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RUS

1. HanmeHoBaHMe MeguLMNHCKOIo n3genus

YCTPOWCTBO [/19 PEHTreH3aHLOBaCKyNsaApHbIX npoueayp Shunmei
Shun Fountain B BapaHTax UCMOJIHEHNA

1. YCTpOWCTBO 418 PEHTreH3HA0BACKYNApHbIX npoueayp Shunmei Shun
Fountain 1, cTaHAapTHbIVA TUM, BapUaHTbl UCMONHEHWIA:

1.1. YCTpOWCTBO ANs PEeHTreHaHoBacKyNspHbIX npoueayp Shunmei
Shun Fountain 1, ctaHgapTHbI TN, B1D4, B cocTase:

1.1.1 NHpednsaTop, cTaHfapTHbIA TN, 06béM 20 M, aasneHne 30 atM~ 1
LT.;

I.1.2 3-X040BOI KpaH BbICOKOr0 AasneHuns, HST - 1 wrT,;

1.13 Y-KOHHekTOp TMNa nyw-nyn, HV-01 - 1wr,;

1.1.4 YCTpONCTBO Ans BBEAEHUA NpoBOAHMKa, IT-01 - 1w,

1.1.5 Topkep, T-01 - 1 wr,;

1.1.6 NHCTpyKUMA NO NpUMeHeHuto - 1T,

1.2. YCTpOWCTBO [ANSi PEHTreH3HA0BacKynsipHbIX npoueayp Shunmei
Shun Fountain 1, ctaHgapTHbIin TUN, BID5, B cocTase:

1.2.1 ViHpednaTop, ctaHAapTHbIA Tun, 06bém 20 mn, gaBneHune 30 aTm -
1wr.;

1.2.2 3-X0[10BOV KpaH BbICOKOro aasneHus, HST - 1wrt;

1.2.3 Y-KOHHeKTOp Tuna nyw-nyn ¢ YAAUHUTENbHON NUHWEN, AnnHa 25
cMm, HV-01-25-1 wrt;

1.2.4 YCTpOIACTBO ANs BBEAEHUS NpoBOAHMKa, 1T-01 - 1wT,;

1.2.5 Topkep, T-01 - 1w,

1.2.6 VIHCTpYKUMA Mo NPUMEHEHMIO - 1 LWT.

1.3. YCTpOWCTBO [ANA PEeHTreH3HA0BacKynsipHbIX npoueayp Shunmei
Shun Fountain 1, ctaHgapTHbIli Tun, B1D7, B cocTase:

131 WHaehnaTop, cTaHAapTHbIA TN, 06bEM 30 mn, gaBneHue 30 at™m -
1wr.;
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1. Name of the medical device
Shunmei Shun Fountain Balloon Inflation Devices, in variants

1. Shunmei Shun Fountain 1 Balloon Inflation Devices, Normal type, in
variants:

11 Shunmei Shun Fountain 1 Balloon Inflation Devices, Normal type,
B1D4 , consist of:

1.1.1 Balloon Inflation Devices, Normal type, volume 20 ml, pressure 30
atm -1 pc.;

1.1.2 high pressure 3-way stopcock, HST - 1pc.;

1.1.3 push-pull Y connector, HV-01 - 1pc.;

1.1.4 Insertion tool, IT-01 - 1pc.;

1.1.5 Torquer, T-01 - 1pc,;

1.1.6 Instruction for Use - 1 pc. .
1.2 Shunmei Shun Fountain 1Balloon Inflation Devices, Normal type,
BID5, consist of:

1.2.1 Balloon Inflation Devices, Normal type, volume 20 ml, pressure 30
atm - 1pc,;

1.2.2 high pressure 3-way stopcock, HST - 1pc.;

1.2.3 push-pull Y connector with extension line, length 25 cm, HV-01-25
- 1pc,;

1.2.4 Insertion tool, IT-01 - 1pc.;

1.2.5 Torquer, T-01 ~ 1pc.;

1.2.6 Instruction for Use - 1pc.

1.3 Shunmei Shun Fountain 1 Balloon Inflation Devices, Normal type,
BID7, consist of:

1.3.1 Balloon Inflation Devices, Normal type, volume 30 ml, pressure 30
atm- 1pc.;




1.3.2 3-xon0Bo# KpaH Beicokoro aasnenus, HST - | wr,;

1.3.3 Y-KkoHHeKTOp TMNA MyLu-NyN C YAJIHHHTENbHOM NHHKMEH, UIHHA 25
cM, HV-01-25 - | wir,;

1.3.4 YcTpoiicTo ans BBeaeHUs npoBogHuka, IT-01 — 1 wr,;

1.3.5 Topxkep, T-01 — 1 wr.;

1.3.6 UHcTpykums no npuMeHeHuio — | .

1.4. YcTpoiicTBO ANl peHTreHIHAOBACKYMAPHBIX npoueayp Shunmei
Shun Fountain 1, cranaapthsiii Tun, BID20, B cocTase:

1.4.1 Unpednsrop, cranaaptHbiit Tvn, 06béM 30 M1, aasnenne 30 at™ —
| wr.;

1.4.2 3-xonoBo#i kpaH Bbicokoro aasnenus, HST — | w.;

1.4.3 Y-konnexrop Tvna nyw-nyna, HV-01 - 1 wr.;

1.4.4 YctpoiicTso s BBeaeHHs npoBoaHuka, [T-01 — 1 wr.;

1.4.5 Topxep, T-01 — 1 wr.;

1.4.6 Uuctpykums no npuMeHeHuto — | wr.

1.5 YcrpoiicTBo A1 peHTreHaHA0BacKy AspHBIX npoueayp Shunmei Shun
Fountain |, cranaapthsiit THn, BID31, B cocrase:

1.5.1 Unpedastop, crangapthbtit Tun, 066€M 20 mn, aasnenne 30 at™ —
l wr;

1.5.2 3-xon0Bo# KpaH Beicokoro aasneHust, HST — | wr.;

1.5.3 Y-kOHHeKTOp THNA NyL-KIMK C YAJTHHHTENbHON NTHMHUEH, AnMHa 25
cM, HV-03-25 - 1 wr.;

1.5.4 YcrpoiicTo ans BeaeHUa npooaHuka, IT-01 — 1 wr.;

1.5.5 Topkep, T-01 — 1 wr.;

1.5.6 UncTpykums no npumeHeHHio — | wr.

1.6 YcTpoiicTBO Ans peHTreH3HA0BacKy IApHBIX npoueayp Shunmei Shun
Fountain 1, cranaaptueiii Tvn, BID32, B cocTase:

1.6.1 Uunedasrop, crannapTHeiit THR, 06BEM 20 ma, naBneHne 30 at™ —
| wT.;

1.6.2 3-x010BO# KpaH BbiCOKOTro AaBaeHus, HST — | wr.;

1.3.2 high pressure 3-way stopcock, HST — 1 pc.;

1.3.3 push-pull Y connector with extension line, length 25 cm, HV-01-25
- Ipc.;

1.3.4 Insertion tool, IT-01 — 1 pc.;

1.3.5 Torquer, T-01 -1 pc.;

1.3.6 Instruction for Use — 1 pc.

1.4 Shunmei Shun Fountain 1 Balloon Inflation Devices, Normal type,
BID20, consist of’

1.4.1 Balloon Inflation Devices, Normal type, volume 30 ml, pressure 30
atm - | pc.;

1.4.2 high pressure 3-way stopcock, HST - | pc.;

1.4.3 push-pull Y connector, HV-01 — 1 pc.;

1.4.4 Insertion tool, IT-01 - 1 pc.;

1.4.5 Torquer, T-01 - 1 pc.;

1.4.6 Instruction for Use — 1 pc.

1.5 Shunmei Shun Fountain | Balloon Inflation Devices, Normal type,
BID31, consist of:

1.5.1 Balloon Inflation Devices, Normal type, volume 20 ml, pressure 30
atm - | pc.;

1.5.2 high pressure 3-way stopcock, HST - 1 pc.;

1.5.3 push-click Y connector with extension line, length 25 cm, HV-03-25
-1 pc;

1.5.4 Insertion tool, IT-01 — 1 pc.;

1.5.5 Torquer, T-01 -1 pc.;

1.5.6 Instruction for Use — 1 pc.

1.6 Shunmei Shun Fountain 1 Balloon Inflation Devices, Normal type,
BID32, consist of:

1.6.1 Balloon Inflation Devices, Normal type, volume 20 ml, pressure 30
atm— 1| pc.;

1.6.2 high pressure 3-way stopcock, HST — 1 pc.;
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1.6.3 Y-KOHHeKTOp Tnna nyw-knuk, HV-03 - 1wr,;

1.6.4 YCTpOWCTBO 415 BBeAEHUSA NPOBOAHMKa, IT-01 - 1wt
1.6.5 Topkep, T-01 - 1wrT,;

1.6.6 VIHCTpYKUKNA MO NPUMEHEHUIO - 1 LUT.

1.7 YCTpOWCTBO ANS PEHTIeHIHA0BACKYNAPHbIX npoueayp Shunmei Shun
Fountain 1, ctaHaapTHbI Tun, B1D33, B cocTase:

1.7.1 NHpednaTop, cTaHAapTHbIA Tun, 06bém 30 mn, gaBneHme 30 aT™m -
1wr.;

1.7.2 3-X0[10BOW KpaH BbICOKOro gaBneHus, HST - 1wr,;

1.7.3 Y-KOHHeKTOp TUna nyLww-KanK ¢ yaIMHUTENIbHOW NIMHUEN, ANUHaA 25
cMm, HV-03-25 - 1wt

1.7.4 YCcTpoWicTBO AN BBEAEHMS NPOBOAHMKa, 1T-01 - 1w,

1.7.5 Topkep, T-01 - 1wrT,;

1.7.6 'HCTPYKUMA MO NPUMEHEHNIO - 1 WT.

1.8 YCTpOICTBO AN PEHTIeH3HA0BACKYNsipPHbIX npoueayp Shunmei Shun
Fountain 1, ctaHgapTHbI Tun, BID34, B cocTase:

1.8.1 NHpednaTop, ctaHaapTHbIA Tun, 06bém 30 mn, gaBneHue 30 aTwm -
1wr.;

1.8.2 3-x0/10BOI KpaH BbICOKOr0 AaBneHus, HST - 1wr;

1.8.3 Y-KOoHHeKTOp TMNa nyw-kKnuk, HV-03 - 1wr.;

1.8.4 YcTpoicTBO Ans BBEAEHUA NPoBOAHMKa, 1T-01 - 1wrT,;

1.8.5 Topkep, T-01 - 1wr,;

1.8.6 NHCTpYKUMA MO NpUMEHEHMIO - 1w,

2. YCTpOWCTBO ANSi peHTreHsHA0BacKyNApHbIX npoueayp Shunmei Shun
Fountain 2, TN NUCTONET, BapuaHTbl UCMOHEHWIA:

2.1. YCTpOWCTBO AN PeHTreH3HA0BacKyNApHbIX npoueayp Shunmei
Shun Fountain 2, Tun nuctonet, BID 13, B cocTaBe:

2.1.1 Nupednatop, TMn nuctonet, oobém 20 mn, aaBneHne 30 atm - 1
LT,

2.1.2 3-X040BOW KpaH BbICOKOro fasneHus, HST - 1wr.;
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1.6.3 push-click Y connector, HV-03 - 1pc.;
1.6.4 Insertion tool, IT-01 - 1pc,;

1.6.5 Torquer, T-01 - 1pc,;

1.6.6 Instruction for Use - 1pc.

1.7 Shunmei Shun Fountain 1 Balloon Inflation Devices, Normal type,
BID33, consist of:

1.7.1 Balloon Inflation Devices, Normal type, volume 30 ml, pressure 30
atm - Ipc.;

1.7.2 high pressure 3-way stopcock, HST - 1pc.;

1.7.3 push-click Y connector with extension line, length 25cm, HV-03-25
- 1 pc,;

1.7.4 Insertion tool, IT-01 - 1pc.;

1.7.5 Torquer, T-01 - 1pc.;

1.7.6 Instruction for Use - 1pc.

1.8 Shunmei Shun Fountain 1 Balloon Inflation Devices, Normal type,
BID34, consist of:

1.8.1 Balloon Inflation Devices, Normal type, volume 30 ml, pressure 30
atm - 1pc,;

1.8.2 high pressure 3-way stopcock, HST - 1pc.;

1.8.3 push-click Y connector, HV-03 - 1pc,;

1.8.4 Insertion tool, IT-01 - 1pc.;

1.8.,5 Torquer, T-01 - 1pc,;

1.8.6 Instruction for Use - 1pc.

2. Shunmei Shun Fountain 2 Balloon Inflation Devices, Gun type, in
variants:

2.1 Shunmei Shun Fountain 2 Balloon Inflation Devices, Gun type, BID 13,
consist of:

2.1.1 Balloon Inflation Devices, Gun type, volume 20 ml, pressure 30 atm-
Ipc.;

2.1.2 high pressure 3-way stopcock, HST - 1pc.;




2.1.3 Y-KOHHEKTOp THNA NyLI-Nya C YAAMHUTENbHON JMHHEHR, QnHa 25
cM, HV-01-25 - | wr;

2.1.4 YctpoiicTBo ans BBeAeHHA NpoBoAHHUKa, IT-01 — | wr.;

2.1.5 Topkep, T-01 — 1 wr.;

2.1.6 UncTpykuma no npuMeHeHHo — | wT.

2.2. YcTpoicTBO A PEHTreH’HA0BACKYNspHbiX npoueayp Shunmei
Shun Fountain 2, Tun nucroner, BID14, B coctase:

2.2.1 Uupednarop, Tvn nuctoner, o6béM 20 Mn, nasneHue 30 atm — |
wr.;

2.2.2 3-xonoBoii kpaH Bbicokoro aAasneuus, HST - 1 wr.;

2.2.3 Y-konHexTOp THna nyw-nyn, HV-01- | wr.;

2.2.4 YctpoiicTo ans BBeaeHUs npoBoaHuka, IT-01 — 1 wr.;

2.2.5 Topkep, T-01 — 1 wr.;

2.2.6 UncTpyKuys no npuMeHEHHUo — | wT.

2.3. YcTpoicTBO A8 PeHTreHdHAOBACKY/SpHBLIX npouexyp Shunmei
Shun Fountain 2, Tun nucroner, BID3S5, B cocrase:

2.3.1 Unpednatop, tTun nucronet, o6bém 20 M, aaBnenue 30 atm — |
T.;

2.3.2 3-xon0Boii kpaH Bbicokoro aaenenus, HST —~ 1 wr.;

2.3.3 Y-KOHHEKTOp THNa NyLI-KAKK C YAJIMHATE/IbHON IWHKEH, 1/TMHa 25
cMm, HV-03-25 - 1 wr.;

2.3.4 YcTpoiicTBo Ans BBeacHHns nposoauuka, IT-01 — 1 wr,;

2.3.5 Topkep, T-01 — 1 wT,;

2.3.6 UHcTpykumsa no npuMeHeHHIo — | .

2.4. YcTpoiicTBO AN PEHTreHIH/I0BAacKYApHbIX npoueayp Shunmei
Shun Fountain 2, Tun nucroner, BID36, B cocraee:

2.4.1 Unpednatop, Tan nuctonet, 06béM 20 mn, pnasnenue 30 atm — |
wWT.;

2.4.2 3-xon0Boii KpaH Bbicokoro aapnexus, HST — 1 wr,;

2.4.3 Y-koHHeKTOp THNA ny-knuk, HV-03 - | wr.;

2.1.3 push-pull Y connector with extension line, length 25 cm, HV-01-25
—lIpec.;

2.1.4 Insertion tool, IT-01 - | pc.;

2.1.5 Torquer, T-01 - 1 pc.;

2.1.6 Instruction for Use — | pc.

2.2 Shunmei Shun Fountain 2 Balloon Inflation Devices, Gun type, BID14,
consist of:

2.2.1 Balloon Inflation Devices, Gun type, volume 20 ml, pressure 30 atm
-1pc.;

2.2.2 high pressure 3-way stopcock, HST - | pc.;

2.2.3 push-pull Y connector, HV-01 -1 pc.;

2.2.4 Insertion tool, IT-01 - | pc.;

2.2.5 Torquer, T-01 - 1 pc.;

2.2.6 Instruction for Use - 1 pc.

2.3 Shunmei Shun Fountain 2 Balloon Inflation Devices, Gun type, BID35,
consist of:

2.3.1 Balloon Inflation Devices, Gun type, volume 20 ml, pressure 30 atm
-1pc.;

2.3.2 high pressure 3-way stopcock, HST -1 pc.;

2.3.3 push-click Y connector with extension line, length 25 cm, HV-03-25
-1 pc,;

2.3.4 Insertion tool, IT-01 - | pc.;

2.3.5 Torquer, T-01 - 1 pc.;

2.3.6 Instruction for Use — 1 pc.

2.4 Shunmei Shun Fountain 2 Balloon Inflation Devices, Gun type, BID36,
consist of:

2.4.1 Balloon Inflation Devices, Gun type, volume 20 ml, pressure 30 atm
- 1pc.;

2.4.2 high pressure 3-way stopcock, HST - 1 pc.;

2.4.3 push-click Y connector, HV-03 — 1 pc.;
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2.4.4 YctpoiicTso Ana BBeACHHS MpopoAHuka, IT-01 — 1 wr,;
2.4.5 Topkep, T-01 - | urr.;
2.4.6 Nucrpyxuma no npuMencHmo —~ 1 wrr.

3. YerpoiicTBo a1 peHTTeHIHAOBACKYMPHBIX npoueayp Shunmei Shun
Fountain 3, Tan nomynuctoner, BapHaHTH HCNIOTHEHMIA:

3.1. YcTpoiicTBO AA8 PeHTTEHIHAOBACKYAApHbX npouexyp Shunmei
Shun Fountain 3, Tun nonynuctoner, BID29, B cocrase:

3.1.1 Uugednarop, TN noaynucronet, ooném 20 Ma, sapneHue 30 atm —
115

3.1.2 3-xonoBoif kpaH Bbicokoro Aasnenus, HST - 1 wr.;

3.1.3 Y-xoHHeKTOp THNA NYLU-NYN ¢ YANHHHTENbHOH sinHHel, Anuna 25
cm, HV-01-25 -1 umr,;

3.1.4 YerpoiicTso ana BeeaeHna nposoaauka, 1T-01 - 1 w.;

3.1.5 Topkep, T-01 - 1 wr.;

3.1.6 Unctpykuns no npuMencHmo — 1 wr.

3.2. YcrpoidicTBO AnA PEHITCHIHOOBACKYNAPHLIX npoueayp Shunmei
Shun Fountain 3, Tun noaynucroner, BID30, B cocrase:

3.2.1 Huaednarop, Tan nonmynuctoneT, o6béM 20 M, gaBneHne 30 atm —
1 wrt.;

3.2.2 3.xox0Boii kpan Beicoxoro gasnenns, HST - 1 wr.;

3.2.3 Y-xounexrop Tuna nyw-nyn, HV-01 - 1 mr,;

3.2.4 VerpoiicTpo ans BeeacHHA NposoAnuka, [T-01 — | wr,;

3.2.5 Topxep, T-01 — | wr.;

3.2.6 Uuctpyxuusa no npuMeHenwnio — | m.

3.3. YewpoiicTBo I8 PEHTTCHIHAOBACKY MMPHBIX TIPOLICAYP Shunmei
Shun Fountain 3, Tun nonynuctoner, BID27, B coctase:

3.3.1 Hunedaarop, Tun nomynucroner, o6séM 20 M, aasnenne 30 atM —
I m,;

3.3.2 3-xonoBoii kpau eeicoxoro gasnenna, HST - | wr.;

3.3.3 Y-koHHEXTOD THNA MYIU-KNHK ¢ YAMHHHTEIbHON AMHMeH, AnMHa 25

2.4.4 Insertion tool, IT-01 - 1 pc.;
2.4.5 Torquer, T-01 - 1 pc.;
2.4.6 Instruction for Use — 1 pc.

3. Shunmei Shun Fountain 3 Balloon Inflation Devices, Semi-gun type, in
variants:

3.1 Shunmei Shun Fountain 3 Balloon Inflation Devices, Semi-gun type,
BID29, consist of:

3.1.1 Balloon Inflation Devices, Semi-gun type, volume 20 ml, pressure
30atm~1 pc.;

3.1.2 high pressure 3-way stopcock, HST -1 pc.;

3.1.3 push-pull Y connector with extension line, length 25 cm, HV-01-25
-1pc.;

3.1.4 Insertion tool, IT-01 — 1 pc.;

3.1.5 Torquer, T-01 - 1 pc.;

3.1.6 Instruction for Use — 1 pe.

3.2 Shunmei Shun Fountain 3 Balloon Inflation Devices, Semi-gun type,
BID30, consist of:

3.2.1 Balloon Inflation Devices, Semi-gun type, volume 20 ml, pressure
30atm- 1 pc;

3.2.2 high pressure 3-way stopcock, HST - 1 pc.;

3.2.3 push-pull Y connector, HV-01 - 1 pc.;

3.2.4 Insertion tool, IT-01 - 1 pc.;

3.2.5 Torquer, T-01 - | pc.;

3.2.6 Instruction for Use — 1 pe.

3.3. Shunmei Shun Fountain 3 Balloon Inflation Devices, Semi-gun type,
BID27, consist of:

3.3.1 Balloon Inflation Devices, Semi-gun type, volume 20 ml, pressure
30atm-1pc.;

3.3.2 high pressure 3-way stopcock, HST - | pc.;

3.3.3 push-click Y connector with extension line, length 25 cm, HV-03-25

5
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cM, HV-03-25 — | wr.;

3.3.4 YcTpoiicTBO A1 BBeAeHHs npoBoaHuka, [T-01
3.3.5 Topkep, T-01 - 1 wr.;

3.3.6 Muctpykums no npuMeHenumto — | wr.

-1 wr.;

3.4. YcTpoiicTBO AN PEHTIeHIHA0BACKYIApHbLIX npoueayp Shunmei
Shun Fountain 3, Tun noaynucroner, BID28, B cocrase:

3.4.1 Uuaednsrop, Tun nomynucronet, o6béM 20 Mn, naBnenune 30 at™ -
I wr.;

3.4.2 3-xonoBoii KpaH Bbicokoro aasnexus, HST - 1 wr.;

3.4.3 Y-konnextop Tvna nyw-kauk, HV-03 - 1 wr.;

3.4.4 YcrpoiicTBo /12 BBeACHHA NMpoBOAHHKA, IT-01 — | wT.;

3.4.5 Topkep, T-01 — 1 wr.;

3.4.6 UHcTpykumns no npuMeHeHuio — | .

- lpc,;

3.3.4 Insertion tool, IT-01 — 1 pc.;
3.3.5 Torquer, T-01 — 1 pc.;

3.3.6 Instruction for Use — | pc.

3.4. Shunmei Shun Fountain 3 Balloon Inflation Devices, Semi-gun type,
BID28, consist of:

3.4.]1 Balloon Inflation Devices, Semi-gun type, volume 20 ml, pressure
30 atm -1 pc.;

3.4.2 high pressure 3-way stopcock, HST - | pc.;

3.4.3 push-click Y connector, HV-03 - 1 pc.;

3.4.4 Insertion tool, IT-01 - 1 pc.;

3.4.5 Torquer, T-01 — 1 pc.;

3.4.6 Instruction for Use — 1 pc.

Jlanee no TeKCTy — yCTPOHCTBO A1 PEHTIEeHIHAOBACKY NAPHbIX MPOLEAYP,
H3zaesne, HHaedasTop.

Hereinafter referred to as — balloon inflation device (BID), device, inflator.

2.Ha3znayeHne MeAHIIMHCKOr0 H3EJHA

2. Purpose of the medical device

l'lpe.uuamaqeuo ANa 3anojiHeHus GanioHa XKHAKOCTbKO, MOHHTOPHHIa
NABJICHHA BHYTPH 6annona u CAyBaHHA 6annoHa nocne BHINIOJIHEHHUS
AHJATalUHH BO BpEMA MHHHMa/IbHO HHBA3HBHLIX Npoueayp 6annoHHoIA
AHTHOTNNIACTHUKH.

In minimally invasive balloon dilation procedure, the Balloon Inflation
Devices can be used to inflate the balloon with fluid, to monitor the
pressure in the balloon during the procedure and to deflate the balloon after
dilation

3. Iloka3zauus

3. Indications

YCTPOFICTBO AJIe pEHTICHIHAOBACKYISIDHLIX NPOLCAYP HCIONb3YETCA Y
NaUHEHTOB C NMOPAXKEHHEM KOPOHAPHBIX apTequl C LCIbIO pAaCIUUPEHHA
cocyla HJIH YCTAHOBKH BHYTPHCOCYAUCTOI0 CTCHTA MYTEM pa3iyBaHHA

Balloon Inflation Device is intended to be used in PTCA operation for the
patients with coronary artery lesions, the balloon dilatation catheter is
pressurized in order to achieve the expansion of blood vessels or the

GanioHa npM  BLIMONHEHHMHM  HYPECKOXHOH  TpaHcmomuHanbHo# | placement of intravascular stent.
KOpoHapHoi# auruonaactuku (UTKA).
4. IIpoTHBONOKAa3aHHUA 4. Contraindications
[NpoTuBonoka3anui ans NPUMEHEHHUA YCTPOHCTBA ans | There are no contraindications for Balloon Inflation Device.
PEHTI€HIHI0BACKY IAPHBIX MPOLIEAYP HET.
5. C ocTOpoXHOCTDbIO 5. Carefully
6
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[lo nawHeIM NHTEPaTYphl, NAUKMEHTHI CO CIEAYIOLIMMH 3a001EBaHUAMH
AOMKHbI € 0C000i OCTOPOXKHOCTLIO OTOMpaTLCs A NPOBEAEHHA
YPECKOXKHOH KOPOHAPHOH aHrMONNACTHKH:
— 6udypKaUHOHHbIE MOPaXKEHHA KOPOHAPHbLIX apTEPHii;
— Ccepbe3Hble HapyLIeHHA QYHKINH CEPALIA, ICYEHN HITH TTOYEK;
— 3a0oneBaHHs  KPOBHM, ayTOMMMYHHble 3aboneBanus
HapyIlIeHUA CBEPTLIBAEMOCTH KPOBH;
— TAXKENble KNanaHHblie NMOPOKH, KAapAMOMMOMATHA, BPOXKIAEHHbIE
aHOMAJIHH cep/iLa Hav 3aboneBaHus nepuKapaa
— pak wnu apyrve 3aboneBaHMs, NpH KOTOPOM MPOrHO3Has
MPOAOIKHTENBHOCTD XKH3HH COCTABAAET MEHEE 6 Mecsales;
— HENepeHOCHMMOCTb NaLUMEHTOM ABOHHOM aHTHTpoMOOLMTapHOH
TEparnuu,
— a0pTOKOPOHAPHOE LIYHTHPOBaHHE B aHAMHE3e,;
— aHeBpH3IMa KOPOHApHO#H apTepuh;
— XpOHH4ecKasd TOTa/lbHas OKKJIIO3UA KOPOHApHOH apTepHH;
— 6epeMeHHOCTb.

HIIH

Based on the literature, patients with following critical diseases shall be
considered carefully according to the physician’s advice for undergoing
percutaneous coronary intervention:

— bifurcation lesion;

— severe heart, liver, or kidney dysfunction;

— blood disease, autoimmune disease, or severe bleeding tendency;

— severe valvular disease, cardiomyopathy, congenital heart disease, or
pericardial disease;

— cancer or other disease causing a life expectancy < 6 months;

— patient intolerance to double antiplatelet therapy;

— coronary artery bypass graft;

— aneurysmatic coronary artery;

— chronic total occlusion;

- pregnancy.

6. Bo3moxHbie 0C/10KHEHHS H N060uHbie Y deKThl

6. Possible complications and side effects

[To6oyHble 3pdeKTh HAN OCNOKHEHHA, KOTOPbIE MOTYT ObITh CBA3aHbI C
MCMONB30BAHHEM JAHHOTO M3/ENHA:

— Pa3pbiB 6annonHoro karerepa;

— [I'emaroma;

— Kposoreuennue,

— [loBpexaeHnue cocyna;

— I'nnorouns;

— AJIEprHYECKHE peaKkunH;

— HWuuunposanue naunenra;

- Jluccexuus unu nepdopauus cocyaa;
— Jlerounas smMb60nus.

Adverse events (side effect) or complications that may be associated with
the use of an Balloon Inflation Devices include:
- Balloon rupture;

— Hematoma;

— Hemorrhage;

- Vascular injury;

—~ Hypotension;

- Allergic reactions;

-~ Infection;

— Vessel dissection or perforation;
Pulmonary embolism.

7. CBegeHns o NPOH3BOAHTE € MEAHLUHHCKOr0 H3€/IHA

7. Information about manufacturer of the medical device

HanmeHoBanue npoussoanTena:

Name of manufacturer:
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Shunmei Medical Co., Ltd («LyHmeld Megmkan Ko., 1Ta», KuTaiickas
HapogaHas Pecny6smka)

KOpuanyecknii agpec Npou3BOANTENS:

3rd Floor and R401 of building B, No.8 of 1st Jinlong Road, Baolong
Industrial Zone, Longgang District, 518116 Shenzhen, Guangdong,
China.

TenetoH: + 0086-0752-3306949

3NeKTpPOHHas no4yta: nora@shunmed.com

Caiit: www.shunmed.com

MecTo nponsBo/CTBa:

Shunmei Medical Co., Ltd

3rd Floor and R401 of building B, No.8 of 1st Jinlong Road, Baolong
Industrial Zone, LongGang District, 518116 Shenzhen, Guangdong, China
8.YCJ10BUA npnmeHeHUs

O6uyme cBegeHus:

- MefuumHCKMe yupexaeHns

YCNnoBms MCMoJib30BaHWs:

- PaboTa B UMCTOM, CBET/IOM, CTEPUILHOM MOMELLEHUM

- MNop peHTreHocKonuen

- B onepayunoHHoit

9.MMoTeHUManbHbIN NOTPebUTENb

Bpaun-cneumanuctol B 061acTM PEHTIEH3HLOBACKYNSPHON XUpypruu,
cepAeyvHO-COCYANCTbIE XUPYPTU, UHTEPBEHLMOHHbIE KapANOOTN.

10. Monynauma nauneHToB

MauneHTamMn ABNAOTCS B3POC/ble cTapLue 18 ner.

11. Tpe6oBaHWA 6€30MacHOCTN N MepPbl MPeLOCTOPOXKHOCTU

Mepbl NPegoCcCTOPOXXHOCTHU

e BHUMaTeNbHO M3yumTe BCE MHCTPYKLUW Nepes UCnosib30BaHUEM.

e M3genne moryT NpMMEHSATL TONBKO Bpayuu, npowesLlme Heobxogmmoe
0byueHume.
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Shunmei Medical Co., Ltd

Legal address of manufacturer:

3rd Floor and R401 of building B, No.8 of 1st Jinlong Road, Baolong
Industrial Zone, Longgang District, 518116 Shenzhen, Guangdong, China.
Tel.:+ 0086-0752-3306949

Email address: nora@shunmed.com

Website: www.shunmed.com

Manufacturing site:

Shunmei Medical Co., Ltd

3rd Floor and R401 of building B, No.8 of 1st Jinlong Road, Baolong
Industrial Zone, LongGang District, 518116 Shenzhen, Guangdong, China

8. Usage conditions

General:

- Flospital

Conditions of usage:

- Operation in clean, bright, sterile environment

- Under the fluoroscopy

- In operation room

9. Potential users

X-ray endovascular surgery specialists, cardiovascular surgeons, and
interventional cardiologists.

10. Patient population

The Patient population of the product is adults over 18 years of age.

11. Warnings and precautions

Precautions

» Carefully read all instructions prior to use.

» Only physicians who have received appropriate training can use this
device.



¢ Hineane npesHa‘HaYEHO TOJMLKO ANA OAHOPA3OBOTO HCTIONBE30BAHHA.
TosTopHoe mHCMONL3OBaHHE, NOBTOpHas 06paGoTka MAM MOBTOpHA
CTEPHIH3ALMA 33NPELICHBI.

¢ [lepen npuMeHEHHEM BHHMATEABHO OCMOTDHTE M3aenue H yoeaurech
B OTCYTCTBM# MNOBpEXACHWi, HAHECCHHHX BO BPEMA MOTPY304HO-
Pasrpy304HbIX ONEpaLtHil.

¢ Hcnonb3yitre H3aeane B CTEPUABHEX YCAOBUAX.

¢ He ncnonn3yite U3aenue ¢ HCTEKIIMM CPOKOM FOAHOCTH.

¢ He ncnonesyiite usnenne, ecnu €ro ynakoBka W/WIH KOMIOHEHTH
NIOBPEKACHB KA NPH HANHYMK JHOObIX NOJO3peHnit Ha HX 3arpA3HEHHE
HJIH NOBPeXIEHHE.

e He BHOCHTC M3MCHEHMA B KOHCTPYKUMIO MHASDAATOPA M APYFHX
KOMITIOHEHTOB.

¢ [Ipn noacoenunenun K OCalNOHHOMY AMNATALMOHHOMY KATETEpY
TIIATENbHO NpoRepsTe pasheM Jlyepa W ybeaurech, 410 OH MPABHIIBHO
coeauHeH M 3araHyT. HenmpaBmnphoe uau HeAOCTATOMHO MIOTHOE
COC[HHCHHE MOXET CTaTh MPHYHHOK YTCUKH, TIONAJaHMA BO3AyXa B
KPOBEHOCHYIO CHCTEMY M APYIHX ONACHKIX CHTYAaLMA.

* Bo usbexanue nospexaeHns uHachATOpa He CO3ZaBaliTE AapIeHuE
BbILlIE MAKCHMAILHOTO 3HAUYCHMA, YKa3aHHOTO HAa MapKHPOBKE.

* [lepen npuMeHeHHEM BHITECHHUTE BO3AYX H3 HHKSKLIHOHHOK CHCTEMBI.
3anpeieso BROAKTS BOAYX B GANIOHHBIN NUNATAUMOHHETH KATETEP.

¢ 3anopHbiii KpaH NpeAHA3HAYCH TOJNLKO ANA HArHeTaHma u cGpoca
A3BJICHHA ¢ MOMOWLIO HHACSSTOPa M He NpeAHA3HAYEH J/IA BBEACHHA
npenaparos,

e Tlocne MCNONL3OBAHMA YTHAMZHpPYHTE H3ZieNHe B COOTBETCTBHH C
npaBMIaMM, [PUHATWIMH OCONBHHICH, AAMMHHCTPATHBHBIMH MAM
MPaBHTENLCTBCHHEIMA OPraHaMM.

[lpenynpexaenna
o Tonexo AN4 OAHOKPATHOrO NPHMEHEHUSA Y OJHOrO NALMEHTA.
TosTOpHOE MCHONL30BaHKE, NOBTOPHAA 0GpaboTKa HIH NOBTOPHAN

¢ The device is designed for single use only. Do not reuse, reprocessing
or resterilize.

¢ Inspect the device carefully prior to use to verify that no damage has
occurred during handling.

¢ Operate the device under sterile environment.

¢ Do not use this device if it is out of date.

¢ Do not use this device if the package is damaged and/or its contents
have been damaged, or contamination or damage is suspected for any
reason.

e Do not alter the structure of balloon inflation device and other
components.

¢  When connecting with the balloon dilation catheter, please carefully
check and confinn that the Luer connector is properly connected and
tighten, improper connection or non-tightening may lead to leakage or air
into the circulation system and other hazards.

¢ Do not pressurize more than max pressure marked on the label to
prevent damage to the inflation device.

e Please expel the air from the injection system before use. And air is
prohibited to inject into the balloon dilation catheter.

¢ Stopcock is only use for pressurizing and relieving pressure with
inflation device, not for drug infusion.

o After use, dispose the device according to hospital, administrative or
government policies.

Warnings
¢ For single patients use only. Do not reuse, reprocess or resterilize this
product. Reuse, reprocessing or resterilization may compromise the

9
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CTEpHAM3AUMA H3enuAa 3anpeuleHbl. [loBTOpHOE Hcnonb3oBaHMe,
noBTopHas o6paboTka HMIM NOBTOPHas CTEPUIM3ALMA MOTYT
HapyLIMTL CTPYKTYPHYIO LIEJIOCTHOCTb M3AENHS WHIH CO3AaTh PHCK
€ro 3arpA3HEHMsA, 4YTO MOXET MoBievb TpaBmy, 3aboneBaHue WM
cMepTh  naudeHTa. OuMCTKa, Je3MH(PEKUMA W NOBTOpHas

CTEPH/IM3ALMA MOTYT HAPYUIMTh BAXKHBIE CBOHCTBA MaTepHaiOB M

KOHCTPY KUHOHHbIE CBONCTBA M3/1EMS H MOBJIEYb €r0 HEUCNIPABHOCTb.

HUznenue npeaHa3HayeHo A npUMeHEHUA BpauaMH,

NPaKTHKYIOWHUMH B CMEUHANIM3MPOBAHHOM 001aCTH  MEAMUMHBIL.

Jlonyckaerca mnpuMeHeHHE M3AENHH  TONBLKO  CIELHANMCTaMH,

00y4eHHBIMH NPOBEACHHIO COOTBETCTBYIOLLMX NPOLELYD.

Beerna cobmopaiite ykasaHus Npou3BOAMTENA. NPeJOCTABIEHHbIE B

COMpOBOJAMTENbHOM JOKyMEHTalUMHW K OannoHHBIM  KaTeTepam,

OTHOCHTENBHO NOPAAKAa MX NPUMEHEHUS, MAKCHMAJILHOTO JaBlEeHHs

ApH pa3yBaHHH, MEP MPEJOCTOPOKHOCTH U NpeynpexaAeHHUIA.

e HejocraTtouHoe 3aTArMBaHHE COCAMHEHWA MEXAY MHAedIATOpPOM M
Y-KOHHEKTOPOM H BCMOMOTaTeNbHbIMH NPHUCMOCOONEHUAMH MOXET
NPUBECTH K NONAJAHHUIO BO3AYyXa B COCYAMCTYIO cucteMy. He BBoaKTE
KHUAKOCTb NPH HAJIMYMW BHAHMMBIX NMY3bIPHKOB BO31yXa B KaHalne Aas
XKHUIKOCTH HHAECPNATOPA MK Y -KOHHEKTOPA.

e 3HaueHue AaBneHHA, oToOpaxkaemoe Ha MHAedATOpe. HE AOMKHO

NpeBLILATh MAKCUMAIbHOE PEKOMEHIOBAHHOE JaBlEHHE A

pasznyBaHus 6annoHHOrO Karerepa.

[TpogomkuTensHoe BO3JAEHCTBME KOHTPACTHOTO BELIECTBA MOXET

NPHBECTH K HEHUCMPAaBHOCTH KOMIIOHEHTOB M31€NHA H TEM CaMbiM

co3JaTh yrpo3y 6e30nacHOCTH.

structural integrity of the device and/or create a risk of contamination of
the device which could result in patient injury, iliness or death. Cleaning,
disinfection and resterilization may compromise the essential material and
design characteristics of the device leading to device failure.

e The devices are designed for use by physicians engaged in the practice
of a specialized branch of medicine. Use of these devices should be
restricted to those specialists trained to perform this procedure.

e Always follow the manufacturer’s directions accompanying the
balloon catheter for instruction for use, maximum inflation pressure,
precautions, and warnings for use.

¢ Improper tightening of the connection between the inflation device and
Y connector and accompanying equipment may result in introduction of
air into the vascular system. Do not inject any fluid if air bubbles are visible
within the fluid path of the Inflation Device or the Y-connector.

e The pressure displayed on the inflation device must not exceed
maximum recommended balloon catheter inflation pressure.

» Prolonged exposure to contrast medium may cause components of the
device to malfunction and thereby create a safety hazard.

12. H3o6paxeHHe H onHcaHHe H3ZEIHS

12. Picture and description of device

YcTpoilcTBa 4519 PEHTreHIHAOBACKYNAPHBIX npoueayp OblBaioT Tpex
THUIIOB: CTAHJAPTHOrO THIA, THIIA NUCTOJNET U NoaynucTonet. B koMmiexr
NOCTaBKH YCTPOWCTB Takxke BXOAAT 3-XOA0BOH KPaH BbICOKOrO JaBJICHHA,
HST (aanee no Ttekcty 3-x040BOW KpaH BbICOKOro naBieHus), Y-
KOHHEKTOpP, YCTPOMCTBO A BBeAeHus npoBoaHuka, 1T-01 (nanee no

Balloon inflation devices have three types: normal type, gun type and
semi-gun type. The basic set of these devices includes a high pressure 3-
way stopcock, HST (hereinafter referred to as high pressure 3-way
stopcock), Y-connector, insertion tool, IT-01 (hereinafier referred to as
insertion tool) and torque, T-01 (hereinafter referred to as torque). Y-
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TEKCTY YCTPOMCTBO /17 BBEAEHHA NpOBOAHHKA), H Topkep, T-01 (aanee
110 TEKCTY TOPKEp). Y-KOHHEKTOPbI TaKkke ObIBAlOT THNa Mywl-nyn KK
NyW-KIKK C YAIHHHUTENbHON NHHKMEH Unn 6e3 Hee: Y-KOHHEKTOp THna
nyw-nyn, HV-0l, Y-koHHeKkTOp THMnNa nyw-nyl ¢ YLIMHHTENbHOH
nuHuel, anuna 25 cm, HV-01-25, Y-konHekTop tvna nyw-kank, HV-03,
Y-KOHHEKTOp THNA MyW-KIKK C yITHHHTENbHOH NMHKEH, 1HHa 25 oM,
HV-03-25 (nanee no tekcty Y-KkOHHEKTOp THNA MylUu-nyna, Y-KOHHEKTOp
THNA NyLW-NYy € yUIHHUTENLHON NHHUEH, Y-KOHHEKTOP THNA NY1L-KJIHK,
Y -KOHHEKTOP THMNa MyLU-KIHK C YANHHUTENbHOH NHHHER). Y -KOHHEKTOD,
YCTPOHCTBO Ansi BBEACHHS NPOBOJHHKA U TOPKEp aKTHYECKH ABAAIOTCA
KOMMOHeHTamu Habopa remocratuyeckoro knanaHa. OcHoOBHble
(yHKUHOHANbHbIE 3JIEMCHTBl M KOMAOHEHTbI YCTPOMCTB NMOKa3aHbl Ha
PHCYHKaX HHXe.

Wnaepnatop cranpaprHoro THNa nNpHMeEHseTcAs s Habopa
ONPEAENICHHOrO KOJIM4ECTBA KUAKOCTH M HAMONHEHUA €10 OaNloHHOro
KaTeTepa / CTEHTA, NOACOEAHHEHHOTO K H3JENHIO, 1103BOJIACT BBINOHATD
pery/IMpOBKY 3aMOpHOro KpaHa M MyT€M NPOABHXKEHHA LWITOKA NOPLIHA
Brepe] BBOJMTb XHMAKOCTb B OanOHHBIH KaTeTep AJis €ro pa3jiyBaHHA
MpH OCYIUECTBAEHHH MOHMTOPHHra AaBi€HHA BHYTpH bannona. lllTok
MOPWIHA MOXHO [BHMraTb Bnepei/Ha3al A  pa3fyBaHMs/CyBaHHA
6annonHoro karerepa no HeoOXOAMMOCTH BO BpeMs Mpoueaypbl, Ans
pa3lyBaHMA WIH CAYBaHMsA Oa/IOHHOrO KaTeTepa, YCTAHOBNEHHOTO Ha
CTEHO3HPOBAHHOM YHaCTKE COCYZa, ¢ LENbIO PaclMpPEHHs cocyla MM
H3BJICHEHHA GaNNOHHOIO KaTeTepa Ul CTEHTA U NPOBEAEHHS JieHEHHS Ha
CTEHO3HPOBAHHOM Y4acCTKe.

“Hlle(bﬂﬂTOp THNA NMHUCTONCT NPUMCHACTCA ANA Ha60pa onpcACNICHHOrO
KOJIHYECTBA XHAKOCTH M HANOJHEHHA elo OaNNOHHOro Karerepa / cTeHTa,
NOACOCAHHEHHOr0 K H3aCAMIO, MO3BOJISET BLINIOAHATL PEryaHpOBKY
3arNopHOro KpaHa, nyTeM NoCTeNCHHOro BpallleHHA NOpLUHA MO 4acoBOiA
CTPEJKE nNOBLILWIATL AaBJI€EHHE B LUNPULE ANd pasnyBaHUA [MpH

OCYWECTBJIEHHH MOHHTODHHIa AaBJICHHA BHYTPH bannoHa M IYTCM

connector is presented in two types: push-pull Y-connector or push-click
Y-connector with or without extension line: push-pull Y connector, HV-
01, push-pull Y connector with extension line, length 25 cm, HV-01-25,
push-click Y connector, HV-03, push-click Y connector with extension
line, length 25 cm, HV-03-25 (hereinafter referred to as push-pull Y
connector, push-pull Y connector with extension line, push-click Y
connector, push-click Y connector with extension line). The Y connector,
insertion tool and torque device are actually the components of
Hemostasis valve set. Key functional elements and components are
depicted from figures below.

For normal type, the balloon inflation device is used to absorb a certain
liquid to inflate a balloon catheter/stent connected with the device, adjust
the stopcock and push the hand shank to infuse the liquid into the balloon
catheter for inflation of balloon catheter, and for pressure monitoring in the
balloon. The hand shank can be pushed/pulled to inflate/deflate the balloon
catheter according to treatment need, inflate or deflate the balloon of
catheter placed in the part of stenosed lesion of vessel to achieve the
purpose of dilating vessel or removing balloon catheter or stent and
treatment of stenosed lesion.

For gun type, the balloon inflation device is used to absorb a certain liquid
to inflate a balloon catheter/stent connected with the device, adjust the
stopcock, gradually rotate the piston in a clockwise direction to increase
the syringe pressure for inflation and monitor the pressure in the balloon
or gradually rotate the piston in a counter-clockwise direction to slowly

11
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NOCTENEHHOrO BPAlICHUS NOPLIHA NPOTHB YaCOBOH CTPEJKH MEANEHHO
CHHXKaThb [JaBJiCHHE B LUMPHLE /A CAyBaHUsa GaJNIOHHOro KateTepa npw
OCYILECTBAEHHH MOHWTODHHra JaBneHHs BHYTpu Oannona. Hsnenue
N03BOJIAET pa3ayBaTh/CAyBaTh OaaNOHHbIA KaTeTep, YCTAHOBNEHHbIH Ha
CTCHO3MPOBAHHOM Y4AaCTKE COCYy/a, C LIENbIO PaCLIMPEHHs COCYAa HIIH
H3BJICUEHHA GaNIOHHOTO KaTeTepa MK CTEHTA U NPOBECHHS JieYeHus Ha
CTE€HO3HPOBAaHHOM Y4acTKe.

Unpebnatop TtHna noaynucroner npumensercs Aas  Habopa
ONPENE/IEHHOr0 KOJIMYECTBA KHAKOCTH H HamnoNHeHHA €0 6annOHHOro
KaTeTepa / CTEHTa, MOACOEAHMHEHHOTO K H3JENHIO, W MyTEM BpalLEHHSA
PYUKH 10 4acOBOH CTpesiKe NO3BOJIAET YBEIHYMBATH 1aBNeHHUE B GansoHe.
Jna caysannsa 6annoHHoro xarerepa/cTeHTa HEOOXOQMMO MOBEPHYTDH
pYUKy NpPOTHB YaCOBOH CTPEJIKH, HTOObI CHH3MTL AaBicHHe B GasioHe.
Korna nasnenune onycturcs Huxe 10 aTM, He06X0AMMO HaxaTh KHOMKY
Ans cOpoca nasnenns B H6annone. Kpome toro, mpu norpebHoctH B
CO3/laHHM OTPHLIATENLHOTO ACTNHPALMOHHOTO NAaBNEHHUA MOXHO HaXaTb
KHOMKY, OTTAHYTb PYUKY Ha3aj M OTIYCTHTb KHOIIKY, B pe3y/bTaTe yero
noA BO3JCHCTBMEM OTPHLATEILHOrO Aasnexus 6annoH csephercs. Mpu
noTpeOHOCTH B OBICTPOM CAyBaHMHM HeOOXOOMMO HaxaTb KHOMKY A

ObIcTporo copoca JaBieHus.

decrease the syringe pressure for deflation of balloon catheter, and monitor
the pressure in the balloon. The device can inflate or deflate the balloon of
catheter placed in the part of stenosed lesion of vessel to achieve the
purpose of dilating vessel or removing balloon catheter or stent and
treatment of stenosed lesion.

For semi-gun type, the balloon inflation device is used to absorb a certain
liquid to inflate a balloon catheter/stent connected with the device, rotate
the handle clockwise to increase the pressure of balloon. For deflation of
a balloon catheter/stent, rotate the handle anticlockwise to reduce the
pressure of the balloon. When the pressure drops below 10 atm, press the
button to release balloon pressure. Moreover, if negative pressure suction
is needed, press the button, pull the handle backwards, release the button
and then form negative pressure to make the balloon retraction. If quick
deflation is needed, press the button to release the pressure quickly.

12
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Prc.1l KOHCTpYyKLUMS YCTPOWCTBA AN PEHTreHIH0BACKYNSPHbIX Npoueayp (cTaHAapTHbIA Tnn) /Fig.i General structure of Balloon Inflation
Devices (Normal type)
1 WToK nopuHs; 2. Tonkatens; 3. BepxHuit nonsyHok; 4. BepxHas  1.Hand shank; 2.Ejector pad; 3.Up slide block; 4.Upper cover; 5.Pump
KpblllKa Kopnyca: 5. LiunvHap wnpuua; 6. MaHomeTp; barrel; 6.Pressure gauge; 7.High pressure connecting tube; 8. Long core;
7. CoegnHuTenbHas Tpy6Ka BbICOKOro AaBfieHus; 8.  YanuHeHHbId  9.Connector cover; 10. Thread connector; 11.Silicone ring; 12.Piston;
cepAeyHuK; 9. Kopnyc KoHHekTopa; 10. KoHHekTop Tuna flyep-nok; 11. 13 Piston head; 14. Lower cover; 15.Down slide block; 16.Spring.

CunnkoHoBoe Konbyo; 12. MNopueHb; 13. [0/10BKa MNOPLUHS;
14. HwxHas Kpblwka Kopnyca; 15. HWKHUA nonsyHok; 16. Mpy>xuHa.
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Prc.2 KOHCTPYKUMS YCTPOCTBA 415 PeHTreH3aHA0BackKynsapHbIX npoueayp (tun nHCToneT)/Fig.2 General structure of Balloon Inflation Devices

(Gun type)
1 Plunger; 2. Locking instrument; 3. Slot; 4. Main body; 5. Pressure

1 MnyHxep; 2. 3anopHblin mexaHn3m; 3. KaHan; 4. OCHOBHOI Kopnyc;
7. gauge; 6. High pressure braided tube; 7. High pressure connector; 8.

5. MaHomeTp; 6. TpybKa BbICOKOFO [JaBfeHUs C OMNETKOW;
KoHHekTop Jlyep-nok; 8. MopueHs; 9. BTynka nopwHs; 10. Myckosoin  Piston; 9. Piston buckle; 10. Trigger.

MEXaHN3M.
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Prc.3 KOHCTpYKUWSA YCTPOMCTBA A1 PEHTIEHIHA0BACKYNAPHbLIX npouedyp (Tun nonynuctonet)/

Fig.3 General structure of Balloon Inflation Devices (Semi-gun type)

I. Mnywxep; 2. Wnpuy, 3. MaHomed; 4. TpyxuHa; 5. 1 Plunger; 2. Syringe; 3. Pressure gauge; 4. Spring; 5. Accessory; 6.
MpuHagnexHocTn; 6. Tpy6ka BbICOKOTO [aB/ieHus C ONneTkoi; 7. High pressure braided tube; 7. Rear cover; 8. Tooth slide block; 9. Slide
3agHAA  KpblwKa; 8. 3ybuatblii HWKHWUIA mon3yHoK; 9. 3ybuatblil  block; 10. Piston head; 11. Screw rod; 12. Lock clasp; 13. Command
nonsyHok; 10. [onoska nopuiHda; 11. Pe3bboBoi cTepxeHb; 12. button; 14. Rubber plug.

3awenka; 13. YcTpoiicTBo cbpoca gaBneHus; 14. PeanHoBas 3arnyLuka.

15
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Puc.4 KoHcTpykums 3-xogosoro kpaHa /Fig.4 General structure of 3-way stopcock

KoHHekTop Tuna Jlyep-nok; 2. Pyuka; 3. Kopnyc KpaHa; 4. KpacHoe 1. High pressure connector; 2. OFF handle; 3. Stopcock body; 4. Red
YNNOTHUTENbHOE KOMbL,O 0-type ring

Puc.5 KoHcTpykunsa TopKcepa/Fig.5 General structure of torque
1 Pyuka Topkepa; 2. [0noBKa Topkepa; 3. Konnayok Topkepa. 1. Torque hand shank; 2. Copper sheathing; 3. Torque cap
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Puc.6 KoHCTpyKuua ycTpolicTea Ans BeeaeHms nposoaHuka/Fig. 6 General structure of insertion tool
1 Btynka Tpyoku; 2. Tpybka urnbl; 3. 3awmMTHas TpybKa 1. Cone connector; 2. Needle tube; 3. Protective tube

Puc.7 KoHCTpyKums Y-KOHHEKTOpa TMna nyw-nyn ¢ yaamHuTenbHon nnHuein /Fig.7 General structure of push-pull Y-connector with
extension e
1 KoHuyeckaa mydra; 2. Y ANMHUTENbHAA NNHNA; 3. BHYTpeHHee 1, Socket cone; 2. Connector tube; 3. innerjoint; 4. Inner cover;

coefivHeHue; 4. BHyTpeHHWiA kopnyc; 5. Konnayok ¢ pe3bboii; 6. 3- 5. Screw cap; 6. 3-way stopcock; 7. Hand shank; 8. Outer cover
XO0BOW KpaH; 7. Pyuka; 8. BHewwHWi1 Kopnyc.

17
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Puc.8 KoHcTpykumsa Y-KoHHeKTopa Tvina nyw-nyn /Fig.8 General structure of push-pull Y-conncclor
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Puc. 9 KoHCTpyKUMSA Y-KOHHEKTOP TUNa NyLw-KAuK ¢ yanuHuTensHoin nuumeid/P1£.9 General structure of push-click Y-connector with
extension line
1. KOHHeKTOp BbICOKOTO AaBneHus; 2 Y AIMHUTENbHAA MNHUS; 3. . High pressure connector; 2. Connector tube; 3. Cover; 4. Press
Kpbiwwka; 4. HaxnmHoi uunvHap; 5. Konnavok ¢ pesb6oit; 6. 3- cylinder; 5. Screw cap; 6. 3-way stopcock; 7. Hand shank.
XO[0BOI KpaH; 7. Pyuka

19
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Puc. 10 KoHcTpyKums Y-KoHHeKTop Tuna nyw-knuk /Fig. 10 General structure of push-click Y-connector

1

Punc.11KoHcTtpykuma KoHuueckoro coegmnuutens/Fig. 11 General structure of Conical connector

I Pe3b60B0i4 Konna4vok /Thread cap 3 KpacHoe kosnbuo tuna 0 /Red 0 type ring
2 LNunHHbIN cepaeyvHnK /Long core 4 Konbuesasa kpbiwka/Ring cover
13. TloAroTtoBKa K UCMO/b30BaHUIO 13. Preparation for use
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1) TlposepuTe LENOCTHOCTH YNAKOBKH, KOMIUIEKTALMIO, LUENOCTh
n3nenuit n cpok rogHoctn. He ucnons3yiite nsagenue, ecnu:
- MO0 UCTEe4YeHHE CPOKa NOAHOCTH;
- npH oOHapyxeHHH Ae(eKTOB H3AeNHS;
- €CJ/IH YCTPOHCTBO HE COOTBETCTBYET 3asB/ICHHOH KOMIUIEKTALIMH;
- TPH HapYIUEHNH UENOCTHOCTH CTEPHIIbHOI YNaKOBKH.
2) VYananure ynakosky.
3) Ilepen ncnons3oBaHnem yCTPOHCTBA HEOOXOAMMO YAANMHTb BO3AYX
u3 unaednaTopa. Ctpenka MaHOMETpa 0/1KHa OBITh B HY1EBOM
NOJIOXKEHHH.
4) [loacoennHUTb YCTPOACTBO Kk HaNIOHHOMY KaTeTepy H
NPOTECTHPOBATh €10 A0 HAa4aJla UCTIONb3OBAHHUS B COOTBETCTBHH C
HHCTPYKLMAMH W3rOTOBHTENS MO NPUMEHEHHIO.
5) Y panutb BO34yX M3 6ansnoHHOro xarerepa.

1) Check the package integrity, completeness, device integrity and
expiration date. Do not use the device if:

- upon expiration of the shelf life;

- if the product is found to be defective;

- if the product does not correspond to the declared completeness;

- if the sterile packaging is damaged.

2) Remove the packaging.

3) Before using the device it is necessary to remove air from the indeflator.
The pressure gauge arrow should be in the zero position.

4) Connect the device to the balloon catheter and test it before use
according to the manufacturer's instructions for use.

5) Remove air from the balloon catheter.

14. Cnocob npumeHnenus

14. Mode of application

CranzapTHbIH THN ¥ THN MHCTONET:

1)  H3snekurte u3nenue M3 ynakoBku, cobmoaas crepunsHocTb. Ecan
yNaKoBKa NOBpeXAeHa, HCMOb30BaTh U3EIHUE 3aMpPeEILEHO.

2) IloBepuute pyuky 3-XO40OBOrO KpaHa BbICOKOrO [aBNEHHUA B
nonoXeHue «3aKpbITO», MOCJAE 3TOr0  YAJIHHUTENbHYIO JIHHHUIO
MHAedNATOpa NPHCOEAHHHUTE K 3-XOJOBOMY KpaHy BbICOKOTO AaBJEHHA,
COEAHMHMTE pa3beM 3-XOAOBOr0 KpaHa BLICOKOro paasieHus ¢ Y-
KOHHEKTOpOM, Y -KOHHEKTOp NMPHCOEAMHHTE K BTYJIKE KaTeTepa. HanexHo
npucoeHHUTE GannoHHbI KaTeTep K MHAEAATOPY, 3aTEM MEIEHHO
NPOTONIKHHTE CEPACHHMK JUIA pa3lyBaHus GalsloHa ¥ MeJICHHO BBEAUTE
KOHTPaCTHOE BeLeCTBO B GanfnoHHBIH KaTeTep A4S MOArOTOBKH K
npoBeieHHIO aHruorpaduueckoi npoueaypsl. Ytobsl pasayTs 6annoH ¢
NOMOLIBIO YCTPOACTBA CTAHAAPTHOIO THNA, MEAJEHHO NMOBEPHHUTE LITOK
MOPLIHA MO 4acOBOH CTPENKE M MOCTENCHHO YBENHubTE AABNEHHE [0
HYXKHOro 3HayeHMsa. YTobb pasayTh 6annoH ¢ nomouibio ycTpoiicTsa
THNA NUCTOJIET, COXXMMUTE H YAEPKHBAHTE KHOMKY MYyCKOBOTO MEXaHU3MA,
MENIEHHO TONKas PY4Ky MOpIUHA BnepeA. 3aTeM OTNYCTHTE KHOMKY
NyCKOBOrO MEXaHM3Ma H NOCTENEHHO MOBOPaYMBATE PyUKy MOPLIHA MO

For normal type and gun type:

1) Remove the packaging, use prior to sterilization. If the packaging is
damaged, do not use the device.

2) Open the high pressure 3-way stopcock switch (the arrow points to
where it closes), after the balloon inflation device’s extension line is
connected to the high pressure 3-way stopcock, connect the connector of
the high-pressure 3-way stopcock to Y-type connector, Y type connector
is connected with the catheter hub. After properly connecting the balloon
inflation device to the balloon catheter, push the core rod slowly to inflate
the balloon and slowly push the contrast agent to the balloon catheter to
implement angiography procedure. For normal type, to inflate the balloon,
slowly rotate the hand shank clockwise to gradually achieve desired
pressure. For gun type, to inflate the balloon, first squeeze and hold the
trigger while slowly pushing the piston knob forward. Next, release the
trigger and gradually turn the piston knob clockwise to achieve desired
pressure.

3) After the inflation is completed, for normal type, rotate the hand shank
counterclockwise to slowly release the pressure. For gun type, to deflate
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4acoBOI CTPeNKe A0 AOCTUXKEHUS HYXXHOIO AaBeHUs.

3) o OKOHYaHMWU pa3gyBaHWsA YCTPOWCTBOM CTaHAAPTHOrO TuUMa
MOBEPHMTE LUTOK MOPLUHA MPOTWB YacOBOW CTPENiKW, YTOObl Mea/ieHHO
CHM3WTb AaBneHune. UTobbl cAyTb GannoH YCTPONCTBOM TuMa NUCTONET,
MOBEPHMTE PYUKY MOPLLHA NPOTMB YaCOBOW CTPENKM.

4)  Ytobbl ObICTPO cAyTb 6annoOH YCTPOWCTBOM TwWMNa MUCTONET,
COXMUTE W YyAepXuUBaiNTe KHOMKY MYyCKOBOFO MexaHu3ma, u4TOObl
pa36/0KMpoBaTh MOPLUEHb, OTTAHUTE PYYKY MOPLIHA Hasag. OTnycTute
KHOMKY MYyCKOBOFO0 MexaHu3Ma, 4T0oObl 3alMKCcuMpoBaTb MOpPLUEHb B
MONOXEHMWN OTPULLATENBHOTO AaBneHus. Mpn NCNonb30BaHUN YCTPOCTBA
CTaHAApPTHOrO TWMa CABWMHbTE MON3YHOK, 4TOObI ObICTPO COPOCUTH
AasneHne. OTrsiHUTE LWUTOK NOPLUHSA Hasaf, OTNYCTUTe MOM3YHOK, a 3aTeM
co3faiite oTpuLaTeNibHoOe faBnieHne, 4Tobbl 6a110H crnanca. (OCTOPOXKHO!
CnvwKkom 6bIC'hoe cayBaHVMe MOXET TOoBMeYb PUCK. BbinonHsnTe
AENCTBNA C YYETOM K/IMHWUYECKON CUTYyaLunn)

5) Ecnu cHoBa noTpebyeTcs pa3ayTb Mav cayTh 6annoH, NOBTOPUTE
war 3.
6) Mocne NpUMMEHEHWs YTUAU3UPYIATe W3denne B COOTBETCTBMM C

O6LLENPUHATON U UHCTUTYLUMOHAIbHON  MELULMHCKOM  NPaKTUKOW,
Tpe60BaHWUAMU PErynupyoLLMX OpraHoB U MECTHbIMW 3aKOHaMMU.

Twvn nonynucroner:

1 TloBepHMTE pyuKy 3-XO[40BOr0 KpaHa BbICOKOrO [aBfiEHUA B
nonoxeHne «3akpbITO», MOCAe 3TOr0 YA/MHUTE/IbHYIO JIMHUIO
nHgegnaTopa npucoeaMHMTe K 3-XO40BOMY KpaHy BbICOKOrO
[aBneHnd, coejuHnTe pasbem 3-X00BOr0 KpaHa BbICOKOIO [aB/eHus
C Y-KOHHEKTOPOM, Y-KOHHEKTOP MPUCOELUHUTE K BTY/Ke KaTeTepa.
Mpy HaXXaTuM Ha KHOMKY pyyKa CBOOGOAHO NepeMeLLaeTcsa Brepes um
Hasaf, Npu 3TOM UHAednaTop OyAeT co3faBaTb NONOXKUTENIbHOE UK
oTpuuaTenbHoe aB/eHue.

2. Y[pepxuBainte uUHAenaTop MaHOMETpoM, o6palleHHOM  BBepX,
H&XXMUTE Ha KHOMKY NafloHb0 U OTTAHWUTE PYYKY, YTOObI yAanuThb
OCTaBLUMIACA BO3AYX M3 6aNNOHHOMO KateTepa.
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the balloon, turn the piston knob counterclockwise.

4) To rapidly deflate balloon, for gun type, squeeze and hold the trigger to
release the piston and then pull back on the piston knob. Release the trigger
to hold the piston in negative pressure. For normal type, push the slide
block to release the pressure quickly. Pull the hand shank backwards,
release the slide block and then form negative pressure to make the balloon
retraction. (Caution: too fast deflation may bring risk. Please operate
according to clinical conditions.)

5) If inflation or deflation of the balloon is needed again, please repeat
step3.

6) After use, dispose the device properly according to hospital, generally
accepted medical practices, government policies and local laws.

For semi-gun type:

1. Open the high pressure 3-way stopcock switch (the arrow points to
where it closes), after the balloon inflation device’s extension line is
connected to the high pressure 3-way stopcock, connect the connector of
the high-pressure 3-way stopcock toY type connector, Y type connector is
connected with the catheter hub, when press the button with the palm, the
handle can freely pull back or push forward. The inflation device will
output positive or negative pressure.

2. Hold the pressure gauge of the balloon inflation device up, press the
button with palm, and pull back the handle to empty the remaining air in
the balloon catheter.



3. Pa3pyBanue GansioHa: NOBEPHKTE Py4Ky MO 4YacCOBOH CTpeJKe, YTOObI
yBeJIM4UTD JaBnetne B 6anione.

4. CpyeaHue 6annoHa: NOBEPHHUTE PyuKy IPOTHB HaCOBOH CTPEIKH,
4yToObl CHM3UTH JaBneHue B 6annone. Koraa aasnenue onycrurcs
Hixke 10 atm, Heo6x0aMMO HaXxaTbh KHONKY Ang cOpoca AaBneHHs B
Hannone.

5. Ecan cHoBa notpebGyercs pasayTb WiH cAyTh 6anioH, NOBTOpHTE
warv 3 u 4.

6. Co3aanune OTPHUATENBLHOTO AaBNEHHA: HAXXMHTE KHOMKY, OTTAHUTE
PYUKY Ha3aj M OTIYCTHTE KHONKY, B pe3yJbTaTe Yero noja
BO3/1€/CTBHEM OTPHLIATEILHOTO AaB/ICHUA 6annoH cnaaercs.

7. BuicTpoc cayBaHue: HaXXMHTE KHONKY A1 GbicTporo copoca
AaBleHNs.

OctopoxHo! CnuiukoMm OBICTPOE CAyBaHHE MOXET NOBJEYb PHCK.

Buinonusiite necTBMA ¢ y4€TOM KIHWHUYECKOW CHTYALIHH

3. Balloon inflation: rotate the handle clockwise to increase the pressure
of balloon.

4. Balloon deflation: rotate the handle anticlockwise to reduce the pressure
of the balloon. When the pressure drops below 10 atm, press the button to
release balloon pressure.

5. If inflation or deflation of the balloon is needed again, please repeat
step3 and step4.

6. Negative pressure suction: press the button, pull the handle backwards,
release the button and then form negative pressure to make the balloon
retraction.

7. Quick deflation, press the button to release the pressure quickly.
Caution: too fast deflation may bring risk. Please operate according to
clinical conditions.

Y-KOHHEKTOp THNa nyi-my

. Ypanute ynakoBky. Ecnu oHa mnoBpexaeHa, TO nanbHeiwiee
MCTIO/Ib30BAHKE 3AMPELIEHO.

2. Y-KOHHEKTOp COEJMHHUTE C KaTETEPOM, a NIPOBOAHMK BCTABLTE B MLy,
3aTe€M Yepe3 TOPKEp BCTaBbTE NPOBOAHHUK B Y-KOHHEKTOP, HAXMHTE Ha
TOPKep in vitro, 4To6b 06ecneunTs Me1eHHOE BBEIEHHE NPOBOAHHKA.

Y-KOHHEKTOp THNA MyLU-KIHK:

1. Cobmonaiite CTEpHABHOCTD.

2. [poBepbTe yNakoBKY H CPOK FOHOCTH, OTKPOHTE BHEWIHIOIO YNAKOBKY
H JOCTaHbTE H3/IENHE.

3. OcmoTpHTE COZEPXKHMOE YMAKOBKH M YOeauTech B HOpMaabHOM
(yHKuHOHHpOBaHKH H3aenus. BokoBoii MOPT Y-KoHHEKTOpa COeaMHEH ¢
NUHUEH  ONA M3MEPEHHMS  apTEPHABHOTO  JaBlEHHMS, BBEACHHSA
KOHTPaCTHOrO BELUECTBA, JIEKAPCTBEHHbIX MPENapaToB.

4. Beinycture BO3ayx M3 Y-KOHHeKTOpa. CHHMMHTE CHIHKOHOBYIO
KpbilIKYy | (Ha)xaTHEM Ha KpbIILKY) W YAANMTE CHIMKOHOBYIO KPBILLKY 2

For Y connector (Push-pull)

1. Remove the packaging, if damaged, then prohibition of use.

2. Y-type connector is connected with the catheter, and the guide wire
inserted into the needle, then through Torque device the guide wire
insertion the needle type Y-connector, push the torque device, in vitro
to help the guide wire slowly into the body.

For Y connector (Push-click):

1. Use sterile technique.

2. Inspect the packaging and expiry date, open the outer packing and take
out the product.

3. Inspect the contents of the package and ensure its normal function.

The side port of the Y-connector is connected with a line for measuring
blood pressure, injecting contrast agent, or medication.

4.To exhaust the air in the Y-connector. Open the silicone sheet 1 (press
the press cover) and the silicone sheet 2 (Counter clockwise rotation of
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(noBopoTOM 3y64aToro Konmnayka rnpoTMB 4acOBOW CTPenku [0 ynopa),
MepekpbiBas  KOHHEKTOP A/ MNOJayu BbICOKOrO [AaB/IeHUs, 3aTeM
MpomoiTe 60KOBOE OTBEPCTME renapuHU3NPOBaHHbIM PU3UO0NOTNYECKAM
pacTBOPOM.

5. UTo06bl n3bexkaTb nonagaHns Bo3gnyxa, BO BPEMS NMPOMbIBKN MeAEHHO
3aKpONTe CUIMKOHOBYK KpbilKy 1 1 3anofHuTe Y-KOHHEKTOp
renapvH13MpPoBaHHbIM (BU3N0N0TMYECKUM PaCTBOPOM.

6. TMogcoeanMHWTe BTY/NIKY MPOBOAHMKOBOrO KaTeTepa K pasbemy
BbICOKOrO filaBneHuns Y-KOHHeKTopa.

7. CHavana BCTaBbTe TMPOBOAHWK B YCTPOMUCTBO [N  BBeAeHUA
MPOBOAHMKA, 3aTeM OTKPOWTE CU/IMKOHOBYH KpblWKY | ¥ BCTaBbTe
YCTPOWCTBO /19 BBeAEHUA MPOBOAHMKA B Y-KOHHEKTOpP. YCTaHOBUTE
TOpPKep Ha MPOKCMMAaNbHOM KOHLe NPOBOAHMKA, C MOMOLLbIO TOpKepa
MPOABVHbLTE MPOBOLHUK [I0 HY>KHOTO YPOBHS, 3aTeM yjanuTe TOpKep.

8. 3aKpoiTe CMIIMKOHOBYIO KpbILLKY 2, 3aKpenuB KaTeTep Wiu [pyroe
usgenve.

Topkep:

Konnayok TOopkepa VMeeT BWHTOBYH pe3bOy W HakpyumBaeTcs Ans
JOCTWXKEHUA  (MKcauuyM  NPOBOAHMKA,  UYTO  MNO3BONSAET  JIErKO
MaHuUMynMpoBaTb NPOBOAHWMKOM. B npouecce paboTbl NPOKCUMAsbHBbIN
KOHel, MpOBOAHWMKa BCTaBNSeTCA B BOPOHKOOOpa3HOe OTBEpPCTME Ha
AMCTANbHOM KOHLUE Koninadka. [pu 3aTAHYTOM Konnayke KpyTALWNA
MOMEHT MOXET 6bITb YBeNNYeH, YTOObI HanpaBUTb MPOBOAHWK B HYXXHOE
MONOXEeHMe.

15. VHopmauna o6 oyucTKe, fe3snH(eKuUn v cTepuniusalmu
MeLULMHCKOIO un3fennsa (4NA CTepuvM3yemblX W3Lennin), nopspke
[JEeACTBUI NMpW HapyLLUEeHWW CTEPWUSIbHOM YyNakoBKW (8151 U3LeNuiA,
NnocTaB/IieMbIX B CTEPU/IBHOM BUAE)
W3genne noctasnseTcs B CTEPWUIbHOM Buae. MeTtog cTepuausauymmn -
OKCWJ 3TUNeHa.

3penne ofHOKpaTHOro npuMeHeHus. He wMcnonb3oBaTb W3fenne npu
HapyLleHUN LeNnoCTHOCTU CTEPUIbHON YNakoBKMU.

16. TexHM4YecKoe 0b6CyXXKnBaHue
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outertooth coat to the end), the high-pressure joint was blocked, flushing
the side port with heparinized saline.

5. In order to avoid the introduction air after emission. Slowly close the
silicon sheet 1while flushing, and fill the Y-connector with heparinized
saline.

6. Connect the hub of Guiding catheter to the high pressure connector of
Y-connector,

7. Firstly, insert the guide wire into the insertion tool, and then, the silicon
sheet 1is opened and the insertion tool is inserted into the Y-connector
Install the torque on the proximal end of the guide wire, push the guide
wire to the target position with the torque, and then remove the torque.
8.Close the silicon sheet 2, fixing the catheter and other instrument.

Torquer:

Cap of torquer has screw thread and the cap can be winded up to fix guide
wire, which enables the easy manipulation of the guide wire. During
operation process,the proximal end of the guidewire can be inserted into
the funnel-shaped hole on the distal end of the torque cap. With the Cap
tightened, the torque can be rotated to steer the guidewire to the desired
position.

15. Information on cleaning, disinfection and sterilization of a
medical device (for sterilized products), the procedure in case of
package appears damaged (for sterilize products)

The product is supplied in a sterilized form. The sterilization method is
ethylene oxide.

The product is single use. Do not use the product if the sterile packaging
is damaged.

16. Maintenance



HenpvmeHnmo. Not applicable.

YclpolicTBO AN PeHTreHsHAoBacKynspHbix npoueayp asnsetca  Balloon Inflation Device is a single-use product and is not subject to repair
M3LeNnemMm OLHOKPAaTHOrO MPMMEHEHWS U He MOAMEeXWUT PEMOHTY wavM  Or maintenance.

TEXHNYECKOMY 06CNYXMBAHWIO.

17, OCHOBHbIe TeEXHNYECKNE U PYHKLMOHANIbHbIE XapakTepucTuk  17. Main technical and functional characteristics

VcnonHenne/ Pa3mepsbl, Mm / Macca, r/ Makc. 06beM, ViaKc. gaBneHune / Max pressure Tun Y-KOHHEKTOpPa B KOMMnekTe/
Model Dimensions, mm Weight, g mn /Max ) Type of Y connector
Jonyctumoe volume, ml atm / atm  MMa/ psi
OTKNOHeHune/ MPa

Deviation + 10%
CrtaHpapTHbIin TN / Normal type

B1D4 270x80x77 181,88 +10% 20 30 3.04 440.91 Y-KOHHeKTOp TMna nyw-nyn, HV-
01/ push-pull Y connector, HV-01
BID5 270x80x77 181,88 £+10% 20 30 3.04 440.91 Y-KOHHEKTOp Tuna nyw-nyn c

YONMHUTENbHOW NWUHWEN, ANnvHA
25 cM, HV-01-25/ push-pull Y
connector with extension line,
length 25 cm, HV-01-25

BID31 270x80x77 181,88 +10% 20 30 3.04 440.91 Y-KOHHEKTOp TuMa NyLwW-KIuK C
YOANMHUTENBHOW NWHWEN, AnnHa
25 cm, HV-03-25/ push-click Y
connector with extension line,
length 25 cm, HV-03-25

BID32 270x80x77 181,88 £10% 20 30 3.04 440.91 Y-KOHHEKTOp Tuna NyL-K/uK,
HV-03/ push-click Y connector,
HV-03

B1D7 270x80x77 181,88 £10% 30 30 3.04 440.91 Y-KOHHeKTop Tuma nyw-nyn c

YONMHUTENBHOW NWHWENR, ANWHA
25 cM, HV-0I-25/ push-pull Y
connector with extension line,
length 25 cm, HV-01-25
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BID20 270x80x77 181,88 £10% 30 30 3.04 440.91 Y-KOHHEKTOp Tuna nyw-nyn, HV-
01/ push-pull Y connector, HV-01

BLL33 270x80x77 181,88 +10% 30 30 3.04 440.91 Y-KOHHEKTOpP Tuna nNyw-KamK c
YAAVMHUTENbHON NUHWEN, ANUHa
25 cm, HV-03-25/ push-click Y
connector with extension line,
length 25cm, HV-03-25

B1D34 270x80x77 181,88 +10% 30 30 3.04 440.91 Y-KOHHEKTOP Tuna NyLW-KunK,
HV-0O3/ push-click Y connector,
HV-03

Twvn nuctonet / Gun type

BID13 200x43,5x151,1 145,57 +10% 20 30 3.04 440.91 Y-KOHHEKTOpP Tunma nyw-nyn c
YANVUHUTENbHOW NWHWUEN, [ANnHa
25 cm, HV-01-25/ push-pull Y
connector with extension line,
length 25 cm, HV-01-25

BID14 200x43,5x151,1 145,57 £10% 20 30 3.04 440.91 Y-KOHHEKTOp Tuna nyw-nyn, HV-
01/push-pull Y connector, HV-01
BID35 200x43,5x151,1 14557 £+10% 20 30 3.04 440.91 Y-KOHHEKTOp Tuna nNyLWw-KAnK c

YANMHUTENbHOW NUHWER, ANUHa
25 cm, HV-03-25/ push-click Y
connector with extension line,
length 25 cm, HV-03-25

B1D36 200x43,5x151,1 14557 £10% 20 30 3.04 440.91 Y-KOHHEKTOp Tuna nyLw-KnuK,
HV-03/ push-click Y connector,
HV-03

Twn nonynuctonet /Semi-gun type

BID29 208,5x44,5x88 151,19+10% 20 30 3.04 440.91 Y-KOHHeKTop Tunma nyw-nyn c
YAAVMHUTENbHON NUHWER, ANnMHa
25 cMm, HV-01-25/ push-pull Y
connector with extension line,
length 25 cm, HV-01-25
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BID30 208,5x44,5x88 151,19 %10 % | 20 30 3.04 440.91 Y-KoHHekTOp THNA mym-mya, HV-
01/ push-pull Y connector, HV-01

BID27 208,5x44,5x88 151,19x10% | 20 30 3.4 44091 Y-KoHHEeKTOp THNIA MymM-XAHK ¢
yANHHBTENbAOH aAnnneld, anvHa
25 cm, HV-03-25/ push-click Y
connector with extension line,
length 25 cm, HV-03-25

BID28 208,5x44,5x88 151,19£10% | 20 30 3.04 440.91 Y-KOHHEKTOp THNA RYmM-KIHK,
HV-03/ push-click Y connector,
HV-03

XapakrepucTika | 3Hauemme Specifications [ Value

3-X0A0BOH KpaH BEICOKOTO JABNCHHA | High pressure 3-way stopcock

JnvHa, MM 59,84 £10 % Length, mm 59,84 10 %

BHyTpeHHH#H 2,56 0,1 Inner diameter, mm 2,56 £0,1

AHAMETP, MM Weight, g 6,73 £10%

Macca, r 6,73 £10% Static tensile force between | no less than 15 H during 15 ¢

CraTtnueckoe He MeHee 15 H B reucane 15 ¢ handle and body

pacTAriBatoulee Pressure resistance 200 kPa during 15 minutes

yCHNHE MeXITY Appearance Transperent

PYYKOH H KOPITYCOM Push-pull Y-connector

YcroituusocTs K | 200 kIla B Teuerue 15 MuHyT Length, mm 72 +10%

DSBJICHHIO [nner diameter, mm 3,5+0,2

Buewnuii sug [1po3paunsiit Weight, g 6,23 £10%

Y-KOHHEKTOp THNa Nylu-1ys Pressure resistance 300 kPa during 30 sec

Mnuna, MM 72 x10% Luer connectors The connector should have a 6% bevel

BuyTpennnii 3,5+0,2 of the conical part of the joint should

AHAMETD, MM correspond to Figure 8.

Macca, r 6,23 £10% Push-click Y-connector

YcToilunBocts K | 300 xI1a » Teyenne 30 ¢ Length, mm 78,5 £10%

AABNEHHIO Inner diameter, mm 3,46 £0,1

Passemul Tana Jlioop | HomxkHer uMeTs 6%-HBiH CKOC KOHH4YECKOM Weight, g 10,12 £10%

HacTH _COCMHCHNE M _COOTBETCTBOBATH Pressure resistance 300 kPa during 30 sec
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1pucyHky 8.
Y-KOHHEKTOP TuMa NyL-KAuK

[OnvHa, MM 78,5 +£10%
BHYTpeHHwMiA 3,46 0,1

aname'd, Mm

Macca, r 10,12 +10%
YCTONUYNBOCTb K 300 kla B TeueHmne 30 c
[laBNEHNIO

Pasbembl TMNa J1lo3p  [Oo/MKHbI UMeTb 6%-Hbli CKOC KOHWYECKON
4yacTW COeAMHEHWS W COOTBETCTBOBATH

pucyHky 10.
Y anvHuTeNbHas NnHUA Y -KOHHEKTOpa Tvuna nyL-nyn
OnnHa 6e3  yyeta 250+ 10%
COEeAVHUTENbHbIX
KOHHEKTOPOB, MM
BHewHnin gnametp, 2,72 +0,1
MM
BHyTpeHHMi 1,7+0,1
ANaMeTp, MM
Macca, r 544 £10%
YCTORYMBOCTb K He meHee 300 kla
NABNEHNIO
lNpoyHoCTbL
COEANHEHNS  MeXay
NHAEHNATOPOM n
YLAVHUTENbHOW
NNHWER
Y onuHuTenbHas MMHUA Y-KOHHEKTOopa Tuna NyLw-KanK
OnnHa 6e3  yueta 250+ 10%
COEANHUTENbHBIX
KOHHEKTOPOB, MM
BHewHniA  gmnametp. 3,05 0,1

He 6onee 15 H
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The connector should have a 6% bevel
of the conical part of the joint should
correspond to Figure 10.

Extension line for push-pull Y-conncctor

Luer connectors

Length excluding 250 +10%
connection connectors, mm

Outer diameter, mm 2,72 +0,1
Inner diameter, mm 1,7+0,1
Weight, ¢ 5,44 + 10%

Pressure resistance No less than 300 kPa
Bond strength  between not more than 15N
inflation devices  and

extension line

Extension line for push-click Y-connector

Length excluding 250+10%
connection connectors, mm

Outer diameter, mm 3,05 0,1
Inner diameter, mm 15+0,1
Weight, g 5.44 + 10%

Pressure resistance No less than 300 kPa
Bond strength  between not more than 15N
inflation devices and

extension line

Insertion tool

Total length, mm 108 £10%.

Needle tube length, mm 96+2

Outer diameter of needle 0,92 + 0,05

tube, mm

Outer diameter of needle 0,63 + 0,05

tube, mm

Weight, g 1,96 £5%

Stiffness Range, Bending | Maximum



MM mm, force, N, | deviation,
Buyrpennnii 1,5 0,1 +0,] |20, mm

AHAMETp, MM 17,5 9 0,48

Macca, r 5,44+ 10% Toughness With a bidirectional bend at an angle of
YcroiturBocTh K | He mesee 300 xIla 20° (20 times), the needle tube should
JABJACHHIO not have visible damage when viewed
IlpousiocTs He Gonee 15 H with normal or adjusted to normal
COCAMHECHHA MEXAY vision.

uxaepnsropom M The distance between the rigid
YANMHUTENbHO support and the point of application of
nuHueH the bending force, mm, + 0,1
YeTpolicTRo /19 BBEiIEHHSA NPOBOAHHNKA 25

Ob1as anuna, MM 108 = 10% Conical fittings The connecting hub should be of the
AnnHa TpyOku urabl, | 96 +2 type "Luer”. The connecting hub should
MM have a 6% bevel of the conical part of the

Buemnuii  guamerp | 0,92 = 0,05
TPYOKM MIAEl, MM

BuyTtpennnit 0,63 + 0,05

apametrp  TpyOKM

HIIIW, MM

Macca, r 1,96 = 5%

KectkocTn Jnanazon, | MsruGatoman | MakcamansHoe
MM, £0,1 | crna, H, 20,1 | oTknonenue,

MM

17,5 9,0 <0,48

Conporusnenne X | [lpu AByHanpasnennoM uaruGe Ha yron 20°

HIIOMY

(20 pa3) TpyOGxa Mrnb He AOAXKHAR HMETH
BHAHMHX NOBPEXKACHUA npd ocMoTpe
HOPMANbHBM HITH CKOPPEKTHPOBAHHLIM [0
HOPMAJIEHOTC 3pEHHEM.

Paccrosnne mexny mectkodi
OnoOpoi M TOYKOH NPHAICKEHHA

_joint should correspond to Figure 6.

Strength of union between

The connection of the needle tube to the

needle hub and tube hub should withstand a load of at least
20 N.

Roughness index The roughness index of the needle tube
Ra should be < 0.4 ym.

Hardness of the needle tube | The hardness of the needle tbe should
be <90 HRC.

Torgue

Length, mm 38,5 £10%

[nner diameter, mm 1,1+0,1

Weight, g 1,71 + 5%

Max. diameter of inserted | 0,036

| guide wire, mm
Guide wire tear-off force no less 9.8 H
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KoHuyeckoe
coefuHeHune

lNpo4yHoCTL
COeAuHEHNA  TPYOKK

nrnbl n

COeAVHNTENbHON
BTY/IKA WUI /bl
Moka3sartenb
LLIEPOX0BATOCTM
TBepgoctb  TPyoOKM
UMbl
Topkep
OnvHa, Mm
BHyTpeHHUi
AnameTp, MM
Macca, r
Makc.
BBOAVMOTO
NPOBOAHMKA, MM
Ycunne Ha OTpbIB
NpoBOAHUKA

anameTp

nsrnbatoero ycunusa, mu, +0,1

25

CoefuHuUTENbHAA BTY/IKA A0/MKHA WMETb
TMN pasbema «J1t03p». CoeanHUTeNbHas
BTY/IKA [O/MKHA WMeTb 6%-HbliA  CcKOC
KOHWYECKON YacTh COefUHEeHUs [O0/HKHA
COOTBETCTBOBATbL PUCYHKY 6.

CoefiHeHNe TPYyOKU Wrnbl C  BTY/KOWN
[LLO/PKHO BbILEPXKMBATL Harpy3ky He MeHee
20 1.

lMoka3zaTesnb LWEepPOXoBaTOCTM TPYOKU UMb
Ra go/mkeH coctanath < 0,4 MKM.
TBepAoCTb TPYOKM UMbl AOMKHA 6bITh <90
HRC.

38,5 £10%
1,1+01

1,71 £5%
0,036

He meHee 9,8 H

18. ONeKTpoMarHMTHas COBMECTUMOCTb

HenpumeHnmo.

19. OnucaHue nNpPUHAANEXHOCTEN,

MEAVLUMHCKNX W30eNnii  1nm

N30eNNin, He SIBNSAOWMXCA MeAULUMHCKUMM, HO MpefyCcMOTPEHHbIX
A5 UCMOMb30BaHUSA B KOMOMHALMW C 3asiBAIEHHbIM MEAULUHCKAM

n3aennem
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18. Electromagnetic compatibility

Not applicable.

19. Key accessories, medical devices or non-medical devices, to be used
in combination with medical device submitted for registration



YcTpoiicTea AN PeHTTEHIHAOBACKYNAPHLIX NPOUCAYP NPeAHAZHAYCHLI
ANA HAAYBaHuA OGaNNOHHOIO KATETEpa/CTEHTA, KOHTPONA ASBACHHA B
Oannone ¥ cayeanua OannouHoro xarerepa/cTeHTa. YcTpoiicTBO
HCIIONB3YETCA VA COSAMHEHMA ¢ OAIOHHBIM KATETEPOM/CTEHTOM, HTO
PacCMABTPHBAETCH KAK YCTPOHCTBO COBMECTHOIO MCTNO/b30BAHHA.

Balloon inflation devices are used for inflating balloon catheter/stent,
monitoring pressure in the balioon and deflating the balloon catheter/stent.
The device is used to connect with balloon catheter/stent which is regarded
as the joint use device.

20. Mavepusani

20. Materials

VYeTpoiicTsa anA PeHITEHIHAOBACKYAAPHHX NPOUEAYP HE COAGPXKaT
¢TanaToB W APYrHX BEWIECTB, KOTOPHE ABMAIOTCA KAHUEPOTCHHGLIMH,
MYTAreHHbIMH HAH TOKCHYHBIMH AN PENpoAYKUMH. Marepuans,
UCTIONb3YEMbIC ana NPOU3ROACTBA ycrpoticta ana
PEHITCHIHAO0BACKY IIPHBIX NPOLCAYP, NIEPEYHCACHB HIKE.

Hnaednarop, cTaHaapTHRIA THN

MNomukapOoHar, cuauxonoBas pesuHa, ABS naacTuk, nonHyperas,
BEpXHANA KpPHIlIKa KOPIYca — KpaCHTENb 3eNeHbli, Meab, HepiaBeiomas
CTas;

Wuaedastop, THN nHcTONeT

Ionuxapbonar, cunukoHOBaa pesuna, ABS nnactuk, noamyperaH,
NAyHXKep, KaHAN, BTY/KA MOpiIHA, yCTpoilcTBO cOpoca naBnenus —
Kpacutens YepHbii, Me/lb, HEPXKABEIOLWAA CTaNb;

Hunednarop, THN nonynuctonet
IlonukapGonar, cuamkoHosas pesuna, ABS nnactuk, nommyperan,
HEHIIOH, TUTYHXKED — KPacHTeNb YSPHLIH;

3-X0A0BOH KpaH BHICOKOTO JABNEHHA

Kopnyc: noankapboxar

Pyuxa: ABS nnacrrk, Kpacurens Oenvii

Konnexrop Tuna Jlyep-nok (nana), 3amuTHEE KONMAYOK KOHHEKTOpa
Tuna Jlyep-nok (mana): nonukap6ouar

KpacHoe ynuoTHHTENLHOE KONBLO: CHIHKOHOBAS PE3HHA, XPACHTENb
KPACHRIH

Balloon inflation devices don’t contain phthalates and other substance
which are carcinogenic, mutagenic or toxic to reproduction. The materials
vsed to manufacture balloon inflation devices are listed below.

Balloon Inflation Device, normal type
Polycarbonate, silicone rubber, ABS plastic, polyurethane, upper housing
cover — colorant green, copper, stainless steel;

Balloon Inflation Device, gun type

Polycarbonate, silicone rubber, ABS plastic, polyurethane, plunger,
channel, piston sleeve, pressure relief device — colorant black masterbatch,
copper, stainless steel;

Balloon Inflation Device, semi-gun type
Polycarbonate, silicone rubber, ABS plastic, thermoplastic polyurethane,
nylon, plunger — colorant black masterbatch;

High pressure 3-way stopcock

Stopcock body: polycarbonate

OFF handle: ABS plastic, colorant white

High pressure connector, cap of Luer-lock male: polycarbonate
Red O-type ring: silicone rubber, colorant red
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Y-koHHeKTOp THNA MyLww-nmyn Push-pull Y-connector

Konnauok c pe3bboit, pyuka: ABS nnactuk Screw cap, hand shank: ABS plastic

3-XonoBoii kpaH, HapyXHbIA KOpnyc, BHYTPEHHHit Kopnyc, koHHyeckas | 3 Way stopcock, outer cover, inner cover, socket cone: polycarbonate
My¢ra: nonukapboHar Inner joint: polycarbonate, colorant red

BuyTpennee coeannenue: nonnkapboHaT, KpacHTeNb KpaCHbIH Connector tube: thermoplastic polyurethane

CoeannurenbHas TpyOka: TepMONNacTHYHBIA NMONNYpETaH
Extension line (for push-pull Y-connector)

YanuuntenpHasa nHUA (s Y -KOHHEKTOP THNA Myl-my): Connecting tube: polyvinyl chloride(PVC)

CoeannutenbHas TpybKa: NONHBUHWIXIOPHA Connector Luer (female), connector Luer (male), stopcock body:
Kounnexrop tvna Jlyep (mama), konnektop Tuma Jlyep (nana), Teno | polycarbonate

KpaHHKa: nosinkapboHar Thread cap: ABS plastic

3amurHbii koanavok: ABS nnactuk

Y-KOHHEKTOp THNa nyw-KIKK: Push-click Y-connector

HaxxnmHoii unnnnap: nonukapboHat, KpacuTenb SpKO-XeNTblid Press cyclinder: polycarbonate, colorant bright yellow
IlokpbiTHE BHEWIHETO 3auenneHus: nonmkapboHar Outer tooth coat: polycarbonate

Cuaunkonosoe yniotHenue |, cuanKoHoBoe ynioTHeHue 2: cunukoHoBas | Silicon sheet 1, silicon sheet 2: silicone rubber

pe3HHa Big snap ring, inner tooth, main body: polycarbonate
bonbuioe ynaoTHHTENBHOE KOMBLO, BHYTPEHHee 3auennieHne, ocHoBHO# | High pressure connector: polycarbonate, silicone rubber
KOpnyc: noavkapooHar Press cover, small snap ring: polycarbonate

KoHnHexTop BbICOKOTO JaBNieHHs: NoNIMKapOOHaT, CHIIMKOHOBas pe3uHa | Spring: stainless steel

Kpbilka, mMa10oe ynioTHHTENbHOE KObLO: nosinkapboHaT Press cake, inner tooth core: polycarbonate

[IpyxuHa: HepxaBeloLLas CTaab
®uabTp-npecc, cTepkeHb BHYTPEHHErO 3aLeNIeH!s: NoIMKapOoHaT

Yanuuutenphas nuHUs (Ana Y -KOHHEKTOP THIIA ITyL-K/IHK): Extension line (for push-click Y-connector)

Coenunnutenshas Tpybka: noausuunaxaopua (PVC) Connecting tube: Polyvinyl chloride(PVC)

Konnexrop Ttvna Jlyep (mama), konnekrop TtHna Jlyep (nana), Teno | Female connector, Male connector, Stopcock body: polycarbonate
KpaHHKa: nonaukapooHar Thread cap: ABS plastic

3aumTHbIH Koanayok: ABS nnactuk

YCcTpOHCTBO 4151 BBEAEHHS MPOBOAHHKA: Insertion tool
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Bryaka tpyOxu: nosmmkapbonar
TpyOxa urini: HepskaBeioas CTanb
HuTpoabiocep: noAMNPonmIeH

Topxep:

Pyuka Topkepa: ABS naacTuk, KpacHTenb OpankeBoii
['onoBka Topkepa: Meap

Koana4yok Topkepa: ABS nnacTuk, kpacurens bennii

Tube Hub: polycarbonate
Needle tube: stainless steel

Sheath: polypropylene

Torque

Torque hand shank: ABS plastic, colorant orange
Copper sheathing: copper

Torque cap: ABS plastic, colorant white

21. Cpegenns 0 JeKAPCTBEHHBIX CPSACTBAX BXOASOIHX B COCTAB
MEAHUMHCKOr0 HiIe/IHa

21. Information about the medicines included in the medical device

VYerpoiicTBa AN PEHTreHIHAOBACKYMAPHHX TMPOLEAYP M€ cOAepkar
(dapManEBTHYECKHX BELIECTB MK ONACHBIX XHMHYECKH BEILECTB,

Balloon inflation devices does not incorporate Pharmaceutical substances
or Harmful Chemical Substance.

22. Cpeacnus 0 MATEPHANAX  XABOTHOTO/MEIOBEUECKOr0
NPONCXOAEHHS

22, Information about materials of animal‘human origin

B cocTas ycTpolcTs 414 pEHTIeHIHAOBACKY IAPHEIX IIPOLEAYP He BXOAAT
KH3HECTIOCOOHBIC MATEePHaNbl TKAHEH XHBOTHBIX HMNA TKaHelt Wunm
NPOH3BOAHBIX KPOBH MEIOBEUECKOrO NMPOUCXOMIACHHA.

Balloon inflation devices does not incorporate viable materials of ammai
tissue or tissues and/or blood derivatives of human origin.

23. Ycaosng 'KCDAYATAIHA MEAHIBEHCKOND H3AC/IHA

23. Operating conditions of the medical device

Temneparypa or +10 ao +35°C Temperature +10 to +35°C
Ao 80% Ge3s xornaencauuu (npu up to 80% non-condensing (at
OTHOCHTELHAS BIAKHOCTD 25°C) Relative humidity 25°C)

24. YcnoBus XpaHeHHN H TPAHCIIOPTHPOBAHHA METHHMHCKOIO
H3ZeIHS

24. Storage and transportation conditions of the medical device

Hsaenne cnegyer XpaHWTh B CYXOM H IPOXNAAHOM MECTE, BAATH OT CBETa
H B8, npu Temnepatype ot 0°C g0 40°C v saaxsocTr < 80%.

Ipu TpaHcnopTHPOBKE ClcAyeT W30eraTh Harpy3oK ApPYrHMH TDY3aMH,
NPAMBIX COAHEYHRIX nyuedl, AOXKAA M cHera, & TaKKe BHICOKO#
TEMNEPATYPH.

[lpumeuanne: VYCTpOHCTBO AAA PEHITEHIHAOBACKYIAPHAIX NPOLEAYP
Shunmei Shun Fountain 2, tun nucroner u Verpoiicteo mm
PEHTIEHIHAOBAacKYIApHEIX npoueayp Shunmei Shun Fountain 3, tan
NOIYIHUCTONET XPAHUTH 663 BTOPHMHON YNAXOBKH 3aIPELIEHO.

moisture where the storage temperature range is from 0 °C to 40°C and the
storage humidity should < 80%.

During transportation, avoid weight pressing, direct sunlight, rain and
snow soaking, and high temperature.

Note: Shunmei Shun Fountain 2 Balloon Inflation Devices, Gun type and
Shunmei Shun Fountain 3 Balloon Inflation Devices, Semi-gun type is
prohibited to be stored without secondary package.
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25. KomneKT noctaBKu

B KOMMMEKT NoCTaBKn BXOAAT:

1. NHpenaTop (OAUH U3 LOCTYMHbLIX TUMOB: CTAHAAPTHbLIW, NMUCTONET UK
nonynuctoner) - 1 wr.

2. 3-X0[J0BOV KpaH BbICOKOro gaBneHusi, HST - 1 wr.

3. Y-06pa3Hblit coefMHUTENb (OAMH M3 LOCTYMHbLIX TUNOB: MYLU-K/INK UK
nyw-nyn) ¢ YAMHUTENbHON NUHWEN nnn 6e3 Hee - 1.

4. YCTpOWCTBO Ans BBOAA NPOBOAHMKA, 1T-01 - 1 wr.

5. Topkep, T-01 - 1wr.

6. VIHC'PyKUMA MO NPUMEHEHMIO - 1 LT,

MNpumeyaHme:

YCTPOWCTBO CTaHAapTHOro Tuna: WHCTpyKuMs N0 MPUMEHEHUIO
BKNaAblBAETCA BO BTOPUYHYIO YMNakOBKY B KonuyectBe 1 LiT. LUIT.
N3LeNuii. _ n N
YcTpoilctBa Tuna MNWUCTONET U MNOAYNUCTONET:  VIHCTPyKUMs  no
NPUMEHEHUIO BKN1aJblBaeTCA B PETMUHYIO YNAKOBKY B KO/iMyecTBe 1 LUT.
Ha 10 WT. n3genwi.

26. CpOK rogHocTu / CpoK cny>xobl

3 roga

27. MNMopsaAfoK  OCyLLEeCTB/IEHMA
MeULIMHCKOro n3genus
W3genvs, nmeBLIne KOHTaKT C KPOBbIO W/WIN ApyruMun 61M0n0rnyeckumm
XUAKOCTAMU, OTHOCUTCA K Knaccy b knaccugmkaumy mMeAULMHCKUX
OTXOAO0B, W MOA/fexar YTUAU3auuM WA YHUUTOXEHUIO COT/1acHO
NPYMeHSeMbIM HaLMOHA/IbHbIM 3aKOHOATE/IbHbIM HOPMaM.
Hewncnonb3oBaHHble n3genuns (He MMEBLUME KOHTaKTa C KPpOBbO W/Mn C
OMONOTNYECKMMMN XKULKOCTAMM), B T.4. C UCTEKLLUMM CPOKOM TFOAHOCTMH,
OTHOCWUTCA K Knaccy A Knaccuimkaumm MeguUMHCKMX  OTXOLOB,
MOANEXAT YTUAN3ALUN WU/ YHUUTOXKEHUIO COr/IAaCHO MPUMEHSAEMbIM
HaLMOHaNbHbIM 3aKoHoAaTeNbHbIM HopMaM. (CaHlnH 2.1.3684).

yTunmnsaumm N YHNUTOXEHUA
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25. Package contents

The package contains:

1 Balloon Inflation Devices (one of the available types: normal, gun or
semi-gun) - 1pc

2. High pressure 3-way stopcock, HST - 1pc

3. Y connector (one of the available types: push-click or push-pull) with
or without extension line- 1pc

4. Insertion tool, IT-01 - 1pc

5. Torquer, T-01 - | pc

6. Instruction for Use - 1pc

Note:

Standard type BID: The Instructions for Use are enclosed in the consumer
package in the amount of 1 pc per 4 pcs of products.

Gun and Semi-Gun type-BID: The Instructions for Use are*enclosed in the
tertiary box in the amount of 1pc per 10 pcs of products.

26. Shelf life / Service life
3 years
27. Procedure for the disposal and destruction of a medical device

Products coming into contact with blood and/or biological fluids are class
B medical devices under medical wastes classification and may be
recycled and / or disposed in accordance with applicable national
regulations.

Unused products (not having contact with blood and/or biological fluids),
including those with expired shelf life, belong to class A medical devices
under medical waste classification and may be recycled and/or disposed in
accordance with applicable national regulations. (SanPiN 2.1.3684)



28. [lepeyeHb HaUMOHa/IbHbIX N MeXAYHapPOAHbIX HOPMAaTUBHbIX
OOKYMEHTOB/CTAHLAPTOB, KOropbIM COOTBETCTBYET MeULWHCKOe
n3genve

lMepeyeHb  HAUMOHANBHBLIX WU
[LOKYMEHTOB/CTaHAPTOB,  KOTOPbIM
n3genuve, NpefocTaBAseTCs Mo 3anpocy.
29. TapaHTuiiHble 06s3aTeNbLCTBA
W3penne ofHOPa30BOro UCNoAb30BaHUS.

MEXAYHapOAHbIX
COOTBETCTBYET

HOPMaTUBHbIX
MeANLMHCKOe

Mpon3BoauTenb He HEeCeT OTBETCTBEHHOCTW 3a MOCNENPOLAXKHOE W
TEXHUYECKOe 06CNyXMBaHWe, a TaKkxKe 3a PEMOHT.
MponssogmMTeNb rapaHTUpyeT KayecTBo, 3IPPEeKTUBHOCTL M 6e30MacHOCTb

MEAMUMHCKOrO U3aenuss B TeYeHMe BCero Cpoka roAgHOCTUM  npu
cob6NofeHNN  peKOMeHJauuii No  TPaHCMOPTMPOBKE, XPaHEHUO W
aKcnyaraymu.
30.Peknamanus
MpounssoauTens:

Shunmei Medical Co., Ltd («LWWyHmen Megmkan Ko., ITa», KuTaickas
HapogHas Pecny6nu1ka)

KOpuanueckunin agpec Npon3BoaUTeNs:

3rd Floor and R401 of building B, No.8 of 1st Jinlong Road, Baolong
Industrial Zone, LongGang District, 518116 Shenzhen, Guangdong,
China.

TenegoH: 0086-0752-3306949

AneKTpoHHas noyTa: nora@shunmed.com

Cawit: www.shunmed.com

YNOMTHOMOYEHHbIA NpeacTaBUTeNb:

O6WecTBO C OrpaHMYeHHO OTBETCTBEHHOCTbIO "LIEHTP N3YYEHWA
CWCTEM 30PABOOXPAHEHNA"

TeneoH: +7 (495) 798-01-60

ANneKTpoHHbIN agpec: office@hscmail.pro

KOpuanuecknii agpec: 127473, r. Mocksa, yn. CenesHeBckas, g. 11A, cTp.
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28. List of international regulatory documents/standards which the
medical device complies with

List of national and international regulations/standards to which the
medical device complies is provided upon request.

29. Warranty
Single-use device.

fhe manufacturer is not responsible for after-sales and maintenance
services and repairs.

The manufacturer guarantees the quality, effectiveness and safety of the
medical device during the entire shelf life, subject to the recommendations
for transportation, storage and operation.

30. Reclamation

Manufacturer:

Shunmei Medical Co., Ltd

Legal address of manufacturer:

3rd Floor and R401 of building B, No.8 of 1st Jinlong Road, Baolong
Industrial Zone, LongGang District, 518116 Shenzhen, Guangdong,
China.

Telephone: 0086-0752-3306949

Email address: nora@shunmed.com

Website: www.shunmed.com

Authorised representative:

LLC «<HEALTH SYSTEMS KNOWLEDGE CENTER LTD»
Telephone: +7 (495) 798-01-60

Email address: office@hscmail.pro

Legal address: 127473, Moscow, Seleznevskaya st,, 11A, building 2,
floor/room/office 2/30,32/232



2, at/kom/og 2/30,32/232

31. PacwunpoBKa CMMBOJIOB, NPUMEHAEMbIX MpK MapkupoBKe 31. Explanation of symbols used in labelling the medical device
MeANLMHCKOro N3fenus

CumBon

H

[1ot

ref

IBLLU<117

|
O

HavmeHoBaHue
Jarta n3rotoeneHus

Vcnonb3oBath [0

Kopg naptum
Homep no katanory

CTepunumsaums oKCUAOM 3TUeHa

He ctepunnnsoBaTb NOBTOPHO

He  wncrnonb3oBaTb  Mpu  MOBPEXAEHWN
YyNaKkoBKM U 06pPaTUTLCS K MHCTPYKLUMKU MO
MPUMEHEHNIO

He gonyckaTb BO34elAiCTBUSA CONHEYHOrO CBeTa

He gonyckaTtb BO3AeiicTBUS Bnaru

TemnepaTypHblil AnanasoH

3anpeT Ha NOBTOPHOE MPUMEHEHNE
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CumBon

LOT
REF

The medical device la eling contains the following symbols:

HanmeHoBaHue
Date of manufacture

Use-by date

Batch code
Catalogue number

Sterilized using ethylene oxide

Do not resterilize

Do not use if package is damaged and consult
instructions for use

Keep away from sunlight

Keep dry

Temperature limit

Do not re-use

Consult instructions for wuse or consult
electronic instructions for use



Mapknposka CE

Hnenrnukaunonnsiit HOMeEp
YNOJHOMOYEHHOrO OpraHa

Jlns MHCTPYMEHTOB M3 KOPPO3HOHHO-CTOHKO#M
cranu

O6paTHTeCh K MHCTPYKLHMH NO TIPUMEHEHHIO Caution
[:li] HIM K MHCTPYKUMH MO MpPUMEHEHHIO B
JNICKTPOHHOM BHAC Manufacturer
2 OcTopoxHo
| EC |REP) Authorized Representative in the European
l Hsrorosutens - Community
YNonHOMOYEHHBIH  MpeacTaBMTENh B X Non-pyrogenic
EsponerickoM coobluecTse Fragile
X AnuporeHHo !
CE Marki
! Xpynkoe, ob6palarbcs 0CTOpPOKHO ( € arking
XXXX Notified Body ID number
{3 >
XXXX
H

For tools made of corrosion-resistant steel

Ilepeuenn HAUHOHANBHBIX CTAHAAPTOB, npHMeHsieMbIX
NPOH3BOANTE/IEM MEAHLHHCKOro H3/e/IHA

List of national standards applied by the manufacturer of the medical
device

00603HaycHuUe

Hanmenosanue CTaHJapTa

International standard code | Name of standards

EN ISO 10993-1/AC

Ouenka 6uonoruyeckoro JeHcTBuA
MeAHMUMHCKUX H3genuii. Yacth 1 OueHka u
UCCIIeJOBAHMA.

ENISO 10993-4

Ouenka 6unonornyecxoro JeincTens
MeIHLMHCKHX H3/1eNHiA. Yacts 4.
HccnenoBanns U3aeauH,

B3anM0}1€ﬁCTBy10mHX C KpOBbLIO

EN ISO 10993-1/AC Biological evaluation of medical
device-Part 1:Evaluation and testing

within a risk management
process

EN ISO 10993-4 Biological evaluation of medical
devices. Selection of tests for

interactions withblood
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EN ISO 10993-5

EN I1SO 10993-7/AC

ENISO 10993-10

ENISO 10993-11

ENISO 10993-12

EN ISO 10993-17

EN ISO 10993-18

EN ISO 11737-1

OueHka 61onormyecKoro LencTBMS
MeAULUNHCKUX nsgenwi YacTb 5.
VccneposaHus Ha  UUTOTOKCMYHOCTb:
MeTofb! in vitro*

OugeHKa 61onormyeckoro nencTBms
MeANLUMHCKMX n3genuii Yactb 7 OcTaTtovHoe
cogepxxaHue 3TUNEHOKcKa nocne
cTepunmsaymm

OueHka 6ronornyeckoro fenctens
MeLULUNHCKUX n3nennii YacTb 10.
WccneposaHus pasgpaxaroLLero n
CEHCUOUN3NPYIOLLETrO AeNCTBUA

OueHka 6ronornyeckKoro JevicTBus
MeANLUMNHCKUX n3aenwii. YacTb 1
WccnepnosaHus 06LLETOKCUYECKOTO
JeicTBums

OueHka 6ronornyeckoro AencTBmS
MeAULNHCKUX n3genwi. YacTb 12,
MpuroToBneHne nNpo6 U  KOHTPO/bHbIE
o6pasubl

OugeHka 61oNornyecKoro fencTBuMS
MeAMUNHCKUX n3aenni. YacTb 17.

YCTaHOB/MEHNE MOPOroBbIX 3HAYeHWd Aans
BbIMbIBaEMbIX BELLECTB

OueHka 61o10rMyeckoro JelicTBns
MeANLUNHCKUX n3aenuii. YacTtb 18.
WccneposaHue XNMNYECKUNX CBOICTB
marepuanos

Crepunmsaums  MeAULUHCKUX  U3LeNUi.
Mukpobuonoruyeckue Metofbl. Yacte 1

OueHKa MonynsuMu MUKPOOPraHM3MOB Ha
NPOAYKLUMM
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ENISO 10993-5

EN ISO 10993-7/AC

EN1SO 10993-10

EN ISO 10993-11

ENISO 10993-12

ENISO 10993-17

ENISO 10993-18

EN I1SO 11737-1

ENISO 11737-2

ENISO 11135

Biological evaluation of medical
device-Part 5. Tests for in vitro
cytotoxicity

Biological evaluation of medical
device-Part7:Ethylene oxide
sterilization residuals

Biological evaluation of medical

devices - Part 10: Tests for irritation
and skinsensitization

Biological evaluation of medical
devices. Tests for systemic toxicity.
Biological evaluation of medical

devices -- Part 12: Sample preparation
andreference materials

Biological evaluation of medical
devices. Establishment of allowable
limits forleachable substances
Biological evaluation of medical
devices. Chemical characterization of
materials

Sterilization of health care products-
Microbiological ~ methods-Part 1
Determination of a population of
microorganisms on products
Sterilization of health care products —
Microbiological methods - Part 2:
Tests of sterility performed in the
definition, validation and maintenance
ofa

sterilization process

Sterilization of health care products-
Ethylene oxide; Requirements for



ENISO 11737-2 Crepunusauys  MEOMUMHCKHX  M3fenuid. development, validation and routine
Muxpobuonoruyeckne meroanl. Yacte 2. control of a
HenbitaHHus Ha CTEPHABHOCTL, NPOBOAHMKIE sterilization process for medical
NIPH BATHAALHN NPOLIECCOB CTEPHITHIALIHUHA devices.
EN ISO 11135 Crepun3auus MEOHUMHCKOM NPOXYKUMH. EN 1SO 11607-1 Package for terminally sterilized
Orunenokcna. TpeGosanna x paspaGotxe, medical devices-part 1: Requirements
BAMMAALMH H  TEKYWEMY YOPaBiACHHIO for materials, sterile barrier systems
fPOLICCCOM  CTEPHIIUBALMH  MCAMLMHCKHX and packaging
H3genui systems
EN 1SO 11607-1 YnakoBka Jn8 MCAMUIMHCKMX M3JCHi, EN ISO 11607-2 Packaging for terminally sterilized
nopnexammux GHEMHON  CcTepuaM3aLMH. medical devices- Part 2: Validation
Yacte 1. TpebGomahus x MarepHanam, Requirements for forming, sealing and
GapbepHbLIM CHCTEMaM I CTEPUIN3ALIMY U assembly process.
YAAKOBOMHLIM CHCTEMaM EN ISO 14644-1 Clean rooms and associated controlled
EN ISO 11607-2 Ynaxobka N MCAMIMHCKMX M3AC/MIA, environments-partl- Classification of
- nognexamux GHHMIDHON cTepunMaanyy. air cleanliness
Yacre 2. TpeGosanwa K Banujaumu EN ISO 14644-2 Clean rooms and associated controlled
npoueccos hOpMHPOBAHHA, TEPMETHIALIMY 1 environments-part2 Specification for
cOopku testing and monitoring to prove
EN ISO 14644-1 UHCTRIe NOMCLICHMA U CBA3AHHBIE ¢ HUMH continuedCompliance with ISO14644-
KOHTpOAHpyeMEle  cpeanl. Yacte 1. |
Knaccupmxauna umcrorsl Bo3gyxa no EN 1SO 14644-3 Cleanrooms and associated controlled
KOHLICHTPALMN YaCTHIL environments—Part 3:Test methods
EN ISO 14644-2 YucTrie NOMEMEHUA M CBA3AHHHIE ¢ HUMU EN ISO 14698-1 Clean rooms and associated controlled
KOHTpo/nupyeMsle cpeanl. Hacrs 2. Texyuuii environments-Biocontami
KOHTPOAb A5 NOATBEPNACHHUA NOCTOAHHOTO -nation control-partl :General
COOTBETCTBHA  YHCTOTH  BO3AyXa NoO principles and methods
KOHUEHTPALINH 4aCTHIL EN ISO 14698-2 Clean rooms and associated controlled
EN ISO 14644-3 YuCThie NMOMELISHHA M CBA3AHHBIE ¢ HHMH environments-Biocontamin

KOHTpO/MpyeMHIC cpeanl. Yacts 3. Meroam
HCNbLITAHMA

-nation control-part2:Evaluation and
interpretation of bio- Contamination
data
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ENISO 14698-1

ENISO 14698-2

EN I1SO 14971

EN ISO 15223-1

EN 556-1 /AC

EN 1041+Al

ENISO 13485

EN ISO 7886-4

EN I1SO 7886-1

UncTble NOMeLLeHns N CBA3aHHbIE C HUMMU
KOHTPO/IMpyemble cpeabl. KoHTposib
6ro3arpssHeHuIA. YacTtb 1  Obwwe
MPUHLMMBI N METO/pbI

YnucTble NOMELLEHUA W CBSI3aHHbIE C HUMMU
KOHTpONupyemble cpeabl. KoHTponb
6rno3arpasHeHmnin. Yactb 2. AHanNN3 faHHbIX 0
6ro3arpsasHeHnax

N3penus MeAULMHCKKE. MNpymeHeHne
MeHe[XKMEHTa pucka K  MegULNHCKUM
n3genvsam

M3penns MeAULNHCKKeE. CumBonsl,
NMPYMeHsieMble  MpPU  MapKMpoOBaHUM  Ha
MEAULMHCKUX UN3Lenusax, 3TUKETKax U B
COMpOBOANTENbHOM OKYMeHTaummn. Yactb 1
O6uyme TpeboBaHUS

TpeboBaHNA K MeAULMHCKUM  U3LeNnaM
Kareropum  "cTepusibHble". YacTb 1
TpeboBaHMA K MEAUUUHCKUM  U3LeNnsM,
nognexawiym HMHULIHON cTepuan3almm

NHpopmauus, npegocTasnisieMas
M3roToBUTENEM MEANLMHCKUX M3aennii
Cuctemsl MEHeKMeHTa KayecTBa.

TpeboBaHua AN LUenei perynnpoBaHus

LLnpuubl  MHBEKUMOHHbIE  OAHOKPATHOrO
NnpYMeHeHWs  cTepwuiibHble.  YacTb 4.
LLInpunubl € yCTPONCTBOM, NPenATCTBYOLWUM
NX NOBTOPHOMY MPUMEHEHUIO

LLnpuubl  MHBLEKUWMOHHbLIE  OAHOKpPATHOro
NPUMEHEHNA  CTepUNbHbIE. YacTb 1
LLnpuubl Ans pyYHOro UCMosb3oBaHnA

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

40

EN 1SO 14971

ENISO 15223-1

EN 556-1 /AC

EN 1041+Al

ENISO 13485

EN ISO 7886-4

EN ISO 7886-1

EN 62366-1

MDR 2017/745/EU

ASTMF1980

ASTMF 1886

Medical devices-Application of risk
management to medicaldevices
Medical devices-Symbols to be used
with medical device labels, labelling
and information to be supplied. Part
1:General requirements

Sterilization of medical devices-
Requirements for medical

devices to be designated “STERILE”-
partTRequirements  for terminally
sterilization medical devices
Information  supplied by  the
manufacturer with medical devices.
Medical devices - Quiality
management systems— Requirements
for regulatorypudoses

Sterile hypodermic syringes for single
use - Part 4; Syringes with re-use
prevention feature

Sterile hypodermic syringes for single
use; part 1. syringes for manual use
Medical devices-application of
usability engineering to medical
devices

Regulation (EU) 2017/745 of the
European Parliament and of the
Council on medical devices

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

Standard Test Method for Determining
Integrity of Seals for Medical



EN 62366-1

[TpoekTHpoBaHHe MEAHLMHCKHX H3ZAENHH C
YYETOM 3KCIUTyaTalUHOHHOH NPHIOAHOCTH

Packagingby Visual Inspection

ASTM F88 / F§8M Standard Test Method for Seal
Strength of Flexible Barrier Materials
ASTM F1140/F1140M Standard test methods for internal

pressurization failure resistance of
unrestrained packages

MEDDEY 2.7.1 Rev 4.

Clinical evaluation: a guide for
manufacturers and notified bodies
under directives 93/42/EEC and
90/385/EEC

MDR 2017/745/EU | Pernament 2017/745 Esponeiickoro
napaamenta 1 Cosera EBponeiickoro Cotoza "O
MEIMLIMHCKHX M3ICIIMAX

ASTM F1980 CrannaptHoe PYKOBOACTBO Ans
YCKOPEHHOFO CTapeHUs CTEPHIbHBIX CHCTEM
6apbepa A1 MEAULMHCKHX H3enni

ASTM F 1886 CraHpapTHbIE  METOA  MCNbITAHH  Ans
ONpeAeNeHU LENOCTHOCTH M30NALMA Ans
rHOKO# ynakoBKH BH3YyaJlbHbIM OCMOTPOM

ASTM F88 /F88M  (CranaapTHblii METOA HCNBITAHHA POYHOCTH
coeauHeHHus rubkoro 6aprepHOro MaTepuana

ASTM CranpapTHble METOAbI  HMCNBITAaHWA  Ha

F1140/F1140M CONPOTHBIEHHE c6os BHYTPEHHErO

AAaBJICHHA B HC3AKPCIVICHHbIX YNAKOBKax

NBOG 2010-1

Guidance for Notified Bodies auditing
suppliers to  medical device
manufacturers

MEDDEV 2.7.1 Rev

KnuHuyeckas oOlieHKa: PyKOBOﬂCTBO Ans

MEDDEYV 2.12-2 rev.2

Post market clinical follow-up studies:
A guide for manufactures and notified
bodies

MEDDEYV 2,12-1 rev.8

Guidelines on a medical devices
vigilance system

ISO/TR 24971 Medical devices - Guidance on the
application of I1SO 14971
GOST 20790 Medical instruments, apparatus and

equipment. General specifications

4. M3roToBuTENnc W HOTHGHUHPOBAHHBIX
OpPraHoB B COOTBETCTBHM ¢ JlMpekTHBaMH
93/42/EEC 1 90/385/EEC
| NBOG 2010-1 PykoBoactBo ans  HOTHHUMPOBaHHBIX
OpraHoB N0  ayQuTy  NOCTaBIINKOB
H3rOTOBHMTEJICH MEAHLMHCKHX M3JeNHUi
MEDDEV 2.12-2 (IlocTperncrpaunontsie KAHHHYECKHE
rev.2 HabmoaeHus: PykoBoactso ans
‘ M3rOTOBHTENEH M HOTHQHUMPOBAHHBIX
| OpraHos
MEDDEV 2,12-1 |Pekomengaummn 1o cHcTeMe MOHHMTOPHHIa
rev.8 MEAMLIMHCKHUX H3/eNHit
ISO/TR 24971 M3penns meauumHckue. PykoBoacTBo no

npumenenns 1SO 14971
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TlepeBos ¢ aHTAUICKOTO M KMTABCKOrO A3BIKA HA PYCCKHH A3BIK

CEPTUDOUKAT

/nozomun/
KKCPMT

Kurafickuii koMuTeT conelicTBuA pasBHTHIO MEXAyHapoAHOH Toprosm - Toproso-
npoMHImICHHas naiata Knras
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02195533
Jlorotun «kKKKCPMT»

KaTaiicknii xomurTer conelicTBEg pa3sBHTHIO MEXIYHAPOAHOH TOProBIA
Toproso-npoMuinuiennas nanata Kuras

/QR-x00/
CEPTH®HKAT

Nk 244403A0/026670

Ieqars:

KHTAHCKHU KOMHTET COOQEHCTBHA
PA3BUTHIO MEXXTVHAPOIHOH
TOPIrOBJIH

CEPTH®HKAT

KKCPMT

(24)

HACTOJIHUM YAOCTOBEPAETCA, YTO: neuats komnanun «Lllynmelt Meaukan Ko.
Jita.» na npunaraemMmom JIOKYMEHTE asnserca noannHHoH,

[leyaTsn:
KKCPMT
CEPTHOHKAT
(24)
KUTAUCKHWI KOMHUTET COIEUCTBUA
PA3IBUTHIO MEXIYHAPOIHON
TOPI'OBJIA

Ileuatp:
KUTAUCKUN KOMUTET COAENCTBUA

PA3BUTHIO MEXITYHAPOQHOMN
TOPI"OBJI
CEPTHDHKAT
KKCPMT
(24)
/noonucs/

[Moanuce ynornomovenHoro smna; Xy Ha
Jara: 29 Masn 2024 r.

Bef-cafit 11a nposepxu cepraduxara: hitp://www.rzcepit.com/validate.html
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Cornaconano

«lynme#i Memuxan Ko. JIta.» (Shunmei Medical Co., Ltd)
Oprainauns

3-it arax u R401 3nanwne B, Ne 8 1-it aopors [[3uubnyH,
npoMBliILTeHAas 30Ha baonyw, paiion Jlyrraw, [Hbnpwians
518116, I'yanayn, Kuraii

Anpec

['enepasnbli ANPEKTOP

JOmKHOCTD

Ty YxIHBI3HHE

QaMunun, HMa

27.05.2024

Jlata JAMM.ITIT

/noonucel/
TMoanucs

[Teuats:
«ILIVHMEH MEIUKAJT KO. JITA. » (SHUNMET MEDICAL
CO., LTD) * HIDHBYKIHE, KHTAH

HHCTpYKIHA N0 NPEMEHEHRI0
HA METHINHHCKOE H3Je/IHe: «Y CTPOHCTBO AN PeHTreHIRA0BacKyaAspabiX npoueayp Shunmei Shun Fountain B
BapHAHTAX HCIOJIHEHRE)

2024
[leyats:
KHTAHCKHH KOMHTET COQEHCTBHA
PA3BHTHIO MEXXVHAPOHOH
TOPTOBJIH
CEPTHDHUKAT
KKCPMT

(24)
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Mopog MockBa

[eBATHaALaTOro nUoNA ABe TbicAYM ABajLaTb YeTBEPTOro roga
A, Kopcuk Mapus AnekcaHApoBHa, HOTapuyc ropoga MOoCKBbI, CBULETENLCTBYO MOLMHHOCTb
noanucu nepeeogunka CasanbCckoro Cepres Anekceesuya.
Moanuck caenaHa B MOEM MPUCYTCTBUN.
JInyHOCTb NoANMCaBLIEro AOKYMEHT YCTaHOB/IEHA.
3aperunctpupoBaHo B peectpe: Ne 7772139-H/77-2024- Jn
YnnayeHo sajiseoMtotoie HoT?apubTbHOro genctewy: 400 py6. 00 kon.

N AN

M.A. Kopcuk

POLLUHYPOBaHO,
HYMepOBaHO W CKPeneHo neyaTbio
2.2 nuct(-a/-oB)
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