GEN Oﬂ S BC Scoring PTCA Balloon Catheter

HEY

3 0| AR FHEEIS MBS S0t Of2i 0| WA A Bh2 FH AlAHS
ol o8t Bxtel ZHHO|LL WAL ZAHS Lo 4 Qlon] Bxfe| £, > 7t0| = 2to|of St 2 MK ~ % : 5 =
D) NES: CENOSS Scoring I Ch Balloon Catheter 2E Aol ol & s gty T oo T o 4) TS A0 x| HAE BS 8 HZE A4 M2 ARIT0| AZELICH NFEILICE 5, 7$0|€ FHEE], 2101 Sl0lole} A HEIEIS S Alof X7
=l 2 & S, == = po= . 2r = N B
SRR e 2)HES O@S B £5, 1, Aj2ro| 210l0] E 4 YBLICE 5) EAslefEle) ek 2ol th5S Hes 1S FH0lE Sfolof 2jS A B
3) ESEFUS:ASTI30. 9 S| MEDf TAIO B9 KE KA = 2 S Ao E Kol 2| 3f ST = =M = ot gict
4) 87t M5 24-288= R e S A 6) A& BHS T M2IXIS MBI 30) HZ AR AL XIHof T2 2Lt o) BE|0] Qs 2K CHEol At e
5) 534 B o % 1 o[ {80l Ede| AR BE HE B SeEn e BUHEEI S EU/BI01 AL SHAI7| BIRELIC
’ sshisd2l&eds = TIoOtH S8=2 STASE ong 854 &
@310 Dg|Hio] 9 Hatol X2 KA} HLICS P JHelEl By Bjel 3715 ‘
Z4 BSOSO 2IHs3 HRN F1| 2T BAS oL U 7) BHgleE suet 22 gz P
gL Y B e Mool mzia/or Bt O St N bt 8; 20| Z2HIE 3 ml A2 10 ml 22 20 mIARIXIS 2128 30 Sot (1] Ba=5 = seie) Zof ot BAH T SANol BB GaL)
2 olg L sl = _ - —
ENZ2 20N HMEW HEHE (PTCAAl AHESHe EMSEA FHHHZ Q52 SHsl| 20| AL|H HASH MEES 2alist=s SOt JHssICtH E8XE ©7|1 7|H|E ot o] %HOJIIM *E‘%'okgt HI&E:?DHEQI}EHC& of\rﬁ;_ﬂj‘ Iﬁ;o Og**TET o
0.014" 710|S2H0|0{S AFRS[T, A&eh meto| K3 EMmelof o sloleim K|@S W 22 AELICH 9) 22 FIUICH AR E FI{EID EOINEE 27]2 D UL ol SEHOILt £ Sxo| HAHO| tfet SAIHp! #5E EYts] o
SE ol elpt=2 B 2 Al B4 0IR(Slipping) HE A0l g xze AL B8 B4 ZAE O AR Y XS AR LI 10) Al2IX| S CH] ©Z312 22 o  Wot=al Eo 1 0|4 20| Yof HBHEIZ] QLI Mz 22t Ol A BAJDts 228 H2I30, Iy 2
= . = - - = [ = =) =) o= Uy . = [ = [ o - - o — T
=83 271 9io szl 7) 0] B4t BelPIE S oigt €l & Ho| LR & 2|00 EH0) CFX] 82 mi7X] BobLICE B Aol grefol Afef2 MRIRIS sl TS 0 Citol il 30l SRS TN GBLIck Hi e ooy
= . AL B e == ey = A== i 2 S = =y =, - o st o Oltst FIZolL s i ' ey
gzt g gl o S 2RF Ydet 2L9l01d SUS WHAF|H %}*Jm‘ AT | 2 EC| K| obS MEHZ EMIIE|EIZ A9l Ol H|AHSHS 2 01\| [ng\lﬁ?m E717H S0{7k= 218 FoBiLICE 22 H D MRIXIE j@aﬂkailgﬂowg\ﬂgwl\ %Hﬁs;fo“l_&%;%ﬂ;}E\}AT;‘%% s
BYSI O 015i0] WP W 50| 213 & 012 EE ¥R SxigiLict XABLIC, S s A S e B e
Q20| ZFHX|A| & 11 F2to] Fotxl 22|17+ o X|A| glLIct & MEe 34 s)zxﬂng 0| C}2 C|HI0|A S AQISH= AQ T Mof S2AtE z|HE 7} sty %\oHi\}o% A B oAlﬁJ%EOﬂ oHiok L;&ﬂg\ b *LE:ZL ﬂ:
FHEE{Oll= HHo| ZIQg 8O[6tA 67| 9Iot HIO|HE AZE 0| l1 E}E EEO‘TAO{\ éem oF T = Zo| st |Cf. Dof K teHe E0F 2 X3S » x| Lo A MALEOZ Ol ZIHA - KX IPUR aeof Choto] S X|X| ot&LICt 2
= ot-l < = = o H = — (=3 = —I . 4= = [ [ N - T
S4By N, DNy vd FAE A SURNC) el BHEI LICH, +£2 BED x{3re] 21012 THyst 3 XIS Malgiict, 11) MEATS] H00H ALS o (2} WAY| TS Zulokn WAV TREE 27| HES| ARS LarolAe NSt
HAZMel
SAEIO] LI 9) Atg B M2 FZ 1 ere|(Rated Burst Pressure, RBP)S X 4010 R A
2 HZ0| FE[E{0] U B0 R DEO| HofLD, RX CIXRIOR BUIC & 3 0| 2ol o] Rl A Ul sto g2 1) sl @IS Az, (K] Aresis
rA=i90| w20l el 2um ojF =9l suo| ZpoR meglth Thalo| el2iA| S Al Solgtict AL N0 SISO A B, i setom nie o
SISl RASAS NSOl BENM BUS SISl THS EY 10 3nxayse suse S BUSUSHR0 SA ORI Sl 13) 22 SSI0 ALHO| HOIRls BE 37| NAYLIC 302 otEn SriES 238 B3 927(7/0| 7, WASS SX/CY
Mg 112 SIME 500 ZFME Sdg "Wd 9 =7 51210j| M A|SHE|0{0F BHL|C}. AL8217| l3t0] Fof FObELICE e e
AFSELICE RX ILE MMollM UEF EIXIS] & Wn) 212 BH IHEIEIS] 1)) ymst =M WA 0AS 2 ARSI BLICHME] Algaot1z 84 14) SRR 0| 9148t 710|El THEfEfol o =0f X/2 WS AZELICE -
BAS Bojebl o] 2let Jtol=atolof S22 MBI HEl BHE A 5), BHS BHG| 9610 2Lt T2 JtAwEo| 022 15) 25 PArS o Meis ol mat S S A| ZALE Al TtolS (L] g=71zt
et AE MEEE f4y DYOR 2YE0f AGLTL Arg2 SXIFLICL E3t R7| B0iS BATIEIEO) HEATIE 22 2t0]0f= IX|AIZILICE e —
¢ =0 o ze
o o e e e e S SxeIcHR2E 5) 16) 7telEfe] 20l 4E| 25 cmoll 7101 Sfoloft Lt ttx| B4 #
= = .
S S S s I B P e e SHeflEfo] 2rct €loj 71| Shojojo] 291 Wetol W =S AlSELIC
HLCH 2 ®MEQ f2d0l= , & = 13 mmO|H, - r =
I;xrirﬁul::or = HES Trﬁjolg xﬂlélT'[ﬁ °== LIEPS & QI BXt2 /st 17) Xge=2 TMIHEHE TAAYA MYstn SMFHEES TIYAlZLICH M| Ezhe
seAEE I Amm = ASEH, (6] ety + U ¥u2/meE 18) 740/ SHelEfe] Yete Elo| BHfelEle] BES Eol EUS 1S sl
emx Ofeiet 22 22 /R E0| LIEHE 4= UM, LIFE 21 0]2]9] ZAE LIEH SE7| Q510 S EA| HAHHS 0]2310f 7to|d FHEHE S E510] M
(clue=s + RUFLEE FHEES TIYAIZLITE
& 9 sk A9|H0o| = 40 £ 8| ZMFtE|E{7} 7t0| L FEIE{Q)
ZTH TS UL S (PTCAZ Sef HHHY TASHES HFAI717] 9o R A0[e e oAt FoINg: 28lel % 7hol DI Bl BUTIE oIl
MEots S0| LRI HEE -5 g/ FE £ NERTT ek Boj| =AfsHs 20| IR R ol & 4 YLt
o =71x|9 ArtA2le WA £x 19) B SSHF B0 ZMTIEIEIS F12IAI7|D WHwso Jfo|c 2tojojg
= saefe == 2
42 HSS Taret 28 - 2L YT (r2bA] ZIIAZILICE, B
(o] 37 g . -IHESUSGlEE Hel w9)) 20) B399 24 013{2 o4 A2 =7t PAE B KIS Sl
. - AT 0|2 /49t A EY _gr w2t et
WHOR = NE 3 N BYEH YHS BMIEES ABA  Noim Az en :
Z7|Ate2 otefet ZH&LICt S L EE AL/ ES)TIA o= X
HYSUF Ti=| &1 3to| xjeiAt > SH YWY
D T s 3 eled v N pag e 21) M1 70| 32 ALICH 2N BASY Meawo] Tt S BE]
) iii Kﬁﬁ%fﬁgié%‘m ity j%gi@”ﬁx& Ol SR 25104 2|} SAE Z S WA LICH (o) ug
=l=aT cood = = - s MEOS R EUS Es = B
3 o At NalsieE (PSSR HE Y T =y Esiy STo| AKE EL 22) EHO M AIPE T} RATE EHS WA S 3057 BEAZS RAI5D
T OoTe T o = = - B
5) &M %2 (plain old balloon angioplasty, POBA) £7+ &'# $§>: et 0|z 2z A|ZLc, o | . R —
g R A% SHSS U= Ay v o . S, e R— BT o olasel eieier 23) S| 0| XIAEICIH 51| 15H01 0| AFRKE TR ChA] 2212
7) L8O FX|Q 2Ol AMAIG At 2 AN Hol BRI HEtsh e - B e o et -2 S i 23] 0| A HO| 2 EAIEO 2 SIAIH HelMEJf SAE ZHS WEAL|CE - ® I ——
Sases A i 24) H& $0] 710|<) FEEI S Eoiq HExHA R UL BAfSoo| Hof il
ans B HAS O HAE S22 mosrLch .
(E] utmQl ot -geer ey SDjFEAF B N 0 s
-EETEES AIAIA B OH
= N -g82c Ted BALLOON COMPLIANCE INFORMATION
1) PCI Al #0f TSl A SZot 2212 WALE Of Aol S Ot _xjgel/nEel e . .
= HE2 AFgof Bk, RECERCEEE PN wl =z
2) 2 HES ABHYNE SXI$ 3 AFGol7| BRI, . s
3) &2 MZ2 o @l SAHO|=[Ethylene Oxide] 2 i |0f QLT 2 X Z=H|AMS 7197 | 222 | 245 | 271 | 295 | 321 | 343 | 365 | 387 jﬂ/ wpen N
4) SRABOISE AlBote Sot 2 dej7t RAIE =S otn, pRoilzto]  (H] AHS H EH|AY e T oo Tase Tars Taoe Taas aso Tams T 200 . 2
HDE|H AL SHR| &L N
5) fﬁ; x‘ﬁ@%ﬁ 7'«%3 ls ;xr9| AA0|LF & 7|2 EH0| Ho|2 » &0 Zest iz 9 | 204 227 | 252 | 277 | 304 | 330 | 355 | 376  4.02 - @ R
Mgal?x\ o?Alch T - =t 710|2) FHE|E 10 | 206 | 229 | 255 | 280 | 3.07 | 334 | 360 | 379 405 :
feoy=) . o
6) Mgﬂﬁ S&H0| A2 HETH BAE FHFIEHE T 7|5 E el X7t -10~20 cc FAH| 2~374 N 11 | 208 | 231 | 257 | 282 | 310 | 337 | 364 | 3.82 | 408
8iS 2 2elsfof k. - 21210] 0.36 mm(0.014 inch) 0[3t2! 7to|=2fo]of 174 211 238 260 | 285 312 341 368 386 | a1
7) AFBE EM7telE o] AR 20| sHTol KErex| el 9l B Eeor Ui S0l sz T Kl g T o1a Tase To6s Tomr Torr Toaa Tama T aoe a1a
gt - M2|Alei 2ot 112 B A el ZK|
8) ZT|H TS HEE 8 WolHET} SAE ZMTtE|E ] et 28T SRR 1
ehurst 2212 ot M2olof 3ioh SHIEIEl NARIS AIBY S UBLICEL - R OPHEA3YY)
9) a|l=0t RAtel EMle|E{o] Soid o, wetEo FgolLt W0 - HEot SR aK U SH AT
DL R s
O| Ato| X MAESHSIS 1Y o 2tstEbAl S N !
10) gjﬁ'l HY Tl HER IS H e ° CHENE M ERR |9 IFAE 10| Ql=X| s TEH0| 9|8 2|9t 2| NP (Nominal pressure) Bl RBP (Rate Burst Pressure)
St T HAl= Al S o|Ate| EEOf et UE 7|7 A2 5040 XFEHE|0f QI=X| BHOI & ALRBHLIC}H
11) :’?*gﬂ HMA= A& 200 JAte] ZFo)| et X 7[ZH Al% & ofof ] M"Q_- ! %:‘:lol gg%ég%gﬂ o7 9l S61E S0l T2t HRBILIC o
e 5 Q%= QB o HEof -2t 2AE0| SL=X| SRIgLICS DAY s = Aas17 X382 ol= 2 A
12) SM7IHEI S Z25h= SO 7ol 7tE|E Eol XIS |XISH=H +9| - Mgs};\;‘ﬁmx{fiﬂgiﬂ gcs =olsiL|c} EHES ASX7L SR EMTIEHES ASSHH HAHY 4 QT2 M
S{OF hL|Ct, -AHE A S EX BES FOBLL. SoinLct
13) B W2 Fols Hpho) DRE W2BE} 8 EE UE2 0|12 - EH7|EEIS ClAHA 2 2E| 371U 20/7] SHEE HeLICH 25 e B}
. & > = Xt SHH= XI‘AL'E'»
R S A AOF ST 26) C}2 $HAO2 BHE9IS Fi S0t 10| 240(0j9f NPBES YL
B o o o e SETS (1] Arme 2 55 A 27) 7101 S10[01E BoIT| SES &S Lo 70| stolof 7xIE
Sl SHES HHEOVA B SABI01 7101 SIOIOTE MOl ORI, Sesm SABILICE 2211 Jtold FHefEfe] /=2 BHstelE(S ] AlsfeiLct,
o 2 2 o £
> ZIH BASY NHS] ZMTtEE Ft| Fo|Afg: mEsts Soto] g £A PALE E3to] 70| =etolof ¢IXIE
5 1) ERT2 2 Aol EMFIEE S 2olA7| 0 22| 22 SUEY EAS AFELL o ~
(F] %3 Al el s, 28) 7101 510101 & X/ B4 WK BAZIEIE|S DALICE Hei8
) HE Z EESPCHECINEE Jt2x|22 9= 710| 90|01 Z SXIA|7|E S0t 7to| ololo{2LE BN
. 2) CIAH M 2RE ZM7}0(ElS R4 AR SalAlLdt, 2x27 s FIAI7IE E0 SH0IE stojo2 e B
DERNZE QRSSST MSSTS no 4 SA=aLlc sd 8% 3) B4 Relo] 2401 71| RES EYARA BN BB ot AElUAS FfelElel Rofst BotelEle] ZEHE ol 20 HARILICL Xge e g
oA Bt LSBT ALS, 7B U MRS HES 24T AL HES SaiAzILicE Hau

MS-P3777/IFU-DS1702(Rev.0,2509)




