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NHCTPYKLMS N0 MPUMEHEHUIO

CornacosaHo/APPROVED

Shunmei Medical Co., Ltd
OpraHusauma/Organization

3rd Floor and R401 of building B, N0.8 of 1st Jinlong Road,
Baolong Industrial Zone, LongGang District, 518116
Shenzhen, Guangdong, China

Appec/Address

General Manager
[onxHocTb/Occupation

Tu Zhenjin
damunus, ims/ Surname, Name

-1-X.0S. 1024

Jata A0.MM.ITTr/OTe DD.MM.YYYY

Ha MeaAnUNHCKOe nagenne: «Katetep 6annoHHbI OAHOPA30BbIN CTEPUNbHbLIA KOPOHAPHbIN
annataunoHHbIW Shun Pearl, Shunmei c nekapCTBEHHbIM NMOKPbITUEM»

Instructions for Use

for medical device: « Shun Pearl Coronary Drug-coated Balloon Dilatation Catheter Shunmei»
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RUS

ENG

1. HaamenoBaHHe MEAHITHHCKOI'O A3AC/AHSA

1. Name of the medical device

Karerep Gannonuniii opnopazoBuiii cTepHAbLHLIH KOpPoNAPHEI ANAA-
Taunonuniit Shun Pearl, Shunmei ¢ aexapcTReHRRMIM nOXpLITHEM,
TUNOPasMEpPH:

1. Karerep 6annosHEi 0AHOpa30Bhii CTEpUAbHBIT KOpoHapHHK AuNaTa-
usonnbit Shun Pearl, Shunmei ¢ nekapcTBeHHBIM NIOKPHITHEM, MOZENDb
DCB150-10 8 cocrase:

— Karerep 6annoHHb1# 04HOPAz0BRIA CTEPUIbHDBIA KOPOHAPHNI AMNATA-
uuonnbtii Shun Pearl, Shunmei ¢ neKapCTBEHHBIM NOKPHITHEM,
appexTuBHan pnuHa Karerepa 142 cM, AMaMeTp X AnHHa GannoHa
1,50x10 MM -1 wr.;

— HHCTPYKUMA NO NpHMeHeHu1o — | wT.;

2. Karerep GannoHnblii 0AHOPa30BEIH CTEPHNIHNIH KOPOHAPHWI AunaTa-
uponnkli Shun Pearl, Shunmei ¢ nexapceTseHHEIM TOKPHTHEM, MOAENL
DCB150-15 B coctage:

—Karerep 6annonniii 0AHOpa30BHIA CTepuAbHBIH XOponapHblii AunaTa-
umonHwid Shun Pearl, Shunmei c nexapcTBeHHBIM NOKpHTHEM,
abdexrrpnas anuHa karerepa 142 cM, anamerp X AnuHa Gannoxa
1,50x15 MM~ 1 wrr.;

— HHeTpyK1ma no nprMeHennio — | wr.;

3. Karerep GannoHHEI 0AHOPa3OBbIH CTEPUIBHBI KOPOHAPHHI AnaTa-
unonusiit Shun Pearl, Shunmei ¢ nexapcTseHHBIM MOKPEITHEM, MOBEND
DCB150-20 B cocrase:

—Katerep 6annonnsiii oaropasosuiii cTepuabHbIE KOpOHapHL AunaTa-
uMonnsifi Shun Pearl, Shunmei ¢ nexapcTBeHHBIM nOKpHITHEM,
dpdexrusnas anmna karerepa 142 oM, auamerp x anmna Gannona
1,50x20 mm — | miT.;

— HUucTpykums no npumenennio — 1 wr.;

4. Karerep 6annonHeli 04HOPa30BHIH CTEPHNbHBIA KOPOHAPHIIH AHNATA-
unonneii Shun Pearl, Shunmei ¢ 1eXxapcTBEHHEIM MOKPRITHEM, MOEND

Shun Pearl Coronary Drug-coated Balloon Dilatation Catheter Shun-

mei, dimension types:

1. Shun Pearl Coronary Drug-coated Balloon Dllatatlon Catheter Shun-
mei, model DCB150-10 consists of:

—Shun Pearl Coronary Drug-coated Balloon Dilatation Catheter Shun-
mei, effective length 142 cm, balloon diameter x balloon effective
length 1,50x10 mm - 1 pc;

— Instructions for use — 1 pc;

2. Shun Pearl Coronary Drug-coated Balloon Dilatation Catheter Shun-
mei, model DCB150-15 consists of:

—Shun Pearl Coronary Drug-coated Balloon Dilatation Catheter Shun-
mei, effective length 142 c¢m, balloon diameter x balloon effective
length 1,50x15 mm -1 pe;

— Instructions for use - | pc;

3. Shun Pearl Coronary Drug-coated Balloon Dilatation Catheter Shun-
mei, model DCB150-20 consists of:

—Shun Pearl Coronary Drug-coated Balloon Dilatation Catheter Shun-
mei, effective length 142 cm, balloon diameter x balloon effective
length 1,50x20 mm - 1 pc;

— Instructions for use — 1 pc;

4. Shun Pearl Coronary Drug-coated Balloon Dilatation Catheter Shun-
mei, model DCB175-10 consists of:

—Shun Pearl Coronary Drug-coated Balloon Dilatation Catheter Shun-
mei, effective length 142 cm, balloon diameter x balloon effective
length 1,75x10 mm -~ 1 pe;

— Instructions for use — 1 pc;

5. Shun Pearl Coronary Drug-coated Balloon Dilatation Catheter Shun-
mei, model DCB175-15 consists of:
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DCB175-10 B cocTage:

—Karerep 6annoHHbii 0AHOpa30BbI# CTEPHIbHBIN KOPOHAPHLIH AWNaTa-
unoHHblii  Shun Pearl, Shunmei ¢ nexkapcTBEHHBLIM TOKpBITHEM,
sp¢exTusHas anMHa Katetepa 142 cm, auaMeTp X AnuHa Gannowna
1,75x10 Mm - | wt.;

— WHcTpykumsa no npumeHenuio — | wr.;

5. Karerep GannoHHbIH 0AHOPa30BbiH CTCPHIbHDBIA KOPOHAPHbIH AKNIATA-
unoHHbiii Shun Pearl, Shunmei ¢ nekapcTBeHHBIM NOKPBITHEM, MOAEIIb
DCB175-15 B coctase:

—Karerep 6annonubiii 0AHOPa3oBbIi CTEPHIILHBIA KOPOHAPHbIH AHNaTa-
uuoHHbli Shun Pearl, Shunmei ¢ nekapcTBEHHBIM MOKpPBHITHEM,
3¢dexTnBHas anMHa katetepa 142 cm, anamerp X AnuHa GannoHa
1,75x15 mm - | wt,;

— HHCTpyKums no npumMeHeHHio — | wr.;

6. Karetep 6annoHHeIi 04HOPa30BbIii CTEPUNbHbIH KOPOHAPHbIi AXNaTa-
uMoHHbl# Shun Pearl, Shunmei ¢ nexapcTBeHHbIM NOKPLITHEM, MOAEND
DCB175-20 B cocrase:

— Karcrep 06annoHHbiH 01HOPa30BbIi CTEPUIbHBIA KOPOHAPHLIH AHNaTa-
uMoHHbli  Shun Pearl, Shunmei ¢ nekapcTBeHHLIM TNOKpBITHEM,
pdexTusHas anuna karcrepa 142 cM, auameTp x AnuHa GannoHa
1,75x20 mm — | wit.;

— HUHcTpyKumMs no npumeHeHuio — | wr.;

7. Karerep 6an10HHbIM 0AHOPa30BbIii CTEPHbHDIH KOPOHAPHBbIH AWNaTa-
unoHHbIH Shun Pearl, Shunmei ¢ nexkapcTBeHHBIM MOKPHITHEM, MOAENL
DCB175-25 B cocraBe:

— Karerep 6an1n0HHbIH 01HOPA30BLIH CTEPHIbHBIH KOPOHAPHbIH AxsIaTa-
uvonnsli Shun Pearl, Shunmei ¢ nexkapcTBeHHBIM NOKpbITHEM,
dpdexTuBHas AnHHa KaTeTepa 142 cM, auMameTp X AnMHa Gannoua
1,75x25 mm — 1| 1ut.;

— HuncTpykums no npumeHenuio — | wr.;

—Shun Pearl Coronary Drug-coated Balloon Dilatation Catheter Shun-
mei, effective length 142 cm, balloon diameter x balloon effective
length 1,75x15 mm - 1 pc;

— Instructions for use — | pc;

6. Shun Pearl Coronary Drug-coated Balloon Dilatation Catheter Shun-
mei, model DCB175-20 consists of:

—Shun Pearl Coronary Drug-coated Balloon Dilatation Catheter Shun-
mei, effective length 142 cm, balloon diameter x balloon effective
length 1,75x20 mm - 1 pc;

— Instructions for use — 1 pc;

7. Shun Pearl Coronary Drug-coated Balloon Dilatation Catheter Shun-
mei, model DCB175-25 consists of:

—Shun Pearl Coronary Drug-coated Balloon Dilatation Catheter Shun-
mei, effective length 142 cm, balloon diameter x balloon effective
length 1,75x25 mm - | pc;

— Instructions for use — 1 pc;

8. Shun Pearl Coronary Drug-coated Balloon Dilatation Catheter Shun-
mei, model DCB175-30 consists of:

—Shun Pearl Coronary Drug-coated Balloon Dilatation Catheter Shun-
mei, effective length 142 cm, balloon diameter x balloon effective
length 1,75x30 mm - | pc;

— Instructions for use - 1 pc;

9. Shun Pearl Coronary Drug-coated Balloon Dilatation Catheter Shun-
mei, model DCB200-10 consists of:

— Shun Pearl Coronary Drug-coated Balloon Dilatation Catheter Shun-
mei, effective length 142 cm, balloon diameter x balloon effective
length 2,00x10 mm — | pc;

— Instructions for use — 1 pc;

10. Shun Pearl Coronary Drug-coated Balloon Dilatation Catheter Shun-
mei, model DCB200-1S consists of:
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8. Karertep GannonHsiii 04HOpa30Bblii CTEPHIbLHBIH KOPOHAPHbIH ANaTa-
unoHHbI# Shun Pearl, Shunmei ¢ nekapcTBEHHBIM NOKPLITHEM, MOAEIb
DCB175-30 8 cocrase:

—Karerep 6annoHnbi# 0qHOpa30BbI# CTCPHbHDBIH KOPOHApHbIH AUnaTa-
udoHHbifi Shun Pearl, Shunmei ¢ nekapcTBeHHBIM NOKpbITHEM,
3¢ dexruBHas AauHa Katetepa 142 cm, anamerp x AnuHa Gannona
1,75x30 MM — | wit.;

— WHcTpykums no npumenenmio — | wr.;

9. Karerep 6annoHHbI# 04HOPa30BbIA CTEPHALHBIH KOPOHAPHBIA ANNaTa-
umonHblii Shun Pearl, Shunmei ¢ nekapcTBeHHBIM NOKPHITHEM, MOZENb
DCB200-10 B cocTage:

— Karerep 6an10HHbI# 01HOpa30BbIf CTEPHABHBIA KOPOHAPHBIA AKNATa-
unonHbli Shun Pearl, Shunmei ¢ nekapcTBEHHBLIM NOKpPBITHEM,
o¢pdekTuBHas AnMHa KaTetepa 142 cm, anamerp X AnuHa Gannona
2,00x10 MM — | T,

— WucTpykums no npumesenuio — | wir.;

10.  Karerep 6annoHbiii 0AHOpa30BblH CTEPHIbHBIA KOPOHAPHbI AU~
nataumonublii Shun Pearl, Shunmei ¢ nekapcrseHHbIM NOKpBITHEM,
moaens DCB200-15 B cocrase:

— Karerep GannoHnbii 01HOpa30BbIi CTEPHBHbBIH KOPOHAPHbIH AKMNaTa-
unonnsiit Shun Pearl, Shunmei ¢ nexapcTBeHHBIM 1OKpBITHEM,
d¢ekTHBHAA ANHHA KateTepa 142 cMm, anamerp X AnuHa GannoHa
2,00x15 mm — 1 wr.;

— Muctpykums no npumexesuio — | wr.;

11.  Karerep 6annoHHbI# 0AHOpa30BbLIH CTEPUILHEIA KOPOHAPHBIHA AH-
naraunoHHblit Shun Pearl. Shunmei ¢ nekapcTBeHHBIM NOKpbITHEM,
mouens DCB200-20 B cocTase:

— Karerep 6annonHbif 01HOpa30oBLIi CTEPHIbHBIA KOPOHAPHBIHA AUNaTa-
uMoHHbl  Shun Pearl, Shunmei c¢ snexapcTBeHHbIM NOKpbLITHEM,
a¢ppexTuBHan AnuHa katerepa 142 cm, aumamerp X anuHa GamioHa
2.00x20 MM — 1 wit,;

— HHceTpyKums no npumenenuo — | wir.;

—Shun Pearl Coronary Drug-coated Balloon Dilatation Catheter Shun-
mei, effective length 142 cm, balloon diameter x balloon effective
length 2,00x15 mm - | pc;

— Instructions for use — 1 pc;

11. Shun Pearl Coronary Drug-coated Balloon Dilatation Catheter Shun-
mei, model DCB200-20 consists of:

—Shun Pearl Coronary Drug-coated Balloon Dilatation Catheter Shun-
mei, effective length 142 cm, balloon diameter x balloon effective
length 2,00x20 mm — | pc;

— Instructions for use — 1 pc;

12. Shun Pearl Coronary Drug-coated Balloon Dilatation Catheter Shun-
mei, model DCB200-25 consists of:

—Shun Pearl Coronary Drug-coated Balloon Dilatation Catheter Shun-
mei, effective length 142 cm, balloon diameter x balloon effective
length 2,00x25 mm - 1 pc;

— Instructions for use — 1 pc;

13. Shun Pearl Coronary Drug-coated Balloon Dilatation Catheter Shun-
mei, model DCB200-30 consists of:

—Shun Pearl Coronary Drug-coated Balloon Dilatation Catheter Shun-
mei, effective length 142 cm, balloon diameter x balloon effective
length 2,00x30 mm - 1 pc;

— Instructions for use — | pc;

14. Shun Pearl Coronary Drug-coated Balloon Dilatation Catheter Shun-
mei, model DCB200-40 consists of

—Shun Pearl Coronary Drug-coated Balloon Dilatation Catheter Shun-
mei, effective length 142 cm, balloon diameter x balloon effective
length 2,00x40 mm — 1 pc;

— Instructions for use — | pc;

15. Shun Pearl Coronary Drug-coated Balloon Dilatation Catheter Shun-
mei, model DCB225-10 consists of:
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12.  Karerep OannoHHbIif 0AHOPA30BHIi CTEPHABHEIH KOPOHAPHBIH AH-
nataunoHHbi Shun Pearl, Shunmei ¢ nexapcraeHHbIM noxpumeu,
moaens DCB200-25 B cocTase:

—Karerep Gannoxnnlii 0aHOpasoBHil CTEPUNLHEIA xopouapnuﬁ AnnaTa-
umonnuili Shun Pearl, Shunmei ¢ nexapcrBeHHBHM MOKPHTHEM,
spekTHBHAA AIMHA KaTerepa 142 cm, Anamerp X MmmHa GanioHa
2,00x25 mm — T wit.;

— WueTpykuma no npumenennio — 1 wr.;

13.  Karerep Gannonnmii ogHOpa3oBsiii CTepHIbLHLIH KOPOHAPHHIHA AH-
naraumonHbiii Shun Pearl, Shunmei ¢ nexapcTBeHHMM NOKPLITHEM,
mogens DCB200-30 B cocTage:

— Karerep Gannonuniii 0qHOpPa3OBbI CTCPHIBHEIH KOPOHAPHLIA ANNaTa-
uvonnn#i Shun Pearl, Shunmei ¢ nexapcTReHHBIM NOKpHITHEM,
apdexTHBHan AnvHa KaTerepa 142 cM, AMameTp X AnwHa Gannona
2,00x30 MM~ 1 wT.;

— HMHeTpykups no npumeHennio — | wir.;

14.  Karerep 6annonnntii OAHOPa3OBEIH CTEpUAbHEIH KOPOHAPHbIA K-
naraumonHnif Shun Pearl, Shunmei ¢ nekapcTeenHbIM NOKpbITHEM,
mozens DCB200-40 B cocrase:

— Karerep 6annonunii OAHOPA30BEI# CTepHUNbLHBIA KOPOHAPHBI JunaTa-
unorubiit Shun Pearl, Shunmei ¢ nexapcTBeHHbIM NOKpHTHEM,
a¢dexruBnan anuua Karerepa 142 cm, avamerp x AnMHa Gannoxa
2,00x40 MM — 1 wT.;

— HncTpyKkums no npAMeHeHno — | wir.;

15.  Karerep 6annontnii 0AHOPA3OBLIf CTEPHABHBIA KOPOHAPHBIA AU-
natauuosHb Shun Pearl, Shunmei ¢ nexapcTBeHHBM MOKPEITHEM,
moaens DCB225-10 B cocrage:

— Karerep 6annonnniii oaHOpa30BLiii cTepuAbHBIA KOPOHAPHHIH AXNATA-
umonHnl Shun Pearl, Shunmei ¢ nexapcTBeMHBIM TNOKPHTHEM,

appexTusHans AnuHa Katerepa 142 cm, auamerp X AnuHa Gannowa
2,25x10 MM — 1 10T

—Shun Pearl Coronary Drug-coated Balloon Dilatation Catheter Shun-
mei, effective length 142 cm, balloon diameter x balloon effective
length 2,25x10 mm — 1 pc;

— Instructions for use — 1 pc;

16. Shun Pearl Coronary Drug-coated Balloon Dilatation Catheter Shun-
mei, model DCB225-15 consists of;

~~Shun Pearl Coronary Drug-coated Balloon Dilatation Catheter Shun-
mei, effective length 142 ¢cm, balloon diameter x balloon effective
length 2,25x15 mm - 1 pc;

— Instructions for use — 1 pc;

17. Shun Pearl Coronary Drug-coated Balloon Dilatation Catheter Shun-
mei, model DCB225-20 consists of:

—Shun Pearl Coronary Drug-coated Balloon Dilatation Catheter Shun-
mei, effective length 142 cm, balloon diameter x balloon effective
length 2,25x20 mm - 1 pc;

— Instructions for use — 1 pc;

18. Shun Pearl Coronary Drug-coated Balloon Dilatation Catheter Shun-
mei, model DCB225-25 consists of:

=--Shun Pearl Coronary Drug-coated Balloon Dilatation Catheter Shun-
mei, effective length 142 cm, balloon diameter x balloon effective
length 2,25x25 mm — 1 pc;

— Instructions for use — 1 pc;

19, Shun Pearl Coronary Drug-coated Balloon Dilatation Catheter Shun-
mei, model DCB225.30 consists of*

—Shun Pearl Coronary Drug-coated Balloon Dilatation Catheter Shun-
mei, effective length 142 cm, balloon diameter x balloon effective
length 2,25x30 mm — | pc;

— Instructions for use —  pc;

20. Shun Pearl Coronary Drug-coated Balloon Dilatation Catheter Shun-
mei, model DCB225-40 consists of:
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— HMHcTpykumns no npumeHeHuio — 1 wr.;

16.  Karerep 6annoHHbIH 04HOpa30Bblit CTEPHAbHBIA KOPOHAPHbIHA AN-
naraunoHHbi Shun Pearl, Shunmei ¢ nekapcTBeHHBIM NOKPLITHEM,
moaens DCB225-15 B cocrase:

—Karerep 6annoHHbl#i OAHOPa30BbIH CTEPHIbHBIH KOPOHAPHbIA AWNATa-
unonnblii Shun Pearl, Shunmei ¢ nexkapcTBeHHBIM MNOKpbITHEM,
d¢dexTuBHas AnnHa Katetepa 142 cMm, avamerp x anuHa Gannona
2,25x15 mm = 1 wit;

— HWHcTpykums 1o npumenenuio — | wr.;

17.  Karerep 6annoHHbi# 04HOPa30Bbli CTEPUIbHBIA KOPOHAPHbIH OH-
nataunoHHbii Shun Pearl, Shunmei ¢ aekapcTBeHHBIM NOKpBITHEM,
moacns DCB225-20 B cocTase:

—Karerep 6annoHnbi# 0AHOPa30BbIi CTEPUIbHBIH KOPOHAPHbIH AUNaTa-
umonnblii Shun Pearl, Shunmei ¢ nexkapcTBeHHBIM NOKpPBITHEM,
3¢ ¢ekTuBHas auHa Katerepa 142 cM, AMamerp X AnuHa Gannowa
2,25x20 MM — | wit.;

— HncTtpykupms no npumeHennio — 1 wit.;

18.  Karerep 6annonHbI# 04HOPa30BbIi CTEPHAbHBIN KOPOHAPHBIH AN-
nataumonHeit Shun Pearl, Shunmei ¢ nekapcTBeHHBIM NOKpPBLITHEM,
moaens DCB225-25 B cocrase:

— Karetep 6annoHHbIH 0AHOPa30BbIf CTEPUNbHLIA KOPOHAPHBI#A AUnaTa-
unonHbiii Shun Pearl, Shunmei ¢ nexkapcTBEHHbIM NOKpPBITHEM,
3¢¢ekTrBHas annHa karctepa 142 cM, anamerp X aAnuHa Gannoxa
2,25x25 mm = 1 wit.;

— WUHcTpykuma no npumenenuio — 1 wr.;

19.  Karerep Gansonnsif 00HOpa3oBbIH CTEPHIIBHBIA KOPOHAPHBIH Au-
nataunonHblii Shun Pearl, Shunmei ¢ nexapcTBeHHbIM MOKphITHEM,
moaens DCB225-30 8 cocTase:

— Karerep GannonHslii 0HOpa30BbIii CTepHNLHBIA KOPOHAPHLIH Annara-
unonHbiit Shun Pearl, Shunmei c nexkapcTBEHHRM NOKPHITHEM,
dpdpexTBHat AnuHa KaTetepa 142 cM, AMameTp X AMHA Oannona

—Shun Pearl Coronary Drug-coated Balloon Dilatation Catheter Shun-
mei, effective length 142 cm, balloon diameter x balloon effective
length 2,25x40 mm - | pc;

— Instructions for use — 1 pe;

21.Shun Pearl Coronary Drug-coated Balloon Dilatation Catheter Shun-
mei, model DCB250-10 consists of:

— Shun Pearl Coronary Drug-coated Balloon Dilatation Catheter Shun-
mei, effective length 142 c¢m, balloon diameter x balloon effective
length 2,50x10 mm - | pc;

— Instructions for use - | pc;

22. Shun Pearl Coronary Drug-coated Balloon Dilatation Catheter Shun-
mei, model DCB250-15 consists of:

—Shun Pearl Coronary Drug-coated Balloon Dilatation Catheter Shun-
mei, effective length 142 cm, balloon diameter x balloon effective
length 2,50x15 mm — | pc;

— Instructions for use — 1 pc;

23. Shun Pearl Coronary Drug-coated Balloon Dilatation Catheter Shun-
mei, model DCB250-20 consists of:

—Shun Pearl Coronary Drug-coated Balloon Dilatation Catheter Shun-
mei, effective length 142 cm, balloon diameter x balloon effective
length 2,50x20 mm - 1 pc;

— Instructions for use — 1 pc;

24. Shun Pearl Coronary Drug-coated Balloon Dilatation Catheter Shun-
mei, model DCB250-25 consists of:

—Shun Pearl Coronary Drug-coated Balloon Dilatation Catheter Shun-
mei, effective length 142 cm, balloon diameter x balloon effective
length 2,50x25 mm - 1 pc;

— Instructions for use — | pc;

25. Shun Pearl Coronary Drug-coated Balloon Dilatation Catheter Shun-
mei, model DCB250-30 consists of’
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2,25x30 MM - 1 T,
— HncTpykima no npuMeHenmo — | wr.;

20.  Karerep Gannonnmii 0qHOPa30BbIH CTEPHAbHLIH KOPOHAPHLIH K-
nataiponnbiii Shun Pearl, Shunmei ¢ nexapcTBeHHEIM MOKPHTHEM,
mogens DCB225-40 B cocrage:

—Karerep 6annonuniit oaHopasosulit crepunbusiii KOpoHapHuii JunaTa-
mHoHHMA Shun Pearl, Shunmei ¢ nekapcTBeHHBM nOKpHITHEM,
adexTHRHAA ANMHA Karerepa 142 cm, anametp X Anuna Gannoxa
2,25x40 MM - | wit,;

~— Wnctpyxuma no npumeHeHaio — | wr.,;

21.  Karerep 6amnonnnii oaHOpa30Bblif CTEPHNbHEIH KOPOHAPHBIH AK-
natauyonnsi Shun Pearl, Shunmei ¢ nexapcTBeHHEIM TOKpHTHEM,
mogens DCB250-10 B cocrase:

— Karerep 6annonnniit oaHopa3oBsiit crepuibHbi kopoHapHbiit qunara-
uuoHnnii Shun Pear), Shunmei ¢ nexkapcTeeHHRIM NOKpHITHEM,
spexTnBnan muHa xarerepa 142 cM, aMamerp X Anuna Gassona
2,50x10 MM — 1 mit;

— UHCTpYKumMa no NnpumeHeHmo — | wr.;

22.  Karerep 6annonHniif onHOpa3oBbIi CTEPHIbHLIA KOPOHAPHMA AU~
nataupoHnbldi Shun Pearl, Shunmei ¢ nexapcTeenHbM MOKpuiTHEM,
mopaens DCB250-15 B cocrase:

— Karerep 6annonusii onnopasossiit cTepunbHLIH KOPOHapHKIL AHATA-
umoHHu# Shun Pearl, Shunmei ¢ nexapcTBeHHEIM NOKPHITHEM,
sdexrusHas anuHa karerepa 142 cM, auMameTp X AnHMHA Oannona
2,50x15 MM — 1 1T,

— WHcTpyxumsa no npumexenuio — 1 wr.;

23, Karerep Gannonusiii 0MHOpa30BEI CTEPUNLHLIH KOPOHAPHIIF AU~
narauponuiii Shun Pearl, Shunmei ¢ nexapcTBCHHWM NOKpLITHEM,
moaens DCB250-20 B cocTase:

—Karerep GannoHnniii 01HOPA30BEINA CTEPHIBHBIA KOPOHAPHHI AnnaTa-
unonun#i Shun Pearl, Shunmei ¢ nexapcTBeHHBIM NOKpHITHEM,

—Shun Pearl Coronary Drug-coated Balloon Dilatation Catheter Shun-
mei, effective length 142 cm, balloon diameter x balloon effective
length 2,50x30 mm - | pc;

— Instructions for use — | pc;

26. Shun Pearl Coronary Drug-coated Balloon Dilatation Catheter Shun-
mei, model DCB250-40 consists of:

—-Shun Pearl Coronary Drug-coated Balloon Dilatation Catheter Shun-
mei, effective length 142 cm, balloon diameter x balloon effective
length 2,50x40 mm - 1 pc;

— Instructions for use — | pc;

27. Shun Pear]l Coronary Drug-coated Balloon Dilatation Catheter Shun-
mei, model DCB275-10 consists of;

~—Shun Pearl Coronary Drug-coated Balloon Dilatation Catheter Shun-
mei, effective length 142 em, balloon diameter x balloon effective
length 2,75x10 mm - 1 pc;

— Instructions for use — 1 pc;

28. Shun Pearl Coronary Drug-coated Balloon Dilatation Catheter Shun-
mei, model DCB275-15 consists of:

— Shun Pearl Coronary Drug-coated Balloon Dilatation Catheter Shun-
mei, effective length 142 cm, balloon diameter x balloon effective
length 2,75x15 mm - 1 pc;

— Instructions for use — 1 pe;

29. Shun Pear] Coronary Drug-coated Balloon Dilatation Catheter Shun-
mei, model DCB275-20 consists of:

—Shun Pearl Coronary Drug-coated Balloon Dilatation Catheter Shun-
mei, effective length 142 cm, balloon diameter x balloon effective
length 2,75x20 mm - 1 pe;

— Instructions for use — 1 pc;

30. Shun Pearl Coronary Drug-coated Balloon Dilatation Catheter Shun-
mei, model DCB275-25 consists of:
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addexTuBrags AnuHa Katerepa [42 cM, anamerp X anuHa Gamwnoxa
2,50x20 MM - | wr.;
— HHcTpyKuma no npuMeHennto — | wr.;

24.  Karerep 6annonHbif ofHOpa3oBbIt CTEPHABHBI KOPOHAPHEIE AN-
narauuonHbili Shun Pearl, Shunmei ¢ sexapcTBeHHBIM TOKphITHEM,
moaens DCB250-25 B cocrase:

— Karerep 6annonnbiif oaHopa3ossiii crepunbHLIii KOpoHapHEii Aunara-
unonnbi# Shun Pear], Shunmei ¢ nexapcTBeHHMM NOKPEITHEM,
spdexrrenas annva katerepa 142 oM, avamerp X anuuHa Gawioxa
2,50x25 MM - 1 g

—HHCTpYKUHA MO npyuMeHerno — 1 wiT.;

25.  Karerep Gannonnnif ofHopazoBsiit cTepuaLHBIA KOPOHApHRIiE A1~
nataunorumii Shun Pearl, Shunmei ¢ nexapcTBeHHBIM nOKpLITHEM,
moaenk DCB250-30 B cocrase:

—Karerep Gannonunit oaHopazoBHii cTepUAbLHEBIA KOpOHapHBI AnnaTa-
uxoHnslt Shun Pearl, Shunmei c nexapcTBeHHBIM TOKpLITHEM,
s(pexTupHas auHa karerepa 142 cm, AvameTp X AnuHAa Gannowa
2,50x30 MM - 1 miT.;

— HncTpyKums no npuMereHmio — 1 mr.;

26.  Karerep Gannonnniit onHOpa208Lili cTepUbHEIA KOPOHAPHHIH AN-
naraudorHn#H Shun Pearl, Shunmei ¢ nexapcTBeHHBIM NOKPBITHEM,
moaens DCB250-40 B cocrase:

— Katerep GannoHHbifi 0AHOpa30BHii CTEPHILHEI KOPOHAPHBIA Aunara-
uvonHuii Shun Pearl, Shunmei ¢ nexapcTBeHHBIM TNOKpbITHEM,
s¢dexTuenas mmHa katetepa 142 cm, auamerp x mnsa GannoHa
2,50x40 Mm - 1 wit,;

— Hnerpyxuma no npumeHenmio — | wir.;

27.  Karerep Gannonuuiii ofHopasoBbiii CTEPUALHBIA KOPOHAPHMI AU~
narauuonHtiii Shun Pearl, Shunmei ¢ feXapcTBEHHWM TIOKpHITHEM,
moneas DCB275-10 B coctage:

— Shun Pearl Coronary Drug-coated Balloon Dilatation Catheter Shun-
mei, effective length 142 cm, balloon diameter x balloon effective
length 2,75x25 mm - 1 pe;

— Instructions for use - 1 pc; -

31. Shun Pearl Coronary Drug-coated Balloon Dilatation Catheter Shun-
mei, model DCB275-30 consists of:

—=Shun Pearl Coronary Drug-coated Balloon Dilatation Catheter Shun-
mei, effective length 142 ¢cm, balloon diameter x balloon effective
length 2,75x30 mm - 1 pc;

— Instructions for use — 1 pc;

32.Shun Pearl Coronary Drug-coated Balloon Dilatation Catheter Shun-
mei, model DCB275-40 consists of:

—Shun Pearl Coronary Drug-coated Balloon Dilatation Catheter Shun-
mei, effective length 142 cm, balloon diameter x balloon effective
length 2,75x40 mm - | pe;

— Instructions for use — | pc;

33. Shun Pear] Coronary Drug-coated Balloon Dilatation Catheter Shun-
mei, model DCB300-10 consists of:

— Shun Pearl Coronary Drug-coated Balloon Dilatation Catheter Shun-
mei, effective length 142 cm, balloon diameter x balloon effective
length 3,00x10 mm - 1 pc;

— Instructions for use — 1 pc;

34. Shun Pearl Coronary Drug-coated Balloon Dilatation Catheter Shun-
mei, model DCB300-15 consists of:

—Shun Pearl Coronary Drug-coated Balloon Dilatation Catheter Shun-
mei, effective length 142 cm, balloon diameter x balloon effective
length 3,00x15 mm -1 pc;

— Instructions for use — 1 pc;

35.Shun Pearl Coronary Drug-coated Balloon Dilatation Catheter Shun-
mei, model DCB300-20 consists of:
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—Karerep Gannonuniii 0aHOpa3oBbii cTepuabHbIA KOpoHapHBI AunaTa-
umonsbl#i Shun Pearl, Shunmel ¢ JCKAPCTEEHHBIM NOKPHITHEM,
spdexruBHan aAnuHa xaterepa 142 oM, anaue'rp X anmna GamoHa
2,75x10 MM — | wiT,;

— Hnctpykums no npumenenuio — | wr.;

28.  Karerep 6annonnelii oaopa3oBsilt CTEPHAbHBIH KOPOHAPHBIH AH-
nataunorHuiii Shun Pearl, Shunmei ¢ nexapcTBeHHMM TOKPHTHEM,
moaens DCB275-15 B coctase:

—Karetep 6annonHbIi oaHOpa3oBkIi CTepHAbHBI KOPOHAPHBLIH AUNaTA-
uvonnslli  Shun Pearl, Shunmei ¢ nexapcTBeHHHM NOKpMTHEM,
s¢dexTusHas Anuna karerepa 142 oM, auametp x AnuHa Gannona
2,75x15 mm—~ 1 1ut.;

—HucTpyKups no npuMeHennio — | wr.;

29.  Karerep Gannonusiii oax0opa3oBbiit cTEpUALHBIH KOPOHAPHBIH AH-
nataumonnbiit Shun Pearl, Shunmei ¢ nexapcTBeHHLIM NOKPHITHEM,
Moaeas DCB275-20 & cocrase:

— Katerep 6annonnnii oaHopazorrii CTepuIbHMA XOPOHAPHEI! AunaTa-
umonHu# Shun Pearl, Shunmei ¢ nexapcTBeHHBIM MOKpLITHEM,
spdexrnruan pinHa karerepa 142 cm, anamerp X AnmHa Gannoma
2,75x20 mm - 1 mi.;

~—HHcTpyXumna no npumexensio ~ | r.;

30. Karerep 6annonnmnii oqHopazoBLI# CTEPHNbHRI KOPOHAPHLIH AN~
nataumonnniii Shun Pearl, Shunmei ¢ nexapcTBeHHBIM NOKpbITHEM,
mogens DCB275-25 B cocrase:

—Karerep 6annonnniii 0qHOpa3soBbii CTEPHAbHEIE KOPOHAPHLIA ANNaTa-
wsonHmit Shun Pearl, Shunmei ¢ nexapcTBeHMHHM nOKpBITHEM,
sthdexrnBnag Anuna xarerepa 142 cM, auameTp X AnuHa Gannoua
2,75x25 MM - 1 wT.;

— Huctpykums no npuiMesesmo - 1 wr.;

31.  Karerep Gannonnulii oaxopazosuiii crepHAbHBIA KOPOHAPHEIH AH-
natauponHbifi Shun Pearl, Shunmei ¢ nekapcTBeHHBM nOKpbITHEM,

~—Shun Pearl Coronary Drug-coated Balloon Dilatation Catheter Shun-
mei, effective length 142 cm, balloon diameter x balloon effective
length 3,00x20 mm - 1 pe;

— Instructions for use — } pc;

36. Shun Pearl Coronary Drug-coated Balloon Dilatation Catheter Shun-
mei, model DCB300-25 consists of*

— Shun Pearl Coronary Drug-coated Balloon Dilatation Catheter Shun-
mei, effective length 142 ¢m, balloon diameter x balloon effective
length 3,00x25 mm - 1 pc;

— Instructions for use — 1 pc;

37.Shun Pearl Coronary Drug-coated Balloon Dilatation Catheter Shun-
mei, model DCB300-30 consists of:

—Shun Pearl Coronary Drug-coated Balloon Dilatation Catheter Shun-
mei, effective length 142 c¢m, balloon diameter x balloon effective
length 3,00x30 mm - | pc;

— Instructions for use — 1 pc;

38. Shun Pearl Coronary Drug-coated Balloon Dilatation Catheter Shun-
mei, model DCB300-40 consists of:

—Shun Pearl Coronary Drug-coated Balloon Dilatation Catheter Shun-
mei, effective length 142 cm, balloon diameter x balloon effective
length 3,00x40 mm - | pc;

— Instructions for use - 1 pc;

39, Shun Pearl Coronary Drug-coated Balloon Dilatation Catheter Shun-
mei, model DCB350-10 consists of:

—Shun Pearl Coronary Drug-coated Balloon Dilatation Catheter Shun-
mei, effective length 142 cm, balloon diameter x balloon effective
length 3,50x10 mm - 1 pc;

— Instructions for use — 1 pc;

40. Shun Pear] Coronary Drug-coated Balloon Dilatation Catheter Shun-
mei, model DCB350-135 consists of:
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moaens DCB275-30 B cocrase:

—Karerep Gannonnnii onHopasosbili cTepHAbHBIH KOpoHapHELi AunaTa-
tHOHHNA Shun Pearl, Shunmei ¢ nexapcTBeHHWM FNOKPHTHEM,
addexTuBHan anHHa Kkaretepa 142 cm, Avamerp X AnHHa GannoHa
2,75x30 MM - | wiT.;

— Huctpykuus no npaMeHeHmio — | wr.;

32.  Karerep 6annonnsiii oqHopa208sift CTepiIbHEIA KOPOHAPHELH -
naraumoHsn# Shun Pearl, Shunmei ¢ nexapcTBeHHnM NOKpHITHEM,
moaens DCB275-40 8 cocrase:

—Karerep 6annonnbiii OAHOPA30BEIH CTCPHILHEHA KOPOHAPHLIH AunaTa-
nuoHuei#t Shun Pearl, Shunmei ¢ neKapCTBCHHMM MOKpLITHEM,
sddexTrBHan amua xaterepa 142 cm, auameTp X AnuHa Gannona
2,75x40 MM - | wiT,;

— HucTpykima no npumexennio — 1 wir.;

33.  Karerep Gannonnbiii 0AHOPa30BLIi CTEPHILHEH KOPOHAPHBIA AU~
natauyoHnsii Shun Pearl, Shunmei ¢ nexkapcTBEHHMM NOKpRITHEM,
mogeas DCB300-10 8 cocrase:

—Karerep 6annonnuii 0AHOpasoBLii CTEPUALHEIH KOPOHAPHEH AHNaTa-
uvonnn#i Shun Pearl, Shunmei ¢ neKapcTBEHHHM NOKpLITHEM,
s(pexruBHas gnuHa Karerepa 142 cM, amamerp X AJaMHA Gannoxa
3,00x10 MM — 1 1T,

— HueTpykuns no npumesennio ~ 1 wr.;

34.  Karerep GannonHlii oqnopasosnii CTEpUbHLIH KOpOHAPHBIH AR~
narauuonsbiii Shun Pearl, Shunmei ¢ nexapcTeeHHEIM MOXpHITHEM,
mozene DCB300-15 B cocrase:

— Karerep 6annontsifi 04HOpPa30BLIi CTEpUALHNI KOPOHAPHDIH AUNATa-
uuonHblif  Shun Pearl, Shunmei ¢ nexapcTBeHHHIM TOKpHITHEM,
addexrrBHan AnMHA KaTetepa 142 cM, guaMeTp X AnnHa GannoHa
3,00x15 MM — | wiT.;

— HHcTpyxnus no mpumerenmio — | urr.;

—Shun Pearl Coronary Drug-coated Balloon Dilatation Catheter Shun-
mei, effective length 142 cm, balloon diameter x balloon effective
length 3,50x15 mm - 1 pc;

—Instructions for use — 1 pc;

41.Shun Pearl Coronary Drug-coated Balloon Dilatation Catheter Shun-
mei, model DCB350-20 consists of:

—Shun Pearl Coronary Drug-coated Balloon Dilatation Catheter Shun-
mei, effective length 142 cm, balloon diameter x balloon effective
length 3,50x20 mm - 1 pe;

— Instructions for use - 1 pc;

42, Shun Pear] Coronary Drug-coated Balloon Dilatation Catheter Shun-
mei, model DCB350-25 consists of:

—Shun Pearl Coronary Drug-coated Balloon Dilatation Catheter Shun-
mei, effective length 142 cm, balloon diameter x balloon effective
length 3,50x25 mm -1 pc;

— Instructions for use - 1 pc;

43, Shun Pearl Coronary Drug-coated Balloon Dilatation Catheter Shun-
mei, model DCB350-30 consists of*

—Shun Pearl Coronary Drug-coated Balloon Dilatation Catheter Shun-
mei, effective length 142 cm, balloon diameter x balloon effective
length 3,50x30 mm - 1 pe;

—Instructions for use — 1 pc;

44. Shun Pearl Coronary Drug-coated Balloon Dilatation Catheter Shun-
mei, model DCB350-40 consists of:

—Shun Pearl Coronary Drug-coated Balloon Dilatation Catheter Shun-
mei, effective length 142 ¢m, balloon diameter x balloon effective
length 3,50x40 mm -1 pc;

— Instructions for use — 1 pc;

45. Shun Pearl Coronary Drug-coated Balloon Dilatation Catheter Shun-
mei, model DCB400-10 consists of:
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35.  Karerep 6annonnblii 0AHOpa30Bbii CTEPHAbHBIH KOPOHAPHBIH AN-
naraunoHHblii Shun Pearl. Shunmei ¢ nexapcTBeHHbBIM NOKpBITHEM,
moaens DCB300-20 8 cocrase:

— Karerep 6annonublii 04HOpa3oBbl# CTEPHABHBIA KOPOHAPHBIH ANNaTa-
unonnbiii Shun Pearl, Shunmei ¢ nekapcTBeHHBIM TOKpbITHEM,
3¢ dexTHBHaA AnuHA Karetepa 142 cm, aumamerp X AnuHa GannoHa
3,00x20 MM - | wit,;

— MHcTpyKums no npuMeHeHHio — | wr.;

36.  Karerep 6anionHbIf 04HOpa30BbIi CTEPUNbHBIA KOPOHAPHBIA AU~
nataunonHbit Shun Pearl, Shunmei ¢ nexapcTBeHHbIM MOKpPbITHEM,
moaens DCB300-25 B cocrase:

— Karerep GannonHbI# 01HOPa30BbIH CTCPHIbHBIA KOPOHAPHBIH ANNaTa-
umonHbiii Shun Pearl, Shunmei c nekapcTBeHHbIM NOKpBITHEM,
3¢¢pexTnBHan jMHa karercpa 142 cM, auamerp X AjuHa Ganona
3.00x25 MM — | wT.;

— MHCTpYKUMA NO NPUMEHEHHIO — | WwT.;

37.  Karerep 6an10HHbIH 0AHOPa30Bbii CTEPHIbHBIA KOPOHAPHBIN A~
nataumonnblit Shun Pearl, Shunmei ¢ nexapcTBeHHBIM NOKPLITHEM,
moacns DCB300-30 8 cocrase:

— Karerep 6annonHblit 01HOpa30BbIii CTEPHIbHLIA KOPOHAPHBIN AnNaTa-
unonnblii Shun Pearl, Shunmei ¢ nekapcTBeHHbLIM NOKpbITHEM,
3¢pdexTnBHan anuHa Karetepa 142 cMm, auamerp X AnuHa Gannona
3.00x30 MM — 1 wiT.;

— MucTpykums no npumMeHennio — | wr.;

38.  Karetep 6annoHHbI# 01HOPa30Bblii CTEPHABLHBIA KOPOHAPHBIHA /K-
natauuonHbii Shun Pearl, Shunmei ¢ nexkapcTBeHHBIM NOKpPLITHEM,
mozaenp DCB300-40 B cocrase:

— Karertep 6annoHHbIH 04HOPa30BbIH CTEPUIIBHBIA KOPOHAPHBI AuUnaTa-
udoHHbi#i  Shun Pearl, Shunmei ¢ nexapcTBeHHBLIM NOKpLITHEM,
d¢pdexTuBHas anuHa Karetepa 142 cM, aMameTp x AIMHa GannoHa
3,00x40 MM — 1 wr,;

— HucTpykums no npumeHenuio — | wr.;

— Shun Pearl Coronary Drug-coated Balloon Dilatation Catheter Shun-
mei, effective length 142 cm, balloon diameter x balloon effective
length 4,00x10 mm - | pc;

— Instructions for use - | pc;

46. Shun Pearl Coronary Drug-coated Balloon Dilatation Catheter Shun-
mei, model DCB400-15 consists of:

—Shun Pearl Coronary Drug-coated Balloon Dilatation Catheter Shun-
mei, effective length 142 cm, balloon diameter x balloon effective
length 4,00x15 mm - 1 pc;

— Instructions for use - 1 pc;

47. Shun Pearl Coronary Drug-coated Balloon Dilatation Catheter Shun-
mei, model DCB400-20 consists of:

—Shun Pearl Coronary Drug-coated Balloon Dilatation Catheter Shun-
mei, effective length 142 cm, balloon diameter x balloon effective
length 4,00x20 mm - 1 pc:

— Instructions for use — 1 pc;

48. Shun Pearl Coronary Drug-coated Balloon Dilatation Catheter Shun-
mei, model DCB400-25 consists of:

—Shun Pearl Coronary Drug-coated Balloon Dilatation Catheter Shun-
mei, effective length 142 cm, balloon diameter x balloon effective
length 4,00x25 mm - | pc;

—Instructions for use — | pc;

49. Shun Pearl Coronary Drug-coated Balloon Dilatation Catheter Shun-
mei, model DCB400-30 consists of:

— Shun Pearl Coronary Drug-coated Balloon Dilatation Catheter Shun-
mei, effective length 142 cm, balloon diameter x balloon effective
length 4,00x30 mm — | pc;

— Instructions for use — 1 pc;

50. Shun Pearl Coronary Drug-coated Balloon Dilatation Catheter Shun-
mei, model DCB400-40 consists of:
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39.  Karerep Gannonnmii oqHopa3oBui#i CTEPHIbHLIA KXOpPOHapHKIHA An-
nataumonnniit Shun Pearl, Shunmei ¢ nexkapcTBeHHBIM NOKpHTHEM,
mogens DCB350-10 B cocraee: §

— Karerep Gannonnslit opHopazoswiif cTepunbHbit KOpOHapHBIH JUnaTa-
umoHHm#A Shun Pearl, Shunmei ¢ nexapcrBeHHEIM NOKpHITHEM,
apdexTuBnas anmna xarerepa 142 cM, auaMeTp X AiuHa GauioHa
3,50x10 MM — | wirt.;

— UHCTpyKipa no npuMeseHno — 1 wr.;

40.  Karerep GannonHnili 00HOPa3lOBKil CTEPHABHBIA KOPOHAPHRII AU~
nataupoHHEli Shun Pearl, Shunmei ¢ nexapcTBeHHBIM NOKpLITHEM,
moaens DCB350-15 B cocrase:

—Karerep GaonHbIA 0AHOPa30BLIHA CTEPHAbHBIH KOPOHAPHBIH AunaTa-
unonumit Shun Pearl, Shunmei ¢ nexapcTBeHHHM NOKpHTHEM,
spdexTnuBHas aauna karerepa 142 cM, guameTp X AimHa Ganwiona
3,50x15 MM — 1 muT.;

— UHCTpYKIMA NO npuMeHeHmo — 1 1IT.;

41.  Karerep GannoHHBIH ORHOPAIOBEIA CTCPHIBHBIA KOPOHAPHBIH An-
natauporHsli Shun Pearl, Shunmei ¢ nekapcTBeHHBIM NOKpHITHEM,
mozens DCB350-20 B coctage:

—Karerep 6annonsnii oanopasoebiii crepuibHBi KOPOHapHBIil fhnaTa-
uvoHnuii Shun Pearl, Shunmei ¢ nexapcTBeHHLIM TOKPHTHEM,
afupexTnHan annna Kxarerepa 142 cm, auameTp x anuua Gannoua
3,50x20 Mmm - 1 wt.;

— HHCTpyKuHMa no npuMeneHnio — 1 wir.;

42.  Karerep 6annonnbifi onHopasopsiit CTEpHUABHEE KOPOHapHKEIl Ay~
nataunonunidi Shun Pearl, Shunmei ¢ nexapcreeHHBIM DOKpEITHEM,
mozaens DCB350-25 8 cocrase:

—Karerep Gannonnsii oaHOpa3oBhiii cTepHILHEIA KOpOHAPHLH AHNaTa-
unonnnii Shun Pearl, Shunmei ¢ nekapcTBeHHEIM NOKpHITHEM,

s¢pdexrnsrans pauna Karerepa 142 cm, guamerp X AnuHa Gannona
3,50x25 MM — 1 wt.;

—Shun Pear! Coronary Drug-coated Balloon Dilatation Catheter Shun-
mei, effective length 142 ¢m, balloon diameter x balloon effective
length 4,00x40 mm — 1 pc;

— Instructions for use — 1 pe.

Next — a medical device (MD), a device, a catheter
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—Hucrpykuus no npumesenmo — | mr.;

43.  Karerep Gannonnuiii oAHOPa3soBkIH CTEPHABLHEIN KOPOHAPHBIH 1~
nataunorHblii Shun Pearl, Shunmei ¢ nexapcrBeHHEM nOKpHITHEM,
moaens DCB350-30 8 cocrase:

~—Karerep 6announsii onHopasosmit crepiunbHbIi KOPOHAPHEIH ANNATa-
uuoHHuti Shun Pearl, Shunmei ¢ nexkapcrBeHHEM NOKpRITHEM,
stdexrusnas gnuHa Karerepa 142 oM, amamerp X anuna Gannoua
3,50x30 MM -1 wir,;

— HHeTpykuma no npumenenuto — 1 wr.;

44,  Karerep GannoHnbiii 0AHOPa30oBHH cTEpuAbHBIE KOPOHAPHKIA AM-
nataunonunii Shun Pearl, Shunmei c nexapcTBeHHNIM NOKpHITHEM,
mogens DCB350-40 e cocrase:

—Karerep 6annoHuki 0ZHOPA3ORH CTEPHALHBIN KOPOHAPHLI AWNATA-
muoHnbii  Shun Pearl, Shunmei ¢ nexapcTBeHHHM NOKphITHEM,
addexTrrHAS AnHHA KaTeTepa 142 cM, AuaMeTp X AnuHa Gannoua
3,50x40 MM — 1 wiT,;

— WncTpykips no npuMerenunio — 1 wr.;

45.  Karerep GannoHHHIH 0RHOPA30BLIH CTEPUABHBIA KOPOHAPHEIA A~
naraunorneiii Shun Pearl, Shunmei ¢ nexapcTBeHHEIM NOKPLITHEM,
moaens DCB400-10 s cocrase:

— Karerep 6annonHEIi 0aHOPa30BLI CTEPHABHEINA KOPOHAPHBIH AKNaTa-
muoHHEH Shun Pearl, Shunmei ¢ nexapcTBeHHBIM NOKPHITHEM,
sthexTuBHan annHa katetepa 142 cm, Auamerp X AnkHa Oannoua
4,00x10 MM - | wT.;

— Hsctpyxums no npumerennio — 1 wr.;

46.  Katerep Gannonnui#t oaHOpa3oBbiii CTEPANBHHA KOPOHAPHEIH U
naTauHoHHbIH Shun Pearl, Shunmei ¢ jekapcTBeHHEIM NOKpHITHEM,
moaens DCB400-15 s cocrage:

— Karerep 6annoHHLi oxHOpa30BHIi CTEPHABLHEIL KOPOHAPHII AUTaTa-
uqounu#i Shun Pearl, Shunmei ¢ nexapcTeeHHBIM NOKphHITHEM,
spdexTrBHas muua Karerepa 142 cM, anamerp X AnMHa Gannoua
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4,00x15 Mm - | .
— HscTpyxums no npuMeHenuio — | 1wr.;

47.  Karerep Gamnonumiii 0aHOpa3oBHIi CTEPHIIbHLIN KOPOHAPHEIH AH-
naranuornuli Shun Pearl, Shunmei ¢ nexapcTeeHHRIM nOKphITHEM,
moaens DCB400-20 8 cocrage:

—Karerep GannoHnbIH 0QHOPa3OBHI CTEPUbHEIN KOPOHAPHLI AUNaTa-
uMonnui Shun Pearl, Shunmei ¢ nexapcTBeHHHIM NOKpLITHEM,
spdexTuBHas aAnuna Karerepa 142 cm, amamerp X AnuHa Ganiona
4,00x20 Mm - | wr.;

— HWnctpyxims no npumerennio —~ 1 wr.;

48.  Karerep GannonHnii 0aAHOpa30BH#i CTEPHAbHBIH KOPOHAPHHII AK-
narauuoHHbli Shun Pearl, Shunmei ¢ nexapcTBeHHBIM NOKPHITHEM,
moaeas DCB400-25 B cocrase:

—Karetep Gannonnniit 01B0pasoBbiii CTEpHABHBIH KOPOHapHRIH AMNaTa.
nponubii Shun Pearl, Shunmei ¢ nexapcTBeHHHM nOKphITHEM,
spdexruBHas AMHHa Katetepa 142 oM, AuaMeTp X Anuna Gannoxa
4,00x25 MM — 1 wit.;

—MWucTpykuus no npumexenuio — | wr.;

49.  Karerep 6amnonnpi oqnopa’osuiii CTeprAbLHB KOPOHAPHEIA AU~
naraunonnbii Shun Pearl, Shunmei ¢ fexapcTBEHHBIM NOKPHITHEM,
moaens DCB400-30 B cocrare:

—Karerep Gannonnsiii oqHopasopsiii cTepuIbHBI KOPOHAPHEIH AMNaTa-
unonkbii Shun Pearl, Shunmei ¢ nexapcTBeHHMM nNOKpHTHEM,
spdexTBHAS AIHHA KateTepa 142 cM, AuameTp X AnuHa Gannoua
4,00x30 MM - 1 wr.;

— WHcTpykuua no npumenenno — 1 wr.;

50.  Karerep 6an1onnbiii 0HOPa3OBLIH CTEPUABHBIH KOPOHAPHHIH Ay
nataynonHbléi Shun Pearl, Shunmei ¢ nexapcTBeHHNM NOKpHTHEM,
moaens DCB400-40 B coctase:

— Karerep Gamtonrnbiii 0AHOPa3OBHIH CTCPUIbHEIA KOPOHAPHKLIN AUNATA-
uvonnbiif Shun Pearl, Shunmei ¢ nexapcTenHHBIM nOKpMTHEM,
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3¢ dexTBHas LIHHA Katetepa 142 cM, auMameTp X anuHa Gannowa
4,00x40 MM — 1 wit.;

— HHcTpykums no npumeHenuio — | wr.

Jlanee — meanumnckoe n3genue (MH), nsnenne, karetep.

2.Ha3nauenne MeHUHHCKOro H3/1e/IH%

2. Purpose of the medical device

Karerep Gannonnsiii 0aHOpa30BbIi CTCPHILHLIH KOPOHAPHbIA AWIATaLIHU-
oHHbii  Shun Pearl, Shunmei ¢ nekapcTBeHHBIM  NOKpbITHEM
npeaHa3HayeH 115 pacllMPEeHUA NOPAKEHHOIO CEFMEHTa KOPOHAPHO#H ap-
TEPUM NyTEM [OCTABKH JICKAPCTBCHHOIO Mpenapata B KOPOHapHYIO
apTepHIO UK CTEHT € YYaCTKOM NOpakeHUs AauHo# ot 6,00 Mm o 26.00
MM 4 qnametpoM oT 1,50 MM 10 4,00 MM Npy BhINOJIHEHHH YPECKOXKHOM
TPAHCIIOMHHANIBHOH KOpoHapHoii aHrnonnactukn (YTKA).

Shun Pearl Coronary Drug-coated Balloon Dilatation Catheter Shunmei is
intended for dilate the lesion segment in the coronary artery by delivering
the drug into the coronary artery or stent with lesion length of 6.00mm to
26.00mm and diameter of 1.50 mm to 4.00 mm. Under the following cir-
cumstances, Coronary Drug-coated Balloon Dilatation Catheter can treat

coronary artery diseasc by Percutaneous transluminal coronary angioplasty
(PTCA)

3. Iloxa3zauus

3. Indications

KarteTep 6annonnslii onHopaszosstit cTepuibHbINA KOPOHAPHBIH AUNaTalUM-
oHublii  Shun Pecarl, Shunmei ¢ nekapcTBeHHbIM MOKpbITHEM
NpexHa3Ha4y€eH AN pacLIMPEHUs NOPaXKEHHOTO CerMeHTa KopoHapHo#i ap-
TEPHH MNYTCM AOCTaBKHM JIEKAPCTBEHHOro Mpenapata B KOPOHAPHYIO
apTEPHIO HITK CTEHT € YHaCTKOM nopaxeHHa AIMHOH ot 6,00 MM 10 26,00
MM 1 auametpoM ot 1,50 mm 10 4,00 MM npH BEINOJTHEHHH YPECKOXKHOH
TPAHCIIOMHHANIBHON KOpPOHapHO# aHrnonnactuku (UTKA).

bannoHHbI# AMNaTaLUMOHHBIH KaTeTep C JIEKapCTBEHHBIM NOKPBITHEM MO-
KET NIEYMTb HIUEMHYECKYI0 Oone3Hb cepaua MyTeM HYPECKOXKHOM
TPaHC/IIOMHHAIBLHOM KoponapHoii anrnonnactiku (YTKA).

Kartetep 6annontbiii oqHOpa30BbIii CTEPHIIbHBIH KOPOHAPHBIH IMIaTaLK-
OHHBI C JIEKAPCTBEHHbIM TMOKPHITHEM B Ka4yecTBE YCTPOWCTBA NpH
nHTepsenunonHoi Tepanud YTKA n YHKB moxer ncnons3osarses y na-
LUMEHTOB C:

cTabunbHO#M cTeHOKapaueii.

HecTabuNbHOM CTCHOKapaHei,

COCTOSIHUAMM, MIOXOXKMMH Ha CTEHOKApAHIO,

OCTpbIM HH(ApPKTOM MHOKApAaa ¢ noabeMom cermenTa ST,
uxapkTom MHokapaa 6e3 noabema cermenta ST,
CTPECC-TECTUPOBAHHEM BBICOKOrO PHCKA;

Shun Pear| Coronary Drug-coated Balloon Dilatation Catheter Shunmei is
intended for dilate the lesion segment in the coronary artery by delivering
the drug into the coronary artery or stent with lesion length of 6.00mm to
26.00mm and diameter of 1.50 mm to 4.00 mm. Under the following cir-
cumstances, Coronary Drug-coated Balloon Dilatation Catheter can treat
coronary artery disease by Percutaneous transluminal coronary angio-
plasty(PTCA).

Coronary Drug-coated Balloon Dilatation Catheter, as a device in PTCA
and PCl interventional therapy, can be used for patients with:

- stable angina,

- unstable angina,

- anginal equivalent,

- acute ST-elevation myocardial infarction,

- Non ST-elevation myocardial infarction,

- high-risk stress testing.

- Patients with de novo lesions;

- Patients with small vessel disease, where stenting is not feasible or risk
for restenosis is high;

- Patients with bifurcation lesions, lateral stenting can increase dissection
and raise the risk of restenosis, and balloon catheter therapy is recom-
mended;
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Y NalHEHTOB C NEPBHYHBIMH NOPAKEHUAMH;

y MaLHEHTOB ¢ 3a00/eBAHNEM MENIKHX COCYAOB, Y KOTOPbIX CTCHTH-
pOBaHHE HCBO3MOXHO MJIH BbICOK PHCK PECTEHO3a;

y NauueHToB ¢ 6ndypkaLtMOHHBIMH NOPAXKEHUAMM NATEPAIbHOE CTEH-
THPOBAaHHE MOXET YBEIHYHUTb PacC/OEHHE W 110BbICHTb PHUCK PECTEHO3a,
no3ToMy peKoMeHAyeTca OanloHHas KaTeTepHas Tepanus;

Y MALKEHTOB C PECTEHO30M NOC/IE NPEABbIAYILEr0 CTEHTHPOBAHHA.

- Patients with restenosis after previous stenting.

4. IIpoTHBONOKA3aAHHA

4. Contraindications

Karerep 6annoHublii  0aHOpa3oBbIH  CTEPHIbHBIA  KOPOHApPHBIH
aunatauuoHHbli Shun Pearl, Shunmei ¢ nexapcTBeHHBIM NOKpLITHEM
3anpeLleHO HCNOMb30BaTh CNEAYIOLUMM KaTETOPHAM MaLMEHTOB:

— [Naumentsl ¢ annepruedi MM HeNEPeHOCUMOCTBIO NpCnapaTa CUPOIHU-
MYC HMJIH COCAMHEHHH, CBA3AHHbIX C €r0 CTPYKTYPHOH aKTUBHOCTBIO.

— [launcHTEI, y KOTOPLIX CErMEHTHI NOPaXKEHKA He MOryT ObIThb 11peaBa-
PUTENLHO  pacIUMpeHbl  MAH  MOATOTOBNEHBI NCPEA  JICHYEHHEM
KOPOHApHLIMHK KaTeTepamu Ans 6annoHHON AnWNaTaumMK, NOKPLITHIMK Ne-
KapCTBEHHBIM CPEACTBOM.

— [NaunenTel, MMelOIME NOPAXKEHHS, YCPE3 KOTOPble HEBO3MOXHO MO/~
HOCTBIO BBECTH B 0alnoH [UIA  aHIMONACTHKM WIM  NPaBUABHO
YCTAHOBHTb KaTeTep.

— [NaumeHTsl, HecnocoOHbIE MOMYYHTb PEKOMCHIAOBAHHYK) aHTHarpe-
FAHTHYIO H/IX AHTUKOATY/IAHTHYIO TEPAnHIoO.

— [laumneHTE ¢ BbICOKMM PHCKOM KPOBOTCHEHHIA.

— Tsxenas anneprus Ha KOHTPaCTHBHIC BEILECTBA.

— bepemeHHble M KOPMSALLKE KEHULMHD.

— [launeHThl ¢ KapAHOre€HHBIM LLOKOM.

— INanmnenTnl, nepexeciuMe onepaumnio cpaly noclje nosBNEHUA CUMITO-

MOB TpoM0O3a MIM HapylWEHHA KPOBOTOKA BO BHYTPHHEPENHBIX
apTepHsx.

O6umme  xupypruveckMe  NpOTHBOMOKA3aHMA A1 [PHUMCHEHMSA
YPECKOXHOH TPaHCIIOMHHANBbHOH KOpoHapHo# aHrnonnacTiku (YTKA):

— KoponapHas apTepus puruiHa uian KanbUMHAPOBaHA, JKCLEHTPHYE-
CKHi#l CTEHO3.

The following types of patients are prohibited from using Shun Pearl Cor-
onary Drug-coated Balloon Dilatation Catheter Shunmei:

- Patients who are allergic to or cannot tolerate the drug sirolimus or
compounds related to its structural activity.

— Patients whose lesion segments cannot be predilated or prepared prior
to treatment with a Coronary Drug-coated Balloon Dilatation Catheters.

— Patients judged to have lesions that could not be fully inserted into the
angioplasty balloon or correctly placed catheter.

— Patients unable to receive recommended antiplatelet or anticoagulant
therapy

Patients with high bleeding risk

Severe allergy to contrast media

Pregnant and lactating women

Patients with cardiogenic shock

Patients who underwent surgery immediately afier symptoms of throm-
bosis or poor flow in the intracranial arteries

General surgical for PTCA applications contraindications:

— Coronary artery is stiff or calcified, eccentric stenosis
Chronic total occlusive disease with severe calcification
Multiple extensive diffuse lesions

Patient with refractory heart failure (ejection fraction <35%)
Severe (ventricular) arrhythmia

General surgical for PCI applications contraindications:
— Hemorrhagic diseases
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— Xpounieckoe TOTAIBHOE OKKMO3HOHHOE 3a0oneBaHue C TAXKENOH
xansuudnxauueit.

—  MnoxecTBeHHbie 06mmpHLIe Au(PY3HbIE NOpaXKEHHS.

-+ [Naugent ¢ pedpakrepHoit cepaeunoli HeaocTaTOUHOCTMO ((Ppaxums
BhiOpoca <35%)

— Taxenas (xenyaouKkoBas) apHTMHA

OGwexupyprauecKue NPOTHBONOKA3AHUA A NPUMEHECHHA YPECKOXHOE
KopoHapHoro BMeuaTenscTea (UKB):

- Temopparnuecksue 3a6onepanus

AJLneprus Ha KOHTPACTHOE BEICCTRO

Anneprus Ha aHTHAIPETaHTH BHIH MaTEPHANb! CTEHTOB.

JluameTp LieneBoro cocyna MeHee 2,25 MM.

IpeasapurentbHoe paciiMpeHse TOXeNX XaNbIWHUPOBAHHBIX Opa-
XeHull HeloCTATOYHO.

— 3abonepaHus ¢ BLICOKHMH OCTIOHECHHAMH H BHICOKOH CMEPTHOCTBIO.
- Jnddy3no nopaxeHHEIH TPAHCINAHTAT APTEPHHU WK BEHbI MEJIKOTO
xanubpa,

- JIpyrue xopoHapHhe 3a0onesanus, He noaaaiomuecs nedenn:o YKB.

Contrast agent allergy

Those who are allergic to antiplatelet drugs and / or stent materials
The target vessel diameter is less than 2.25mm

Pre-expansion of severe calcified lesions is insufficient.

Diseases with high complications and high mortality

- Diffusely diseased small-caliber artery or vein graft

~ Other coronary conditions not amendable to PCI

5. Boamoxnbie ocnoxnenus u nofounsie 3gdpexTnt

5. Possible complications and side effects

BosmoxHbie ocnoxkHEHMS ¥ NOGOuHRE 3(EKTE, KOTOpHE MOFYT
BOZHHKHYTb B PE3YNLTATE HCMONB3OBAHMA MENMLMHCKOTO H3ACIMA,
BK/IOHAIOT CNCAYIOIEE:

Huccexums wnx nepopaups KOPOHaPHHIX apTepHii;

IoBpexaecnne unn paspuis KOpoHapHOii aprepuu;

Tpombo3;

AprepranbHbii criasm;

Mepuanue xenya04Kos;

Hapywenue cepacunoi npoBoAHMOCTH;

Ombonmianms;

Undexuna w/nny 6onb B MeCTe BXOI4;

TownoTa, pBoTa;

CocyancTsie OCNOKHEHHA, KOTOphie MOryT notpebosats Boccra-

HOBJICHHA COCYAOR,

Complications and adverse reactions that may result from the use of this
product, including but not limited to the following:

Dissection or perforation of coronary arteries

Coronary artery injury or rupture

Thrombosis

Arterial spasm

Ventricular fibrillation

Disturbed cardiac conductivity

Embolization

Infection and/or pain at the entry site

Nausea, vomiting

Vascular complications, which may require vascular repair
Histological changes in the vessel wall, including distension, cell
damage Or necrosis
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- mcTonornyeckne U3MeHeHUs B CTEHKe COCYfa, BKIOYAs pacTsxe-
HVe, NOBPEXeHNEe KNETOK NN HEKPO3;
- PecTeHO3 pacLUUPEHHbIX apTepuii;
- HecTtabunbHas c3'eHoKapaus;

OcCTpblli UH(APKT MUOKapAa;
- HapylueHne cepaevyHOil NPOBOAMMOCTH;

KpoBOTeYeHNs un remaToMbl;
- B cnyuyae HeKOTOpbIX U3 BbILENEPEUUCIEHHbIX MOTEHLUANbHbIX He-
XenatenbHbIX  SABAEHWA  MOXeT noTpeboBaTbCs  AOMONHUTENbHOE
MeAULMHCKOE fliedeHue.
6. CBefeHNs 0 NpPoOM3BOAMTESIE MEAULNHCKOTO N3aenns
HanmeHoBaHMe NPOM3BOANTENS:
Shunmei Medical Co., Ltd («lLyHmeir Megnkan Ko., Ta», Kutaiickas
1lapogHas Pecny6nunka)

FOpugmnyeckunini agpec NponsBoOAUTENS:

3rd Floor and R401 of building B, No.8 of 1st Jinlong Road, Baolong In-
dustrial Zone, LongGang District, 518116 Shenzhen, Guangdong, China.
TenethoH: 0086-0752-3306949

JNeKTpoHHaa noyta: nora®shunmed.com

Caint: www.shunmed.com

MecTo Npon3BOACTBA MELAULUHCKOIO U3aenns:

Shunmei Medical Co., Ltd

Yifa 3rd road, Yifa Industrial Zone, Pingtan Town, Huiyang District,
Hui/.hou, Guangdong, China

7.YCJI0BNA npuMeHeHNs

Yc'raHoBKa KaTeTepa [O0/DKHa BbIMONHATLCA TOMbKO B 60MbHULAX, TAe
MO>XHO JIerKO BbIMO/IHUTL 3KCTPCHHYIO ONepaLuio no aopTOKOPOHapHOMY
LWYHTWUPOBAHUIO

8.MoTeHUManNbHbIM NOTPebUTENb

Cneumnanunct B 061aCTU UHTEPBCHLMOHHON KapAMON0rumM Unm sHL0BackKy-
NAPHOM  WHTEPBEHLMOHHON  XUpypruu wan  Bpay,  KOTOpbIN
cneyuannanpyeTca Ha 3aboneBaHMAX CepaLa U BnageeT TeEXHUKON NHTep-
BEHLMOHHOI0 BMeLLATENbCIBa.

18

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

- Restenosis of dilated arteries

- Unstable angina

- Acute myocardial infarction

- Disturbed cardiac conductivity

- Bleeding complications or hematomas

- Additional medical treatment may be required for some ofabove poten-
tial adverse events

6. Information about manufacturer of the medical device
Name of manufacturer:
Shunmei Medical Co., Ltd

Legal address of manufacturer:

3rd Floor and R401 of building B, N0.8 of 1st Jinlong Road, Baolong In-
dustrial Zone, LongGang District, 518116 Shenzhen, Guangdong, China.
Telephone: 0086-0752-3306949

Email address: nora@shunmed.com

Website: www.shunmed.com

Manufacturing site:

Shunmei Medical Co., Ltd

Yifa 3rd road, Yifa Industrial Zone, Pingtan Town, Huiyang District,
Huizhou, Guangdong, China

7. Usage conditions

Catheter placement should only be performed at hospitals where emer-
gency coronary artery bypass graft surgery can be readily performed.

8. Potential users
Interventional Cardiologist and Endovascular Interventionalist, or doctors
who specialize in the heart and have intervention technique.



9.1lonyasuus NauHeHTOB

9. Patient population

[lonynauma naunesToB BXAIOYaeT B3pocabix crapwe |8 ner. 3a uckmo-
yeHHEM OepeMEHHBIX, KOPMALUMX XKEHLIHH, NaUHEHTOB OONbHBIX PakoM
HJIM NALMUEHTOB, NPOXOAALIMX XHMHOTEPAIHIO.

The populations mainly include adults, over the age of 18. Except for
pregnancy, breast-feeding women, patients with cancer or chemotherapy.

10. Tpe6osanus 6e30NaCHOCTH H Mepbl NNPEAOCTOPOKHOCTH

10. Warnings and precautions

TpeGoBanns GezonacHocTn

1 OTO0 MEAMUMHCKOE HM3AENHE CTCPHIIM3YETCA OKCHAOM 3THIEHA.
[loxxany#cra, OTKPOATE €ro B acenTHYECKOH CpeAe H HEMEHJICHHO MC-
nonb3ymre.

2 ITO MEAMLIMHCKOE M3Je/IME ABNAETCA OAHOPA30BbLIM IIPOAYKTOM H
YHHYTOXKAETCA MOCAe HCMONb30BAHMA (HA MOBEPXHOCTH MOTYT OCTa-
BaThCS OCTAaTKH JIEKAPCTBEHHOIO CpPEACTBA (CHPOAMMYC), M nocne
MCMO/b30BAHMA €ro CneayeT YTHJIM3HPOBAaTh Haajexalum obpazom).
[loBTOpHAs CTEpHAM3aUMA NPH HCMIONL3OBAHHH 3alpeLlLEHa.

3 He ncnone3y#ite 370 MEAHUMHCKOE H3JE/IME HE N0 Ha3HAYEHHIO.
4 He ucnonb3yite MEAMLIMHCKOE M3AEAHE, €C/IM YNAKOBKA MK H3-
AeNHE MOBPEKAEHb! K NPOCPOUCHBI.

5 Ilepen ncnonbzoBaHuem NpoBepbTE, He NOBPEX/IEHO K H3AEHC:
uen an 6anI0H U T. 4., €CM OH HEHUCNPABEH, HE HCTIONb3YHTE H3AEIHE.

6 Heobxoanmo cobntoaatb 0coby1o 0CTOpOKHOCTb NPU U3BAECHEHHH
3TOr0 M3/€NUA M3 YNAKOBKM M NMPOXOXEHHH YepC3 reMOCTaTHYECKHH
KJ1anaH, YToObl YOeaMTBCA B LENOCTHOCTH H CTEPUILHOCTH 5asloOHHOTO
karerepa. He crubaiite n ne cxxumaiite 6annos nepea onepaumei.

7 [Ipy “Cnonb30BaHHH 3TONO M3/iENHA HEOOXOAMMO MCIIONb30BaTh
COOTBETCTBYIOLUMI HAaNpasnAlOLWMA KATETEP H NPOBONOYHBIH HanpaBu-
TeNb.

8 He npukacaiitech k 6aan0Hy HanpaMylo, He NpoTHpaiTe NOBEPX-
HOCTb 0anaoHa M HE KOHTAKTHPYHTE C XMAKOCTBIO HANPAMYIO, YTOObI
n30exKaTh pacclOeHUs WM OCbINaHKHA NOKPLITHA HaloHa.

9 IKcnayaTHpoBaTh JTOT NPOAYKT AOJDKHBI TONBKO npogeccHo-
HaNbHbIE Bpa4H, HMEIOLUME ONBLIT aHrHOrpadUH M YPECKOXKHOM
TPaHCIIOMHHAIBHOH KOPOHAPHO#H aHrHONNaCcTHKH.

10 He npoasuraiite npoBoaHMK OBICTPO /WK HE BBOAHTE €O C CH-
NOW, KOTJa KaTeTep COTHYT WK NEpeKpyYeH.

Warnings
1. This product is sterilized by ethylene oxide. Please open it in an
aseptic environment and use it immediatcly.

2. This product is a disposable product, and it is destroyed after use
(there may be residual drug (sirolimus) on the surface, and should be
properly disposed after use). Repeated sterilization for use is prohibited.
3. Do not use this product for purpose outside the scope of application.
4, Do not use use the device if the package is damaged, the product is
abnormal or out of date.

5. Check before use whether the product is damaged, whether the bal-
loon is intact, etc., if defective, do not use the product.

6. Extreme care must be taken when removing this product from the
package and passing through the hemostatic valve to ensure that the bal-
loon catheter is intact or sterile. Do not bend or squeeze the balloon before
surgery.

7. When using this product, appropriate guiding catheter and guide
wire must be used.

8. Do not touch the balloon directly, wipe the surface of the balloon or
contact with the liquid directly to avoid delamination or shedding of the
balloon coating.

9. This product should only be operated by professional doctors with
expericnce in angiography and percutaneous transluminal coronary angio-
plasty.

10. Do not advance the guide wire giuckly and/or force it into the cath-
eter when the catheter is bent or twisted.

I1.  Ifany resistance is obviously felt during the insertion of the balloon
catheter, the catheter must not be pushed hard again, which may damage
the balloon catheter or cause injury to the patient. If there is significant
resistance to pushing the balloon catheter forward through the guiding
catheter, withdraw the entire delivery system.
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11 Ecan o Bpema BaecHHA 6a110HHOINO KATETEPa ABHO OLNYINACTCA
KaKoe-1100 CoONpoTHBIEHHE, HENB3S CHOBA CHJIbHO HAXKHMATH HA KaTETEp,
NOCKOAbKY 3TO MOXET MPHBECTH K NOBPEXAEHHIO GalNOHHOIO KaTeTepa
WIH TpaBme naunenTa. Ecan cymecTsyer 3HaunTensHoe CONPOTHBACHNE
npoABHKeHHio 6anIOHHOr0 KaTeTepa Brepes Yepe3 Hanpas/IAIownii Ka-
TeTep, U3BJICKHTE BCIO CHCTEMY AOCTABKH.,

12 Karerep Gannonnmii ontopasossiit crepuibHEI KOPOHAPHDIH AN-
NETAUHOHHLIA C JICKBPCTBCHHNM TNOKPHITHEM MOXET HCNOAL30BATHCS
TONBKO 1A NEHCHHA OAHOTO H TOIO XKe NOPAXKEHHUS.

13 Ilepea wcnone3oeanueM GanoHHOIO KaTeTepa NpeABaPHTENBHO
PaciIHPHUTE O4ar NOPAXKEHHA ¢ NOMONIBIO KATETEPOR JUIA GannoHHoH aAu-
naraun YTKA. TlogaTnveas KOHCTPYKUMA 3TOr0 H3AE/JHA MOXET
NIPHBECTH K PACCIOEHHIO HIH OTCAUBAHHIO MOKPLITHS.

14  Ilepen ncnons3oBaHHEM MEOHLMHCKOIO H3AENHA O3HAKOMBTECH C
HHCTPYKUMEH 110 NPUMCHEHNIO.

Mepul npeaocTOPORHOCTH

I Koraa u3penue npoxoauT yepes yuacTox CTCHO3a NOPAKEHHA, TH-
CTANBHLIA KOHEW M3JCTHA MOXET ObTh NOBPEXACH W CAOMaH H3-38
YPEe3MEPHOTO BPALUECHHA.

2. Iipu sxkcruTyaTautn 3Toro Haaenua obpaTture BHHMaHHe Ha TO, HE
NEPEKPYUEHO JIH OHO, H 3KCNYaTHpYiiTe €ro ocTopoxHo. Ecan oH nepe-
Kpy4¢H, HeMCUICHHO NIPEKPATHTE ero HCTIONbL30BAHMUE.

3. Onepauun Ha cocyaax HEOGXOAUMO BRNOAHATH NOJ PEHTIEHOB-
CKMM H3NYYeHHEM BHICOKOro paspemicHna. Ecaum  owmymaercs
HE3HAYMTENLHOS CONMPOTHBACHHE, paboTy HEOOXOAMMO NpPEKpPaTHTE M
HaHTH npuuMHY conpoTuencHyi. He npoasuraiite nposoauuk B 6ann0H-
HOM KATETEpe BMEpea A0 TEX NOp, NOKa He OyAeT onpeaeneHa NPHYKHA
CONPOTHRACHHA H HE MPHHATH! MCPh) N0 YCTPAHCHHIO NOBPEXACHMUH co-
CyAOB, BHI3BAHHBIX MOBPCKACHUEM MAM MOMOMKOH H3AeaMA BO BpeMms
HCMONE30BAHNA.

4, Hcnonssyiire Hanpasnsiomuii NPOBOAMKK B KAYECTBE OPHEHTHPA
npu pabore ¢ u3genueM.

S, 310 M3ACAHE AOMKHO MCNONL3OBATHCA TOMLKO OOYUCHHEIMH Me-
JHUHHCKHMHM  paoTHMKaMM A9 BWNONHEHWA  KOPOHapHol

12. A Coronary Drug-coated Balloon Dilatation Catheter can only treat
the same lesion.

13.  Before using the Coronary Drug-coated Balloon Dilatation Cathe-
ter, please predilate the lesion with.a PTCA Balloon dilatation Catheters.
The malleable operation of this product may cause delamination or peeling
of the coating.

14.  Please refer to both the medical device and pharmacy instruction for
use before operating the product.

Precautions

1. When the product passes through the stenosis site of the lesion, the
distal end of the product may be damaged and broken due to excessive
rotation .

2.  Inthe operation of this product, please pay attention to whether the
product is twisted, and operate it carefully. If it is twisted, stop using it
immediately,

3. Operations in blood vessels must be performed under high-resolu-
tion X-rays. If slight resistance is felt, the operation must be stopped, and
the cause of resistance must be found. Do not push the guide wire in the
balloon dilatation catheter forward until the cause of resistance is deter-
mined and remedial measures are taken to prevent vascular injury caused
by damage or breakage of the product during use.

4.  Use a guide wire as a guidance when operating the product.

5. This product should only be used by trained medical professionals
to perform coronary angioplasty. Balloon dilatation should only be per-
formed with liquid expanding agent. Failure to use the appropriate
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AHTHOIUIACTHKH. BannoHHyio AunaTauMio cieayeT BuIMOMHATH TONLKO C
MCIO/Ib30BaHHEM JXMAKOTO pacluHpaowero areHra. Heucnonb3osaHue
COOTBETCTBYIOWEH KHIKOCTH (HampuMmep, 4Ype3MepHas KOHUCHTpauMs
KOHTPACTHOTO BELUECTRA) MOXET FNPUBECTH K YBENIMMEHHIO BPEMEHH CAY-
BaHHA M YBEJIHYEHHIO BPEMEHHM HalyBaHus. He ucnons3yiite Bo3gyx miau
ra3o00pa3sHblii paciIMpUTEb.

6. BriBenenue karerepa cineayet npoBOAHTbL OCTOPOXKHO, a AeCTBHE
A0JHKHO ObiTh WwaaawMM. He TaHHTE M He BBITacKHBaHTE pe3ko H 6LICTpo,
4TOObl HE MOBPEANTb KPOBEHOCHBIE COCYAbI.

Katerep n0mkHBI HCNOAB30BATH TONLKO BPauH, HMEIOLLME CNCLUANILHYIO
IIOAFOTOBKY B 00JIACTH HHTEPBEHLHOHHOH KapIHOJIOr1H.

7. lNepen Mcnonb3oBaHMEM 3TOr0 M3AENUS MOPAXCHHBIA COCY/L Cie-

AYET  NpeaBapUTENbHO  PaCIUMpHTL € MOMOWbBIO  GayloHHOrO
AunarauuoHHoro karerepa YTKA cooTseTcTByiowero pasmepa.
8. Ecnn naumenty Heob6XoaMma MMIUIAHTALUMA CTEHTa, MMILIAHTa-

LUMIO CTEHTa HEOOXOAMMO BBIMOJHMTbL [0 HCNONL3OBAHHMS KaTeTcpa B
ouare nopaxecHus.

9. [lepen npuMcHEHHEM NEKapCTBEHHOTO CPEACTBA PEKOMEHAYETCH
NPOBECTH «ABOHHYIO aHTHAarperaHTHyIO» Tepanuio. B To e Bpems nocne
onepauMy HeobXo/MMa ABOHHAA aHTHArperaHTHas Tepanus. Puck Tpom-
0032 M HMHpapKTa MHOKapa MOXCT YBEJHMYHTLCH, €C/IM JICYEHUC He
Hay4aTh HIW NPEKPaTHTb PaHbLUE.

10.  [Ilepea ucnonb3oBaHMeM KareTepa, CleAyeT MOJHOCTBIO YyUMTbi-
BaTh BO3MOJKHbBIC JIEKAPCTBEHHBIC B3aUMOJECHCTBHA.

11.  Tlepea ucnonn3oBaHneM Katercpa, ClEAYET II0AHOCTBIO Y4MThI-
BaTh MOTEHUHANLHYIO HMMYHOCYPECCHIO.

12.  TloneiTka cnoxuTh 6a110H MOXKET MPUBECTH K NOBPEKICHHIO, 3a-
rPA3HEHMIO HNH (PparMEHTALIMM NOKPLITHS.

13.  Hzpenne HeoOX0AMMO HAMpaBNATL C MOMOIUBIO COOTBETCTBYIO-
LUMX HanpaBnAIoOLUMX KaTETEPOB.

14,  Ecan karetep, He pacnonoxeH B uLeneBod obnactu, He paciuu-
paiiTe 6annoH.

15.  Jlunataumua Oansona MOXeT NOBAMATbL Ha GOKOBblE NPHTOKH, NO-
ITOMY NpH AHNATALMH creayeT cobnioaaTbh 0cobYI0 0OCTOPOXKHOCTD.

fluid(such as excessive concentration of contrast agent)may result in pro-
longed deflation time and increased deflation times. Do not use air or
gaseous expansion agent.

6.  The withdrawal of this product should be operated carefully, and he.
action should be gentle. Do not pull or pull out suddenly and quickly to
prevent damage to blood vessels.

Only physicians with specialized training in interventional cardiology
should use this product.

7.  Before use of this product, the diseased vessel should be predilated
with a PTCA balloon dilatation catheter of appropriate size.

8. If the patient needs stent implantation, stent implantation must be
performed before using the product in the lesion.

9.  "Dual antiplatelet" therapy is recommended before using the prod-
uct. At the same time, dual antiplatelet drug therapy is necessary after
surgery. The risk of thrombosis and myocardial infarction may be in-
creased if the treatment is not given or stopped early.

10.  Potential drug interactions should be fully considered before using
Coronary Drug-coated Balloon Dilatation Catheter.

I1.  The potential immunosuppression should be fully considered before
using Coronary Drug-coated Balloon Dilatation Catheter

12.  Attempting to refold the balloon may damage, contaminate or frag-
ment the coating.

13.  The product must be guided with appropriate guiding catheters.

14.  If the Coronary Drug-coated Balloon Dilatation Catheter is not po-
sitioned in the target area, do not expand the balloon.

15.  Dilatation of the balloon has the potential to affect the lateral tribu-
taries, so extra care should be taken when performing dilatation.

16.  The filling pressure of the balloon is strictly prohibited to exceed
the rated burst pressure.

17. Do not withdraw the partially expanded or completely expanded
Coronary Drug-coated Balloon dilatation Catheter.

18.  When the drug balloon is inflated to its nominal pressure, the bal-
loon diameter should not be larger than the diameter of proximal and distal
artery at the stenosis.
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16. [damnenue HanonHeHHA GalsioHa CTPOro 3anpelieHo NpeBLIATH
HOMHHANBHOE JAB/NCHHE Pa3phiBa.

17.  He u3paexaiire yacTuHO paciiupeHHbi WK NOJHOCTLIO pacnm-
peHHbIH KaTerep.

18.  [Ipn nHagyBaHuu GannoHa ¢ NEKAPCTBEHHLIM CPEACTBOM A0 HOMHK-
HAJIEHOTO JaBNCHHA AHAMeTp 06annoHa He JOMDKEH MpPeBbLIHATL AHAMETP
NPOKCHMANLHON K ANCTaNbHOH apTepHu NpH CTeno3e.

19.  Yrobm rapaHTHpOBETH, YTO MIHHA 6ANIOHA IPH NEYCHHH NPEBbi-
W2ET JIHHY NOPAXKEHHS, pEKOMEHAYETCA BHIOpaTh Takoit pasmep, uTobut
anuHa Gannona Gonee ueM Ha 2 MM NPEBbLILIANA NJIOLWIAAL TIOPKCHHUSA,
4100 06ECcneynTs NOAHOE NOKPHITHE.

20.  Bce ycrpoiicTea (Bkmouas xareTephl 11 OanoHHON aunaTaumnm
YTKA) nepen onepauneii caeayer TIIATENLHO OCMOTPETh H NIPOBEPHTD
Ha QyHKUMOHANBHOCTD. [lauMenTy Ao/mKHB ObITH Ha3HAYEHH! COOTBET-
CTBYIOIHE AHTHKOATY/MAHTH. Bo BpeMa oniepauny  HeoOGxoauMo
HO/A/ICPAKHBATH 8HTHKOAryIMHTHYIO TCpaniio ¥ pacluMperue aptepuii. Bo
BPEMS OMEpalliH HACTONTENBHO PEKOMEHAYETCH HCNO/L30BATH MAHO-
METp/BakyyMMeTp. JRCIUIyaTalMIO KaTeTepa in  vivo  MOXHO
OCYIECTBUTH TOJBKO C HCNONL3OBAHUEM BbICOKOKAYECTBEHHOIO PEHTTe-
HONOrHYecKoro oGopyAOBaKNA /1A PEHTreHOCKONHH. UTOOk yMeHbINTS
BO3MOXHOCTE NONA/\AHKA BO3AYXA B KATETEPHYIO CUCTEMY, KaTeTep HeoG-
XOIKMO TINATENHHO NMPOBEPHTL HA TEPMETHYHOCTH coeguHenna. flepen
BBEICHHEM KaTeTepa Henonbayitre Ganonruklii yexon, 4Tobn npeaoTepa-
THTb KOHTAKT IOKPHITHA C APYIrUMH NPEAMETAMH
21.  Tlocne 3apepuieHHs neyeHNA PEKOMEHAYETCA ABOHHAN S8HTHArpe-
raHTHAA TEpPanKa B TeueHHe ne MeHee 3 Mecaues. [laugenrTul, KOTOPEIM
HEOGXOANMO NPEKPaTHTh AHTHATPErAHTHYIO TEPANHIO, AO/DKHbI MPOKOH-
CYNBTHPOBATLCA € MNMPOPECCHOHANBHEIM BpPaYyoM H CHEAOBATH €ro
COBETaM.

BiaumopaeiicTBue nocne KONTAKTA ¢ JEKAPCTBEHHBIM CPLACTBOM

MNockonbky KONMHYECTBO CHpONMMYyca, BhICBODOKAAEMOro H3 KaTerepa
6ansioHHOrO OAHOPA30BOIO CTEPHILHOTO KOPOHAPHOTO JH/ATALHOHHOTO
Shun Pearl, Shunmei ¢ nexapcTBEHHBIM NOKPHTHEM OrpaHHYEHo,

KCCACAOBAHHA  B3aMMOZCHCTBHE ¢  JIEKAPCTBEHHRIMH _CpeacTBaMu

19. To ensure that the length of the balloon in the treatment is greater
than the length of the lesion, it is recommended to choose the specification
that the balloon length is more than 2mm greater than the lesion area to
ensure complete coverage.

20.  All devices(including PTCA balloon dilatation catheters) should be
carefully inspected and checked for functionality before surgery. Appro-
priate anticoagulants must be provided to the patient. Anticoagulation
therapy and arterial dilatation must be maintained during surgery. It is
strongly recommended to use a pressure/vacuum gauge during surgery.
The operation of the catheter in vivo can only be accomplished with the
use of high-quality radiographic imaging equipment for fluoroscopy. To
reduce the possibility of air entering the catheter system, the catheter must
be carefully checked for tight connection. Use a balloon sheath before in-
serting the catheter to prevent the coating from contacting with other
objects.

21.  After completion of treatment, dual antiplatelet therapy is recom-
mended for at least 3 months. Patients who need to discontinue antiplatelet
therapy should consult a professional physician and follow the physician's
advice.

Interactions after drug contact

Because the amount of sirolimus released from Coronary Drug-coated
Balloon Dilatation Catheter is limited, drug-interaction studies have not
been performed specifically with the use of Coronary Drug-coated Balloon
dilatation Catheters. However, when subjects are taking drugs that interact
with sirolimus, the possible drug interactions at the site of application
should be fully considered when deciding to use Coronary Drug-coated
Balloon dilatation Catheters. Sirolimus is metabolized by cytochrome
P450 3A4 (CYP3A4) in the gut wall and liver and is excreted from
enterocytes in the small intestine via P-glycoprotein (P-gp). Therefore,
drugs that affect CYP3A4 and P-glycoprotein can indirectly affect the
absorption and metabolism of sirolimus. If the drug is a strong inhibitor of
YP3A4 and P-gp, it may improve the duration of sirolimus action, whereas
an inducer of CYP3A4 and P-gp may promote in vivo metabolism of
sirolimus, which in turn may reduce the duration of sirolimus action.
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CAEUHANbHO HE MNPOBOAMAMCH C HCMONL3OBAHHEM KATETEPOB A0
Gannonnoi aunatauny. OaHako, KOraa NALUMEHTH NPHHUMAIOT
MPenapaThi, KOTOPLIC B3aUMOACHCTBYIOT C CHPONHMYCOM, NPH NIPUHATHH
pemenns o6 HCnonb30BAHHM KaTerepa GannoOHHONO OZHOPE3OBOTO
CTEPHALHOTO KOPOHApHOro AunatawsonHoro Shun Pearl, Shunmei ¢
NEKApPCTBCHHBIM  TMOKPHITHEM,  CleAYeT TNOJHOCTbIO  Y4HTHIBATH
BO3MOXHBIE B3aMMOJCHCTBMS NIEKaPCTB B MECTé NPHMEHEHNA.
Cuponumyc metaGonusupyerca uuroxpomom P450 3A4 (CYP3A4) s
CTCHKE KMIICHHWKA ¥ NCYECHH M BHIBOAHTCA M3 SHTEPOLKTOB TOHKONO
KHIIEYHUKa vepe3 P-rankonporenn (P-gp). CneposarensHo, npenapaTh,
samsiontie Ha CYP3A4 n P-ranxonpoTeHH, MOTYT KOCBEHHO BIMATEH HA
BcachiBaHue ¥ MertaGonuaM cupomamyca, Ecas npenapat asnserca
CHAbHBIM uHrHOMTOpoM YP3A4 M P-gp, OH MOXET yBEAHWYHTH
NPOAO/DKHTENLHOCTD ACHCTBHA CHpOIMMYCA, TOTA3 KaKk MHAYKTOp
CYP3A4 n P-gp moxer cnocoGcTBoBaTh MeTabonnaMy cupoanmyca in
vivo, 4TO, B CBOIO O4€peflb, MOXET COKPATHTH NPOAOHKHTENBHOCTH
ACHCTBHS CHPOIKMYCA. |

Cnpaska: [Ipy Haznaueny ans NepopanbHOro NPUMEHEHNA CHPOTHMYC
MOXET B3auMOACHCTROBATL CO CAEQYIOMMME FMDENapaTaMH  Win
NUWEBHIMH NPOAYKTAMHK:

[{AKNOCHOPHH, AMIOKCHH, AaHTHOMOTHKH, TAKHE Kak UMNPOdIOKCALIMH,
o(pIoKCaUMH, TUOKOKOPTHKOMAB, KETOKOHA30M, (nyKOHason M T. f.,
rpelindpyt/rpeiingpyTopniii cok, pudamnuumm, pennronn narpus, pac-
THTEAbHEIE NPENnapaTsi AcKcameTazoHa, aMpoTepHuMH B, ummeTHAUH,
BHTAMHHB, XONECTCPHUH HIH TPHIJHUCPHA. MIOHHKAIOWIME NPENapaThl,
MpenapaTs 0T THNCPTOHMU Y 3a0oneBanNii cepaua, NPOTUBOINHIENTH-
YECKHE NPENAapaTel, NPEnapaTsi [JIA JEUEHHA XKeNyJOYHOH KUCIOTHI, 438
HIH APYTHX KENYA0UHO-KHILICYHEIX PaCCTPOHCTB, PaKOHA30/, KOTPUMOK-
€a3oN,  KENYAOUHO-KMINEYHNE  TNPOKMHETHMKH,  MAKpOIHAHHIC
aHTUOHOTHKH, 6MOKATOPH KANBUMEBLIX KAHANOB, AaHA30M, HHIWOHTOpPH
mporeaset BUU. (MHannaeup), npOTHBOCYIOPOXKHDIE MPENAPaThi H T. A.».
B 10 e BpeMs CHPONHMYC SBARETCS HPPEKTHBHBIM HMMYHOAETIPECCAH-
TOM, NO3TOMY MOXET BAMATL HA PEAKUHMIO OPraHKU3MA HA BAKUMHY, TEM
caMbIM cHikas ddekTuBHOCT BaKuKHEL. B nepuos nocne neyenns Gan-
NIOHHBLIM KATETEPOM, NMOKPLITHIM JCKAPCTBEHHHIM CPEACTBOM, ClEAYET

Reference: When prescribed as an oral drug, sirolimus may interact with
the following drugs or foods:

Cyclosporin, Digoxin, Antibiotics such as ciprofloxacin, ofloxacin, Glu-
cocorticoids, ketoconazole, fluconazole, etc., Grapefruit/grapefruit juice,
Rifampicin, Phenytoin sodium, Dexamethasone herbal preparations, Am-
photericin B, Cimetidine, Vitamins, Cholesterol or triglyceride lowering
Drugs, Hypertension or heart disease drugs, Antiepileptic drugs, "Drugs
for the treatment of gastric acid, ulcers, or other gastrointestinal disorders,
raconazole, cotrimoxazole, gastrointestinal prokinetic drugs, macrolide
antibiotics, calcium channel blockers, Danazol, HIV protease inhibitors
(indinavir), anticonvulsants, etc." At the same time, sirolimus is an effec-
tive immunosuppressant, so it may affect the body's response to the
vaccine, thereby reducing the effectiveness of the vaccine. Vaccines such
as measles, mumps, Bacillus Calmette- Guerin, yellow fever, varicella,
and Ty21a typhoid vaccine should be avoided during the period following
treatment with a drug-coated balloon catheter.
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H30eraTh NPUMEHEHHA TAKHX BAKLIMH, KAK KOPEBas, NAPOTHTHas, Gamunna
KansMerta-T'epena, xenras auxopanxa, BeTpsHas ocna U THHO3HaAS Bak-
uuHa Ty2la.

11. Hiolpaxense u onucanHe NIJEANS

11. Picture and description of device

Karerep Oannonuwmif oaMopazosbifi  crepunbhmili  KOpOHapHBIH
aunaraumonHeiit  Shun Pearl, Shunmei npumenserca B kauecTse
3¢PexTHBHOTO ne4eOHOTO MHCTPYMEHTa NpPH CTEHO3e KOPOHAPHOMN
aprepu, O0COODCHHO NpH NEPBMYHBIX TOPaKEHHAX, OHpYpXaUHOHHBIX
NopaXeHHAX M PecTeHo3ax BHYTpPu cTenTa. [locne myHkume nyueBoii
apTepuh UM GeapenHoN apTepuy ero NpoABHIalOT B COCYA H JAOXOAAT A0
MECTa CTeHO3a KOpoHapHoit aprepuu no npoeogruky UTKA. 3atem ero
pasfyBAIOT ¢ LENLIO PACHIMPCHHA CTEHO3HPOBAHHOK KOpOHApHOH
apTepu¥ K yayduleHus nepgysuu Muokapaa. bBannow oka3mBaer
paAMansHOe BO3ACHCTBHE Ha CTEHKY KOpoHapHoro cocysa. Ilpu sTom
Omsuka nan TpoM6 kopoHapHo#H aTepoMl AeopMUpyeTCS, pa3pbiBaeTca
n Apoburca, namensaeTca Gopma KOPOHAPHOIO COCYAA H OCYIIECTRAACTCA
KOpOHapHAR peBackyaapu3aiua (cM. puc. 2-1). Bo Bpems GauionHoii
AWNATALMM CHPOJIMMYC MOXET BLICBOOONAATHLCA B CTEHKY LENEBOro
cocyAa B TeueHHe 30 ¢, YTO MOXeT NOAARIATDL YPE3MEPHYIO FHNIEPINA3HIO
MHTHMH COCYA2 M TPEAOTBPAWATH PECTEHO3 COCY/Aa. JTa onepaums,
KOTOPAas HA3HBACTCA YPECKOXKHOH TPBHCMOMHHANLHOH KOpPOHapHoOl
anrnonnacthkoil (YTKA), seasercs o4HOH K3 TEXHONOTHI YPECKOXKHOTO
kopoHapHoro sMewarensctpa (HKB).

Shun Pearl Coronary Drug-coated Balloon Dilatation Catheter Shunmel is
applied as an effective therapeutic tool for stenotic coronary artery, espe-
cially for de novo lesions, bifurcation lesions and in-stent restenosis. To
puncture by through radial artery or femoral artery, it is advanced into ves-
sel and reach to coronary stenotic site over the PTCA guide wire. Then it
is inflated to achieve purpose of expanding stenotic coronary artery and
improve myocardial perfusion. The balloon exerts circumferential radial
force on coronary vessel wall. And coronary atheroma plaque or thrombus
become deformed, lacerate and crushed, the coronary vessel shape is
changed and coronary revascularization is realized (see Fig. 2-1). During
balloon dilation, sirolimus can be released to the target vessel wall within
30s, which can inhibit the excessive hyperplasia of the intima of the vessel
and prevent the restenosis of the vessel. This operation procedure that is
Percutaneous Transluminal Coronary Angioplasty (PTCA) is one technol-
ogy of Percutaneous Coronary Intervention {PCl).
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PucyHok 2-1. MpuHunn paboTbl KOPOHaPHOro KateTepa Ans 6anjioHHONA
aunaraumnm, NoKpbrioro neKapcTBeHHbIM CPefCTBOM

OXwnpgaeTcs, 4To KaTeTep 6YAeT NPUMEHATHCA 415 YPECKOXKHOW TpaHC/to-
MWHaNbHOW KOPOHAPHOI aHrMOMNMacTUKK, OTHOCSILLEACS K CBOEro pojga
cucTeme 6bICTPOro o6mMeHa. MegnLMHCKOE M3[enne MOXET 6biTb UCMONb-
30BaHO [A18 pacLMpeHnss CTEHO3MPOBAHHOIO KOPOHApHOro cocyaa,
YAYYWEHNS KPOBOTOKA, TOPMOXKEHUS YPe3MEPHON runepniasmm MHTUMBI
cocyfia 1 NpeaoTBpaLLeHns pecTeHo3a cocypa.

Hiib coil clip

Tnpie coU clipv

Figure 2-1. Working Mechanism of Shun Pearl Coronary Drug-coated
Balloon Dilatation Catheter Shunrnei

Coronary Drug-coated Balloon Dilatation Catheter is expected to apply to
Percutaneous Transluminal Coronary Angioplasty, belonging to a kind of
rapid exchange system. The product can be used to expand stenotic coro-
nary vessel, improve blood ilow, inhibit the excessive bypelasla of the
intima of the vessel and prevent the restenosis of the vessel.

Puc. 11-2 Cxema KOHCTPYKLMUKN 3aWUTHOW TPy6KNU/
Fig. 11-2 Balloon coil tube structure diagram

3awuTHan Tpybka
Xab 3alnTHOK TPYyOKM
TPOHON 3aKUM
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Puc. 11-3 CxemaTunuHbIin yeptex nsgenuna/Fig.l 1-3 Product structure diagram

Xab

PasrpysouHas mygTa
FmnoTtpy6ka

Rx nopTt

[ncTanbHblli BHEWHWIA Kopnyc
[uncTanbHblli BHYTPEHHWUIA Kopnyc
[vameTp 6annoHa

MoKpbITE U3 NeKapCTBEHHOTO cpeacTBa (CMPONNMYC)

BannoH/PeHTreHOKOHTPaCcTHbIe MEeTKU
KoHuK KaTeTepa

O6onouka 6annoHa

Ctunet

ApekTBHAA gnHa 6ansioHa

MpumeyaHue:

MmnoTpy6ka npeacTaBnseT cobo Tpy6Ky M3 HEpXXaBeroLWen ctanu

C NOKpbITUEM U3 nonuTeTpadTopaTuieHa (MTP3)
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Hub

Strain relief
Hypotube

Rx Port

Distal Outer body
Distal Inner body
Balloon Diameter
Sirolimus coating
Balloon/Radiopaque Marker
Catheter tip
Balloon Sheath
Stylet

The effective length
Note:

Hypotube is PTFE coated stainless steel tube.
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Hypolube

strain relief
Hub

Puc. 11-4 TpoKcumanbHblil coopoUHblii y3en/ Fig. 11-4 Proximal subassemdly

Xab Hub
PasrpysoyHas mydTa Strain relief
FmnoTtpy6bka Hypotube
MpumMeyaHue: Note:

Mvno3spy6ka npefcTasiseT coboin Tpy6Ky M3 HepxKasetoLeid ctann  Hypotube is PTFE coated stainless steel tube.
C NOKpbITUEM K3 nonuteTpadTopaTmuneHa (MTPI)
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Pfoxioul
Cfouine Bocd
Profile
Distil Tip

Rx Port
DiKilOB DistalB

Section A

Puc. 11-5 AncTanbHblii coopoyHblii y3en/ Fig. 11-5 Distal subassembly

Thre«-section menofized folding

v
Rxport

Hydrophilic
coating

S*ctikm 4-3

Section A

Puc.11-5 Cxema cb6opkmn KaTeTepa 6a110HHOI0 04HOPA30BOr0 CTEPUNLHOIO KOPOHAPHOTo AunatayuoHHoro Shun Pearl, Shunmei ¢

[uncTanbHbIA KOHeL, Distal tip
Pa3srpysouHaa mygra Crossing profile
bannoH Balloon
MpoKcumansHoe coeauHeHne Proximal bond
JuncTanbHblil BHELWHWIA KOopnyC Distal OB
[uncTanbHblii BHYTPEHHWIA Kopnyc Distal IB
Rx nopt Rx Port
Bug A/A-A Selection A/A-A
MmapothnnbHoe NOKpPbITUE Hydrophilic coating
TpexcnoiiHblil Kopnyc ¢ 3ahpeKToM namaTu B coope Three-section memorized folding
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12. Cnocob npumenenns

12. Mode of application

Mepbl npenocropoxknocTy npH Bbibope Katerepa 6anI0HHOrO
OJHOPA30BOr0 CTEPHJILHOIO0 KOPOHApPHOro AnaaTauHoHHoro Shun
Pearl, Shunmei .

I. CooTHoweHHe ANMAMCTPOB DPEKOMEHAYCMOro LEJICBOr0 cOCyaa H
BuiOpaHHOro KkopoHapHoro katetepa ans GajnnoHHOH AunatauMu c
JIEKapCTBCHHBIM CPEACTBOM A0JDKHO cocTasnath 1:1 nan 1:0,8, a Bpema
yAepXaHus AuiaTauMy 10MKHO cocTasaaTs 45-60 c.

2. llepea uncnonb3oBaHHEM KOpOHapHOro Karterepa ans 6annoHHOH
AMJATalMH, NOKPLITOro NEKAPCTBEHHBIM CPEACTBOM, NOPAXKEHHE N0IKHO
ObITb NONHOCTBIO PAaCLUKPCHO (PCKOMEHAYETCA. €CNM €CTh HAaApe3 WM
MOXHO BbIOpaTh pexywmii 6annoH), 4ToOb OCTaTOYHBLIA CTCHO3
coctaBnsi MeHee 30%; ecan paccnoenne Buiwe tMna C npoucxoaut
nocne  NpeABAPHTE/NBHOIO  JICUEHHA,  MOXANYHCTa,  OCTOPOXHO
MCIIONb3YHTE KOPOHAPHBbIC KaTeTepbl Jis  0alnoHHOH aWnataumm,
NOKPLITbIC NEKAPCTBEHHBIM CPEACTBOM.

3. Iocne ynaneuus obonouxyu Gannona ¢ kopnyca 6a1I0HHOrO KaTeTepa
A PacLIMPEHH KOPOHApHBIX apTepuil, MOKPLITOrO JEKapCTBEHHBIM
cpeacTsoM, u3beraiTe NPUKOCHOBEHHMs NanbUeB UK GU3HONOTHYECKOTO
pacTBopa renapMHa K npenapary Ha MOBEPXHOCTH 0annoHa BO BpeMsi
npouecca UCNoIb30BaHHA.

Cnocob npumeHeHHs

|. BHumaTenbHo NpoBepbTe YNaKOBKY nepes MCnosib3oBaHHeM. Ecnu
yNakoBKa NOBPEXK/ICHA, MCMNOJL30BATh  HM3JENHE  KAaTeropM4ecku
3anpeueHo. [lepea Henoab3oBaHWEM OCTOPOXHO H3BIEKHTE KaTeTep /Ui
0aNNoOHHOM AMNaTaUMK M3 YNAaKOBKH W IPOBEpPLTE €ro Ha npeaMer
narubos. nepernboB M apyrux nospexaeHuii. He wucnonb3yiite
HEHCNpaBHOE YCTPOMNCTBO.

Bunmanmue:

— MHsberaiite moObix Manunynsuuii ¢ kateTepoM 0annoOHHBIM
KOPOHapHbIM AH/aTalHOHHbLIM C JICKAPCTBEHHBIM MOKPLITHEM BO BpeMs
NO/IrOTOBKH, MOCKONbKY 3TO MOXET MOCTAaBHTb MOA Yrpo3y LENOCTHOCTh
MOKPbLITHA.

— He npotupaitte 6anion kaknmun-nbo cpeacTBaMM, KOTOpble MOTYT

Coronary drug-coated balloon dilatation catheter specification
selection precautions

I. The diameter ratio of the recommended target vessel and the selected
coronary drug-coated balloon dilatation catheter was 1:1 or 1:0.8, and the
dilatation retention time was 45-60 s.

2. Before using the coronary drug-coated balloon dilatation catheter, the
lesion must be fully pre- dilated (if there is a scoring process or cutting
balloon can be selected, it is recommended), so that the residual stenosis
is less than 30%; If dissection above type C occurs after pretreatment,
please use the coronary drug-coated balloon dilatation catheters carefully.
3. After removing the balloon sheath on the coronary drug-coated balloon
dilatation catheter body, avoid finger or heparin salinc touching the drug
on the surface of the balloon during the use process.

Mode of application

1. Check the package carefully before use. If the packing is damaged, it
is strictly forbidden to use. Carefully remove the balloon dilatation
catheter from the package and checked for bends, kinks, or other damage
before use. Do not use any defective device.

Caution:

— Avoid any manipulation of the Coronary Drug-coated Balloon
Dilatation Catheter during preparation, which may compromise the
integrity of the coating.

— Do not wipc the balloon with any media, which may damage the drug
coating.

— Coronary drug-coated balloon dilatation catheter should be used with
appropriate guidewire guidance.

2. Prepared vascular access sites according to standard procedures, and
must use a suitable guide wire (0.014in) to complete the access to the
lesion site.

3. Predilate the lesion area with a PTCA balloon dilatation catheter. The
longitudinal length of PTCA balloon pre-dilatation was strictly controlled
to avoid vascular unnecessary areas injury beyond the balloon boundary
of the coronary drug-coated balloon dilatation catheter.
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NOBPEANTD JIEKAPCTBEHHOE NOKPLITHE.

— Karerep  6annoHHmi#  KOpOHapHbBI
NEKapCTBEHHBLIM  TNOKPBITHEM,  ClEAYeT
COOTBETCTBYIOLLMM KOHTPOJIEM MPOBOAHHKA. .
2. TloarotoBbTe MecTa jocTyna K cocylaM B COOTBETCTBMH CO
CTaH/aPTHBIMH NPOLEAYPAMH H MCNOB3YHTE NOAXOAALMHA NPOBOJHHK
(0,014 moiima) ans 3aBepLICHHA AOCTYMNA K Y4aCTKY MOPAXKEHHS.

3. IlpensapurenpHo pacluupbTe 001aCTh NOpPaXEHHA C TIOMOLUBLIO
GannonHoro karerepa ana aunarauun  UTKA. [lporsxeHHOCTH
npcasaputenbHo  aunarauMn  Gannona UTKA  pomkHa  cTporo
KOHTPOJIHPOBATbCA, YTOOB  M36eKaTh NOBPEXKAECHHUA  HEHYXKHbIX
COCYAMCTBIX obnacteidi 3a npeaenamu rpanuubl 6annoHa Karterepa
KOPOHAPHOI0 JHNATALHOHHOTO C JIEKAPCTBEHHBIM MOKPbITHEM.

4. [lposeanre xarerep OanNOHHBIA KOPOHAPHBIA AWNATAUMOHHBIA C
NICKAPCTBEHHLIM 1IOKPbITHEM 4epe3 MNPOBOJHHK, 4TOObI TO3BOUTH
6annoHy nocTnub ob6aactu nopaxenuns. Onpeaenure nonoxeHue Ganoxa
B 001aCTH MOPaKEHHA C MOMOLULIO PCHTTEHOKOHTPACTHLIX MapKEPHBIX
I1I0I0C ¥ BBINOJHUTE AHTHOrpaduio AN NOATBEPKACHHS [OJOKEHHS
Gannona. [locne noarsepikaeHus mnonoxenns GansoHa 3akpoMTe
NOBOPOTHBLIH NrEeMOCTATHYECKHKi KNnanaH, YToObl 3adHKCHPOBATD €rO.
Buumanue:

Ecnan 8 kakoii-inbo MOMEHT npH BXOJ€ B MECTO NOPAXEHMS HAH MPH
nepemelieHUH  OaNnOHHOTrO KOPOHAPHOrO  KaTeTepa, OulylaeTcs
aHOMaJIbHOE COMPOTHBIEHHKE, BCIO CHCTEMY CNEAYET YAAIUTD LETHKOM.
5. Ilepen packpbitnem Gannona ewe pa3 ybeaurecb, 4to Gamnon ¢
NEKApCTBEHHbIM MOKPLITHEM HAXOAMTCS B NPABHILHOM MOJIOXEHHH C
NOMOILBIO PEHTTEHOKOHTPACTHBIX MAPKEPHBIX NOJIOC.

6. [lpunoxure oTpvuaTenbHoe naBiEHHE K KateTepy O0annoHHOMY
KOPOHapHOMY JHMIaTALKOHHOMY C JIEKAPCTBEHHbIM TNOKPLITHEM i
yAanesus Bo3ayxa u3 baniaosa.

7. Pacumpbre 6annoH A0 HOMHMHANBHOTO [aBNAEHHUA TaK, YTOOLI
NoBepXHOCTL 6annoHa CcompMKacanach ¢ MOPAKCHHLIM  COCYAOM:
pacimnpbTe 6a110H 0/1MH pa3 NPH HOMHHAJILHOM AB/IEHMH B TEUCHUE 45—
60 cexynn uan pacuwiMpbte GannoH ABaXAbl (HENpEpbIBHO) NpH

AUNAaTaUHOHHBIN C
HCNOAb30BaTh noa

HOMMHAJIbHOM JaBicHHUH B TeyeHue 20 — 30 cekyHA Kaxabl# pa3. Pabouee

4. A coronary drug-coated balloon dilatation catheter was passed through
a guide wire to allow the balloon to reach the lesion area. The balloon
was accurately positioned in the lesion area using the radiopaque marker
bands, and perform angiography to confirm the position of the balloon.
After confirming the position of the balloon, close the rotary hemostasis
valve to lock it.

Caution: if abnormal resistance is felt at any time during entering the le-
sion or moving the coronary drug-coated balloon dilatation catheter, the
entire system should be removed as a whole .

5. Before balloon deployment, re-confirm that the drug-coated balloon is
in the correct position through the radiopaque marker bands again.

6. Applied negative pressure to the coronary drug-coated balloon dilata-
tion catheter to remove air from the balloon.

7. Dilate the balloon to its nominal pressure so that the surface of the bal-
loon was in contact with the discased vessel, and expand the balloon at
one time under nominal pressure for 45 to 60 seconds, or continuously
expand twice at nominal pressure for 20 to 30 seconds each time. The
working pressure can be appropriately increased to make the balloon
completely contact with the diseased blood vessels to achieve the best re-
lease effect of sirolimus drug coating, but it is forbidden to exceed the
rated burst pressure.

8. Deflate the Coronary Drug-coated Balloon Dilatation Catheter after
use, ensuring that the balloon was fully deflation before attempting to
withdraw the catheter.

9. Remove the Coronary Drug-coated Balloon Dilatation Catheter
according to standard procedures.

Caution: if abnormal resistance is felt at any time during the withdrawal
of the coronary drug- coated balloon dilatation catheter, please withdraw
the entire system as a whole.
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faBfieHNe MOXEeT ObiTb COOTBETCTBYHOLLIMM 006pa3oM YBEAMYEHO, YTOObI
06ecneynTb MOMHbIA KOHTAKT 6an/ioHa C NOPaXKEHHbIMWU KPOBEHOCHbLIMY
cocyjamu U B Lensx nofydeHns Haunydwero ahgekta BbICBOOOXKAEHUS
NeKapcTBEHHOr0 MOKPbITUA CUPONMMYCa, HO 3anpeliaeTcs NpeBblllaTh
HOMMWHaNbHOE AaBneHne paspblBa.

8. Mocne ucnonb30BaHWA CMNYCTUTE BO3A4YX M3 KaTeTepa 6anfioHHOro
KOPOHapHOro AWNaTauMOHHOIO0 C NeKapCTBEHHbIM MOKPbITUEM  ©
yb6eanTecb, 4TO 6anfoH MOMHOCTbIO CAYACA, MPEeXAe 4YeM MNbiTaTbCs
n3BNeYb KaTeTep.

9. Ypanute Kkatetep 6anf0OHHbIN
NeKapcTBEHHbIM  MOKPbITUEM B
npoueaypamu.

BHMMaHMe; ecv B KaKoin-nnbo MOMEHT BO BpeMS M3B/IeYEHMNS KaTeTepa
6annNoOHHOr0  KOPOHApHOro  AMNATaUMOHHOI0 C  NIeKapCTBEHHbIM
MOKPbITUEM OLLYLLaeTCa aHOMaNibHOe COMPOTUBAEHWE, W3BNEKUTE BCHO
CUCTEMY LLENINKOM.

13. MHpopmaums 06 o4nCTKe, Ae3MHMEeKUUM K cTepuamnsauunmn
MEAULMHCKOIO un3fenusa (4as CrepuaniyembiX W3Lenuin), nopsigke
JeCTBUIA NpPU HapyweHUn CTepuNbHOM yNnakoBKW (41s w3genui,
nocTaBisieMbIX B CTEPU/IBHOM BUAE)
W3penve nocTaBnseTca CTEPUSbHBIM.
MeTo4 cTepuan3aLmm - ra3oBblii METOAOM, C MOMOLLLIO 3TUIEHOKCUA.
W3penve npegHasHavyeHO TONbLKO A5 OAHOPA30BOro UCNOMIb30BAHUA U He
MOXXEeT MCN0/b30BaThCs MOBTOPHO.
14. TexHW4YecKoe 06CNYy>XXUBaHMe

HenpumeHnmo. MeguunHcKoe nsgenne He TpebyeT TEXHUYECKOro 06-
CNY>XUBaHWS.

KOPOHapHbI  AuNaTauuoHHbIA ¢
COOTBETCTBUM CO CTaHAAPTHbIMYU
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13. Information on cleaning, disinfection and sterilization of a
medical device (for sterilized products), the procedure in case of
package appears damaged (for sterilize products)

Sterile.
Method of sterilization is Ethylene Oxide.
The device is only for single-use and cannot be recycled or reused.

14. Maintenance
Not applicable. The medical device does not require maintenance.



15. OcnoBHble TexHHYecKHe B PYHKIHOHAIbHLIE XapaKTepucTHku | 15. Main technical and functional characteristics

Tabnuua | - TexHuueckne XapaKTepUCTHKH KaTeTepa GanOHHOTO 0HOPA30BOIO CTEPHILHOTO KOPOHApHOTo aunatauuonoro Shun Pearl, Shunmei ¢

nexapcTeeHHBIM NokpbiTeM/ Table | - Technical characteristics of Shun Pearl Coronary Drug-coated Balloon Dilatation Catheter Shunmei
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No | Moaens/ Karanox- | linHa ka- | [lnametp Oddexrnsuas | Jnamerp ues- | HapyxHbiii HapyxHbiit | Macca., r,
Model HbIH Tetepa,MM, | Gannona, MM, | anuHa Gan- TPanbHOro AHaMeTp AnameTp +£10%/

Homep/ £10 mm/ +10%/ JoHa, MM, £2 | mpocBeTa, MM JIKCTaNLHOTO | NPOKCH- Weight, g,

Catalogue Catheter Balloon di- MM/ Balloon (moitm)/ Central | konua kare- | manbhHoro +10%

number length, mm, | ameter, mm, | effective Lumen ID, mm | Tepa, MM/ KOHLIA KaTe-

+10 mm +10% length, mm, £2 | (inch) Distal Tepa, Mm/
mm Shaft OD, Proximal
mm shaft
OD, mm
1 | DCB150-10 628535 1420 10 3,10
2 | DCBI150-15 628536 1420 1,50 15 3,09
3 | DCBI150-20 628537 1420 20 3,10
4 | DCBI175-10 628538 1420 10 0,39+0.013 0,65 + 10% 3,10
5 | DCBI175-15 628539 1420 15 (0,0155+0,0005) 3,11
6 | DCB175-20 628540 1420 1,75 20 3,10
7 | DCB175-25 628541 1420 25 0 3,08
8 | DCBI75-30 | 628542 1420 30 0,80+ 10% 3,09
9 | DCB200-10 628543 1420 10 3,11
10 | DCB200-15 628544 1420 15 3,10
11_|{ DCB200-20 628545 1420 200 20 3,20
12 | DCB200-25 628546 1420 ’ 25 3.20
13 | DCB200-30 628547 1420 30 3.19
14 [ DCB200-40 630574 1420 40 3,20
15 | DCB225-10 628548 1420 10 0.85 1+ 10% 3,20
16 | DCB225-15 628549 1420 15 3,22
17 | DCB225-20 628550 1420 295 20 3,20
18 | DCB225-25 628551 1420 ’ 25 0.85 + 10% 3,20
19 | DCB225-30 628552 1420 30 o= 3,19
20 | DCB225-40 630575 1420 40 3,20
32
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21 | DCB250-10 | 628553 1420 10 3,18
22 |DCB250-15 | 628554 1420 15 3,21
23 | DCB250-20 | 628555 1420 . 20 3,30
24 | DCB250-25 | 628556 1420 y 25 331
25 | DCB250-30 | 628557 1420 30 3,30
26 | DCB25040 | 630576 1420 40 3,27
27 | DCB275-10 | 628558 1420 10 3,32
28 | DCB275-15 | 628559 1420 15 3,30
29 | DCB275-20 | 628560 1420 D08 20 3,30
30 | DCB275-25 | 628561 1420 ’ 25 3,33
31 | DCB275-30 | 628562 1420 30 . 3,29
32 | DCB275-40 | 630577 1420 40 0.3940,013 0,65+10% ™33
33 |DCB300-10 | 628563 1420 10 (0.0155:0,0005 3,30
34 | DCB300-15 | 628564 1420 15 v ’ 3.31
35 | DCB300-20 | 628565 1420 3.00 20 3,30
36 | DCB300-25 | 628566 1420 ’ 25 3,32
37 | DCB300-30 | 628567 1420 30 3,30
38 | DCB300-40 | 630578 1420 40 3,30
39 | DCB350-10 | 628568 1420 10 3,39
40 | DCB350-15 | 628569 1420 15 3,38
41 |DCB350-20 | 628570 1420 150 20 3,40
42 |DCB350-25 | 628571 1420 ” 25 3,41
43 | DCB350-30 | 628572 1420 30 3.,42
44 | DCB350-40 | 630579 1420 40 0.89 4 10% 3,40
45 | DCB400-10 628573 1420 10 : ¢ 3,39
46 | DCB400-15 | 628574 1420 15 3,40
47 | DCB400-20 | 628575 1420 ™ 20 3,40
48 | DCB400-25 | 628576 1420 ’ 25 3,39
49 | DCB400-30 | 628577 1420 30 3,40
50 | DCB400-40 | 630580 1420 40 3,38
33




Tabnuua 2 - TexHUYecKue xapakTepucTuUKM Katetepa 6anioHHOro 0fHOPa30BOro CTePUNLHOr0 KOPOHapHOro gunataunoHoro Shun Pearl, Shunmei c
NnekapcTBeHHbIM MokpbiTUem/ Tab e 2 - Technical characteristics of Shun Pearl Coronary Drug-coated Balloon Dilatation Catheter Shunmei

No

10

12
13
14

16

18
19
20
21
22
23
24
25

Mogens/
Model

DCB150-10
DCB150-15
DCB150-20
DCB175-10
DCB175-15
DCB175-20
DCB 175-25
DCB 175-30
DCB200-10
DCB200-15
DCB200-20
DCB200-25
DCB200-30
DCB200-40
DCB225-10
DCB225-15
DCB225-20
DCB225-25
DCB225-30
DCB225-40
DCB250-10
DCB250-15
DCB250-20
DCB250-25
DCB250-30

KaTtanox-
HbI A
Homep/
Catalogue
number

628535
628536
628537
628538
628539
628540
628541
628542
628543
628544
628545
628546
628547
630574
628548
628549
628550
628551
628552
630575
628553
628554
628555
628556
628557
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AnnHa Ka-
TeTepa,
MM,=10
MM/
Catheter
length,
mm, £10
mm

1420
1420
1420
1420
1420
1420
1420
1420
1420
1420
1420
1420
1420
1420
1420
1420
1420
1420
1420
1420
1420
1420
1420
1420
1420

OvameTp 6an-
NoHa, MM.
+10%/

Balloon diame-
ter, mm, £10%

1,50

1,75

2,00

2,25

2,50

S pekTnBHan

ANuHa 6annoHa, MM.
+2 mm/ Balloon ef-
fective length, mm,

+2 mm

10
15
20
10

20
25
30
10
15
20
25
30
40
10
15
20
25
30
40
10

20
25
30

34

O6Lwwan f03a 1€KAPCTBEH-

HOTO cpeacTBa

(paccunTtaHa Ha 4
MKr/MM”?), MK, +20%/
‘fotal drug dosage (Cal-
culated at 4pg/mm*), pg,
+20%

188
283
377
220
330
440
550
660
251
377
503
628
754
1005
283
424
565
707
848
1131
314
47
628
785
942

[asneHune HanonHe-

HMA 6annoHa,

Heo6xoaMMoe Ans

[OCTUXEHNS HOMU-
HanbHOro gnameTpa
6annoHa, kMa (atm)/
Rated working pres-

sure, kPa (atm)

810(8)

810(8)

810(8)

810(8)

810(8)

HomuHanbHoe
flaBneHune pas-
pbiBa, kMa (aTm)/
Rated burst pres-
sure,

kPa(atm)

1621(16)

1621(16)

1621(16)

1621(16)

621(16)



26 | DCB25040 | 630576 | 1420 20 1257

27 | DCB275-10 | 628558 | 1420 10 346

28 | DCB275-15 | 628559 | 1420 15 518

29 | DCB27520 | 628560 | 1420 20 691

30 | DCB275-25 | 628561 | 1420 2,75 25 864 810(8) 1621(16)
31 | DCB27530 | 628562 | 1420 30 1037

32 | DCB275-40 | 630577 | 1420 40 1382

33 | DCB300-10 | 628563 | 1420 10 377

34 [DCB300-15 | 628564 | 1420 Is 565

35 | DCB300-20 | 628565 | 1420 20 754

36 | DCB300-25 | 628566 | 1420 3,00 25 942 810(8) 1621(16)
37 [DCB300-30 | 628567 | 1420 30 1131

38 | DCB30040 | 630578 | 1420 40 1508

39 |DCB350-10 | 628568 | 1420 10 440

20 | DCB350-15 | 628569 | 1420 I5 660

21 | DCB35020 | 628570 | 1420 20 380

22 | DCB350-25 | 628571 | 1420 3,50 25 1100 608(6) 1621(16)
23 |DCB350-30 | 628572 | 1420 30 1319

44 | DCB350-40 | 630579 | 1420 40 1759

45 | DCB400-10 | 628573 | 1420 10 503

46 |DCB400-15 | 628574 | 1420 I5 754

47 | DCB400-20 | 628575 | 1420 20 1005

48 | DCB400-25 | 628576 | 1420 4,00 25 1257 608(6) 1418(14)
29 | DCB400-30 | 628577 | 1420 30 1508

50 | DCB400-40 | 630580 | 1420 40 2011

CkopocTb norepm Jne-
KapCTBEHHOTO
cpeacTpa

(CTOHKOCTb NOKPLITHSA)

CkopocTb MOTEpH CHpPOAMMYCa Ha Mo-
BepxHocT  OannoHa B mpouecce
NPOXOXAEHHSA Yepe3 COCYAbl COCTAaBNET
meHee 35% oTHocHTeNbHO 4,0 MKI/MMZ,

Drug loss rate
(coating firmness)

The loss rate of sirolimus on the surface of balloon in
the process of passing through vessels is less than
35% relative to 4.0pg/mm?.
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CkopocTs BeicBOGOXK- | CkopocTb BhiCBOGOXAEHHs Npenapata in | Drug release Drug release rate in vitro should be greater than 80%.
ACHHA vitro gomxHa 6b1TE Gonee 80%. profile
NeKapcTBEHHOTO cpell-
CTBa
35




Tabnnua 3 - Texunueckue u pyHKIHOHANbHLIE XapakTepucTHKH KaTeTepa | Table 3 - Technical and functional characteristics of Shun Pearl Coronary
0ajIoOHHOro OHOPa30BOTO CTEPHIBLHOIO KOPOHAapHOro aunarauuoHoro | Drug-coated Balloon Dilatation Catheter Shunmei
Shun Pearl, Shunmei ¢ nekapcTBeHHbIM NOKPLITHEM
Cosmecrumsiit | 0,36 (0,014) Compatible 0,36 (0,014)
NPOBOAHHK, guide wire, mm
MM (a10§im) (inch)
CosmecTumniii | 1,42 (5F) Compatible 1,42 (5F)
NPOBOJHHKOB guiding
bl#i KaTeTep, catheter, mm
mm (F) ¥
Cnocobuocts | Karerep OCHallEH PEHTTEHKOHTPAaCTHLIMH Radio- The marks of the catheter shall be radio-detectable.
obHapyeHns | MeTKaMH. detectability
pPeHTreHoM
[Tonoxenne Karetep cCOAepXHT /iB€ PEHTrEHKOHTPACTHbIE Radiopaque The catheter contains two radiopaque markers, the
PEHTreHOKOMT | METKH, PacCTOSIHHE MEXK/1Y METKaMH J0/DKHO COOT- marker position | distance between the marks must correspond to the
pacThIX BeTCTBOBaTL  dddexTnBHO  mimne  Ganoua, length of the balloon, the permissible deviation is +
MapKepoB AOMYCTHMOE OTKJIOHEHHE = | MM (413 KaTeTepoB ¢ 1 mm. (for catheters with balloon diameter 1.75-4.00
aumetpom Gannona 1,75-4,00 mm) mm).
Katetep coaepXHT OAHY pPEHTIEHKOHTPAacTHYIO The catheter contains one radiopaque marker (for
MeTKy (ans xatetepos ¢ auMeTpoM Gannona 1,50 catheters with a balloon diameter of 1.50 mm)
MM) Surface 1) The external surface of the effective length of the
IToepxnoctes | 1) Hapyxnas nosepxHocTb 3dpdeKkTHBHON LTHHbI catheter shall appear free from extraneous matter;
KaTeTepa He MMEET NOCTOPOHHUX BKJIIO4EHHHA. 2) The external surface of the effective length of the
2) Hapyxnas nosepxHocTb 3¢ dpeKTHBHOH ANHUHBI catheter, including the distal end, shall be free from
KaTeTepa, BK/O4as AMCTANbHBIH KOHEL, HE N0/DKHA process and surface defects which could cause
MMETb 1eEKTOB OT TEXHONOTHYECKOH 06paboTkH 1 trauma to vessels during use.
MOBEPXHOCTHBIX HEAOCTATKOB, KOTOPbIE MOTH Obl 3) The catheter is coated with a hydrophilic coating,
TPaBMHPOBATh COCYAbl B MPOLIECCE HCMOJIL3OBAHMS and there should be no condensed hydrophilic coat-
KaTeTepa. ing droplets on the outer surface of the catheter.
3) Karerep nokpbiT ruapouabHbIM MOKPLITHEM,
NpH 3TOM Ha BHCIIHEH MOBEPXHOCTH KaTeTepa He
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AOMKHO ObITH Kanenb KOHAEHCHPOBAHHOTO rMAPO-
(GHUNBLHOTO NOKPBITHS.

Haanune Henpumennmo

CMa3KH

Heaocthocrs | He 10mKHO GbITh BHAMMBIX OTC0EHH#H NOKPHITHA.

NOKPLITHS

Ancranbubidi | /luctanbHbli  KOHEW JOMKeH ObiTb TNaaKuM,

KOHeN| 3aKPYTI/ICHHbIM, KOHyc00Opa3HbIM HIIH
obpaboTanHbIM Noa06HBIM 06pa3om, 4ToGbl CBECTH
K MHHHMMYMY TpaBMYy COCYAOB BO Bpems
MCTIOb30BaHHA.

Kopposnounas | Metaannyeckue KOMIIOHEHTBI KaTeTCpa He A0JDKHB

cToiiKoCTh MMETb MPHU3HAKOB KOPPO3HH

I'epmernunoct | Xab unu y3en coeanHeHns GUTHMHIOB unu apyrue

b YaCTH KaTeTepa He AO/DKHBI JOMYCKaTb YTEYKy
’KHAKOCTH.
He nomkHo ObiTh yTe4kH Bo3yXa ucpe3 xab B npo-
LIECCE acMIHpaUMH.

Xab Xab ochaweH pazbemoM THna «female», cooTBeT-
creyownm 'OCT P UCO 80369-1

Cxopoctb Henpumennmo

MOTOKA H

BbICOKONIOTOYH

asi HHbEKIHR

BokoBbie Henpumennmo

OTtBepcTus

Homunanbnoe | HomunanbHoe  fnaBnenne  paspbia  GanioHa

JaBJeHHe auametpoMm 1,50-3,50 MM aomkHO ObiTh Gonbue

pa3pbiBa naH pasHo 16 arMm;

6aJis10Ha HomuHanbHoe naBnenne paspbiBa  GansioHa

anametpom 4,00 MM fo/mKio ObiTh Gonblue MM

Availability of | NA

lubricants

Coating There should be no visible coating falling off.

integrity

Distal tip In order to minimize trauma to vessels during use, the
tip of the distal end should be smooth, rounded,
tapered or similarly finished

Corrosion Metallic components of the catheter intended for

resistance fluid path contact shall show no signs of corrosion.

Freedom from | The hub or connection fitting assembly or any other

Leakage part of the catheter shall not leak liquid.
Air shall not Icak into the hub assembly during aspi-
ration

Hub Catheter is supplied with integral hub, it shall be a

female hub that shall comply with EN 1SO 80369-1

Flow rate and

NA

highflow

injection

Side ports NA

Balloon Rated | The rated burst pressure of 1.50-3.50 mm balloon

Burst Pressure

should be greater than or equal to 16atm; The rated
burst pressure of 4.00mm balloon should be greater
than or equal to 14atm.
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paBHo 14 arm.

Balloon fatigue

The acceptance criteria are that the cycle number of

HenbiTanne Bannon BbigepxuBaeT 20 LUMKIOB HanoOJHEHHS [0 balloon should be 20 times.

6annoHa Ha HOMMHAJILHOrO 1aBJICHUS pa3pbiBa. There shall be no leakage or evidence of damage,

yCTan0CTh B «karetepe He nOMKHO ObITh YTEUKM HAK such as herniation or bursting of the shaft or balloon.
NPH3HAKOB MOBPEXACHHA, TAKUX KaK Ipbika MM Maximum 10 second
pa3pbiB KaTreTepa. inflation time

Maxcumanbno | 10 cekynn of balloon

e Bpemsi Maximum 15 second

HaxyBaHHA deflation time

6ann0Ha of balloon

Maxkcumansto | 15 cekyHn

e Bpems

cmycka

6annona

Peak Tensile Force

YcuiiHe Ha pa3pbiB
Haamenbmmnii
Hapy»ubii . .
HcnbiTyemsiil aHaMeTp cn'::‘::;m:;m: R Test Piece Smalle:trout:;')dl- Accept?nc; Crite-
yuacTox Tpy6uaaroti uactu | ¥ Hp PbiB, ameter, m ria,
HCOLITHIBAEMOIO
y4aCTKa, MM
K - .
5:;3:,": <0,55 23 Tip-IB-Balloon <0.55 >3
BHyTpennss S
4acTh Kopnyca 20,55 <0,75 >3 Inner Body >0.55<0.75 >3
Bhewnsas yacts Outer Body-Bal-
Kopnyca - 6an0H 20.75 < LIS 25 loon >0.75<1.15 >5
BHELINAR yacTS 20,75 < 1,15 >S Outer Body >0.75 < 1.15 >5
kopnyca
BHeuinas yactb
Kopmyca - BHyT- Outer Body-
PEHHSs 4acTb >0,75< 1,15 >5 Inner Body >0.75<1.15 >5
xopnyca (Rx (Rx Port)
nopr)
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rmnoTpyobka-
by Hypotube-

BHELLUHSAS YyacTb > 0,55 < 0,75 >3 >0.55 <0.75 >3
Kopnyca Outer Body
lunoTpy6ka >0,55 <0,75 >3 Hypotube > 0.55 < 0.75 .3
Xab- Hub

>0,55 <0,75 >3 up-
rmnoTpy6ka Hypotube >0.55 <0.75 >3
3aBMCMMOCTb AnameTpa 6asiioHa OT JaB/IeHUSA HaMosIHEeHUS Balloon compliance

Kaxpoe oTAenbHoe uMepeHune JO/KHO HaxoAuTbea B npedenax =10 % Each individual measurement must be within #10% of the fitted value
OT  NPUBEAEHHOTO  HUXe  YCTAaHOB/IEHHOr0  3HAYeHUs  Mexay
Pressure, kPa (atm)

[asneHne, kMa (at™m' Balloon di- 162
AMAMETD e Gos 810 1013 1216 1418 02 ameter mm) R 08 B 1(16
6annoHa (Mm) 1(16 4 @\ @ 10 12) (@14
@ © © 0 12 9 )
) 1.50 140 145 150 155 160 166 171
1,50 140 145 150 155 160 166 171 1.75 166 170 175 1.8 184 189 194
175 166 170 175 180 184 189 1.94 2.00 187 194 200 206 213 219 225
2,00 187 194 200 206 213 219 225 2.25 211 218 225 231 239 245 252
2,25 211 218 225 231 239 245 2.52 5 50 236 243 250 257 264 271 278
2,50 236 243 250 257 264 271 278 2.75 259 267 275 283 291 298 3.06
275 259 267 275 2.83 291 298 3.06 3.00 282 291 300 209 318 327 336
3,00 28 291 3.00 309 318 327 336 3.50 339 350 361 371 382 392 403
3,50 339 350 361 371 3582 392 403 4.00 389 400 411 423 434 445
4,00 389 4.00 411 423 434 445 |
MpumeyaHue: Note:
NB - haBeHNe Hano/IHEHUA 6ann0Ha, HeO6XO,E|,VIM09 NB - Nominal Pressure
AN AOCTMXKEHWUS HOMWHANLHOTO AnameTpa 6annoHa RBP - Rated Burst Pressure
RBP - HOMUWHanbHOe faBneHne paspbiBa
6annoHa
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16. OnucaHue npHHAL/IEKHOCTElH, MEAHIIMHCKHAX H31enil HAN H3Ne-
7K, He ABASIOIMHXCA MEAHUHHCKHMH, HO MPEeXYCMOTPEHHbIX AJf
HCNO/IL30BAHHS B KOMOHHAILHH C 3a8BJIEHHBLIM MEAHIHHCKHM H3Je-
JIHEM

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

Hwke npuseneH cniMcok u3nenui, azanTepoB W APYFHX YCTPOHCTB MM
o6opy10BaHHA, NpeiHa3HA4EHHBIX A/ HCMONb30BaHNA B COYETAHHH C Ka-
TETEPOM  OanOHHBIM  OAHOPA3OBbIM  CTEPHIbHBIM  KOPOHAPHLIM
aunatauuoHHbIM Shun Pearl, Shunmei ¢ nekapcTBeHHBIM 110KPbITHEM

—  Hnurpoasiocep (c o6onoukoit untpoastocepa ot SF ao 8F);

~  Hanpasnsiowumii xarerep (HapyxHhsiii anametp ot SF po 8F);

—  Karerep 6annonnoit aunarauun ana UTKA (c anamerpom Gannoxa
ot 1,0 no 4,0 MM 1 anuHo# 6annona ot S Ao 30 mm);

—  [IlpoBoannk anamerpom 0,36 mm (0.014 nroiima) (anameTp He 10A-
KEH NPEBHINATD MAKCUMAJIbHOrO AWAMETpa MNpPOBOAHMKA  ANf
pacluMpeHHs).

- Ulnpuu ¢ passemom Jlioop-nok, o6bemom 20 ma;

— Toaxomawasa cpeaa AN pasnyBaHHs (HanpuMep, CTEPWIbHbiE
CMECH KOHTPaCTHOTO BELLECTBA M HM3HOIOIHYECKOTrO pacTBOpa B COOTHO-
wenunn 50:50).

—  Ycrpo#cTBo Ans HakaunBaHKus, 06beMoM 20 ma;

—  T'emoctaTtHyeckuit KnanaH (20/mKeH GbITh COBMECTHM C KaTeTEPOM
anametpom 8F).

CosmecTHMbie MEIMLMHCKHE H3/EHA J0KHLI ObITh 3apernCTPUPOBAHDI
Ha TeppuTopuH Poccuiickoi Penepaunn B ycraHOBNEHHOM nopske.
TpeGosanua 6ezonacHocTH cobntoaOTCA, KOTAa KaTeTep UCIoNb3yercs
C 9THMH M3JIE/IMAMH.

Below is a list of accessories, adapters, and other devices or equipments
intended to be used in combination with the Shun Pearl Coronary Drug-
coated Balloon Dilatation Catheter Shunmei:

- Arterial Sheath (with 5F to 8F Arterial Sheath);

- Guiding catheter (with 5F to 8F guiding catheter).

- PTCA Balloon Dilatation Catheter with a balloon diameter of 1.0
to 4.0 mm and balloon length 5 to 30 mm.

- Guide wire size 0,36 mm (0,014 inch) (diameter not to exceed the
maximum guide wire for the dilatation).

- 20 ml luer-lock syringe.

- Appropriate inflation medium (e.g. 50:50 sterile mixtures of a con-
trast medium and saline.)

- 20 ml Inflation device

- Haemostasis valve (Size requirement: it can pass through 8F cath-
eter).

Medical devices must be registered in the Russian Federation in accord-
ance with the established procedure.

Safety requirements are met when the catheter is used with these devices.

17. Marepnaibl 17. Materials
No. KomnouneHTn! MaTtepuan No. Material Name Material
i KoH4HK TepmonnacTuuHbIi 3nacTomep (nonu- 1 Tip Thgrmoplastlc elastomer (polyether block
3¢upHbIi Gnox-amu) amide)
bannon TepmonnacTuunbiii anacromep (nonu- Thermoplastic elastomer (polyether block
Balloon :
2 (¢ nexapcTBEHHLIM NOKpPBI- | 3upHbIfi 6nrok-amMmna) 2 (with drug coating) amide)
THEM) Cuponumyc, (panaMuinH) Sirolimus (Rapamycin)
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BHyTpeHHWI

byTUNMPOBaHHbIN TUAPOKCUTONYON

Butylated hydroxytoluene

Auctans MonuatuneH I

N . nner layer Polyethylene

HbllA cnov Distal

BayTpeHU L 5 inner

m CpepHuii cnot  T1oNMATUNEH HU3KOM NIOTHOCTH body Middle layer  LDPE

Kopnyc (Tri-

(Tpéxcno  BHelwHwiA o layer)

VIR o HewnnoH

iHbIi) CI0i Outer layer Nylon
UCTa/bHbIA BHELLHWIA . .

A HelinoH Distal outer body Nylon

Kopnyc

Fvnotpy6ka

Ctunet

PEHTIeHOKOHTPACTHbIiA
Mapkep

HepxaBetongaa ctab
MonuTcTpad) ropatuneH

lepxxaBeroLada cTasib

nﬂaTVIHO-I/IpI/I,U,I/IGBbIVI cnjaB

PTFE coated hypotube

Stylet

Radiopaque Marker
Band

Stainless steel
PTFE

Stainless steel

Platinum- iridium alloy

Mngpo-  BepxHee Hydro-  Top coat

WnbHoe  MOKpbITUE philic Polyvinyl-pyrrolidone (PVP)
(I'*I)OKpr— MonusuHUANUpponugoH (MNBIT) Coating  Primer
Ve Mpavimep

O60no4Ka 6annoHa

[onmMaTnneH HM3KOro 4aBfeHuns

Balloon sheath

HDPE

10  Strain relief Thermoplastic polyurethane
10 PasrpysouHas mydta "epMONNacTUYHbIl NonuypeTaH
1 Hub Polycarbonate
Xab Monukap6oHat
12 Adhesive, UV cure Ultraviolet adhesive
12 Kneid YnbTpathnoneToBblii Knei
13 Hoop dispenser IDPE
13 3awmTHas Tpy6Ka MonnMaTUAEH HM3KOro AaB/eHms )
14 Clip ABS-Plastic
14 3axum ABC-nnactuk
15 Inner packing pouch Paper
15 ViHavBuayanbHas bywmara PET/PE complex film
ynakoBKa KomnosuTtHaa nneHka n3 N3T/M3

18. CBefieHUs 0 NeKapCTBEHHbIX CPEACTBAX BXOASILLMX B cOCTaB Me- 18, Information about the medicines included in the medical device
OVULLMHCKOTO U3genmns
KaTeTep 6anfoHHbI O4HOPa30BbI/i CTEPU/bHbLIA KOPOHApHbIA AunaTa-

UMOHHbIA Shun Pearl, Shunmei ¢ nekapCTBEHHbIM MOKPbITUEM COAEPXUT

Shun Pearl Coronary Drug-coated Balloon Dilatation Catheter Shunmei
consists of sirolimus (also known as Rapamycin).
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CUPONMMYC (TaKXKe U3BECTHOIO Kak panamuuuH).

[o3npoBka npenapaTa cocTaBfsgeT NPUMEPHO 4 MKI/MMA,

XMMUYecKoe Ha3BaHme panamuLnHa;

(3S,6R,7E,9R, 10RJ 2R, 14S, 15E[], 7E, 19E,21S, 23S,26R,27R,34aS)-
9,10,12,13,14,21, 22,23,24,25,26,27,32,33,34,34a-I'ekcagekarngpo-9,27-
anrngpokemn-3-[( 1IR)-2-[( 1S,3R,4R)-4-rnapokcu- 3-MeTOKCULMKNOTeK-
cunl-1-metunatun |- 10,21 -aumeTokcu-6,8,12,14,20,26-rekcameTunn-
23,27-3nokcn-3H-nnpungol|2,1-c] [1,4] okcaasaunKNOrCHTPUAKOHTUH-1,
5, 11, 28, 29 (4H, 6H, 31H)-neHTaHOH

MokpbITMe KaTeTepa COAEPXUT BCrOMOraTe/ibHOe BeLecTBO 6YTUAMPO-
BaHHbIA rMAPOKCUTONYOS.
MonekynsipHas  opmyna
C15H240.

MaccoBoe COOTHOLLEeHUWe JIeKapCTBEHHOTO MNpenapaTa CUPOIMMYC K BCMO-
moratenbHoMmy BeulecTBy coctaBnseT 100:1 (99,01% cuponumyca u K
0,99% 6yTUNMPOBAHHOIO FMAPOKCMTONYONA).
19. CBefeHunA 0 maTepmasiax X MBOTHOI0/4e/10BEHECKOr0 MPOMCXOXK-
LeHus

HenpumeHumo.

20. YcnoBusA skcnnyatauum MegULUHCKOIo U3gennsa

MeguunHCKOe U3fenve npefHa3HavyeHo AN1d UCMonb30BaHUA BO BHYTPEH-
Hell cpede opraHMama, MCNoNb30BaTb Npu TeMmnepatype oT 32°C go 42°C.

OYTUNMPOBAHHOTO  TMAPOKCUTONYONa:

21. YcnoBuA XpaHEHUS U TPaHCNOPTUPOBaAHNS MeAULUHCKOIO nu3ae-
s

YCnoBusa XpaHeHUs 1 TpaHCNOPTUPOBaHNA

TemnepaTypHbIil [1ManasoH: o1 0 5o 30 °C

[JnanasoH BNaXHOCTU: < 80%

Bo Bpems TpaHCNOPTUPOBKM M3beraiite AaBneHUs, MPSMbIX COMHEYHbIX
Nyu4eid, [OXAA U CHEra, a TakXKe BbICOKMX TemnepaTyp.
22. KOMMJIEKT NocTaBKu
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The drug dosage is approximately 4 pg/mm*,

The chemical name of Rapamycin is

(3S,6R,7E,9R, 10R, 12R, 14S, 15E, 17E, 19E,21S,23S,26R,27R,34aS)-
9,10,12,13,14,21,22,23,24,25,26,27,32,33,34, 34a-Hexadecahydro-9, 27-
dihydroxy-3- [ (IR)-2- [ (IS,3R,4R)-4-hydroxy-3-methoxycyclohexyl]-
I-methylethyl]-10, 21-dimethoxy-6, 8, 12, 14, 20, 26-hcxamethyl-23, 27-
epoxy-3H-pyrido[2, 1-c] [1,4] oxaazacyclohentriacontine-1, 5, 11, 28,
29 (4H, 6H, 31 H)-pentanone

The catheter coating contains the excipient butylatcd hydroxytoluene.
The molecular formula of butylated hydroxytoluene is C 15H240.

The mass ratio of the drug sirolimus to the excipient is 100:1 (99.01%
sirolimus and 0.99% btylated hydroxytoluene).

19. Information about materials of animal/human origin

Not applicable.

20. Operating conditions of the medical device

Medical devices, that are intended to be used in the body's internal
environment, are used in temperature range from 32°C to 42°C.

21. Storage and transportation conditions of the medical device

Storage and transportation conditions

femperature Range: from 0 to 30 °C

Humidity Range: < 80%
During transportation, avoid weight pressing, direct sunlight, rain and
snow soaking, and high temperature.
22. Package contents




WUnansnayanbHas ynakoska: | wr.
Bropuynas ynakoska: 1 wr.
TpancnoptHas ynakoska: 50 wr.

[Tpumep conepxHuMOro nepBM4HOM ynakoBKH:

Karerep 6annoHHblit 0AHOPa30BHIH CTEPHIbHDBIA KOPOHAPHbIH AWNATALH-

oHHbli Shun Pearl, Shunmei ¢ nexapcTBeHHbIM NOKpLITHEM, MOAEND

DCB150-10 B coctase:

— Karetep 6annoHHbiii 0aHOpa30BbIii CTEpHILHBIA KOPOHApHBIH AunaTa-
unoHHblii Shunmei ¢ nekapcTBeHHBIM noKpbiTHEM, 3(deKTHBHAA
AAvHa Katetepa 142 cm, quamerp X AnnHa 6annona:1,50 x 10 mm; — 1
T.;

— UHcTpyKumua no npumeHennio — | wr.

Primary package:1 pc
Middle package: 1 pc.
Transport package: 50 pc.

An example of inner package content:

Shun Pearl Coronary Drug-coated Balloon Dilatation Catheter

Shunmei, model DCB150-10 consists of:

— Shun Pearl Coronary Drug-coated Balloon Dilatation Catheter Shun-
mei, effective length 142 cm, balloon diameter x balloon effective
length: 1,50 x 10 mm- 1pc;

- Instructions for use - 1 pc.

23. Cpok rogHocTH

23. Shelf life

2 roaa.

2 years.

24. Tlopsaok ocymecTB/eHHN YTHIH3ANHH H YHHUTOXKEHHS MeaH-
LUHHCKOIO0 H3/e/IHN

24. Procedure for the disposal and destruction of a medical device

HU3nenus, nMeBluMe KOHTAKT C KPOBBIO W/HAHN APYTrHMH GHONIOrMYECKHMH
KHIKOCTAMH, OTHOCHTCA K knaccy b knaccupmkaumn MeAHLMHCKHX OT-
XOMOB, W TMOMIEKAT YTHNIM3BUMH W/HIN YHHYTOXKEHHIO COIJIACHO
NPHUMEHAEMBIM HALIMOHAIbHBIM 3aKOHOJATE/NLHBIM HOPMaM.
Hencnonb3oBaHHble M3ENHS (HE MMEBLINE KOHTAKTa C KPOBbIO /MM C
OHOIOrHYECKHMH XKHAKOCTAMH), B T.4. C HCTEKILHM CPOKOM FOAHOCTH, OT-
HOCHTCR K KJIacCy A KNaCCH(MKALIMH MEANLMHCKHX OTXOJ0B, NOLEXAT
YTHIIH3aUHH W/HIIH YHHHYTOXXECHHIO COrIACHO NMPHMEHAEMbIM HaLlHOHANb-
HbIM 3aKOHOAATeNbHBIM HopMaMm. (CanlluH 2.1.3684).

Products coming into contact with blood and/or biological fluids are class
B medical devices under medical wastes classification and may be recy-
cled 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).

25. Tlepeuenb HAUHOHAJIBLHBIX H MEXKAYHAPOAHBIX HOPMATHBHbIX A0-
KYMEHTOB/CTAHAaPTOB, KOTOPbIM COOTBETCTBYeT MeAHLHHCKOE
H3AeIHe

25. List of international regulatory documents/standards which the
medical device complies with
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1. EN 556-1

Crepnnnsaumns MeAMUMHCKHX n3aenuii. Tpebosa-
HHSA K MEJHLIMHCKHUM H3JENHAM KaTeropuu
«Crtepnnbhbie». Yacts 1. TpeGoBanus kK Meau-
LUMHCKHM H3JIE/HAM, NOJIeXAIHMM PHHHIIHOH
CTEpUJIH3ALIHH

Sterilization of medical devices - Requirements for med-
ical devices to be designated "STERILE" - Part 1:
Requirements for terminally sterilized medical devices

2. ISO 15223-1

W3nennsa Meanumtckue. CHMBOJIbI, NPUMEHAEMbIE
NpH MapKUPOBAaHHH MEAHLIMHCKHX M3JENNiA, Ha
3THKETKaxX M B COMPOBOAMTENLHON AOKYMEHTa-
umu. Yacts 1. OcHoBHbie TpeGoBaHNS

Medical devices - Symbols to be used with medical de-
vice labels, labelling and information to be supplied by
the manufacturer - Part 1: General requirements

3. I1SO 20417

U3nenna meanumuckue. Hudopmauus, nocraens-
eMas H3roTOBHUTEJIEM

Medical devices - Information to be supplied by the
manufacturer

4. ISO 10555-1

KareTepb! BHyTpHCOCY AMCTBIE OHOKPATHOTO
npuMeHeHus ctepuibHblie. Yactes 1. O6wue Tpe-
OoBaHuUA

Intravascular catheters Sterile, single-use intravascular
catheters — Part 1: General requirements

5. ISO 10555-4

KaTeTepsl BHY TPHCOCY AHCTLIE OHOKPATHOIO
IIpUMEHEHHMA cTepHabHble. YacTb 4. Katetepsl ans
0a/LIOHHOro pacIiMpeHHs

Intravascular catheters - Sterile and single-use catheters -
Part 4: Balloon dilatation catheters

6. ISO 10993-1

Hznenusa meanunuckue. OucHka buonornyeckoro
JEHCTBUA MEAHLIMHCKHX n3aenui. Yacts 1.
OueHka # Hcene0BaHHSA B NMPOLIECCE MEHEDK-
MEHTa PHCKa

Biological evaluation of medical devices - Part 1: Evalu-
ation and testing within a risk management process

7. ISO 10993-3

H3pnenusa meauunuckue. Ouenka 6Monoruyeckoro
JeHCTBUA MEeIHLIMHCKHX H3EInH.

Yacts 3. UccaenoBanne reHOTOKCHYHOCTH, KaH-
LIEPOr€HHOCTH M TOKCHYECKOro NeHCTBHE Ha
penpoAYKTMBHYIO GyHKIMIO

Biological evaluation of medical devices - Part 3: Tests
for genotoxicity, carcinogenicity and reproductive tox-

icity

8. ISO 109934

OueHka OMOIOrHuUecKoro AeHCTBUS MEAULIMHCKHX
u3nenui. Yacts 4. UccnegoBanuns uigenuii, B3au-
MOJEHCTBYIOLIMX C KPOBbIO

Biological Evaluation of Medical Devices- Part 4:Selec-
tion of Tests for Interactions With Blood
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OueHka 6HONOrHYECKOrO AEHCTBMA MEAHLIMHCKHX . . . )
. A Biological Evaluation of Medical Devices- Part 5:Tests
9. ISO 10993-5 nigenuni. Yacrts 5. Uccnenosanus Ha UMTOTOKCHY- for In Vitro Cytotoxicit
HOCTb: METOABI in Vitro Y
Ouctika 6uonoruqecx;)ro e FCTBIS MEAHLIMHCKAX Biological evaluation of medical devices - Part 7: Eth-
Hetka ylene oxide sterilization residuals - Amendment 1:
10. | ISO 10993-7 n3aenuit. Yacte 7. OcraTouHoe coaepxaHue 3Tuie- L . . .
Applicability of allowable limits for neonates and in-
HOKCHA NOCJE CTEPUII3ALIMH fants
Ouenka 61onornyeckoro AeACTBUS MeaH KH S . . .
tenka r oro & AMHHRCKHX Biological evaluation of medical devices - Part 10: Tests
11. [ 1SO 10993-10 n3aenwii. Yacts 10. MccnenoBanua pasapaxaio- for skin sensitization
ILET0 ¥ CEHCHOMIIM3MPYIOILErO AeHCTBHA
OueHxa Guosiornyeckoro ACACTBMS MEAULUHMHCKHUX C . . .
. u6" rieckoro A MCANUHH Biological evaluation of medical devices - Part 23: Tests
12. ] ISO 10993-23 u3genni. Yactb 23. UcnibiTanne Ha cnocoOHOCTD Lo
for irritation
BLI3bIBATh pa3/ipaXeHHe
Msnenus meauunnckue. Oenka GHonorneckoro | giolooical Evaluation of Medical Devices- Part 11:Tests
13. | ISO 10993-11 ACHCTBUA MEAMLIMHCKHX n3aennid. YacTts 11. HUc- . ..
. for systemic toxicity
cJieA0BaHHUA OOLLETOKCHYECKOTO AEHCTBHUS
. ) C . . .
”351 CAIMA MEARLHCKNE Ouenxa“6nonormecxor Biological evaluation of medical devices — Part 12:
14. [ 1SO 10993-12 AEHCTBMA MEAMUHMHCKHX n3aenuid. Yacts 12. [pu- . .
Sample preparation and reference materials
rOTOBJIEHHE NPOO M KOHTPO.IbHbIE 00pa3Lib!
Crepunu3zanna MeanuuHckoil npoaykumun. Itune- | Sterilization of health care products - Ethylene oxide -
15 1SO 11135 Hokcul. Tpebosanus k pazpaborke, Banuaaumuu u Part 1: Requirements for development, validation and
’ TEKYLIEMY YNPaBIEHHIO IPOLIECCOM CTEpHAN3aLMK | routine control of a sterilization process for medical de-
MEAMLIHHCKHX M3/eHi vices
CrepuiH3aima MeIMUMHCKOT NPOLYKUMH. BUONO- | gierilization of health care products — Biological indi-
16. | ISO 11138-1 ruyeckue uHaukartopsl. Yacts 1. TexHuueckmne .
cators — Part 1:General requirements
TpeOOBaHHsA
Crepunmaums mMeauumHcKoii npoaykuun. Buono- | Sterilization of Health Care Products — Biological Indi-
17. [ISO 11138-2 ruyecKue uHaukaropel. Yacts 2. buonoruyeckne | cators — Part 2:Biological Indicators for Ethylene Oxide
HH/MKATOPBI )1 CTEPUIN3ALIMKM OKCHAOM JTHNEHA | Sterilization Processes
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|

YniakoBKa JUta MEAHLMHCKHX M31€NHHA, NOANEXa- | packing for Terminally Sterilized Medical Devices —
18. | ISO 11607-1 WHX PHHALIHOH CTepramsaLyn. HacTs 1. Part 1:Requirements for Materials, Sterile Barrier Sys-
Tpe6oBanus k MaTepuanam, 6apbepHbIM CHCTEMaM tems and Packagine Svstems
AJI8 CTEPHIN3ALIMH H YIAKOBOYHBIM CHCTEMAM €ms and Fackaging Sys
YnakoBka 111 MEAULIHHCKHX M3CNHH, NOANExKa- . ) - . .
. u" Packing for Terminally Sterilized Medical Devices —
wyx GUHNLWIHOA cTepunn3aumu. Yacts 2. I . . .
19. | ISO 11607-2 Part 2:Validation requirements for forming, sealing and
TpeboBanus k Bannaaumu npoueccos hopM1poBa-
assembly process
HHA, repMeTH3aLMH H cOopkH
CTep"n":;au"x MCHHWHCKOE MPOAYKLHH. M"Kp()‘ Sterilization Of Medical DeViCCS - Micr()bi()logical
20. [1SO 11737-1 6nonornyeckne metoanl. Yactb 1. Onpenenexne Methods -- Part 1: Determination of a Population of
nonynsUHH MHKPOOPraHH3MOB Ha NMPOAYKLMH Microorganisms on Products
Crepunmn3auus MeJHUMHCKHX W3acani. Mukpo- Sterilization of Medical Devices -- Microbiological
’ 1SO 11737-2 Onosiornueckne metoasl. Yactb 2. Ucnbitanus Ha | Methods - Part 2: Tests of Sterility Performed in the
) CTEPHIIbHOCTD, TPOBOAKHMbIE MpH Bannaauuu npo- | definition, validation, and maintenance of a steriliza-
LIECCOB CTEPHIIH3ALMH tion process
Un IIOMELLEHHSA U CBA3AHHBIC C HUMH KOHTPO- . .
22 | 1SO 14644-1 i CT:l:H:Z' ;:H YacTs | Knaczn duxais P9 | Cleanrooms and associated controlled environments -
’ Py PEbl. ) Part 1: Classification of air cleanliness
YMCTOTbI BO3YXa MO KOHLUEHTPALMH YaCTHIL
UnCTbE NOMELLEHNA H CBA3AHHBIE C HUMH KOHTPO- Cleanrooms and associated controlled environments -
23 ISO 14644-2 nupyemsie cpeabl. Yacteb 2. Tekywmii koHTpONb Part 2: Monitoring to provide evidence of cleanroom
) - A8 NOATBEPXK/IEHHSA NMOCTOAHHOIO COOTBETCTBHSA performance related to air cleanliness by particle con-
YMCTOTHI BO34YXa MO KOHLUCHTPALMH YaCTHLL centration
YucTbie noMeuieHns U cBa3aHHble ¢ HUMH KOHTpo- | Cleanrooms and Associated Controlled Environments-
24. | ISO 14644-3 :
nupyemsbie cpeasl. Yacts 3. Metoabl nenbiTanuii Part 3:Test Methods
YuCcTbie NOMELIEHHA U CBA3AHHBIE C HHMH KOHTPO- . .
» P9 | Cleanrooms and Associated Controlled Environments-
25. | ISO 146444 nupyembsie cpeabl. Yacts 4. [IpoekTuposanmue, . .
Part 4:Design,construction and start-up
CTPOMTENbCTBO M BBOJ B 3KCILTYaTALMIO
2. |10 14971 WU3nenna meanunnckue. [lpumeneHne McHeax- Medical devices - Application of risk management to
' MEHTa PHUCKa K MEIHLIMHCKMM M3JEHAM medical devices
HHcTpykuma no cneupanbibiM CpeacTBaM KOH- i i i
27. | Pykosonctso FDA pyKuMa n LM BIM CpeaCT H Class 1l special controls guidance document for certain
Tposisi Knacca 11 ana Hekotopeix karerepoB PTCA. | PTCA Catheters
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» Knuuw:ecxax OL€HKA. pyKOBO/ICTBO 114 MPOU3BO- | Clinjcal evaluation: a guide for manufacturers and noti-
| 28. | MEDDEV 2.7/1 Rev.4 | AHTS/ICH  HOTHOHUMPOBaHHEIX OPraHOB B fied bodies under directives 93/42/EEC and
: COOTBETCTBMH ¢ AupexTHBamH 93/42/EEC u 90/385/EEC
90/385/EEC .
CraHpapTHas NPaKkTHKA OLCHKH I'€MONIMTHYECKHX i i -
29. | ASTM F756-17 g P p Standard Praf:uce for Assessment of Hemolytic Proper
CBOMCTB MaTepHaNoB ties of Materials
Ouexka TBEpAbIX YaCTHLL, CBA3aHHBIX C COCYAH- Evaluation of particulates associated with vascular
30. [ AAMITIR42 . . .
CThIMH MEAMLHHCKUMH YCTPOHCTBAMH medical devices
CraHgapTHbIE METObI HCTIBITAHUH JUIA ONpe/iese- - . .
31. | ASTM F640-23 HHA PCHTFE€HOKOHTPACTHOCTH A1 MEAMLIMHCKOIO Standarq Test Methods for Determining Radiopacity
for Medical Use
NPUMEHEHHS
CranjapTHOe pyKoBOACTBO N0 yckopeHHOMY cTa- | Standard Guide for Accelcrated Aging of Sterile Bar-
32. | ASTM F1980-21 PCHHIO CTEPHIbHBIX 6apbepHbIX CUCTEM A5 rier Systems for Medical Devices
MEANLIHHCKMX YCTPOHCTB
CranaapTHblii METO MCNBLITAHKMIA [UIA 0OHapYxe- Standard Test Method for Detecting Seal Leaks in Po-
33 ASTM F1929-15 HHSA yTEUeK YEPE3 YNIOTHCHHE B NIOPHCTOH rous Medical Packaging by Dye Penetration
' MEMLMHCKOM YNaKOBKE [1yTEM NPOHMKHOBEHMS
KpacuTens
CrannaprHelif MeTOA HCNBITaHHUH Ans onpesiencHus | Standard Test Method for Determining Integrity of
34. | ASTM UEeNOCTHOCTH N1oMO MeauuMHckoi ynakoBku my- | Seals for Medical Packaging by Visual Inspection
F1886/F1886M-16 TEM BM3yaJIbHOTO OCMOTpa
35. | ASTM F88/F88M-21 CraHpapTHbIH METOI HCNBITAHUA MPOYHOCTH Stanfiard lest.Mcthod for Seal Strength of Flexible
_YIIOTHEHWA THOKMX GapbepHbIX MaTEPHAIOB Barrier Materials
: ASTM CTaHJlapTHble METOAbl HCTMbITAHKIA Ha CONpOTHBIE- Standard test methods for internal pl‘CSSUI‘iZ&tiOI’I failure
36. F1140/F1140M-13 HHE BHYTPEHHEMY JaBJAECHHIO HE3AKPEN/ICHHbIX resnstancfe of
yNaKoBOK unrestrained packages
[Tpoucaypa 2A MexayHapoaHoi accounauun Ges-
OMacHOro TpaHcnopra: YacTuuHble cuMynsi- International Safe Transit Association Procedure 2A:
| 37. |ISTA2A UHOHHBIC TECTbI IPOU3BOANTENLHOCTH, ynakosaH- | Partial Simulation Performance Tests, Packaged-Prod-
Hbl€ npoaykTbl BecoM 150 ¢pyHToB (68 Kr) nam ucts weighing 1501b(68kg) or less
MCHbIuE
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38.

39.

40.

41.
42.

43.

44,

45.

46.

47.

48.
49.

50.

ISO 80369-1

ISO 80369-7

ISO 8536-4

ISO 13485
EP 11.0

ISO 12417-1

NBOG 2010-1

MEDDEV 2.12-1
rcv.8

MDCG 2020-5
MDCG 2020-7

MDCG 2020-8
MDCG 2020-13

PernameHT (ENJ)
2017/745
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CoeAnHUTENN Manoro juameTpa 4ns Xugkocteli u
rasos, MCNOMIb3yeMble B 34paBOOXpaHeHnn. YacTb
1. O6wme TpeboBaHUS

CoeauHUTENN Manoro-guameTpa Ans Xugkoctei un
rasoBs, MCMO/b3yeMble B 3paBOOXpaHeHnun. YacTb
7. YacTHble TpeboBaHUA K COEAUHUTENAM BHYTPU-
COCYANCTOr0 WA MOAKOXHOI0 NPUMEHEeHNS

Y CTpoicTBa UH(Y3NOHMbIE MEAULUHCKOIO Ha3Ha-
yeHus. YacTb 4. H(Y3NMOHHbIE Habopbl
OHOKPaTHOro NPUMEHEHMNS, rpaBMTaLMOHHas no-
Java

MegununHckme nsgenns. CUCTeMbl MeHEXKMeHTa
KayectBa TpeboBaHWA ANd Leneli perynnpoBaHus
EBponelickas ®apmakones

MmMnnaHTaTbl CEPAEYHO-COCYANCTbIE U IKCTPaKop-
nopasnbHble cucTemMbl. CocyaucTble YCTPOMCTBA,
BK/IOYalOLL e NeKapCTBeHHbIe KOMMOHEHTLI. YacTb
1. O6ume TpeboBaHMA

PYKOBOACTBO A1 YMNO/SIHOMOYEHHbIX OpPraHoB, OCy-
LEeCTBAAIOLWMX ayAUT NOCTaBLMKOB MeAULNHCKUX
n3genuii

PyKoBOACTBO MO cucTemMe 64MTENbHOCTU MEeAULMH-
CKUX n3genwnii

PYKOBOACTBO NO K/IMHWYECKOW OLleHKe - JKBMBa-
NEHTHOCTb

PyKoBOACTBO NO WabioHy nnaHa NOCTMAapPKETUHIO-
BOT0 K/IMHWYECKOro HabnofeHuns

PykoBOACTBO MO WabnoHy 0TYeTa 0 NOCTMapKe-
TUHIFOBOM KNMHWYECKOM HabnoaeHUn

LLla6noH oT4eTa 06 OLEHKE K/IMHUYECKOM OLLeHKM
PernameHT (EC) 2017/745 EBponelickoro napna-
MeHTa ¥ coBeTa OT 5 anpend 2017 r. 0
MeLULNHCKUX U3Lennax, BKIoYas BCe NONpaBKu
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Small bore connectors for liquids and gases in
healthcare applications - Part 1. General requirements

Small-bore connectors for liquids and gases in
healthcare applications. Part 7. Particular requirements
for connectors of intravascular or hypodermic applica-
tions

Infusion equipment for medical use —Part 4: Infusion
sets for single use, gravity feed

Medical devices - Quality management systems - Re-
quirements for regulatory purposes

European Pharmacopoeia

Cardiovascular implants and extracorporcal systems -
Vascular devicc-drug combination products - Part 1:
General requirements

Guidance for Notified Bodies auditing suppliers to
medical device manufacturers

Guidlines on a medical devices vigilance system

Guidance on clinical evaluation - Equivalence

Guidance on post market clinical follow-up plan tem-
plate

Guidance on post market clinical follow-up evaluation
report template

Clinical evaluation assessment report template
Regulation (EU) 2017/745 of the European parliament
and of the council of 5 April 2017 on medical devices,
including all amendments



26. lapaHTuMiHbIe 0653aTe/IbCTBA

MponssoguTenb:

Shunmei Medical Co., Ltd («lUyHmeli Meaukan Ko., 1Tg», Kutaiickas
HapogHaa Pecny6nuka)

KO puaunyecknin agpec NponU3BOANTENSA:

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

TenedoH: 0086-0752-3306949

J/IeKTpOHHas noyta: nora@shunmed.com

Caiit: www.shunmed.com

YNONHOMOYEHHbI NPeACTaBUTENb:

O6uwecTBo € orpaHM4YeHHon oTBeTcTBeHHOCTb "LLEHTP U3YYEHWNA
CUCTEM 34PABOOXPAHEHWA"

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

AnekTpoHHbIN agpec: office@hscmail.pro

KOpugnuecknii agpec: 127473, r. Mocksa, yn. CenesHeBckas, g. 11A, cTp.
2, at/kom/o¢ 2/30,32/232

CpoK coXpaHeHUs CTepuNbLHOCTU U3genusa - 2 roga

27.PeknamauHsa
O6uWecTBO C OrpaHWYeHHOI oTBeTCTBEHHOCTbIO "LIEH P M3YYEHIUNA
CUCTEM 34PABOOXPAHEHMA"

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

DNeKTPOHHbIV agpec: office@hscmail.pro

KOpuanyeckunin agpec: 127473, r. Mocksa, yn. CenesHesckas, g4. 11A, cTp.
2, at/kom/ot 2/30,32/232
28. PacwunipoBKa CMMBO/IOB, NPUMEHSAEMbIX MPU MapKUPOBKe Me-
OVLUHCKOTO U3genus

MHouBmnayanbHasa, BTOPMYHAsA, TPAHCNOPrHasa ynakoBKa COLEPXUT
CnefyloLLY0 NHGoOpMaLWIo:

- HammeHoBaHue MW, pasmep MW (guameTp wn AnnHa 6anjioHa npw
pPeKOMEeHAYeMOM [aBfieHUUn; 3peKTUBHAA [/UHA KaTeTepa; AuameTp
Han60nbLIEero NPOBONOYHOI0 NPOBOAHMWKA);

- norotun Shunmei;
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26. Warranty

Manufacturer:

Shunmei Medical Co., Ltd

Legal address of manufacturer:

3rd Floor and R401 of building B, No0.8 of 1st Jinlong Road, Baolong In-
dustrial 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, Selcznevskaya st.,
floor/room/office 2/30,32/232

Shelf life- 2 years

11 A, building 2,

27. Reclamation

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

Email address: office@hscmail.pro

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

building 2,

28. Explanation of symbols used in labelling the medical device

Primary middle, transport package contains following information:
- name of MD, size of MD

- Shunmei logo;

- package composition;

- quantity in the package;

- reference number;



- COCTaB YMaKOBKH;
- KOJIMYECTBO H3/1e/IMM B YIaKOBKE;

- HOMEp M0 KartaJory;

- MOZeJb;

- KOJ NapTHH;

- HCTNOIb30BaTh J10;

- AaTa H3roTOBJIEHHS;

- CHMBOJ1 «3anpeT Ha MOBTOPHOE NPHMEHEHHEN;

- cuMBoJl «He Hcnmonb30BaTh NpH NOBPEX/AEHHH YNAKOBKH H 0OpaTHTLCS
K HHCTPYKLHH 10 TIPUMEHEHHION;

- CUMBOA «OCTOPOXKHO!»;

- cuMBos «ObpaTHTECh K HHCTPYKLIMH N0 PUMEHEHHUION;

- U3rOTOBHTEb, AAPEC, AAPEC MECTA NPOHU3BOACTBA;

- cumBoa «He nonyckarb BO3AEHCTBMSA COTHEYHOIO CBETaY;

- CUMBOA « TemnepaTypHbiii AHanason»;

- QR-xon;

- YHHKaJIbHBIH MACHTU(HUKATOP YCTPOHCTBA;

- llTpux-kon;

- YC/IOBUA XPaHEHHS,

- CHMBOJI K ATIUPOTr€HHOY;

- cuMBOJ «CTEpUIN3aLUA OKCHUIOM 3TH/IEHAN;

- cumBoa «He nonyckarb Bo3eHCTBHA Bari»;

- cumBoa «He cTepunn3osaTh NOBTOpHOY;

- CHMBOJ «YMONHOMOYEHHBIH npeacrasutens B EBponeiickom
coo0OuiecTse»;

- cBejleHHa o6 ynoiHOMOueHHOM mnpeicraBuTene B EBponeiickom
coolLuecTse;

- CE cumsou;

- naanucs «Caenano B Kuraen

- pa3Mepbl COBMECTHMbIX MEMULMHCKUX M3ENuH;

- NB - naBnenue HanonHeuus 6annona, HeobxoauMoe Ans JOCTHKEHMSA
HOMHHa/IBLHOrO AHaMeTpa 6annoHa;

- RBP — HoMHHanbHOe naBlieHHe pa3pbiBa 6annona

- model;

- lot number;

- use before;

- date of manufacture;

- symbol “‘do not reuse™;

- symbol “Do not use if package is damage”;

- symbol «Caution!»;

- symbol «Refer to the instructions for use»:

- name of manufacturer and address, factory address;
- symbol “Keep away from sunlight”

- symbol “Temperature range”;

- QR-code;

- unique device identifier;

- Barcode;

- Storage conditions;

- symbol «Apyrogenic»;

- symbol «Sterilization ethylene oxide »;

- symbol «Keep dry»;

- symbol «Do not re-sterilize »;

- symbol «Authorized representative in the European Community»;
- information about the authorized representative in the European Com-
munity

- CE symbol;

- «Made in China» inscription

- size of compatible medical devices;

- NP- Nominal Pressure;

- RBP - Rated Burst Pressure.
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CumBonbl/Symbols:

A

|[1ot

REF

1]

CE

Lo

[aTta BbiMycKa WU NepecmMoTpa UHCTPYKLUK

22.05.2024 Bepcusa 3
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Caution/OcTOpOXHO I t

Batch code/Kog napTtum N

Do not re-sterilize/
1le cTepunnn30BaTh NOBTOPHO

Use by date//icnonb3oBatb [0

Sterilized by ethylene oxide/
CTepununsaums oKCMaoM aTuneHa

-1 28

Catalogue number/Homep no Katanory

Manufacturer/A3rotoButenb

Temperature limit/ Mpegen TemnepaTypbl

CE Marking/Mapkuposka CE XXXX

Quantity in the package/ Konunyectso

M3eNNiA B ynakoBke Rx

Unique device identifler/YHuKanbHbIi
MaeHTM(MKaTOp yCTpoiicTBa

Keep dry/ bepeub 0T Braru

Non-pyrogenic/AimporeHHO

Do not use if package is damaged/
He 1cnonb3oBaTb Npy NOBPEXAEHNN YNAKOBKM

Do not re-use/
3anpeT Ha NOBTOPHOE NPUMEHEHWE

Date of manufacture/
[lata n3roToeneHus

Consult instructions for use/
O6paTnTech K MHCTPYKLMM NO NPUMEHEHUIO

Keep away from sunlight/ He ponyckaTb
BO37eCTBUSA COMHEYHOrO CBeTa

Authorized representative of European
Community/YnonHOMOYeHMbIA  NpeAcTaBUTENlb B
Esponeiickom CoobLuecTse

Notified Body ID number/VaeHTUMKALNOHHBIiA
HOMep YNO/IHOMOYEHHOT0 opraHa

This device to sale by or on the order of a physician/
W3genue paspelleHo npofgasBaTb TOMbKO Bpayam
(MMetoLLMM NULLEH3MIO) UK MO PeLenTy Bpava.

Date of issue or revision of instructions

22.05.2024 Version 3

ol



Tleperon ¢ aHrNMUECKOro M KATAACKOTO AZLIKOB HA PYCCKHI A3BIK

CEPTUOUKAT

/nozomun/
CKPMT

Copet KuTas no passuTHioO MeXAyHapogHo#t TOprosux
Knralickas nanara MexayHapoaHOK TOProBIH
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02195528

REREE S

Cober Kuras o pasBuTHIO MEXIYHAPOXROH TOProBIH
Kuraiickan nanara Mexaynapoanoll Toprosan

/OR-x00/
CEPTHO®HKAT
N 244403A0/026675

Ieuats:
COBET KHTAA ITO PA3BHTHIO

MEXXTVHAPOIHOH TOPTOBJIH
CEPTHO®HKAT
CKPMT

(24)

HACTOSIUIAM YAOCTOBEPSETCS, UTO: neuars xomnannu «IIIYHMEN MEJUKAJ
KO., ITA.» (SHUNMEI MEDICAL CO., LTD.) Ha npunaraeMom JIOKYMEHTE ssnsercs

NOUIMHHON.
Ilevars:
CKPMT
CEPTUDHKAT
(24)
Coeer Kutas no pa3suTHIO MeXAYHAPOHON
TOPTOBIIH
Ilegars:
COBET KHTAA 1O PA3BHTHIO
MEXIVHAPOIHOH TOPrOBJIH
CEPTHDHUKAT
CKPMT
(24)

/noonuce/
IMogmuck ynonaomouentoro nuna: Xy Ha
Hara: 29 man 2024 r.

Beb-callT ana nposepxk ceprudnkara: http://www.rzeepit.com/validate.html
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CornacosaHo

«[lynmeli Meanxan Ko. JIta.» (Shunmei Medical Co., Ltd)
Opranmsanuss

3-# stax u R401 3zanne B, Ne 8 1-# aoporu 1[3unnayn,
npomsinieHnas 3ona baonyk, pation JIynras, IHsaswxons
518116, I'yannyn, Kuraii

Axpec

T'enepanbHEIf ZUPEKTOP

HONmKHOCTD

Ty UnonHbi3uHb
Gamnnua, WM

22.05.2024
Jara JUUMM.ITTT

fnoonuce!
Tloammuck

Ieyars:
«LLIYHMEH MEJTHKAJ KO. JITH.» (SHUNMEI MEDICAL
CO., LTD) % LISHB'DKIHb, KUTAH
HncTpyxuss no NpUMeReHHI0
Ha MeAunHHcKoe H3aeane: «Karerep 6annodnbiii oAHOPA30BLIA CTEPHUIbLHDBIH KOPORAPHLIH ARNATANBOHHBIHE Shun

Pearl, Shunmei ¢ JexkapcTBEHHBIM NOKPHITHEM

2024
Ilewars:
COBET KHTAA 110 PA3BHTHIO MEXIVHAPOHOH
TOPTOBJTH
CEPTHOHKAT
CKPMT

(24)

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



MepeBoa AW HOF0O TeKCTaBbINONHEH NepeBOfYMKOM FaHX aJmnaHoN AneKcaHALpPOBHONM .

Poccuiickas depepaums
Mopog Mocksa
[eBATHaALATOro MNA ABe ThicAYM ABaAuaTb YeTBEPTOrO roga
A, BopoHosa FOnus AnekcaHpoBHa, BPEMEHHO UCMONHAOLWAA 0643aHHOCTY HOTapuyca ropoga Mocksbl
KawuypvHa FOpua Hykonaesnya, cBuMAeTeNLCTBYH NOA/IMHHOCTb NOANMCKU Nepesoaumnka MaH>ka naHsl
AnekcaHpOoBHbI.
Mognuce ¢~ 21LaB MOEM NPUCY TCTBUN.
Nuuywalllbnoar* Mero JOKyMeHT yCTaHOB/EHa.

\pe: N0 26/327-H/77-2024’2'b 60
TapuanbHOro AeicTBr™ 400 py6. 00 Kon.

HO.A. BopoHoBa

Bcero npoLLHypoBaHo, NPOHYMEPOBAHO M CKPEN/IEHO NeYaTbio
no/narprl/>c ) mcT(-a/'OB)

BPWO HoTapuyca
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