeMeLaTbes.
[Hetare KHOMKM yCTaHOBUT K/ianaH B MOJI0KeHWe «3aKpbITo», (CM. PUCYHOK)

LLaxkaTie pyykn nanbuamm mMexgay «OTKpbITO» W «3aKpbITo» [JaCT BO3MOXHOCTb MN/aBHOW
PErY/MPOBKA K/iaraHa oT MOJTHOFO OTKPbITWS 40 NMOMIHOTO 3aKPbITUS, YTO MOMOXET NPeAoTBPaTUTb
VIZ/MLLIHKOKO MOTEPHO KPOBYM NPV MPUMEHEHMMN YCTPOIACTBA, (CM. PUCYHOK)

9. Yc'rpoiic rea MOryT NPOXoAMTb Yepe3 Y -KOHHEKTOP fake NPV 3aKpbITUX KanaHa.
10. irna NpoBOAHUKaA CNOCOBCTBYET BBEAEHUIO NPOBOAHMKA.
W.PekoMeHayeTCA NpuMeHeHMe YCTPONCTBA 415 BpaLLeHWs NMPOBOAHMKA 4151 KOHTPONS NPOBOAHMKA.

MHCTPpyK1{1s N0 NpMMEHEHUNI0 YCTPOKCTB B Habope ¢ Y-KOHHEKT OPOM:

Y -KOHHEKTOp MpeAocTaBnseT [Ba TOHHENA B KPOBEHOCHbIA COCYA: A8 BO3MOXHOCTU BBOAA
KOHTPACTHOrO BeLLEeCTBa M MPOBOAHMKA WM KaTeTepa BO BPeMS XMPYPrnyeckoro BmeLlaTeNnsCcTBa.
KranaH Y -KOHHeKTOopa npefoTBpaLlaeT noTepio KpPoBW.

Baiinac "eMoCTaTUYECKMA KnanaH
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MPOBOJHMKA BCTaBASAKOT B KianaH Y-KOHHEKTOpa, co3faBas TOHHEeNb A5 MPOBOAHMKA W
NPOBOAHWKA. YCTPOWCTBO ANs BpalleHWsi MPOBOAHMKA YAep>XXMBaeT MPOBOAHUK W
€T IBUXKEHVE NPOBOAHUKA.
OBEpLTE YMAKOBKY YCTPOMCTB M camMu YCTPOICTBA, UTO0bl yoeAnTbCS B TOM, UTO YNaKoBKa Oblnia
VENIVHHD 3aKpbITa 1 YCTPOMCTBA He NMOBPEXAEHbI.
HeobX0AMMOCTN MOACOEANHUTE CbEMHBIA 3-X XOLOBOW KpaH W COeAVUHUTENbHYIO TPYOKY C
pz o0l
OLCOEAMHUTE NTHO3POBCKUIA HAKOHEYHUK K KaTeTepy.
emITe UrNy NPOBOAHMKA B FreMOCTaTUYeCKMIA KnanaH B NPOKCMMa/IbHOM KOHUE Y -KOHHeKTopa
THHATE K/anaH.
BBEIUTE NPOBOAHMK CKBO3b Ur/ly NPOBOAHMKA B KaTeTep.
YTe Uy MPOBOAHMKA; 3aKPYTUTE reMoCTaTUYeCKNIA KnanaH Y -KOHHEKTOpa A0 MpeKpaLLeHnst

CTYTVEH/S KPOBW.
fPeKoveHayeTCsl NPUMEHSATL YCTPOIACTBA 151 BpaLLEeHUA NPOBOAHMKA A1 KOHTPO/S MPOBOAHMKA.-

NVHCTPYKUA MO NPrenernT YCTPONCTB B Habope CyCTPOCTBOM pasgyBatoLnm:

Yetporctea pasgyBatowime DPD30 n DID30 aBns0TCA 04HOPa3oBbIM YCTPOMCTBOM, CMOCOOHbLIM
‘co3ipBaTL MaKcMasibHoe faBrieHne 30 atm/6ap. OHM OCHaleHbl Pe3bb0BbIM MJTYHXEPOM, TMOKUM
YI/WMHUTENEM - COeANHUTENbHOM NIMHNEN BbICOKOTO AaBneHns. [puMeHseTca 41 pasnyBaHUs vum

GoyBaHVs KaTeTepa Asi PacLLMPEHst COCY/0B.

MaHoOMeTp

MnyHxep

eniai

1 TpoBepbTe yNaKoBKY N yCTPOCTBO pasfyBatoLLee, UTOObI y6eanTLCS B OTCYTCTBUM NOBPEXAEHWIA.
2. MocTaBbTe NAYHXep B nosnoxeHne 0 (HOMb) LWKaAbl U yAaNMTb BO3AYX M3 LUNPULA MPU HaXXaTuK
KHOMKW.

3. MNorpyswnTe Nlyep B rOTOBOE KOHTPACTHOE BELLECTBO, HAXXMMUTE KHOMKY U OTBEANTE MYHXKEP.

Korza KOHTPacTHOe BeLLECTBO JOCTUIHET TpebyeMoro o6bEma, OTNYCTUTE KHOMKY.

4, 1afekHO MOAKMIUNTE YCTPOWCTBO K KpaHy 3anupatolieMycsi 3-X X0[4oBoMy. [epxuTe
YCTPOWCTBO BEPTUKa/IbHO MAHOMETPOM BBEPX, TOIKHUTE MYHXEP BNEPE[, HAXKUMas KHOMKY, UTo6bI
yoa/mTb Bo3gyX. B cnyyae HeOGXOAMMOCTU, cnerka MoCTyKUBaiTe MO LUNPULY A4S YCTpaHeHUs!
OCTaTOYHOro BO3AyXa.

3.BbiKMounTe MPOTOK B KpaHe, MpPOBepbTe WHAMKATOP MaHOMEeTpa MyTEM YBE/IMYEHUST WK
YMeHbLLIEHVSI JABEHNS.

MoaKNtoYeHWe YCTPOMCTBA pa3ayBatoLLEro K KateTepy:

1 MpumeyaHune: nepes NOAK/OYEHNEM YCTPOMCTBA pa3fyBatoLLEero K KateTepy, U3Lenuns A0/KHbI
ObITb NOArOTOB/IEHbI N NMPOBEPEHbI B COOTBETCTBMM C MHCTPYKUUSAMU NPOU3BOANTENS.

2. Ynanute 3-X X00BOW KpaH 13 YCTPOMCTBA pasayBatoLLEero.
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iHite: HeyfauHoe cHATMe 3-X XOA40BOr0 KpaHa MOXeT MPUBECTU K HOHAJaHWI0 BO3JyXa B
y W/ H/IH yTeyKe KOHTPaACTHOro BeliecTBa. Takum obpas3om, faBneHune, Heobxoanmmoe
MAyBaHHW, MOXET He HO;LIEepPXHBATbCA.
[aiTe coefMHeHMEe MeXay JlyepoM YCTPOMCTBa pasfyBatollero uU KaTeTepoM U HaféXHOo
B/ (3aKpenuTe) ero.

LLIATaHWS YCTPOIACTBA A5 pas3ayBaHUs
Yiepr/BaliTe KHOMKY CMYCKOBOIO MexaHu3Ma, UTo6bl CBOGOAHO TOMKATb WM TAHYTb MJYHXep
1paznyBaHUS MW CAyBaHWUSA (PUCYHOK 1):

AVAR VA

24t06bl YCTpaHUTbL OCTaTOYHbIA BO34YyX B KaTeTepe, Heo6X04MMO YyAepXXuBaTb YCTPOACTBO
BEPTUKASTBHO M NOTAHYTH MJIYHXep AN CO34aHMA AaBeHUs BaKyyma, HaKMMasi Ha KHOMKY.
3.PaznyBaHve 6asi/ioHa: MOBEPHUTE PYKOATKY MO 4acoBOW CTpesike AN YBE/IMYEHUA [AaB/ieHUs.
(PyicyHoK 2)

4. CoyBaHuMe 6anoHa: NOBEpHUTE PYKOSITKY MPOTMB 4YacOBOW CTPENKW Ha [Ba Kpyra, U AaBfieHune
CHM3NTCA H e 10 aTM. HaxxmuTe KHOMKY A58 cépoca gasneHns. (PUCYHOK 2).

5. B cnyyae Heo6xoAMMOCTM NOBTOPUTE, NOXKanyicTa, atanbl 3 v 4.

6. Co3faHuve [aBfieHNA BakKyyma: HaOXXMWUTE Ha KHOMKY W MOTAHUTE PYKOATKY MJyHXepa [And
co3jaHuA JaBfieHNs BaKyyma.

Y.blaxmmte Ha KHONKY Ansa 6bICTporo cépoca gaBneHns. (PucyHok 3)
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PucyHok 3

'BuuMaHve: BbiCTpbIli cOpOC AaBneHUs MOXeT co3faTb PUCK ANS nauueHToB. lMoxanyicTa,
'KNnonb3ylve n3genns B COOTBETCTBUM C KTMHNYECKMMU PEKOMEHAALUAMMN MO ONepaTUBHOMY

lueunren-es3By.

MpuMevaHie: KaTeTep He BXOAUT B COCTABYCTPOICTB pasaysatoLLyx B HAGopax.

22 TexHn4ecKoe o6Ccny>XxmnsaHue
HeTpebyeTca. Habopbl 04HOPA30BOro NPUYMEHEHUS.

23 YucTtka n gesnHpekumns
He TpebyeTcs.

CTepununsaymsa:
Habopbl NOCTaBNAOTCA CTEPUNbHBLIMM B FEepPMETUYHOM YynakoBKe. CTepunusaums npoBoanTCA

rasoBbiM MeTOLOM C MpuMeHeHMeM 3TuneHokcnga no 1SO 11607-1. [lMpouecc cTepunmsaunm
Ba/MAMPOBaH B COOTBETCTBUMU € TpeboBaHMAMM 1SO 11135:2014.

24 TpeboBaHMA oOxpaHbl OKpyXakwluielh cpefbl, B TOM 4ucne TpeboBaHuUS
6e30NacHOro YHUUYTOXEHUA U yTUNMN3aLNN. 3almTa OKpyXalLwen cpelbl

» [laHHOe MeAMUMHCKOE W3fenne npegHasHayeHo [ UCMO/b30BaHUSA UCK/IKYUTENIbHO MO
HasHa4YeHM0 U1  TOMbKO  KB/IM(PULMPOBAHHLIM  fIMLEH3UPOBAHHLIM ~ BPayoM WM UHbIM
NPaKTUKYOLLMM MeANLMHCKAM CMeLMasiMCTOM N0 Ha3HauYeHWI0 1 NoJL KOHTPO/IEM TaKoro Bpava.

* CriegyeT Bcerja cobnofatb CTepUIbHOCTb.

* He ncnonb3ayi re B ciyyae BCKPbITON MM NOBPEXAEHHOM YNaKOBKW.

* He ncnonb3yiiTe B ciyyae o6Hapy>KeHUA Kakux-Mbo NoBpeXxxaeHui nnn fedeKToB.

* B xofe ncnonb3oBaHns cobnogarite obwme Mepbl NPeSOCTOPOXHOCTK.

Tpe6oBaHMSI K OXpaHe OKpy>KatoLeli cpefpl
Ha6opb| npn KnCnoJsib3oBaHMN, TPaHCMNOPTUPOBKE N XPaHEHUN HE OKasbiBalOT HEratmBHOro

BO3AEMCTBUS Na YesioBeKa M OKpyXKarwLyto cpefy. CneumanbHol 3alyTbl NepcoHana v nauveHTa

Mpy NPYMEHEHNIN U3aeNns He TpebyeTcs.
Bce npoueccbl M3roTOBMEHUSI U3[eNNs OCYLLUECTBASIOTCA B MOMELLEHUSAX, OCHALLEHHbIX MECTHOM

NPUTOYHO-BbITSXKHON BEHTUNSALMEN.
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lib30BaiiHe MCTOYHMKOB OMIKPLITONO OFHA B 3TUX MOMELLEHUAX 3anpeleHo. Mpon3BoACcTBO
SYHOCYLLIECTB/ISIETCH B KOHTPO/IMPYEMBbIX YC/IOBUSAX: YACTas KOMHaTa Ksacca 6 B COOTBETCTBUM
‘ctaHgaptom  I1ISO 14644-1:2015.  [MomelleHne  060pyaoBaHO  BbICOKO3((EKTUBHbLIM
B0A3PO30/IbHbIM — (hunbTpoMm  (HEPA), BnaxHocTb M TemnepaTtypa KOHTPONPYHOTCS,
VOO/HECKA MPOBOAUTCA BasiMjaums cpefbl B KOMHATE B LeNnsxX MNPoBepKn 3ddheKTUBHOCTU

s HEPA.
[Fa okpyxatoLeli cpefbl OCYLLECTBNISAETCA B COOTBETCTBMM C [AEMCTBYIOLMMM CaHUTapPHO-

KMMO/IOMMYECKUMW NPaBuiaMn 1 HopmaTMBaMu Npov3BOAUTENS.
HaLst HEMCNOb30BaHHbIX M3eNNiA OCYLLECTBSETCA B MOPSAKe, NpesycMoTpeHHoM CaHlMuH

[L7.2790 pns oTxXo40B Knacca A.
bM3VPOBATL KaK 0TX0fbl Kacca b - annaeMmonornyeckn ornacHble OTXOAbl. YTWAM3UPYIHTE

VLWHCKVE N3[eNINA N0 UCTEUYEHUM CPOKa UX CNYXXObl B COOTBETCTBUMN C MECTHbIMU MpaBUiaMu.
usnonyyYeHns JONOMHUTENBHON MHOpPMaLUU Mo YTUAM3auun UM nepepaboTke ~obpaTuTech B

LLbE OpraHbl BNacTu.

15 laHHbIe N0 CPOKY CNYXObl
(qokrogHocTW: 2 rofa ¢ AaTbl U3rOTOBMEHUS.

26 TpeboBaHMA K TPAHCNOPTUPOBAHUIO N XPaHEHWUIO
TpaHCropTUPOBKY W3AeNni OCYLLECTBASAIOT BCEMM BUAAMU KPbITbIX TPAHCMOPTHLIX CPEACTB B
COOTBETCTBUM C MpaBuiamMmn NepeBo3KK rpy30B, AeCTBYIOLMMUY ANS [aHHOMO BUda rpancrnopTa. npu
COO/TOAEHN TEMMNEPATYPHOI0 peXxnma.

TpaHcnopTUPOBKY OCYLLLECTBAAIT Npu TemnepaTtype -39® C go +60 ®C.

XpaHTb B CYyXOM, 3aLMLLEHHOM OT MPSAMbIX CO/THEYHbIX Jlydeil MecTe Npu TemnepaType oT 5 fo
40°C n oTHOCUTENbHOM BRaxkHocTn oT 30 o 75%.

MapaHTUPOBaHHbI CPOK XpaHeHUs - 2 roga.

2.7 "'apaHTUN U3rOTOBUTENSA
MpounsBoauTeNb rapaHTUPyeT OTCYTCTBUE Aed)eKTOB UCMONTHEHUSA UK MaTepranos rnpu cob/110AeHN

HaJ/iIeXallyx YC/IOBUIA XpaHeHUst M WCMOMb30BaHWsA. [laHHas rapaHTUs aHHY/NMpyeTcs B C/yvae
HeNpPaBW/IbHOrO XPaHeHUs! UM UCMO/Ib30BaHNS, a TaKXKe NPU BO3HUKHOBEHUWN (haKTOPOB, CBA3AHHbIX
C MauueHTOM, €ero [AuarHo3oM, JleYeHVeM, XMPYPrMYEeCKUMWU BMeLIATeNlbCTBAMU W APYTUMU
acrneKTamy, He 3aBMCALLMMW OT NPOU3BOAMTENS U OKa3blBAKOLLMMK HEMOCPeACTBEHHOE BAMSIHUE Ha
NPOAYKLUMIO MPOU3BOANTENSA U Pe3yNbTaTbl €€ UCMOb30BaHMS

"apaHTMPOBaHHbI CPOK XparneHus - 2 rofa co AHSI U3roTOBMEHWS, MPY YC/IOBUK, UTO YraKoBKa He

Bblia NOBPEXAeHA UM BCKPbITA.

3. MapkKupoBKa 1 ynakoBKa u3genums

3.1. OnucaHue mapknposkn MW

MapKMpoBKa BK/IHOUAET CieyHOLLLYH0 UH(OPMALIMIO:
TOBapHbIil 3HAK NPeAnpPUATUS-U3rOTOBUTENS (NPU HaNIYKE)

HanMeHOBaHWe NMPON3BOAUTENA C yYKasaHeM afpeca
HavMeHOBaHMe 1 0603Ha4vYeHMe Tuna (BUaa, cepun) nsgenns
HOMep M34enna No CUCTEME HyMepauun NpPon3BoAUTENA

COCTaB MeMLMHCKOro M3aenus
APYrue faHHble B 3aBUCMMOCTY OT TpeboBaHW K M34enmsiM (CM. CUMBOJIbI, HAHECEHHbIE Ha

MapKUPOBKY).
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Interventional Device Set

Push-dick ¥ Connector
with Extension Tube

Guide Wire Introducer
Torque

Balloon In-deflation Device

e DAS013 2019-12-05
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inte~ntional Device Set QAJI13
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MpviMep BTOPUYHON TPAHCMOPTHOM YNaKOBKN
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npumep MapKnpoBku ans 1'<l)-nepBUYHON:
HavmeHoBaHVe Habopa
JOBABW Tb Korga B P® nsgenua npugyt

Mpumep MapKMPOBKK NN PO -TpaHEeNOPTHOMN:
HavmeHoBaHue Habopa
JOBABUTDL korga B P® msgenua npnayt

3.2 OnuncaHne CUMBOJIOB, HAHECEHHbIX HA MapKNPOBKY

He vcnonb3oBaTb NOBTOPHO

A OcTopoxkHo! ObpaTuTech K CONPOBOANTENbHON AOKYMeHTaLUn!

Mcnonb3oBaTth [0

LOT Koga naptun
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MapKVpoBKa BHELLHEN KapTOHHOV KOPOGKM M TPaHCMOPTHOM KapTOHHOM KOPOOKMW BbLUOHSETCS C
HaHeCeHVeM A0MOTHUTENbHBIX CMMBOJIOB O MPaBW/IbHOM TPAHCMOPTMPOBKE U XPaHEHUW W3AeNUNA,
TaKUX Kak:

- OrpaHnyeHmne TemnepaTtypbl

- Bepeub oT Brlarm

- HegonyckaTb nonajaHMA CO/THEYHOro cBeTa

3.3 Tlpouecc ynakoBkKn n3genuns
M3penne ynakoBbIBAeTCS B MEPBUYHYH YMNAKOBKY: TaiiBeK M [13, 3aTeM B TPaHCMOPTHYIO:

KapTOHHY0 KOPOOKY, 06ecneymBaloLLyto COXPaHHOCTb MPOAYKLNN.
Pa3mep ynakoBKu:
MepBnyHaa nHAMBUAYabHaa ynakoBka: 275*130*55mm.
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o4 . un:
| VAL

BropuyHas TpaHcnopTHasa ynakoBka:580*315*325mmM.

4. NHpopmaymsa no npons3BoaCTBY
4.1 MeToAbl KOHTPO/IA U TECTUPOBAHUSA
4.1.1 KOHTpONb NOCTaBLLNKOB U CbIpbA
4.1.2 KoHTposb CO0PKM n3fenui
4.1.3 T10CTNPOAAXKHbIN KOHTPO/Ib
4.2 MNpoeKTnpoBaHme 1 NPon3BoOACTBO
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CTafin NPOEeKTUPOBAHUSA U3LeNnst

Mpon3BOACTBEHHbIV MPOLLECC BK/OYAET B CEOS:
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5. Tabnuuya coOOTBETCTBUSA CYLW,ECTBEHHbIM NPUHLMMNAM
5.1 TlepeyeHb NPUMEHAEMbIX HaUWOHAIbHBIX U MeXAYHapoAHbIX CTaHAapToB C
Lenblo obecneyveHns 6e30macHOCTU, 3(eKTMBHOCTM W KayeCcTBa MeAULMHCKOrO
m3penns - (MMHMManbHOe TpeboBaHue)

¢ Cuctema YnpasneHmna Kavectsom EN 1SO 13485:2016

e Cuctema KauectBa MpunoxeHue Il - ucknoyasn Pasgen 4 AnpekTuebl coBeTa 93/42/EEC

e [lpumeHeHMe MeHeLKMeHTa pucKa Ha MefuumnHekume nigenna MTOCT ISO 14971:2012

5.2. MexayHapoaHble CTaHAaPThI

CraHpgapT OnucaHune
EN 1SO 80369- CoefMHUTENN Masoro AuameTpa A5 XXUAKOCTeR 1 rasoB B MPUNOXKEHUSX
7:2017+AC-2018 34paBooXpaHeHns - YacTb 7: KOHHEKTOPbI A1 BHYTPUCOCYAUCTbIX WN

NOAKOXHbIX I'IpI/II'IO)KEHVIVI

EN 1SO 10993-1:2009  W3penus meanumHckue. OueHKa 6M010rMyYecKoro JeicTems
+AC-2017 MeAMUMHCKNX n3gennin. Yactb 1. OueHKa 1 nccnefoBaHms

Bronormnyeckas oueHKa MeaNLNHCKMX YCTPOICTB - YacTb 4: Bblbop

EN ISO 10993-4:2017 o o
TECTOB /151 B3aMMOAENCTBUI C KPOBbLHO
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LLIO 10993-5:2009

m1SO 10993-
LL)OS/AC:2010

L1180 10993-
fiG;2013

~A180 10993-
f|l1;2018

fj

®fENISO 10993-
112:2012

I ENISO 10993-
f 18:2009

EN556-1:2001+Cor
1:2006

EN ISO
11135:2014+A1-2019

ENISO 11138-2:2017

ENISO 11140-1-
2014+AC-2015

ENISO 11737-1:
2018+AC-2018

EN 1SO 11737-2:2009

ASTMF 1980-2016

EN ISO 11607-1:2020

EN ISO 11607-2:2020

Buonormnyeckas oueHKa MeAULIMHCKNX YCTPOIACTB - YacTb 5: AHanM3bl Ha
B NPO6UMPKe LIMTOTOKCUYHOCTb

Bronornyeckas oueHKa MeUUNHCKUX YCTPOMCTB — YacTb 7: ocTaTKu
cTepununsaumm OKecmnga sTuneHa

M3pennsa meamumHekme. OueHKa 61M0N10rmyeckoro aencTems
MeAnUMHCKNX n3gennia. Yacte 10. ccnegoBaHnsa pasgpaxaroLero v
CEHCUOMIN3NPYIOLLLErO LeCTBUSA

Bronornyeckas ougHKa MeANLUHCKNX YCTPOMUCTB - YacTb 11: TecTbl gns
CUCTEMHOWN TOKCMYHOCTM

Bruonornyeckas oueHKa MefULNHCKUX YCTPOCTB - YacTb J 2:
MoaroToBKa npobbl U CNPaBoYHbIe MaTepuasbl Yoo

Bronornyeckas ougHKa MeMLUMHCKMX YCTPOICTB - YacTb 18:
XvMunyeckasn xapakTepucTkKa MaTepuasnos

CTepunumsaumsa MeguUMHCKNX n3aennin. TpeboBaHUA K MeULMHCKAM
n3nennsam, obosHavaeMbiM Kak «CTEPUJIBHBIE». YacTb 1. Tpe6oBaHus
K OKOHYaTe/IbHO CTEPUIN30BAHHBIM MeLULMHCKUM YCTPOMNCTBaM

CTepunumsaumnst MeAULMHCKUX U3LeNNIA - OKUCb 3TUMEHA - TPeboBaHUS K
paspaboTKe, BaMaaLMn 1 TeKYLLLEEMY KOHTPO/IIO NpoLecca CTepuamn3aLmum
MEeAULMHCKNX U3aennii

CTtepunusaums nsgenmi MeguumMHCKOro HasHaueHns - MHAMKaToOPOB -
UacTtb 2: Bronornyeckme MHAMKaTOPbI 4714 MPOLLECCOB CTepumsauumn
oKcufa aTuneHa

Crepunmzauma nsgenuii MenLMHCKOro HasHa4eHus - MHAMKaTOPOB
Biological - Yactb 2: Bruonornyeckme MHAMKaTOPb! 4719 NPOLLECCOB
cTepununsaummn okcuaa sTuneHa

CTepunmsauma MeguLMHCKNX n3gennin. Mmkpobrnonornyeckmne MeToabi.
Yactb 1. OueHka nonynaumMm MUKpPOOpPraHM3mMoB Ha NpoayKumm

Crepunusaumsa MeLuLMHCKUX n3genuii. Mnkpobmnonoruyeckne Metoipl.
UacTb 2. VicnblTaHUA Ha CTepU/IbHOCTb, MPOBOAMMbIE NPU BaUaaLmm
MpoL,EeCCOB CTEPUNN3aLLNN

CTaHapTHOe PYKOBOACTBO MO YCKOPEHHOMY CTapeHUIO CTEPUIbHBIX
6apbepHbIX CUCTEM A/ MEAULIMHCKNX U3aennii

YnaKkoBKa 151 MeAULIMHCKUX U3AeNNIA, NOANEXALNX (PUHULLHOW
cTepunuzaumn. Yactb 1 Tpe6oBaHUSI K MaTepuanam, 6apbepHbIM
cucTeMaMm ANst CTEPUIM3ALMN U YNAKOBOUHbLIM CUCTEMAM

YnakoBKa 415 MeAULMHCKNX U3AEeNNIA, nognexawmx GUHULIHON
cTepununsaumn. Yactb 2. TpeboBaHUA K Ba/iMaLmmn nNpoLeccoB
thopmMmpoBaHus, repmeTusatnm n cbopku
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LLP366-
A5+AC-2016

m TR62366-2:2016

LUI\KO
m3485:2016+AC-2017

mTenlSO 14644-1:2015

B1
LLI

BJEN'ISO 14644-2:2015

[ ENISO 14644-3:2019

' ENISO 14644-
4:2001+COR 1:2003

EN ISO 14644-5:2004

ENISO 14644-6:2007

ENISO 14644-7:2004

EN ISO 14644-8:2013

EN 1SO 14698-
1:2003+COR 1:2003

EN 1SO 14698-
2:2003/AC:2006

EN ISO 14971:2019

EN 1SO 15223-1:
2016+AC-2017

EN 1041:2008+A
1:2013

N3penna megmumHckme, Yactb 1. INpoeKTrpoBaHue MefULUHCKUX
N3Aenunii ¢ y4eTOM 3KCNIyaTauuoHHOW NPUIrogHOCTM

MN3penna megmnumHcekme. Yacts 2. PyKOBOACTBO MO MPUMEHEHNIO
NPOEKTUPOBaHWUSA C YHETOM 3KCMN/lyaTalWUOHHOMW NPUrogHOCTM K
MeLNUMHCKNUM U3LeNAM

N3penna megnumHekmne. CucteMbl MeHeKMEHTA KavecTBa. TpeboBaHUs
AN LUeneii perympoBaHuns

UncTble MOMELLEHNS U CBSA3AHHbIE C HUMW KOHTPOIMPYEMbIE CPe/bl.
UacTb 1. Knaccudmkaums YicToTbl BO3AyXa Mo KOHLEHTPaLUMM YacTul,

UncTble NOMeLLLeHNA 1 CBA3aHHbIE C HUMWU KOHTPO/IMpPYeMble Cpejbl.
YacTb 2. TeKyLmnii KOHTPO/b ANs NOATBEPXKAEHMUS NOCTOAHHOIoO '
COOTBETCTBUA YNCTOTbI BO34yXa NO KOHLEHTpauumu yactuy,

Unctble NoMeLLEeHNA U CBA3AHHbIE C HUMW KOHTPO/IMPYeMble Cpedbl.
YacTb 3. MeToabl UCNbITaHWA

UncTble NOMeLLLeHNA 1 CBA3aHHbIe C HUMW KOHTPOIMPYEMble Cpejbl.
YacTb 4. [poeKTMpoBaHue, CTPOUTENBCTBO U BBOJ, B 3KCMN/1yaTauuto

UncTble NOMELLIEHNS 1 CBSA3aHHbIN ynpaBnsanm YacTtelo 5 cpen: Onepaunn

lNomeLLeHMA YNCTbIE U CBA3AHHbIE C HUMWU KOHTPO/SIMpPYeMble Cpejbl.
Yactb 6. CrioBapb

MoMeLLEHMS YNCTbIE M CBA3AHHbIE C HUMU KOHTPO/IMPYEMbIE CPefbl.
UacTb 7. PasaennTenbHble YCTPOCTBA (HaBeChl, NepyaToUHble Kamepsbl,
Pa3bEAUHUTENN Y MUHU OKPYXKEHUE)

UunCTble NOMELLLEHNA N CBA3aHHbIE C HUMU KOHTPOSIMPYeMble Cpefbl -
YyacTb 8. Knaccugmkaumsi YUACTOTbl BO3AyXa N0 KOHUEHTpaummn
xumMmnyecknx Belects (MMK) - BTopoe nsgaHue

UncTble NOMeLLEHNSA U CBA3AHHbIE C HUMU KOHTPOIMPYeMbIe Cpefbl.
KoH'thonb 6nosarpsasHeHunii. Yactb 1. O6uime npuHUMNbI U MeTOAbI

YuncTble NOMELLEHUSA M CBA3AHHbIN YyNPaBAs/In cpejaMy — KOHTPOJIEM 3a
3arpsisHeHMem buochepbl — YacTb 2: OueHKa 1 MHTepnpeTaums aHHbIX
O 3arpsi3HeHnn 6rocepsl

WN3penva megnumHckme. MpriMeHeHWe yNpaBieHUsl puckamm K
MEeAVNLUHCKUM U3AeNNSIM

MeauumnHCKWe ycTpoicTBa - CUMBO/bI, KOTOpble 6YAYT MCMO/Mb30BaThLCS
C METKaMn MeAULMHCKOr0 YCTPOICTBA, MapKMPOBKOV 1 MHopMaLmei,
KoTopasi 6yfieT nocTaBnsiTbea - Yactb 1: O6uine TpeboBaHMS

WHopmauusa npefocTaBniseTcs NPoM3BoanTeNeM MeAULMHCKNX
YCTPOWCTB
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CUMBO/ /151 UCNO/Ib30BaHNSI B MAPKUPOBKE MeANLIMHCKUX YCTPOIACTB -

K 1586 201 1 Tpe6oBaHUA 4151 MaPKUPOBKN MeAULIMHCKNX YCTPOMCTB, COAepXKaLLinx
(hranatbl
mDEV 2.7/1,Rev4 KnnHuyeckas oueHka: pyKOBOACTBO /19 NPOU3BOAUTENEN 1
Iye2016 HOTU(ULMPOBAHHbBIX OPraHoB.
liffiD 93-42-
JOunpektunBa coBeta 93-42-EEC o1 14 nioHA 1993 rojga, Kacarowascs
[EEC(amended by MEAULNHCKMX U3Lenuii
12007_47_EC)
MDR PEFNTAMEHT (EC) 2017/745

'53 TllepeyeHb CEPTUMUKATOB, [eKnapaunii COOTBETCTBUA  HaLMOHa/IbHbIMU

MeXKayHapoaHbIM CTaHJapTam
Cwucrtema YnpasneHna Kadecteom EN I1SO 13485:2016
Cuctema Kauectsa MNpunoxeHue Il - uckmoyaa Pasgen 4 AupekTtusbl coBeTa 93/42/EEC

MNprmeHeHne MeHeKMeHTa pucka Ha meguunHekue mnsgenua FOCT 1SO 14971:2012

6. JTeKapCTBEHHbIX CPeACTB, BXOASALMX B COCTAB U3AeNnii HeT.
7. YNO/MHOMOYEHHbIN npeacTaBUTeNb MNpou3BoauTens B P® (HaumeHoBaHMUe,

agpec, TenegoH, no4yrta) .
000 «LUEHTP MCCNEAOBAHNW U CEPTUDUNKALNIN «PEIOH»

KOp. agpec: 119034, ropoa Mocksa. UucTblili nepeynok, gom 3, aT 1 nom IV kom 5

MouTtoBbI agpec: 117556, MockBa, ®pykKToBas 8, Kopn. 1, CTp.2 A0 BOCTpeboBaHMS.
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ascription of the medical device

1 Medical device name
beting devices in a set
xecution options
[Inflating device in the DASOOI set consisting of:
[1 Inflation device DID30 - | pc.
"1 3-way locking valve - Ipc.
13Y - connector - 1 pc.
14Device for conductor rotation - | pc.

15Conductor - 1 pc.
16 Instructions for use - Ipc.

2 Inflation device in the DAS002 set consisting of:
21 Inflation device DID30 - 1pc.

2.2 3-way locking valve - Ipc.

23Y - connector - 1pc.

2.4 Device for conductor rotation - 1 pc.

2.5 Conductor - 1 pc.

2.6 High pressure connecting line - 1 pc.

2.7 Instructions for use - Ipc.

3. Inflating device in the DAS003 set consisting of
3.1 Inflation device DID30 - 1 pc.

3.2 3-way locking valve - Ipc.

3.3 Y - connector - 1 pc.

3.4 Instructions for use - Ipc.

4. Inflating device in the DAS006 set consisting of
4.1 Inflation device DID30 - 1pc.

4.2 Locking valve 3-way - Ipc.

4.3 Y-connector with plastic valve - | pc.

4.4 Instructions for use - Ipc.

5. Inflation device in the DAS007 set consisting of
5.1 Inflation device DID30 - 1pc.

5.2 3-way locking valve - Ipc.

5.3 Y-connector with plastic valve - 1pc.

5.4 Device for conductor rotation - 1 pc.

5.5 Conductor - 1pc.

5.6 Instructions for use - Ipc.

6. Inflation device in the DAS009 set consisting of
6.1 Inflation device DID30 - | pc.

6.2 3-way locking valve - Ipc.

6.3 Y-connector with plastic valve - 1 pc.

6.4 High pressure connecting line - 1 pc.

6.5 Instructions for use - Ipc.

7. Inflating device in the DASOIO set consisting of
7.1 Inflation device DID30 - 1 pc.
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IThree-way locking valve - Ipc.
[i Y-connector with plastic valve - 1 pc.
f4Device for conductor rotation - 1 pc.
f5Conductor - 1 pc.
/Y,6Hdh pressure connecting line - 1 pc.
fi.7Instructions for use - 1pc.

'Unflating device in the DAS012 set consisting of

¢l Inflation device DID30 - | pc.
12 Y-connector with plastic valve, tube and 3-way valve - pc.

83 Instructions for use - 1 pc.

9 Inflating device in the DAS013 set consisting of

91 Inflation device DID30 - 1 pc.

9.2 Device for conductor rotation - 1 pc.

9.3 Y-connector with a plastic valve, with a tube and a 3-way valve - 1pc.
9.4 Conductor - 1 pc.

9.5 Instructions for use - 1 pc,

ten. Inflation device in the DAS014 set consisting of

10.1 Inflation device DID30 - 1 pc.

10 2 Device for conductor rotation - 1 pc.

10.3 Y-connector with a plastic valve, with a tube and a 3-way valve - 1 pc.
10.4 Conductor 1 pc,

10.5 Instructions for use - 1 pc.

11. Inflating device in the DAS015 set consisting of
11.1 Inflating device DID30 - 1 pc.

11.2 Y-connector with tube and 3-way valve - 1 pc.
11.3 Instructions for use - | pc.

12. Inflation device in the DAS020 set consisting of

12.1 Inflating device DID30 - 1 pc.

12.2 3-way locking valve - Ipc.

12.3 Device for conductor rotation - 1 pc.

12.4 Y-connector with a plastic valve, with a tube and a 3-way valve - 1 pc.

12.5 Conductor - 1pc.
12.6 Instructions for use - 1 pc.

13. Inflating device in set DID30S (OFF) incomposed of
13.1 Inflating device DID30 - 1 pc.

13.2 Locking valve 3-way - Ipc.
13.3 Instructions for use - 1 pc.

14. Inflating device in set DPD30 / OFF consisting of
14.1 Blowing device DPD30 - 1 pc.

14.2 Locking valve 3-way - Ipc.

14.3 Instructions for use - 1 pc.

15. Inflation device in the DAS024 set consisting of
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Blowing device DPD30 - 1 pc.
J2Locking valve 3-way - Ipc.
“8Y - connector -1 pc.
154 Device for conductor rotation - 1 pc.
(55 Conductor - 1 pc.
[I56 Instructions for use - 1 pc.

fie. Inflation device in the DAS025 set consisting of:
fie.1l Inflation device DPD30 - 1 pc.

162 Locking valve 3-way - Ipc.

163Y - connector - | pc.

164 Device for conductor rotation - 1 pc.

165 Conductor - 1 pc.

16,6 High pressure connecting line - 1 pc.

16.7 Instructions for use - Ipc.

17. Inflating device in the DAS026 set consisting of
17.1 Blowing device DPD30 - 1 pc.

17.2 3-way locking valve - Ipc.

17.3 Y - connector - 1 pc.

17.4 Instructions for use - Ipc.

18. Inflation device in the DAS027 set consisting of
18.1 Inflation device DPD30 - 1 pc.

18.2 3-way locking valve - Ipc.

18.3 Y-connector with plastic valve - | pc.

18.4 Instructions for use - Ipc.

19. Inflation device in the DAS028 set consisting of
19.1 Inflation device DPD30 - 1 pc.

19.2 3-way locking valve - Ipc.

19.3 Y-connector with plastic valve - 1 pc.

19.4 Device for conductor rotation - 1 pc.

19.5 Guide - 1pc.

19.6 Instructions for use - Ipc.

20. Inflating device in the DAS029 set consisting of
20.1 Inflation device DPD30 - 1 pc.

20.2 3-way locking valve - Ipc.

20.3 Y-connector with plastic valve - 1 pc.

20.4 High pressure connecting line - 1 pc.

20.5 Instructions for use - Ipc.

21. Inflation device in the DAS030 set consisting of
21.1 Inflation device DPD30 - 1 pc.

21.2 3-way locking valve - Ipc.

21.3 Y-connector with plastic valve - 1 pc.

21.4 Device for conductor rotation - 1 pc.

21.5 Guide - 1 pc.
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|6High pressure connecting line - 1 pc.
|7 Instructions for use - Ipc.

2 Inflating device in DAS031 set consisting of;
Blowing device DPD30 - 1 pc.
22 Y-connector with a plastic valve, with a tube and a 3-way valve - 1pc.

123 Instructions for use - Ipc.

[ Inflating device in the DAS032 set consisting of

‘231 Inflation device DPD30 - 1 pc.

232 Device for conductor rotation - 1 pc.

233 Y-connector with a plastic valve, with a tube and a 3-way valve - 1 pc.
234 Conductor - 1 pc.

235 Instructions for use - 1 pc.

24. Inflating device inthe DAS033 set consisting of
24.1 Blowing device DPD30 - 1 pc.

24.2 Y-connector with tube and 3-way valve - 1pc.
24.3 Device for conductor rotation - 1 pc.

24.4 Conductor - 1 pc.

245 Instructions for use - 1 pc.

25. Inflation device in the DAS034 set consisting of

25.1 Blowing device DPD30 - 1 pc.
25.2 Y-connector with tube and 3-way valve - 1 pc.

25.3 Instructions for use - 1 pc.

26. Inflation device in the DAS035 set consisting of
26.1 Inflation device DPD30 - 1 pc.

26.2 Locking valve 3-way - Ipc.
26.3 Device for conductor rotation - 1 pc.
26.4 Y-connector with plastic valve, tube and 3-way valve - | pc.

26.5 Conductor - 1 pc.
26.6 Instructions for use - 1pc.

(hereinafter referred to as a set, system or product)

1.2 Purpose: used as an auxiliary device package for angiography and during interventional
procedures. Through these devices, a contrast agent, saline solution, a balloon, a stent, and other

devices can enter the human body.

The intended purpose of the components of the DAS series device is described below:
The Y-connector is designed for the simultaneous introduction of contrast agent and a guide wire or

catheter through two channels into a blood vessel during surgery.
The Y-piece plastic valve is designed to prevent blood loss.

A guidewire (sheath sheath) is inserted into the Y-connector valve, creating a passageway for

substances and protecting the guidewire tip.
The conductor rotation device holds the conductor in place and facilitates its advance.

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



»irflation device (for balloon inflation from the DEMAX company) is a disposable device with
jre of 20 or 30 ml, capable of generating pressures up to 30 atm / bar It is equipped with a
ied piston, a flexible high-pressure connecting line and a three-way high pressure locking

balloon inflation technology generates and controls vacuum pressures up to 30 atm / bar (441
fwith an accuracy of+ 1atm/ bar (14.7 psi).
high pressure connecting line is intended to be used as a connection between two medical
[dvicss, usually such as a 3-way valve and a pressure monitoring system, an intervention catheter
firda high pressure syringe.
‘Inepressure line is used as an adjunct to properly follow the instructions for use of medical devices.

13 Scope: in medical institutions

14 Operating conditions:
a temperatures from 10 to 35 ° C and relative humidity from 30 to 75%. atmospheric working
pressure: 70-106 kPa;

15. Indications for use:
e coronary angiography,
» stent-assisted angioplasty;
e percutaneous coronary intervention.

1.6 Contraindications:
e severe hypertension;
« extensive parenchymal pneumonia, pulmonary congestion, pulmonary edema;
« there is inflammation, swelling, trauma, scar at the puncture site;
» there were previous severe blood loss and a tendency to coagulation, a significant decrease
in the level of platelets or a temporary ban on puncture as an anticoagulant therapy;
e patients with serious blood diseases, heart failure, severe hypertension,
« allergic reactions to plastic and silicone;
e extremely low patient resistance;
* violation of the hemostatic system;
» Impaired renal function, especially in patients with acute renal failure.

1.7 Precautions:

1) Read the instructions for use before use.

2) The kit is for single use only. Do not sterilize and / or reuse.

3) Do not use the product after the expiration date

4) Do not use the product if the packaging is damaged or not sealed.

5) All connecting parts of the product must be well connected, improper connection or loss of parts
of the product may lead to leaks or air entering the blood vessel.

6) Before injecting a reagent such as contrast, please remove air from the system. Never inject air
into an inflation device, angiographic catheter, coronary guidewire, etc.

7) Perform operations under sterile conditions, avoid contamination.

8) The product is intended for use by qualified professionals (doctors) only.

9) To avoid accidents, do not use products with products of other brands, otherwise the
manufacturer will not take any responsibility.

10) After use, please dispose of the kit in accordance with local laws and regulations.
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(Safety instructions
estion!
Meproduct is used incorrectly, the following complications are possible;

(allergic reactions;
(damege to the vessel due to improper actions of a specialist;
epetient infection caused by incorrect operation.

Prevention o f complications
timely identification of contraindications to the operation,

correct use of products;
constant monitoring of vital body functions (blood pressure, heart rate, the amount of urine

excreted, blood loss and other indicators).

181 Before use, you must read the instructions for use.

1.8.2 Do not use damaged products. Disposable products, reuse is prohibited.

1.8.3 The safety of use of the kits is only guaranteed when they are used for the purposes for which
they are intended, as defined in the instructions for use.

1.8.4 Products are intended to be used only as directed by a physician.

1.8.5 Kits are not limited by age, race or sex of patients.

1.9 Risk class and applicable classification rules
Potential risk class of use 2a.

1.10 Medical device developer
Beijing Demax Medical Technology Co., Ltd
Address: Al3-7, Jingshengnansi Street, Tongzhou District, 101102 Beijing, People Republic of

China

1.11 Medical device manufacturer
Beijing Demax Medical Technology Co., Ltd
Address: A13-7, Jingshengnansi Street, Tongzhou District, 101102 Beijing, People Republic of

China
Manufacturing site address: A13-7, Jingshengnansi Street, Tongzhou District, 101102 Beijing,

People Republic of China

1.12. General design of a medical device

The kits include various configurations of products

The Kits consist of
1 Inflating device DID30 or Inflating device DPD30 - A device for inflating balloon catheters up to

30 atm. in the form of a syringe with a pressure gauge and a flexible connecting line with a rotating
Luer connector at the end. Ergonomic handle (rod stop) and piston stroke lock / unlock mechanism
allow one-handed operation. The main difference in the device models is only in the syringe volume

for DID30 - 20 ml, DPD30 - 30 mi.
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2. Locking valve 3-way - High pressure shut-ofT valve (OFF type) with a rotating Luer connector

and a rotary lock.

3, Y - connector - with hemostatic valve

Balinac FemocTaTnueckuii knanaH

4 Wire rotation device - compatible with corona wire 0.014 *'-0.02I""

five. The guide wire (sheath-needle (introducer)) has an atraumatic tapered tip that minimizes

vascular damage.
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snap-on three-stage plastic valve. The automatic closing mechanism ensures the transition of the
device from a semi-closed position to a closed position (controlled by a doctor during operation),

when a contrast agent is injected into the lumen Complete with tube and 3-way valve
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f-connector with tube and 3-way valve - hemostatic connector with tube and 3-way valve

The package includes:

Inflating devices in a set

Execution options

1 Inflating device in the DASOOI set consisting of;
11 Inflation device DID30 - 1 pc.

1.2 3-way locking valve - Ipc.

1.3 'Y - connector - | pc.

14 Device for conductor rotation - 1 pc.

1.5 Conductor - 1pc.

1.6 Instructions for use - Ipc.

2. Inflation device in the DAS002 set consisting of
2.1 Inflation device DID30- 1pc.

2.2 3-way locking valve - Ipc.

2.3 Y - connector - 1pc.

2.4 Device for conductor rotation - 1 pc.

2.5 Conductor - 1 pc.

2.6 High pressure connecting line - 1 pc.

2.7 Instructions for use - Ipc.

3. Inflating device in the DAS003 set consisting of
3.1 Inflation device DID30 - 1pc.

3.2 3-way locking valve - Ipc.

3.3 Y - connector - 1pc.

3.4 Instructions for use - Ipc.

4. Inflating device in the DAS006 set consisting of
4.1 Inflation device DID30 - 1 pc.

4.2 Locking valve 3-way - Ipc.

4.3 Y-connector with plastic valve - | pc.

4.4 Instructions for use - Ipc.

5. Inflation device in the DAS007 set consisting of
5.1 Inflation device DID30 - 1 pc.
5.2 3-way locking valve - Ipc.
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jf«connector with plastic valve - 1 pc
iDevice for conductor rotation - 1 pc.
fConductor - 1 pc.

li/nstructions for use - Ipc.

Inflation device in the DAS009 set consisting of
Inflation device DID30 - 1 pc.
23-way locking valve - Ipc.
b} Y-connector with plastic valve - 1 pc
\GAHigh pressure connecting line - 1 pc.
55 Instructions for use - Ipc.

7 Inflating device in the DASOIO set consisting of
71 Inflation device DID30 - 1pc.

7.2 Three-way locking valve - Ipc.

7.3 Y-connector with plastic valve - 1 pc.

7.4 Device for conductor rotation - 1 pc.

7.5 Conductor - 1 pc,

7.6 High pressure connecting line - 1 pc.

7.7 Instructions for use - Ipc.

8. Inflating device in the DAS012 set consisting of

8.1 Inflation device DID30 - 1 pc.

8.2 Y-connector with plastic valve, tube and 3-way valve - pc.
8.3 Instructions for use - 1 pc.

9, Inflating device in the DAS013 set consisting of

9.1 Inflation device DID30 - 1 pc.

9.2 Device for conductor rotation - 1 pc

9.3 Y-connector with a plastic valve, with a tube and a 3-way valve - 1 pc.
9.4 Conductor - 1pc.

9.5 Instructions for use - 1 pc.

ten. Inflation device in the DAS014 set consisting of

10.1 Inflation device DID30 - 1 pc.

10.2 Device for conductor rotation - 1 pc,

10 3 Y-connector with a plastic valve, with a tube and a 3-way valve - 1 pc.
10.4 Conductor 1 pc.

10.5 Instructions for use - 1 pc.

11. Inflating device in theDASO015 set consisting of
11.1 Inflating device DID30 - 1 pc.

11 2 Y-connector with tube and 3-way valve - 1 pc.
113 Instructions for use - 1pc.

12 Inflation device in the DAS020 set consisting of

12 1 Inflating device DID30 - | pc

12.2 3-way locking valve - Ipc.

12.3 Device for conductor rotation - 1 pc.

12.4 Y-connector with a plastic valve, with a tube and a 3-way valve - 1 pc.
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‘Conductor - 1 pc.
Instructions for use - 1 pc.

[inflation device in the DID30S (OFF) set consisting of;
Inflating device DID30 - 1 pc.

S Locking valve 3-way - Ipc,

BInstructions for use - 1 pc.

Inflation device in the DPD30 / OFF set consisting of
4l Blowing device DPD30 - 1 pc.
fja.2 Locking valve 3-way - Ipc.
f]4.3 Instructions for use - 1pc.

15 Inflation device in the DAS024 set consisting of
151 Blowing device DPD30 - 1 pc.

15.2 Locking valve 3-way - Ipc.

153 Y - connector -1 pc.

15.4 Device for conductor rotation - 1 pc.

155 Conductor - 1pc.

15.6 Instructions for use - 1 pc.

16. Inflation device in the DAS025 set consisting of
16.1 Inflation device DPD30 - 1 pc.

16.2 Locking valve 3-way - Ipc.

16.3 Y - connector - 1 pc.

16.4 Device for conductor rotation - 1 pc.

16.5 Conductor - 1 pc.

16.6 High pressure connecting line - 1 pc.

16.7 Instructions for use - Ipc.

17. Inflating device in the DAS026 set consisting of
17.1 Blowing device DPD30 - 1 pc.

17.2 3-way locking valve - Ipc.

17.3 Y - connector - 1 pc.

17.4 Instructions for use - Ipc.

18. Inflation device in the DAS027 set consisting of
18.1 Inflation device DPD30 - 1 pc.

18.2 3-way locking valve - Ipc.

18.3 Y-connector with plastic valve - 1 pc.

18.4 Instructions for use - 1pc.

19. Inflation device in the DAS028 set consisting of
19.1 Inflation device DPD30 - 1 pc.

19.2 3-way locking valve - Ipc.

19.3 Y-connector with plastic valve - 1 pc.

19.4 Device for conductor rotation - 1 pc.

19.5 Guide - 1 pc,

19.6 Instructions for use - Ipc.
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[Mating device in the DAS029 set consisting of:
|| Inflation device DPD30 - 1 pc.

|23'way locking valve - Ipc.

li Y-connector with plastic valve - 1 pc,

“4High pressure connecting line - 1 pc.

5 Instructions for use - Ipc.

Inflation device in the DAS030 set consisting of:
11 Inflation device DPD30 - 1 pc.
[2L2 3-way locking valve - Ipc.
[2L3 Y-connector with plastic valve - 1 pc.
'21.4 Device for conductor rotation - 1 pc.
215 Guide - 1 pc.
21.6 High pressure connecting line - 1 pc,
21.7 Instructions for use - Ipc.

22. Inflating device in DAS031 set consisting of

22.1 Blowing device DPD30 - 1 pc.
22.2 Y-connector with a plastic valve, with a tube and a 3-way valve - Ipc.

22.3 Instructions for use - Ipc.

23. Inflating device in the DAS032 set consisting of

23.1 Inflation device DPD30- 1 pc.

23.2 Device for conductor rotation - 1 pc.

23.3 Y-connector with a plastic valve, with atube and a 3-way valve - 1 pc.
23.4 Conductor - 1 pc.

23.5 Instructions for use - 1pc.

24. Inflating device in the DAS033 set consisting of
24.1 Blowing device DPD30 - 1 pc.

24.2 Y-connector with tube and 3-way valve - 1 pc.
24.3 Device for conductor rotation - 1 pc.

24.4 Conductor - 1 pc.

24.5 Instructions for use - 1 pc.

25. Inflation device in the DAS034 set consisting of
25.1 Blowing device DPD30 - | pc.

25.2 Y-connector with tube and 3-way valve - 1 pc.
25.3 Instructions for use - 1pc.

26. Inflation device in the DAS035 set consisting of

26.1 Inflation device DPD30 - 1 pc,

26.2 Locking valve 3-way - Ipc.

26.3 Device for conductor rotation - | pc.

26.4 Y-connector with plastic valve, tube and 3-way valve - 1 pc.
26.5 Conductor - 1pc,

26.6 Instructions for use - 1pc.

1.13 List of accessories
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IAl parts of the product are included in

General description of the main functional elements, parts, composition,

dionality
lie 1of the main technical characteristics.
1 Name Value

tmng device DPD30

surface must be clean and free of foreign particles when visually examined with normal or

reeled vision, without the use of magnification and at an illumination of 300 to 700 lux. No

sare allowed The syringe tip of the device must comply with I1SO 594-1. The open end of
[desyringe stem should have finger stops that provide the syringe with stability and keep it from
[rdling and turning around its own axis by more than 180 ®when placing it with a scale upwards
“ma flat surface located at an angle of 10 ° to the horizontal. Finger rests should be of the
‘appropriate size, shape and strength for their purpose and to ensure that the syringe is securely
held during use. Finger rests should be free of burrs and sharp edges. The design of the stem and
the stop of the syringe stem should be such, so that when holding the syringe with one hand, the
stem can be recessed with the thumb of the same hand. The piston must not separate from the
stem. The length of the rod must be sufficient to move the piston along the entire length of the
cylinder, however, the possibility ofthe rod completely falling out of the cylinder is not allowed.
The length of the protrusion of the stem and the configuration of the stop for its movement
should allow it to be actuated without difficulty. When the reference line of the piston coincides
with the zero graduation line of the cylinder, the following minimum lengths of the rod
protrusion from the cylinder, from the surface of the finger stop to the top of the rod stem, are
preferred: 12.5 mm. The piston must have a clearly visible and clear edge, which serves as a
reference line at the end of the piston. The reference line must be in close contact with the inner

Overall dimensions, mm 250 £ 10
Weight, ¢ one70+ 5
Nominal capacity, ml thirty
Division value, ml one
Maximum capacity, ml thirty

Zero graduation line five

The total length of the scale to the mark of the nominal 65

capacity, mm

Dead space, ml 0.1

Pressure gauge error limit 4%

Luer connector conforms to 1SO 80369-7: 2016
Withstanding pressure 3.0 MPa (30 atm.)
Tightness test force 440psi (30 atm ) Max.
Connecting tube length, mm 250 £0.1

Inflation device 1)11)30
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Name Value
[irface must be clean and free of foreign particles when visually examined with normal or
ted vision, without the use of magnification and at an illumination of 300 to 700 lux. No
lare allowed. The syringe tip of the device must comply with 1SO 594-1. The open end of
Isyringe stem should have finger stops that provide the syringe with stability and keep it from
liogand turning around its own axis by more than 180 ° when placing it with a scale upwards
aflat surface located at an angle of 10 ° to the horizontal. Finger rests should be of the
ropriate size, shape and strength for their purpose and to ensure that the syringe is securely
ddduring use. Finger rests should be free of burrs and sharp edges. The design of the stem and
stop of the syringe stem should be such, so that when holding the syringe with one hand, the
Htmcan be recessed with the thumb of the same hand. The piston must not separate from the
[stem The length of the rod must be sufficient to move the piston along the entire length of the
(cylinder, however, the possibility of the rod completely falling out of the cylinder is not allowed.
Tre length of the protrusion of the stem and the configuration of the stop for its movement
‘should allow it to be actuated without difficulty. When the reference line of the piston coincides
with the zero graduation line of the cylinder, the following minimum lengths of the rod
protrusion from the cylinder, from the surface of the finger stop to the top of the rod stem, are
preferred: 12.5 mm. The piston must have a clearly visible and clear edge, which serves as a
reference line at the end of the piston. The reference line must be in close contact with the inner

Overall dimensions, mm 225 £ 10
Weight, g 157 5
Nominal capacity, ml 20
Division value, ml one
Maximum capacity, ml 20
Zero graduation line five
The total length of the scale to the mark of the nominal 54
capacity, mm
Dead space, ml 0.1
Pressure gauge error limit +4%
Luer connector conforms to 1SO 80369-7; 2016
Withstanding pressure 3.0 MPa (30 atm.)
Tightness test force 440psi (30 atm.) Max
Connecting tube length, mm 250 £0.1
likin g vaive 3-wav
Weight, g 5.69
Length mm 56
External diameter 7.7-7.8mm
Inner diameter 4.3mm
Luer connector conforms to 1SO 80369-7; 2016
Withstanding pressure 500 psi (34.5 atm.) Maximum
Breaking force not less than 15 N
High pressure connecting line
Appearance translucent PVC tubes, resistant
to kinks, breaks and damage
External diameter 3.2 (x0.1) mm
Inner diameter 01.56 (x 0.1) mm
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f Name

Nype
L connector

e ff diameter, mm
AKT diameter, mm
Kthstandin” pressure
Peaking force

L y - connector
PN\eight, g
(Length mm
f(External diameter
f Inrer diameter
f Luer connector
Withstanding pressure
Breaking force
Snap valve

Y-connector with plastic valve

Weight, g

Length mm
External diameter
Inner diameter
Luer connector

Withstanding pressure

Value
150mm (£ 2%)

High pressure PVC line
Complies with 1SO 8536-9
conforms to 1SO 80369-7; 2016
7.73-7.83
43

3448 kPa (500psi)
not less than 15 N

7+ 05
87.4 +4.37
05.7 (z0.3) mm- ~
03.0 (£ 0.3) mm
conforms to 1SO 80369-7: 2016

400kPa

not less than 15 N
not

9+0.5
94 £5
immeasurably
02.7 (£ 0.3) mm
conforms to 1SO 80369-7: 2016

1250kPa

Breaking force not less than 15 N

Snap valve Yes

Conductor rotation device
The surface must be smooth without streaks, gel-like inclusions, notches or foreign particles. A
6% bevel of the tapered part of the connection made according to 1SO 594-1 shall be ensured.

Max. outer diameter, mm one
Min. inner diameter, mm 0.35mm (0.0147)
Length mm 41+five

Weight, g 2t 05
Compatibility with coronal wire from 0.35mm

(0.014) to 0.89mm (0.021")
Connection strength not less than 40 N
Conductor
When viewed visually with normal or corrected vision at 2.5x magnification, the outer surface of
the effective length of the product shall be free of foreign matter.
The needle point must not have rough edges, edges, burrs and must be protected from damage.
The connecting sleeve (valve) must be of the receiving type (Luer), and the taper of the joint
must be at least 6% in accordance with 1SO 594-1. No leaks are allowed.
The size 21G
Length mm 102 +5.1
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| Name Value
~Ner, mm
0.9 £0.05
0.53 £0.1
Ihstand load (Connecting the needle tube to the sleeve) 20 N
fcbt.g 0.99
1 Y~connector with a plastic valve, with a tube and a 3-way valve
jnght. & one2.5 + 0.5
[~h mm 94 +5
J™nnector outer diameter, mm immeasurably
fConnector inner diameter, mm 3.0(03)
fTuer connector conforms to 1SO 80369-7; 2016
JjWithstanding pressure 1250kPa
ffBreaking force not less than 15 N
ifAtube translucent PVC tube resistant to
flAppearance kinks, breaks and damage
17£0.5
3.2+0.2
length, cm 15 +0,05
Outer diameter, mm
Inner diameter, mm
Snap valve Yes
Y-amnector with tube and 3-way valve
Weight, g onel £0.5
Length mm 87.4 £ 4.37mm
Connector outer diameter, mm 5.7 £0.3

Connector inner diameter, mm
Luer connector

Withstanding pressure
Breaking force

A tube

Appearance

length, cm

Outer diameter, mm
Inner diameter, mm
3-way valve

length, cm

Outer diameter, mm
Inner diameter, mm
Snap valve

1.15 Description of the materials contained in key functional

03.0 (£0.3) mm
conforms to I1ISO 80369-7: 2016

400kPa

not less than 15 N
translucent PVC tube resistant to
kinks, breaks and damage
conforms to 1ISO 8536-9

17 0.5

3.2+0.2
1.5+0.05

37mm

7.73-7,83

4.3
not

elements / blocks / parts of a medical device, including materials in contact with

the human body
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Imanufacture of kits, materials are used that are intended for their manufacture, the safety of
is confirmed in the prescribed manner by a certificate of conformity, a declaration of
lity or a test report. Raw materials and materials meet hygienic requirements. All kit
ments must be biologically safe to 1SO 10993-1.

/Part of the product

Material / Brand /
Manufacturer

Luer Mama, Luer Papa Polycarbonate / MAKROLON

(Luer connector)

LLl valve Rotary lock

0 type o-ring

Connector body.
Bypass

Luer lock

Reset button

Hemostatic valve

Plastic valve

onnector;

A tube

3-way valve

2805 / Covestro

Polyoxymethylene / DELRIN
500P NCOIO, DELRIN
DE8903 NCOIO/DuPont

Silicone Rubber / KEG-2000-
30/ ShinEtsu Chemical

Polycarbonate / MAKROLON
2805 / covestro

Polycarbonate / MAKROLON
2805 / covestro

Polycarbonate / MAKROLON
2805 / covestro

Silicone rubber / KEG-2000-
30 /ShinEtsu

Silicone rubber / KEG-2000-
70 / ShinEtsu

PVC/

CE-85IMB-04/

Tekni-Plex Healthcare &
Specialty Packaging (Suzhou)
Co., Ltd

Rotary feisator
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Country
of origin

Germany

USA

Japan

Germany

Germany

Germany

Japan

Japan

Italy

Polyoxym
ethylene /
DELRIN
500P
NCOIO,
DELRIN
DE8903
NCOIO/
DuPont

table 2

Contact

USA



jetor

/nductor
ation device

dating
vice

Cap

Needle (introducer)

Tapered tip

Fixing head and
device handle

Plunger

Plunger handle

Cap

Lock / unlock button

Housing

Syringe

Tubing junction

Connecting line

Daddy Luer
Connector

Lucr connector

Crane(body)

Polycarbonate / MAKROLON
2805 / Covestro

Stainless steel / Grade
SUS304/Zhejiang INI
Medical Devices., Ltd

PP/ Ruiyi (China)
Technology

Polybutylene terephthalate /
Ultrsdur B4500/BASF

PA/ ZYTEL 70G33L /
DuPont

PA/ZYTEL 70G33L/
DuPont

ABS / PA-747S / CHI MEI
POLYLAC

ABS / PA-747S | CHI MEI
POLYLAC

Polycarbonate / MAKROLON
2805 / Covestro

Polycarbonate / MAKROLON
2805 / Covestro

Polycarbonate / MAKROLON
2805 / Covestro

PU/ESTANE® 58271 NAT
021 / Lubrizol corporation

& PA 6 / Rhodia polyamide

Polycarbonate / MAKROLON
2805 / Covestro
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Polycarbo
nate /
MAKROL
ON 2805 /
covestro

Germany

Polycarbo
nate /
MAKROL
ON 2805 /
Covestro

Germany

Germany

China

China

Germany

USA

USA

Taiwan

Taiwan

Germany +

Germany +

Germany +

France +

Germany +



Silicone Rubber / KEG-2000- Japan +

/ 0 type o-ring 30 / ShinEtsu Chemical

Metallic copper and Germany

Pressure gauge . . .
/ galg engineering plastic

/ Isoprene rubber / Russia +

Piston Rubber SKI-3S / Jsc Sintez
/ Kauchuk

Luer Mama, Luer Papa Polycarbonate! MAKROLON Germany +

2805 / Covestro
(Luer connector)

mressure b / | 4 +
feting A tube PVC Italy

CE-9011B-04/

Tekni-Plex Healthcare &
Specialty Packaging (Suzhou)
Co., Ltd

Imeging Primary packaging Paper - Tyvekl059B, DuPont USA
PEI 10 film

|.Technical description of the medical device

2.1. Conditions for safe use

Before use, all kits must be checkedfor expiration date and damage.

Use ofdamaged or expiredproducts is prohibited

Before the operation, it is necessary to collect an anamnesis with the identification ofpossible risk
factorsfor the procedure (pay special attention to the presence ofallergic

reactions and impaired renalfunction).

The patient should he informed about the preparation procedurefor the procedure by his attending
physician.

When conducting inter\>entional procedures, it is recommended to follow the clinical protocol
developedfor .standard (average) conditionsfor each type o fstudy.

Instructions for using devices in a set with Y-connector with plastic valve:

KnanaH Baiinac Jt03pOBCKNIT HAKOHEYHUK
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i'-connector provides two tunnels into the blood vessel; in this way, it is possible to
neously insert the contrast agent and the guidewire or catheters during surgery. The Y-
ctor valve prevents blood loss. The needle (sheath) of the guidewire is inserted into the Y-
tor valve, providing a tunnel for the guidewire and protection of the guidewire. The
ctor rotation device holds the conductor and facilitates movement of the conductor,
ledk the packaging of the devices and the devices themselves to make sure that the packaging
been sealed and the devices are not damaged.
Conrect a detachable 3-way valve and connecting tubing with bypass if necessary.
Connect the distal luer lock securely with a catheter or other device.
Press the handle all the way down and set the valve to the "Open' position (you should hear a
fdick) (see picture)

6. When the valve is in the Open state, devices, including the guidewire and catheter with inflator,
can move.
7. Pressing the button will place the valve in the Closed position, (see picture)

8. Pressing the handle with your fingers between "Open" and "Closed™ will allow smooth
adjustment of the valve from full open to full close, which will help prevent unnecessary blood loss
when using the device, (see picture)

9. Devices can pass through the Y-connector even when the valve is closed
10. The needle of the guidewire facilitates the introduction of the guidewire.
11 It is recommended to use a conductor rotation device to monitor the conductor.

Instructionsfor using devices in a set with Y-connector:
The Y-connector provides two tunnels into the blood vessel: for the injection of contrast medium
andguidewire or catheter during surgery. Y-connector valve prevents loss blood .
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JT103poBCKMiA
HaKOHEYHWK

Te guidewire needle is inserted into the Y-connector valve, creating a tunnel for the guidewire and
[protection conductor. The conductor rotation device holds the conductor and facilitates movement
‘of the conductor.

one Check the packaging ofthe devices and the devices themselves to make sure that“the packaging
has been sealed and the devices are not damaged.

2. Ifnccessarv, nConnect the detachable 3-way valve and the connecting pipe with bypass.

3. Connect the luer lock to the catheter.

4.1nsert the guidewire needle into the hemostatic valve at the proximal end of the Y-connector and
tighten the valve.

5 Insert the guide wire through the guide needle into the catheter.

b.Remove the guide needle; screw the Y-connector hemostatic valve until the blood flow stops

71t is recommended to wuse conductor rotation devices to control the conductor

Instructionsfor using devices in a set with a blowing device:

Inflation devices DPD30 and DID30 are disposable devices capable of generating a maximum
pressure of 30 atm / bar. They are equipped with a threaded plunger, flexible extension - high
pressure connection line. Used to inflate or deflate a catheter to dilate blood vessels.

MaHomeTp

nwm LW kana

1 Check the packaging and blower for damage.

2. Move the plunger to the 0 (zero) scale position and remove air from the syringe by pressing the
button.

3. Immerse the Luer in the finished contrast agent, press the button and retract the plunger.

When the contrast agent reaches the required volume, release the button.

4. Connect the device securely to a 3-way locking valve. Hold the device vertically with the pressure
gauge up, push the plunger forward while pressing the button to remove air. If necessary, tap the
syringe lightly to eliminate residual air,

5. Turn of Tthe flow in the tap, check the indicator of the manometer by increasing or decreasing the
pressure.
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ting the inflatorto the catheter:

(&, Before connecting the inflating device to the catheter, items should be prepared and tested
cordance with the manufacturer’ instructions
[Hemowe the 3-way cock from the inflator.

ition: Failure to remove the 3-way valve may result in air entering the system and / or
lidng contrast agent. Thus, the pressure required for inflation may not be maintained.
Make a connection between the inflator luer and the catheter and tighten (secure) it securely.

[inflator Operation
Hold down the trigger to freely push or pull the plunger to inflate or deflate (Figure 1): *

PucyHok 1

2. To eliminate residual air in the catheter, hold the device upright and pull the plunger to create
vacuum pressure while pressing the button.

3. Inflate the balloon: turn the handle clockwise to increase the pressure. (Figure 2)

..><

PucyHoK 2

4. Deflation of the balloon: turn the handle counterclockwise two circles, and the pressure drops
below 10 atm. Press the button to release the pressure. (Figure 2).
5. Ifnecessary, please repeat steps 3 and 4.

6. Vacuum pressure build-up: push the button and pull the plunger handle to build up the vacuum
pressure,

7. Press the button to quickly release the pressure. (Figure 3)
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PucyHok 3 -

Caution: Rapid release of pressure may pose a risk to patients. Please use the products in
accordance with the clinical guidelines for surgery.

Note: The catheter is not included with the inflation devices in the Kits.

2.2 Maintenance
Not required. Disposable Kits.

2.3 Cleaning and disinfection
Not required.

Sterilization:

The Kits are supplied sterile in sealed packaging. Sterilization is carried out by gas method using
ethylene oxide according to 1ISO 11607-1. The sterilization process is validated in accordance with
the requirements of 1ISO 11135; 2014.

2.4 Requirements for environmental protection, including requirements for safe

destruction and disposal. Environmental Protection

» This medical device is intended to be used solely for its intended use and only by a qualified
licensed physician or other medical practitioner as prescribed and under the supervision of such a
physician.

» Sterility should always be observed.

» Do not use if packaging has been opened or damaged.

* Do not use if any damage or defect is found.

» Observe general precautions during use.

Environmental requirements

During use, transportation and storage, the kits do not have a negative impact on humans and the
environment. Special protection of personnel and patient is not required when using the product.

All manufacturing processes of the product are carried out in rooms equipped with local supply and
exhaust ventilation.
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[uee of open flame sources in these rooms is prohibited. The product is manufactured under
jlled conditions: a class 6 clean room in accordance with 1SO 14644-1: 2015. The room is
peed with a highly efficient aerosol filter (HEPA), humidity and temperature are controlled,
eroomenvironment is periodically validated to check the effectiveness of the HEPA filter,
ironmental protection is carried out in accordance with the current sanitary and epidemiological
and manufacturer’s standards.
~osal of unused products is carried out in the manner prescribed by SanPiN 2.1.7.2790 for class
Meste.
ijspose of as class B waste - epidemiologically hazardous waste. Dispose of medical devices at the
of their useful life in accordance with local regulations. Please contact your local authority for
[iurther information on disposal or recycling.

25 Service life data
Expiration date: 2 years from the date of manufacture,

2.6 Requirements for transportation and storage

Transportation of products is carried out by all types of covered vehicles in accordance with the
rules for the carriage of goods in force for this type of transport, subject to the temperature regime.
Transportation is carried out at a temperature of-39 ° C to +60 ° C,

Store in a dry place protected from direct sunlight at temperatures from 5 to 40 ° C and relative
humidity from 30 to 75%.

The guaranteed shelf life is 2 years.

2.7 Manufacturer’s Warranties

The manufacturer guarantees that it will be free from defects in workmanship or materials, provided
that proper storage and use conditions are observed. This warranty is void in case of improper
storage or use, as well as in the event of factors related to the patient, his diagnosis, treatment,
surgery and other aspects beyond the control of the manufacturer and having a direct impact on the
manufacturer's products and the results of its use.

The guaranteed shelf life is 2 years from the date of manufacture, provided that the packaging has

not been damaged or opened.

3. Marking and packaging of the product
3.1. Description of MI marking
The marking includes the following information:
manufacturer’s trademark (if available)
manufacturer’s name with address
name and designation of the type (type, series) of the product
product number according to the manufacturer’s numbering system
- composition of a medical device
other data depending on the product requirements (see symbols, marked on the marking).

Example of primary marking
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interventional Device Set

Push-click YConnector

With Bxtersion Tube

Guide Wire Introducer
Torque

Batlootn In-deflation Device

leg] DAS013 2019-12-05
[i(*"LD190626 2 2021-12-04
interventional Device Set D13

(01) O e04S7ie 21321 r
Interventional DeV|0e Set

BRI !lLLLLI

litarveintional Device Set

(17) 211204 (10) LDiee52e

- D«m«x Medioel
Head Oflice Sglte 24]]&%@&%8‘?&%&%0 ol
et S0B

177 jnOMnei««<arM Ton nwo«ncl)on<nsm»no
PeoPteaBePuei.icor 0 *NAN A ~ A

Example of secondary shipping packaging

Semax

Example of marking for RF-primary:
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Pyrogenically

‘T DEHP Content or presence of phthalates

iption; Non toxic

Tre marking of the outer carton and the shipping carton is carried out with additional symbols on
thecorrect transportation and storage of products, such as:

- Temperature limitation 1

- Protect from moisture jjk

- Avoid sunlight

3.3 Product packaging process
The product is packed in primary packaging; Tyvek and PE, then in transport: cardboard box,

ensuring the safety of the product.

Packing size;
Primary individual packing: 275 * 130 * 55mm.

Secondary transport packaging: 580 * 315 * 325mm.
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4. Information on production
4.1 Methods of control and testing
4.1.1 Control of suppliers and raw materials
4.1.2 Control of product assembly
4.1.3 Post-market inspection
4.2 Design and manufacturing
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Tewmivxee sutun: (T3)
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|
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|
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|
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| 0033

. Kemtp0nn a Sueaderne vlv
pcuanonsmo
Product design stages

The manufacturing process includes:
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5. Compliance table with essential principles
5.1. List of applicable national and international standards to ensure the safety,
efficacy and quality of the medical device - (minimum requirement)

* Quality Management System EN ISO 13485: 2016

e Quality System Annex Il - excluding Section 4 of Council Directive 93/42 / EEC

* Application of risk management to medical devices GOST ISO 14971; 2012

5.2. International standards

Standard Description

ENISO 80369-7: 2017

Small bore connectors for fluids and gases in healthcare applications -
+ AC-2018

Part 7; connectors for intravascular or subcutaneous applications

EN ISO 10993-1: 2009 Medical products. Assessment of the biological effect of medical devices.
+ AC-2017 Part 1. Assessment and research

Biological Evaluation of Medical Devices - Part 4: Selecting Tests for

EN 150 10993-4: 2017 Blood Interactions

Biological Evaluation of Medical Devices - Part 5; In vitro cytotoxicity
assays

EN 1SO 10993-5: 2009

EN ISO 10993-7: 2008 Biological Evaluation of Medical Devices - Part 7; Ethylene Oxide
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IC; 2010

«1SO 10993-10;
i3
felSO 10993-11:
mm

I eNISO 10993-12:
12012

1 ENISO 10993-18:
f 2009

EN 556-1: 2001 + Cor
1:2006

ENISO 11135:
2014+A1-2019

EN I1SO 11138-2: 2017

EN ISO 11140-1-2014
+ AC-2015

ENISO 11737-1: 2018
+ AC-2018

EN ISO 11737-2: 2009

ASTMF 1980-2016

ENISO 11607-1: 2020

EN ISO 11607-2: 2020

EN 62366-1: 2015+
AC-2016

IEC TR 62366-2: 2016

EN 180 13485:2016 +
AC-2017

Sterilization Residues

Medical products. Assessment of the biological effect of medical devices.
Part 10. Investigations into irritant and sensitizing effects

Biological Evaluation of Medical Devices - Part 11; Tests for Systemic
Toxicity

Biological Evaluation of Medical Devices - Part 12; Sample Preparation
and References

Biological Evaluation of Medical Devices - Part 18; Chemical
Characterization of Materials

Sterilization of medical devices. Requirements for medical devic'es
designated as ""'STERILE". Part 1. Requirements for terminally sterilized
medical devices

Sterilization of medical devices - ethylene oxide - requirements for the
development, validation and routine control of a sterilization process for
medical devices

Sterilization of medical devices - indicators - Part 2; Biological indicators
for ethylene oxide sterilization processes

Sterilization of medical devices - Biological indicators - Part 2: Biological
indicators for ethylene oxide sterilization processes

Sterilization of medical devices. Microbiological methods. Part 1
Assessment of the population of microorganisms on products

Sterilization of medical devices. Microbiological methods Part 2. Tests
for sterility in the validation of sterilization processes

Standard Guide for Accelerated Aging of Sterile Barrier Systems for
Medical Devices

Packaging for medical devices subject to terminal sterilization. Part 1.
Requirements for materials, sterilization barrier systems and packaging
systems

Packaging for medical devices subject to terminal sterilization. Part 2.
Requirements for validation of forming, sealing and assembly processes
Medical products. Part 1L Design of medical devices for serviceability
Medical products. Part 2. Guidance for the application of serviceability
design to medical devices

Medical products. Quality management systems. Requirements for
regulatory purposes
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*15014644-1:2015

«1SO 14644-2; 2015

KNISO 14644-3:2019

fEN 1SO 14644-4: 2001
It COR 1 2003

1 £N I1SO 14644-5: 2004

ENISO 14644-6: 2007

EN ISO 14644-7: 2004

EN ISO 14644-8:2013

EN 180 14698-1:2003
+ COR 1 2003

EN 1S014698-2: 2003
| AC; 2006

ENISO 14971: 2019

ENISO 15223-1: 2016
+ AC-2017

EN 1041: 2008 + A &
2013

EN 15986: 2011
MDDEV 2.7/1, Rev4
June 2016

MOD 93-42-EEC
(amended by
2007_47_EC)

MDR

Cleanrooms and associated controlled environments. Part 1 Classification
of air purity by particle concentration

Cleanrooms and associated controlled environments. Part 2. Routine
control to confirm consistent air cleanliness compliance with particle
concentration

Cleanrooms and associated controlled environments. Part 3. Test methods

Cleanrooms and associated controlled environments Part 4. Design,
construction and commissioning

Cleanrooms and associated controlled environments Part 5: Operations

The premises are clean and associated controlled environments. Part 6.
Dictionary

The premises are clean and associated controlled environments. Part 7.
Separation devices (awnings, glove boxes, disconnectors and mini-
enclosures)

Cleanrooms and Associated Controlled Environments - Part 8.
Classification of Air Cleanliness by Concentration of Chemical
Substances (CPC) - Second Edition

Cleanrooms and associated controlled environments. Biocontamination
control. Part 1 General principles and methods

Cleanrooms and associated controlled environments - Biosphere Pollution
control - Part 2; Assessment and interpretation of biosphere pollution data

Medical products Applying risk management to medical devices

Medical devices - Symbols to be used with medical device labels,
markings and information to be supplied - Part 1, General requirements

Information provided by the medical device manufacturer

Symbol for use in labeling medical devices - Requirements for labeling
medical devices containing phthalates

Clinical Assessment; A Guide for Manufacturers and Notified Bodies.

Council Directive 93-42-EEC of 14 June 1993 concerning medical
devices

REGULATION (EU) 2017/745
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List of certificates, declarations of conformity with national international
nobrds

Quality Management System EN JSO 13485; 2016
Quality System Annex Il - excluding Section 4 of Council Directive 93/42 /| EEC

Application of risk management to medical devices GOST ISO 14971; 2012
h There are no medicines included in the product”®
[/.Authorized representative of the manufacturer in the Russian Federation

(pame, address, telephone, mail)
aC "CENTER FOR RESEARCH AND CERTIFICATION" REGION ™

Yur. the address; 119034, Moscow, Chisty pereulok, building 3, floor 1 room IV room 5

Postal address; 117556, Moscow, Fruit 8, bldg. I, building 2 on demand.

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



CEPTUPUNKAT

/Norotun/

KuTalicknin KOMUTET COAENCTBUA Pa3BUTUIO MEXAYHAPOAHOW TOProBan ABnseTca Kutaickoi
nanaTon MeXayHapoAHOW TOProBn
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KnTacknit KOMUTET COAENCTBUS Pa3BUTUIO MEXAYHAPOAHON TOProBan
KuTanckas nanata MexayHapoLHOW TOProB/u

/QR-kog/
CEPTUNPUKAT Ne213101A0/004450

/MeyaTb: CepTudurkaums * Knrtaiickuin KOMUTET COAENCTBUA PA3BUT U0 MEXKAYHAPOAHO
Toprosim * (21)/

HACTOALWMM NMOATBEPXOAETCH, UTO: nevatb komnaHuv BENOXKNH
AEMAKC MEAVNKAN TEKHOO4XKW KO., JITA Ha npunaraemom
AOKYMEHTE saBnsieTca NOAMHHOIA.

/MevaTb: CepTudukauna * Knrainckuii KOMUTET COLENCTBUA Pa3BUT U0 MEXKAYHAPOLHOIA
Toprosnun * (21)/

/MevaTb: CepTUpnkauns * KnranCkuii KOMUTeT COLENCTBUA pa3BUT U0 MEXKAYHAPOLHO
Toprosnm * (21)/

KuTalicknin KOMUTET COAENCTBUSA Pa3BUTUIO MEXAYHAPOAHOM TOProBan

Moanuck YyNoSIHOMOYEHHOT 0 NpPecTaBUTENS:
Inodnuchbl Li3aH LI3toHb ( Jiang Jun)
Jara: 01 mapta 2021 .

Ccblinka Ha Be6-caiT fnsi NpoBepKM NOAIMHHOCTY cepTUmKara:
http://www.rzccpit.com/validate.html
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«YTBEpXKAAION

I'enepanbHuslit THpEKTOp

Beltorun Hemaxe Memukan Teknonomku Ko, Jita
Onusaber Ciodaur

(Dai. Elizabeth Xufang)

/noonucs/

/Meuars/: BEWJDKUH EMAKC MEJUKAN TEKHOJIODKH KO, ATA .
1101030063272
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IMepeBog JaHHOrO TeKcTa caenaH MHOW, nepeBoaunKoM MykaHoBbIM [ie6oM BoprcoBIYe.

Poccuitckas Peaepauys
"opoz Mocksa
BocemHaguaToro MmapTa fge ThiCA4M ABafLUaTb NepBoro rofa.
4 Axvumos Mne6 bopucosuy, HoTapuyc ropofa Mocksbl, CBUAETENLCTBYIO *MOAMHHOCTb MOAMUCH
nepesoa4nka MykaHosa I"ne6a bopucosmya.
Moanuck caenada B MOEM MPUCY TCTBUN.
JInyHoCTb NoAnucaBsLLIero 4OKyMeHT yCTaHoB/eHa.

3aperncTpuposaHo BpeecTpe: Ne 77/09-H/77~2021- iC'2 3/AA
YnnayeHo 3a coBepLUeHVe HoTapuanbHoro geiicTaus: 400 py6. 00 kon.

M cKper>

HoTapuyc
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