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Medieal teehnelogy ereates future ~ P T A b 3 H O OM C1!1213110MN0 C3thG1t6T A

40cm
2 .0 x 2 0 |
mm mm i
O-Diameter L-Length - L - 4,0F
0.32mm)
N
silicon Di«m«t»r feifel (13 20m m
mm
20mm ~
Iftft 1 628325
1WT 1 2407045L
1 J 202407
cs5n 202706
PTA Balloon POTW2.0x20x40
MU Shunmei Medical Co., Ltd 0106956014483251
Head Office: 3rd floor and R401 of building B, m [01j069S60U48:r?S1
No.8 of Ut Jinlong Road. Baolong Industrial Zone, 1177223227(?216()]'22(?%23045"
LongGang District. 518116 Shenzhen, Guangdong, China a, (10)
Factory: cwn 628325 Mn5r1 2407045L
Yifa 3rd road, Yifa Industrial Zone. Pingtan Town,
Hiiyang District, Huizhou,Guangdong, China PTA Balloon POTW 2.0x20%40
. .0OX X
Tei:-K)08&G752-3306949
Email:nora@shunmed,com 0106956014483251
Webwww.shunmed.com [UPi} [01K)fi9SbUMAH'32-j1
17202706102407045L
5¢11EP| Lotus NL B.V. (T7)202/06(10)2407045L
Koningtn iulianaplein 10, le Verd.2595AA, rwn 628325 O W 2407045L
The Hague, Netherlands.
Tel:+31644168999
Email: peter@lotusnl.com C |/| (§) A O
SW-LB-POTW-OOLA.I NN
Effective date:2024.05.21 A A 2696  madein China f)<f( oy
StOf4gecofidUion”: rt mperature 0-40'C, HumidMy: 0-80%

Puc. 2. KaTwep 6annoHHbI gunataymoHHblid PTA Shunmei 18 YpecKOXHON TpaHCNOMUHaNbHOW aHrnonnactukn Shun Sofer, pasmep
6annoHa 2,0 x 20 MM, athpekTBHAA gamnHa 40 cm
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Puc. 3. KaTteTep 6ann0oHHbIA gnnaTauMoHHbIn PTA Shunmei gns 4pecKoXXHOI TpaHCNOMUHANbHOW aHrnonnacTuky Shun Sofer, pasmep
6annoHa 2,0 x 20 mm, athpekTuBHas gnmHa 40 cm
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Puc. 4. KaTteTep 6anioHHbIV gunataunoHHbli PTA Shunmei gns 4peckKoXXHOR TpaHCAKOMUHANBLHOW aHrmonnacTukm Shun Sofer, pasmep
6annoHa 2,0 x 20 MM, adypekTMBHASA AnnHa 40 cm
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Puc. 6. KaTeTep 6anfoHHbIN gunataynoHHbli PTA Shunmei gns YpeckoXHOl TpaHCAIOMUHaNbHOI aHrmonnactuky Shun Sofer, pasmep
6annoHa 2,0 x 20 mm, adypekTMBHAA aanHa 40 cm
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: Shun Sofer
Sdhqngme! "PTAballoon dilatation catheter OTW

150cm
4.0 x 300 >
.U X t
mm mm I
D-Oiameter L-Length - L- 4.0F
1,32mm)
Pressure Balloon Oiemeifr d 4.0mm
kPa atm mm
389 300mm
VK M 628459
810 8 413 UM 2407045L
1013 10 4.24 CZD 202407
1216 12 4.31 rtr": 202706
1621 PTA Balloon POTW4.0x300x150
m 1 Shunmei Medical Co., Ltd I HLHiinilitt
Head Office: 3rd Floor and R401 of building B, : . . "H
No.8 of 1stJinlong Road, Baotong Industrial Zone, W
LongGang District. 518116 Shenzhen, Guangdong, China rm ~\ 628459 rwn 240704sL
Factorv:

Yifa 3rd road. Yifa Industrial Zone, Pingtan Town,
Huiyang District, Huizhou,Guangdong, China
Tel:40086-0752-3306949
Email:nora@shunmed.com

Web:www.shunrned.com 17202706102407045L

PTA Balloon POTW4 0x300x150

EC REP Lotus NL B.V. 1KO 628459 FT5M 2407045L

Koningin Julianaplein 10, le Verd,2595AA,

The Hague, Netherlands. .
Tel:+31644168999 http://www.shunmed.com

Email: peter@ lotusnl.com

»-18-POrw-001 A\ C € z696
Effective d3te:2024.05.21

ccnd,ions: Temp.ra.o,e: O-40-C,

Puc. 7. KateTep 6anioHHbIV AnnaTayMoHHbIin PTA Shunmei Ana YpecKoXXHOM TpaHCMOMUHANbHON aHrnonnacTuku Shun Sofer, pasmep
6annoHa 4,0 x 300 MM, apchekTMBHAsA AnnHa 150 cm
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Puc. 8. KaTeTep 6annoHHbIA gnnataymoHHblii PTA Shunmei gns 4pecKoXXHOW TpaHCAOMUHANLHOM aHrunonnactuku Shun Sofer, pasmep
6annoHa 4,0 x 300 MM, agpthekTMBHas gamHa 150 cm
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"\Yy*'-'y "w" m'V- ml-
Puc. 10.  KaTteTep 6annoHHbIA gunaTaumoHHblli PTA Shunmei gas YpeckoxHOl TpaHCAOMUHaNbHOW aHrunonnactukn Shun Sofer, pasmep
6annoHa 4,0 x 300 MM, athpekTBHAsA gnmHa 150 cm
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I Shun Sofer
Sdhl’mg[ne! [FpTAballoon dilatation catheter

40cm
7.0x200 .
. T

mm mm |

D-Oiameter L-Length - L - 4 .OF
(1.32mm)

Pressure — ETCY ¢ 7.0mm

kPa atm mm
N
405 4 6,87 200mm
or / 00 ru.1 629289
810 8 7,17 r'wn 2407045L
1013 10 7.31 r7M 202407
1216 12 7.42 OCj 202706
1419
1621 16 7.62
PTA Balloon POTW7.0x200x40
Shunmei Medical Co., Ltd 0106956014492895
Head Office: 3rd Floor and R401 of building B, I_LO ]QL"EEIIL%>
17202706102407045L

No.8 of 1st Jinlong Road, Baolong Industrial Zone,

LongGang Oistria, 518116 Shenzhen, Guangdong, China (17)202706110)24070451
]; Factory: m n 629289 nuw3 2407045L

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

Tel:-f008&0752-3306949 PTA Balloon POTW 7.0x200x40
Email :nora@shunmed.com 0106956014492895
Webwww.shunmed.com [ipp” (OM)069560b143284b

17202706102407045L
[ec) REPkotunNI ny i T7120Y706(10)2407045L
KoninginJulianaplein 10, le Verd,2595AA, W N 629289 fLOn 2407045L

The Hague, Netherlands.

Tel:+31644168999

Email: peter@lotusnl.com G_I_I ® A
5M-LB POTW-001,A.l NN gg \VIE

Effectivedate:2024.05.21 NN 2696 made in China
s . - 9 m
conditions: rempfrarjrf? 0-40®C,HumiriMy 0-A0% H )'K 'r

Puc. 11. KaTeTep 6ann0oHHbIA gunataunoHHblid PTA Shunmei gna 4peckoXXHOl TpaHCMOMUHaNbHOW aHrmonnactuku Shun Sofer, pasmep
6annoHa 7,0 x 200 mm, apchekTMBHAA gnnHa 40 cm
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Puc. 12. KaTeTep 6ann0HHbIA funaTaunoHHbIi PTA Shunmei gna YpecKoXHOM TpaHCMOMUHaNbLHOW aHrnonnactuku Shun Sofer, pasmep
6annoHa 7,0 x 200 mm, atpdhekTuBHAA AnvHa 40 cm
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Puc. 13. KaTeTep 6annoHHbI gunaTaunoHHblil PTA Shunmei gna YpeckoXXHON TpaHCAIOMUHaNbLHOW aHrmonnactTukn Shun Sofer, pasmep
6annoHa 7,0 x 200 MM, athhekTMBHAA AnnHa 40 cm
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Puc. 14.  KateTep 6annoHHbIN gunaTaymMoHHbiil PTA Shunmei 4ns YpecKOoXXHOWM TpaHCIHOMUHaNbHOW aHrnonnactmku Shun Sofer, pasmep
6annoHa 7,0 x 200 MM, athpekTnBHAA gnunHa 40 cm
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Shunn\<i Medical Co.. [.IA
OpraHmaim»/4>rgan\/alu.m

3rd Floor and R401 of building B. N0.8 of 1st Jinlong
Road, Baolong Industrial /.onc.l.ongGang District
51816 Shenzhcn. (Juangdonfi. China

Appec/Address

General Manager
[omkHocTb/Occupation

Tu /henjin
damunma. Uvs>' Surname. Name

24.0S.lox4

[ata JU,MM.ITT1 Date

MHCTPYKUMSA NO MPUMEHEHUNIO HA MeAULMHCKOE N3aenune:
«KaTeTep 6an/10HHbIV gnnataumoHHblin PTA Shunmei N YUpecKOXHOW TpaHC/AHOMUHANbHOM

aHrmonnactTnkKm B BapmaHTax NCMNOMTHEHNA»

Instruction for use

«PTA Balloon Dilatation Catheter Shunmei in variations»

Puc. 15. MHCTPYKLMA NO NPpUMEHEHUIO
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Shunmer’ e TAK W T otw

MedlcaHechnologytfoales future r oaMOOon c ||3131 |0 MC3thGtGf

40cm
D -
2 .0 x 20
mm mm
D-Diameter Length - L- 4.0F
M 32fTimi
Pressure n ® 2.0mm
405 4 1.94 20mm
LUD 628325
810 8 2.06 L 2407045L
1013 10 2.13 Cz3 202407
1216 12 219 Cn~1 202706
14 1f i Lu T m
1621 16 2.32
POTW2.0x20*40
MH Shunmei Medical Co., Ltd
Head Office: 3rd Floor and R401 of building B. [l.q ‘I]fBBﬂLlBi,@
No.a of bl Jinlong Road. Baolong Industrial Zone,
LongGang District. 518116 Shenzhen, Guangdong. China 117i2C'2706( 10)2+070451
Factory m n 628325 FwpP 2407045L
\tfa 3rd road, Yifa irxlustnal Zone. Pingtan Town,
Huiyang District. Huizhou,Guangdong, China
Tel+00864)752-3306049 PTA Balloon POTW2 0x20*40
Email:rKxa@shunmed.com H HTH
xa@shu (M i
Webwww.shunmed com [mu (01)2dS560144e32S5
. iIIIIIiIILI TR
ECJjREPI Lotus NLB.V, i17.2:07 J10)24070451 |
Koningin Juhanaptein 10. le Verd.2595AA, W N 628325 FWwmn 2407045L
The Hague, Netherlands.
Tei *31644168999 .
Ennau peter@lotusnl.com http.//WWW.ShUﬂfﬂEd.CO@ ( I | I (5 _b 0 N
SMHLB-POTWOOLA 1 €
f'fectivedate 2024 05 21 @ 2696  mddemChina ™ il I

0'Oor,s ’e«ro?raiute 0-40*C.Hum fjuy 0 RO4

Puc. 19. Mpumep MapKMPOBKU TPAHCMOPTHOW YNakoBKY
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Shunmei Shun Sofer OTW

® PTA balloon dilatation catheter

2.0x20

0-otam «t*r L-Ltngth
40cm ® 2.0mm
£ 20mm
Tl (11111 t r X ; s LLI O 628325
- L- 4 oF \ DKL 24070451
(1.32mm) 202407
202706
m | Shunmei Medical Co., Ltd PTA Balloon POTW2-Ok20x40
Head Office: 3rd Rootand R401 of buildinta.
No.Oof 1stimionc Road. Baoioog Industrial 7one. ' I # "kt
mlg oistnct, 51811Bshemben. Guanedong, China B I/i.ﬂ I\/I mr
\ifa3rd road. Wie W ustrei Zone. Pif*tan Tbwn, ))))
Htayeng thrtrict. Hubhou.Guangdor« CMna C5ED 628325 CLWMN 2407045L
el hdczm
8 810 2.06 Webrwwwjhmmedmm
10 1013 2.13 [gc| ReH Lotus NL B.V. PTA Balloon POTW2.0x20x40
12 1216 2 19 Kor»ngen Juhanaplein 10,1* Vird.259SAA, . A s p g mmEaas
The Hague, Nrtheriaods. LL" M I
Tel;*316441689W - .
Crnail petergaiotusni com BII|p|IIIII|IIIIIIH lilll
made m China C € (17)202108T0>r<0rM.4
SM L8-POTW O OIAl HEE) 628325 nAan 2407045L
ivedate: 2696

Do not exceed the rated burst pressure (RBP). gffectivedate:2024,05.21

Storage condmons: Temjwrature-, .

0 40X . Huiriditv.O My D ® oD ® rh S N
C POTW 2.0 X 20 _ _ . .

~ PTAballoon dilatation catheter ~ (p ESIEl 2 X ®

Sfiun Sofer mm mm

Puc. 20. MpuMep MapKNUPOBKN BTOPUYHOI YNaKOBKM
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Shunme? potw 2.0x 20
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0106956014483251
(01)00956014483251

TS. YA

amJ240704SL
CZJ 202407



ebunmA/f Shun Sofer
Medical technology creates future ""P'rAballoon d”atation Catheter

40cm
D -
2 .0 x 2 0 f
mm mm |
D-Diameter L-Length - L - 4 OF
(1.32mm)
Pressure Rianrisir ® 2.0mm
kPa atm mm
405 4 1.94 20mm
BLLI 1 1 628325
810 8 2.06 lioT 1 240704SL
1013 10 2.13
1- 1 202407
1216 12 2.19
ﬂ ﬂ T 202706
1621 16 2.32
PTA Balloon POTW2.0x20x40
iiil Shunmei Medical Co., Ltd 0106956014483251
Head Office; 3rd Floor and R401 of building B, (01Xf69ij«n»44e;i2SI'
No.8 of 1stJinlong Road, Baolong Industrial Zone, 11%&&%‘;%7_045'-
LongGang District, 518116 Shenzhen, Guangdong, China
Factory; rwn 628325 non 24070451
Yifa3rd road, Yifa Industrial Zone, Pingtan Town,
Hutyang District, Huizhou,Guangdong, China
PTA Ball POTW2.0x20x40
Tel:+00864)752-3306949 A Pafeon T e
bnait nora@shunmed corn MR il
Webwww.shunmed.com -
LISiMfl Lotus NLB.V. (17)2027f36( 1012407045L
KoninginJulianaplein 10, leVerd.259SAA, r1l 628325 rw i 2407045L
The Hague, Netherlands.
Tel:+31644168999 http://www.shunmed.com
Email: peter@lotusnl.com P ® an (§) A
SM-LB-POTW-001,A.l f C
Effective date:2024.05.21 A A 2696  madein China A

Storage (ondltions: lemp»*rature O-AOX, HurmiJiiy; 0-80%

Puc. 22.  Mpumep MapKUpPOBKM NEePBUYHOI YNAaKOBKM

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



Karerep 6aanouusii aunarannonunii PTA Shunmei qis upeckoxuoli TpaHC IOMUBANLHOH ARMHONAACTAKE
B BADNAHTAX MCIOTHERHT |
PY u aata PerncTpallMOHHOTO yAOCTORSPCHHS

1. Karerep Gavionnuiii munaranponnsiii PTA Shunmei ans upeckoxnoii TparcmoMnuansHolt asrwonnactuxk Shun Sofer,
paaueprmomXXXxmuu,atb(bemm nnuHa XXX oM — | wir;

2. HsCTpYKUMA NO MpHMeHeHH:o — 1 mT.

IIponssoanrensn: Shunmei Medical Co., Ltd (Illynmeis Meauxan Ko., Jita, KHP)

¥Opuanueckuii aapec NPOHIBOAMTENA:

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

MecTo NpON3BOACTBA MEARTNHCKOIO M3RE/INN:

Shunmei Medical Co., Ltd

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

Cepua (E59): cM. HA YnaxkoBke

Howmep no xatanory { BH): cM. Ha ynakoske

Henonsaosam 10 (8 ): oM. Ha ynakosxe

Cnocob npumerenus: CM. RRCTPYKIMIO O MPHMESHEHHIO.

Pacmm¢ponky rpadrueckinx CHMBOMOB: CM. B HHCTPYKUMM [0 MPHMEHEHHIO,

YnonHOMoYeHHbIH npe/IcTaBUTeNb IPOH3BOAUTENN HA TeppuTophH PO:
000 «ITUC3», 127473, r. Mockpa, yn. Cenesnenckan, A. 11A, c1p. 2, a1/koM/od 2/30,32/232;

OnexrponHEiii anpec: office@hscmail.pro
Tenedou: +7 (495) 798-01-60

Cunenano B Kurae

Puc. 23. Maker pycckomapiHON MAPKWPOBKH
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Bcero npowunTo, NpoHymMepoBaHo,
f 2S” 1nwncrtoB
(vipekTop

LWwnpwos K.I".
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