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EB ATITIKTIES DEKLARACIJA

Teisinis gamintojo pavadinimas ir adresas: Teleflex Medical
3015 Carrington Mill Blvd.
Morrisville NC, 27560.
JAV

Igaliotojo atstovo pavadinimas ir adresas: Teleflex Medical
IDA Business and Technology Park
Dublin Road
Athlone, Co. Westmeath, Airija

Notifikuotosios jstaigos pavadinimas ir adreas: X 1 klasé: netaikoma
Is, Im, IIa, IIb, III klasé

X 1 klase

,» Teleflex Medical* pareiskia, kad gaminiai atitinka Tarybos direktyvos 93/42/EEB,

1993 m. Birzelio mén 14 d. Su pakeitimais, padarytais 2007/47/EB, ir atitinka VII prieda ir BSI BS
EN ISO 13485: 2016, kuriuos jgyvendino Europos Sajungos medicinos prietaisy reglamentai.

Is, Im, Ila, IIb, III klasé

,» Leleflex Medical® pareiskia, kad gaminiai atitinka Tarybos direktyvos 93/42/EEB,

1993 m. Birzelio mén, 14 d. Su pakeitimais, padarytais 2007/47/EB, ir atitinka prieda. Jterpti priedo
numerj ir jterpti versija (ISO, BSI BS EN ISO ir kt.) ISO 13485: terpti paskelbimo data,
igyvendintag Europos Sajungos medicinos prietaisy reglamentuose, patvirtintuose anksciau iSvardyta
notifikuotoji jstaiga:

,»Leleflex Medical® patvirtina, kad kitai notifikuotajai jstaigai nebuvo pateikta jokia kita paraiSka dél
ty paciy prietaisy kokybés valdymo sistemos.

,» LTeleflex Medical* sutinka sukurti, jdiegti ir priziiiréti oficialiai pripazintg kokybés valdymo
sistema, kad biity uztikrintas tinkamumas ir veiksmingumas.

,» Leleflex Medical* sutinka kurti, igyvendinti ir prizitiréti dokumentais pagrjstg patirties stebéjimo
procesa po gamybos, jskaitant pranesimg apie jvykius, apie kuriuos reikia pranesti pagal Europos
medicinos prietaisy budrumo sistemos gaires.

,» Leleflex Medical® patvirtina, kad jokie vaistiniai preparatai/vaistai néra jtraukti j jokius prietaisus,
kuriems taikomas prietaisy planas.

,»leleflex Medical sutinka informuoti paskirtaja notifikuotaja jstaiga apie bet kokius planuojamus
ar neplanuotus esminius kokybés pokycius valdymo sistemoje.

Produkto pavadinimas Metalinio ligavimo sistemos kabuciy aplikatoriai
ir kabuciy nuéméjai
Klasifikacija: Klase 1, Taisykle 6
EB Sertifikatai Nr. Kanadietiski: ISO 13485:2016 —

US18/81827522 (MDSAP)
Europietizki - ISO 13485: 2016 / BS EN ISO
13485: 2016 - US97 / 10878

Atitikties vertinimo budai: MDD (93/42 / EEB) VII priedas, EB deklaracija
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ISleidimo data: Zr. perziliros istorija
Puslapis 2 1§ 10
Produkte| produkto Aprasymas A ﬂ'rf"
Epletinin ac
kodaz: )
Weck Horizon | Hemoclip Metal Clips
114527 Hamadip Plus EndaTouch Appler, Medum-Largae, 25* Angled, 137 2010-03 A5THA
137061 Hodzon Applker, Small, Curved, § 2010-03 A5THA
137062 Hodzon Applker, Small-Wida, Curvad, 67 2010-03 A5THA
137081 Hodzon Applker, Small, Curved, 8 2010-03 A5THA
137082 Hodzon Applker Small-Wida, Curvad, 87 2010-03 A5THA
137045 Hodzon Applker, Small, Angled, 2010-03 A5THA
137088 Hadzan Applier, Small-Wida, Angled, & 2010-03 I5T08
137111 Hadzan Agplier, Small, Curved, 117 2010-03 35798
137112 Hadzan Applier, SmallWide, Curvad, 117 2010-03 35798
137117 Hadzan Muli-Angle Applier, SmallWide, 457 Angle, 117 2010-03 I5T98
137118 Hadzan Muli-Anghe Applier, SmallWide, Curvad, 117 2010-03 5798 |
237061 Hoz on .IIElHr. Sadium, Curead, §° 2010-( !"!B_
237081 Hoz on .IIElHr. Sdadium, Curead, 8° 2010-( !"!B_
ZAT0R5 Hoszon Appliar, Madium, Angled, 87 20104 Tag |
237111 Hoz on .IIElHr. Sdacium, Curad, 11" 2010-( !"!B_
ZAT118 Hoszon Appliar, Madium, Angled, 117 20104 Ta8
2ATNT Hodzon Applker, Madium, Right Angla, 117 2010-03 A5THA
237141 Hodzon Applber, Madium, 20° Curvad, 147 2010-03 A5THA
23T 145 Hodzon Applber, Madium, 55° Angled, 14" 2010-03 A5THA
238110 Hodzon Endoscopc Applkar, Madum, 10mm, 117 2010-03 A5THA
238170 Hodzon Endoscopc Appliar, Madum, 10mm, 15 2010-03 A5THA
337081 Hodzon Applker, Medium-Larga, Curved, 2010-03 A5THA
337085 Hodzon Applker, Madium-Larga, Anglad, 2010-03 A5THA
37111 Hadzon Apolier, Medium-Large, Curved, 117 2010-03 I5T08
TS Haodiz an Applier, Medium-Large, Angled, 117 2010-03 357948
[T Hadzan Applier, Medium-Large, Right Angle, 117 2010-03 35798
337141 Haodzon Applier, Madium-Large, 20° Curvad, 147 2010-03 35798
337145 Hadzan Applier, Medium-Larga, 55 Anglad, 147 2010-03 5798 |
338110 Howiz on Endoscopic Appliar, Madum-Larga, 10mm, 117 2010-( !"!B_
338170 Howiz on Endoscopic Appliar, Madum-Larga, 10mm, 18" 2010-( !"!B_
370481 Hosz on Appliar, Larga, Curvad, 8% 20100 Tas |
L3785 Hosdzon Applier, Larga, Anglad, 8° 20100 e |
L7111 Hoz on .IIElHr. Larga, Curead, 11° 2010-( !"!B_
L1715 Hoszon Applier, Larga, Snghad, 117 20104 Tag |
L7117 Hoz on .IIElHr. Larga, Right Angla, 117 2010-( a4
437141 Hodzon Applber, Largs, 20° Curvad, 147 2010-03 A5THA
A37 145 Hadzon Applker, Largs, 55* Angha, 147 2010-03 A5THA
438110 Hodzon Endoscope Clp Applar, Larga, 12memn, 117 2010-03 A5THA
38170 Hodzon Endoscope Clp Applar, Larga, 12men, 187 2010-03 A5THA
523105 Hamodip Tradaonal Applker, Madium, Right Angla, 47 2010-03 A5THA
5231048 Hamadip Tradianal Applier, Meadiurm, Right Angle, 117 2010-03 I5T08
5231049 Haermodio Tracksonal Apolier, Madium, Curved, @ 2010-03 357948
523110 Haermodio Tracksonal Apolier, Madium, Curved, 2010-03 357948
523111 Haermodio Trackonal Apolier, Medium, Curved, 117 2010-03 357948
523120 Wieck Matal Clig Remaving Farcaps, Siraight, 87 2010-03 10835
523121 ‘Wack Matal Clig Rermaving Farceps, Angled Shanks, 107 2010-03 10835
523130 ‘Wack Matal LigatSing Clig Caridlge Basa, 77 2010-03 58050 |
523140 Hamadip Tr.;l-.'ii:lnal.ﬂElig'. Small, Curvad, & 2010-( !"!B_
23180 Hamadip Tr.;l-.'ii:lnal.ﬂElig'. Small, Curvad, I° 2010-( !"!B_
523181 Hamadip Tr.;l-.'ii:lnal.ﬂElig'. Small, Curvad, 117 2010-( a4
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523165 Hemocip Tradiional Applier, Medum-Largs, Cureesd, & 2010-0% X5 TR
S Hemocip Tradilional Applier, bMedum-Largs, Cured 11" 20100 ISR
SEIET Hemoclp Tradtional Applier, Medum-Largs, Right Angle, §° 200-0% 5 TEE
S A1ES Homoclp [ mdtional Sopler, bocium:Largs, =ight Angle, 117 20010 35 TaE
=) =] Homockp |radicnal Soplisr, i, o], 5 201010 35 T8
=ra ) Homoclp |radticnal Soplisr, Lams, Sight Angks, 5 2010 35 T8
EFa176 Flern ok T R il Bpplier, Lage, Fag Ange, 117 Z000-03 | 35788
SEE1E0 Hermoclp Tradilion al Appliar, Lags, Guned, 117 2010-03 25T
SFR540 Hernocip Traciion &l Preciaion Spplier, Small, Curad, & FIEE E5 T
SFR550 Hernocip Traciion &l Preciaion Spplier, Small, ©ured 87 2010-03 I5TEE
523551 Hemocip Tradition &l Preciaion Sppler, Small, Curesd, 11° 2010-0% X5 TR
HEI105 Hemaoclip Pl Applier, Medum, Right o, & & 0 -] X5 Tak
SEa106 Hamaclip Plus Applier, Medium, Right &, 11" 20700 TR
SAA108 Hamaclip Pl Sppler, Medium, 45 Angle, 117 201010 35 Tl
SEI1E Mmool Plus Appler, Medium, O ureed, 5 201010 35 T8
L5310 Hemoclip Plus Appler, Medium, ©oreed, 5 2010 35 T8
EEEIRE Hamoclip Pl Appler, Mediim, Curaad, 117 2010-03 I5TEE
S35140 Hamoclip Pl Appler, Smal, Curned, 57 2010-03 IE5TEE
S35150 Hamoclip Pl Appler, Smal, Curned, 57 2010-03 IE5TEE
S33151 Hamoclip Pl Applder, Smial, Curaesd, 117 2010-03 I5TRE
SEI152 Hamaclip Plus Appler, Smal, Right Andle, § 200-0% ISR
il Hamaclip Plus Applier, MediurmLames, 45" Angle, 117 20700 5 TR
SxI165 Hamaclip Plus Applier, We durm-Lame, Curoesd, 5 20100 TR
SEA1EE Hamoclin s Sppler, Mosdiumdlame, Cursesd, 117 201010 35 T8
SEITES Mmool Pl Applor, Mediumd argo, Bight Anole, 5 201010 35 T8
SEI1EBS Hamoaclip PLe Snpler, Ml imeEl anga, Fght Angla, 117 2010 35 T8
SEITTS Hmrncclip ﬁ.ﬁ-.l'lﬂl:lﬂ',L.rgu.,CLr'md,-!" 2010 35 TR
SE1TT Hamoclip Pl Appler, Large, Right Angle, &7 2010-03 EE5THE
R1TE Hamoclip P Appler, Large, Right Angla, 117 2010-03 IE5TEE
SR80 Harmoclip Pl Applder, Lange, Curad, 117 2010-03 I5TEE
SEI1E1 Hamaclip Plus Applier, Large, 4 5* Angle, 11° 20700 5 TR
3140 Hemoclip Pl Appler Sl Steo ngeing, Curved, 57 & 0 -] TR
x50 Hamaclip Plus Applier Small S ngpeoint, Cureed, & 2070-0] 35 TR
S 151 Mmool Plus Applor Small Stongpoing, Curved, 117 201010 35 T8
SA0ET Moriznn Spplior, Mcro, O ureod, 5 201010 35 T8
== pynt ] Horizon Spplior, Moro, Cureed, 55 200y 35 T8
PR Horizon Spplier, Medium, Anglad, L'll:l.l:in-Flng Coat, 117 2010-103 15 TaE
2381101 Horizon Taks <Ak Endosonpio Chp Soplor, Medim 2010-103 15 TaE
IETNEDR | Horigon Spedier, Medlum-Larga, Angked, Double-Ring Coat, 117 2010-03 TR
TR | Horigon Applier, Madium-Larga, Right angla, Doibke-Ring Coad, 117 2010-03 I5TEE
10T Horizon Take-Apad Endoscopic Appler, Medium-Lags 201§ 33T
ST NDRE | Horizon Applier, Langs, Cursed, Doubls Sing Cost, 117 & 0 -] 5 Tak
APIS0R | Horieon Applier, Lang e, Angled, Doubles-Ring Cast, 117 201§ 33T
STITOR | Horizon Spplier, Lag s, Bight Sndle, Double-Bing Cast, 11° 210 35 TR
LR Horizon Encla Saphenols Valn 55 Applor, Maedum, 15 2011102 35 T8
1IF0EA0R Horizon Spplior, Smalkide, ©ureed, DoubleRing Coaf, 5 2i010:=10% 35 T
13r0Ea0R Morizon Spplier Smalkide, Sureed, L\:I.II:h-F-'!I'Ig Coalf, 5 2010-103 15 TaE
ZATORIDR. | Horigon Spplier, Madium, Curdad, Dogble-Ring Coat, 87 2010-03 IE5TEE
ZAT1NDR | Horigon Appdier, Madum, S, Dojble-Ring Coat, 117 2010-03 I5TEE
T 11T0R | Horigon Applier, Madium, Right Angle, Doiible Ring Coag, 117 2010-03 I5TEE
ZETOEIDR | Horigon Applier, Madium-Large, Cired , Do ble-Ring Coa, 87 2010-03 I5TEE
AT DR | Herizon Applien, AMedium-Largs, Curesd . Double-Ring Cost, 117 2070-0% 35 T
1FP0E1R Herizon Applier, Small, Curved, 67, Redurbiabed 2012-06 X5
1FPOE2R Herizon Applier, SmallkWide, Cureed , 6, Rehubisbed 2012-06 5 TR
1FP0E1IR Herizon Spplier, Srmall, Curwed, 8, Reburbisbed 2012-06 X5 TR
'I'.li"l:lg Horizann :Eltr -E'H.'!IL'F'I.'IE C% 'E-!"I [SreTal ju] Aj-es| 202106 15Tl
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1HF0 &SR Horizon Applier, Small, Angled, 5. Refurbished 20106 55 Tk

S0 SER Horizon Applier, Small'Wide, Angled, &, Rebubighad 210121 JaTaE

1R Horizon Applier, Srmall, Curved, 117, Redurbished 210121 JaTaE
T 12 Horizon Applier, Smalliide, Surasd, 117 201206 35738
SAMETH Horizon Applior, Medium, Curad, &5, Refbishad 201206 LT ]
ZIM081H Horizon Applier, Medium, Oureed, 5, Befrbished 201206 15728
£V SR Horizon Applier, Medium, Angled, 5. Ralurbisread £012-06 J5TEE
SR Horizon Applier, Medium, Curdd, 117, Relarbisned 201206 J5TEE
HT15R Horiaon Applier, Meclum, Argled, 117, R efurbished 2012-08 I5TeE
FAIT0EIR Horizon Applier, Medium-Large, Gunded . 8, R ished £012-06 J5TEE
A0 &SR Horiaon Applier. Medium-Large, Anged, 5. Refurbisbsd 20106 5 Tk
1R Horizon Applier, Medium-Large, Cureesd, 117, Rebuorbished 2012-06 JaTaE
ISR Horiaon Applier, Medium-Largs, Anged, 117, R efurbish ed 20106 55 Tk
T oo Aol ler, Aedium:Large, Sight angla 117 201206 3538
45ME1H Horizon Applior, Large, Cureed, 8% Riefu bished 201206 LET ]
4385 Horizon Applier, Larg e, Angled, 5, R furbished 201206 3538
AR Horizon Applier, Larg e, Cureed, 117, Rad urbished 201206 J5TEE
43T 158 Horizon Applier, Large, Sngled, 117, R b e 2012-08 I5TeE
AATITR Horiaon Applier, Larg e, Fight Angla, 117, Rebarbish ed 201208 I5TEE
1SR Horizon Muli-Anghe Applier, SmallWide, 457 Angla, 117, Refurbished £01E-06 A5 TEE
1371 188 Horizon Muli-Angle Applier, Smalkhides, Cureed, 117, Beturbishesd 2012-06 JaTaE
EIT1ITR Horizon Applier, Medium, Fight Angle, 11%, Refurbisbed 201206 55 Tk
LIT14R Horizon Applier, Medium, 20 Curesd, 147, Refurbished 20106 5 Tk
LT 40 Horizon Applior, Medium, 55* Angled, 14°, Rioforished 201206 L]
A4 Horizon Applier, Medium: Large, 20 Curesd, 14°, Befurbished 201206 1538
AT 45 Horizon Applior, Medium:Large, 55 Angled, 147, Redurishsd 201206 3538
LAT141H Horizon Applier, Large, 207 Cureed, 147, Reforbishad 201206 25T
4371458 Horigon Applien, Large, 557 Angha, 147, R el s hed 201208 I5TEE
AATOEIR Horizon Applier, Micro, Curodd, 67, Rl e 201206 J5TEE
A0SR Horiaon Applier, Micro, Curosd, 8, Fed e £012-06 S5 TEE
) o Hemoclp Tradiion sl Applier, Medium, Right Angle, 87, B efurbished 2012-06 JaTaE
v [ Hemocp Traditional Applier, Medium, Right Angle, 117, Refurbished 20106 55 Tk
ey 0 ] Hermocp Tradtional Applier, Medum, Curced, &, Befurkished 2012-06 JaTaE
2281 10 Homoclp Tadtional Applier, Medum, Curaed, 5 201206 1538
23T 11 Hemoclp Tadtonal Applier, Medum, Curasd, 117, Refurbished 201206 35738
2231 40 Homoclp Tradtional Appliar, Smal, Suresd , &, Raf b is b 2012-06 25T
e ] e Homoclp Tradtional Appler, Smal, Curasd , 57, Sef o s hed 201206 15728
= R n Hemoolp Tradtional Applier, Smal, Curasd, 117, R furbished 201206 3538
SEE1 GSR Hernoclp Tradi ional Applier, M ediium-Large, O urned . 5, Faedu s e £012-06 S5 TEE
S 66N Hernoclp Tradkional Appliar, Medum-Larga, Curved 117, Ra i hed i012-08 I5TEE
SEE1ETR Hemocp Traditional Applier, M edum-Larngs, Right Angle, 57, Refurbisbed 201206 55 Tk
5231 GER Hemoclp Traditional Applier, M edum-Largs, Right Angle, 117, Refurbishesd 20106 5 Tk
G251 TER Hemockp Tradtion sl Applier. Langs, Curvesd, 57, B efurbish ed 2012-06 JaTaE
SEETTR Hemocip Traditional Applier. Langs . Right Angle, 8, Refurbished 20106 55 Tk
= - o Homochp | e cnial ] ] Right Anigls, 11°, Refrbishead 201206 LT ]
Era Homocip Tdtonal bpplior, Lange , Gureed, 117, Baefurbished 201206 LET ]
S5 400 Hemoclp Tadtional Precision Applier, Small, Sursed , 5, Be b shed 201206 3538
APEE SR Harnocp Tradi ional Precision Appliar, Small, Cursd , 5", R i s red 201206 J5TEE
HEAES1R Herncclp Traclion &l Precision Spelier, Small, Cured, 117, Refurbesed 2012-08 I5TeE
) P iteach Wadal Cip Remowing Fonospd., Shrag ht. 6, Rl e £012-06 10ERS
S 2R eck Wetal Clip Remowing Foroaps., Angled Shanks, 107, R i s red £012-06 10ERS
5231 308 ‘iesck. Mistal Ligadng Clip Cadridgs Base, T, Refurbished 2012-06 SEQSD
ik [0 Hamaclip Flus Applier, Medium, Right sngle, 5, Reburbished 201206 55 Tk
SEF1 O6R Hamaclip Pius Appler, Medium, Right Angle, 117, Refukishesd 20106 5 Tk
SEE1 OER Hamaclip Flus Appler, Medium, 45 Angle, 117, Refurbished 2012-06 JaTaE
5331 Hemoclio Pus Sppler, Medium, Curned, &, Siefrbished 2 012106 3538
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53531 108 Hamoclip Plus Applier, Medium, Cureesd, 57 Befudished 2101 21 F5TEE |
SR | Hemeclip Pus Applier, Medium, Curded, 117, Refurbisbesd 20120 I5TEE |
S55140R | Hemoclip Pus Appler, Smal, Qured, 5, Refubished FIGFET S5 TEE
EEER = Homaclip Fus Applor, Smal, Cureed, 5, Refurished 202006 3538
SIS Hemoclip Pius Appler, Smal, Cured, 117, Bafurbished 2021085 35738
EEEf = Hemoclip Pus Appler, Smal, Right Angle, 8, Refurbished 2021085 35738
SRR | Hemoclip Pls Appler, Mediimd amg e, 457 Anghe, 117, Redrbished 20z-06 35TEE
535165R | Hamodlip Plis Appler, Mediirml g e, Curead, 87, Rl rbished 2012-06 3578
S33166R | Hamoclip Plis Appler, Mediirml amg e, Cureed, 117, Febd ibished 2012-06 35T
SES1ETR | Harmoclip Ples Appler, Mediurd age, Fight Angla, 5, Returbishad Z012-06 I5TEE |
555168R | Hemoclip Pus Applier, MedurmdL ame, Fight Angle, 117, Refurbished 20120 I5TEE |
S551TSR | Hemoclip Pus Appler, Large, Cured, 5, Refurbshed FIGFET S5TEE
SE1TIR | Hemoclip Plus Appler, Largs, Right Angle, 5, Refubished 2012-0 S5TEE
EEE iy o Hemoclip Pius Appler, Large, Blight dngle, 117, Refubished 2021085 35738
SX31 80 Hemoclip Pius Appler, Large, Cureed, 117, Befrbshed 2021085 35738
SIITETH Hamaclip Pius Appleor, Large, 45 Angle, 117, Refuibishoed 20121005 15738
SEH140R | Hamoclip Plis Appler Semall Stongpoint, Curved, 5. Relrbehad 2012-06 3578
SHIS0R | Hamcclip Phis Appler Senall Siongpoint, Curved, 5. Relrbshad 2012-06 I5TEE
] esocchuds Remover CVD 117 2f0-01 S56d3
[ siu] Viesoochce Bemnower STRAIGHT & Z00-01 15549
Ly Viesocchude Applier EMALL S0 117 2001 15643
N2 AL iesocckude Spplier SMALL S0 117 20001 15643
[LF Wissoochide Applier SR AL CVDB™ TS 20001 156439
e Viesoockde Applior SMALL VD 8 03 2020-01 156439
TOEE AL viesocchide Spplier SMALL CVDE Zoa0-01 A5649
TOEAS Viesocchide Applier SAMALL 55° ANG & 203001 I5649
TOEAEL Viesocchude Applier SMALL 55° AMNG & 2oa0-01 A5649
T Vemocchude Applier B VD 117 28000 280-0

FiiEF] esocchds Applier 39 VD B 1520 2g0-0 &
FiEF] esocchds Applier 29 VD & 2f0-01 35649
MIEES Viesoochde Applier S0 S5 ANGE" 2001 15643
L Wissoockde Applier MED S0 1172800 20001 15649
[ ] Viesoockde Spplior MED &5 * AMNG 2800 20001 156439
T Viesoockde Spplior MED 70 685 2800 2020-01 156439
THEZ viesocchide Applier MED VD E 15201 Zoa0-01 A5649
THEZ viesocchide Applier BMED CVD " 20340 203001 I5649
TOHES iesocchude Applier MED 557 AMG 8 20 34 Zoa0-01 35
Jas12 esocchads Applier ML CVD 11" 250044 200-01 ERCE]
FO515 emocchids Applier ML 55 ANG 117 28041 2i0-01 35649
FOSE2 esocchids Applier ML CVD 8 A0 2e0-01 ER S
FO5AS Vesocchids Applier ML 55 ARG ML &% 2 05 200-01 A5649
=) Vissoockde Spplier L VD 117 28008 20001 15649
e =g =] Visoockde Spplior L S5 AMG 117 2800 20001 15649
[l Viesoockude Applier L 70° ARG 117 20001 15649
TOERZ Viesocchide Spplier L CvD 5 A0EMMM 200-01 A5649
TOERS Viesocchude Applier L 55 AMG & EE ] A5649
SO EX iesocchude Applier MED Endo CVD 137 3530M Zoa0-01

SOS0Z esocchads Applier ML Endo VD 13" 250040 200-01 ERCE]
&0E02 esocchds Applier L Enda CWV0 117 2i0-01 35649
EASF] esocchids APLR ML Enda D 1V 1MA L 15874 57 2e0-01 ER S
ELF] Viesocchuds APLRE ML Endo 012811 L 18 457 A 200-01 A5649
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Tvirtintojo vardas ir pareigos:

Kim Campbell
RA medicininés komandos vadovas

Tvirtintojo parasas:

Patvirtinimo data:

2020 m. geguzés meén. S d.

Patvirtinimo vieta:

Teleflex Medical

3015 Carrington Mill Blvd.
Morrisville NC, 27560
JAV

Kanadietiskas klasifikavimas

Zemiau iSvardinti prietaisai atitinka kanadietiSkus reikalavimus:

Davice Canadian License # Issue Date Class of Produci
X305 EraM S0 10405 F
53105 BT 111005 F]
531 0 BT 11005 F
533 CrEE] 0 T1- 1005 i
533110 T3 111005 F]
5331 11 BT 334 111005 F]
531 40 &7 5 1110405 z
553150 &7 334 20 11-10405 F]
= eii=) Hras S0 1110405 F
e v Hras SO0 171005 F
el EirasM S0 104015 £
S B BT 111005 F
531 6 BT 110405 F
Sa167 CrEE] 0 T1- 1005 i
533163 T3 111005 F]
5X31 75 BT 334 111005 F]
S 77 &7 5 1110405 z
533178 &7 334 20 11-10405 F]
SI31E0 Hras S0 1110405 F
SI31E Hras SO0 171005 F
23140 EirasM S0 104015 £
S350 Erid S0171= 10405 F
S5 BT 110405 F
5331 05 CrE=a] 120706 F]
5331 06, T3 0120708 F]
53] G &7 120708 F]
531 &7 5 1207406 F
5531 10% &7 334 20 12-07-08 F
SIIT1IE Hras S0 12006 F
DI 40 Hras SO 20 6 F
X300 EirasM S0 120706 £
SIITOIE Erid S0 120706 F
B BT 10706 F
5331648 CrE=a] 0120706 F]
5331 65 T3 0120708 F]
531 &7 120708 F]
531 BTR, A7 5 120706 F
For Lsa by A lates of Telello
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Teleflex:

Dokumentas#

RTP-WK-T3010

Perzitra#

16A

I§leidimo data:

Zr. perziliros istorija

Puslapis 71§ 10

SER1 GER EF 5 201 2-0T06 2
5531 TER AT 2012-0F086 2
SE31TTR AF5 2012-0F06 2
5331 78R CTEE] 2012-0708 F]
1370818 CTEe] 2012.0708 2
137082 [TE 2012-07.08 F]
13ms1e AT S 2-0T06 2
13T0EeH AT S 2-0T06 2
1STOESR a7 A12-0T06 3
13TnEGs AT AN 2006 2
AT111R EF 5 212006 2
AT 128 AT 2012-0F086 2
ATTR AF5 2012-0F06 2
1371188 CTEe] 2012.0708 F]
ZIT0E1R CTEe] 2012.0708 2
ZIT081R a7 3 2012-0708 2
LATOESH AT S 2-0T06 2
AT 1R AT S 2-0T06 2
£3T1 158 aTEH A12-0706 3
TR AT AN 2006 2
23T141R EF 5 0120706 2
2371458 EF 5 201 2-0T06 2
AFTOER AF5 2012-0F06 2
A0SR BT 3% 2012.07.06 F]
TR CTEe] 2012.0708 2
TR a7 3 2012-0708 2
EET RN [T 0120706 F]
AT14R AT S 2-0T06 2
AT 458 AT S 2-0T06 2
43TOETR a7 A12-0T06 3
ATTOESR EF 5 0120706 2
43T 1R EF 5 212006 2
4371 158 AF5 2012-0F06 2
4371 1TR BT 3 2012.07.06 F]
4371418 CTEe] 2012.0708 F]
4371458 a7 3 2012-0708 2
L BT Z 120708 F]
EEREIL] [T 120708 F]
114537 AT 0120514 2
15061 aTEH A1E-H-16 F
1FP0ER EF 5 A12-0-16 2
1FTEEDR EF 5 A12-0-16 2
ATOE] EF 5 A012-0H-16 2
AT0E2 AF5 2012-04-16 2
1370 &R BT 3% 2012.04.16 F]
137085 CTEe] 20120416 2
137085 a7 3 20120418 2
LETANE AT 12416 2
137112 AT 2120416 2
1377 AT 2120416 2
15T s a7 A1E-H-1 6 3
2061 EF 5 A12-0-16 2
AT EF 5 M 12-04-16 2
23M0E10R AT 2012-04-16 2
2IT0ES AF5 2012-04-16 2
2371l BT 3 20120418 F]
For Lse by Afilates. of T elefles
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Meleflex:

Dokumentas#

RTP-WK-T3010

Perzitra#

16A

I$leidimo data:

Zr. perziiiros istorijg

Puslapis 8 i§ 10

ZAT1 1108 [l A 12-M-16 2
3115 [ A 2-0d-116 2
LA 11508 T A 12-M-16 2
27 CLEeD) 20120416 2
Z3TT0R CrEen 20120416 2
237141 CLEED 201204186 F
ZAr 145 T3 A 12-CH-16 '
2538110 aTE A 216 ]
381107 AT 3H A 20416 ]
&l 8T A 12-H-16 o
200 [ A 2-0d-116 2
ERROET T A 12-H-16 2
ERPOE1DR [apges] A T2-M-106 2
AAT0ES CrEen) 20120416 2
FErARN BT 334 20120416 2
AT 10R CrEeT 20120416 2
EETR R aTE A 216 ]
3T 150N AT 3H A 20416 ]
EXTAEE ] A 2-H-16 i
AITITOR &7 3 0 E-04-16 ]
EETAEN] T A 12-H-16 2
FEAT145 [apges] A T2-M-106 2
F3E110 &5 A 20416 2
381101 BT 334 20120416 F
TR CrEen) 20120416 2
437081 CLEET 20120416 F
EETARN BT 3 12016 F
4371 1108 8T A 2-H-16 i
437115 &7 3 a0 1 E-04-16 £
43711508 T3 A 12-CH-16 '
457117 [apges] A T2-M-106 2
4371 1708 &5 A 2-04-16 2
457141 [l A 12-M-16 2
437145 CrEen) 20120416 2
438110 CrLEen 20120416 2
438170 BT 334 0120416 2
ET0ET LR iR F
ETOET ChEEs] 12016 F
4IT0ES T3 A 12-CH-16 '
105 aTaE A 216 £
523106 &5 A 2-04-16 2
SZ31EA [l A 12-M-16 2
523110 [ A 2-0d-116 2
S5 11 T A 12-M-16 2
A1 CLEeD) 20120416 2
PRI CrEen) 20120416 2
E23140 CLEED 201204186 F
3150 T3 A 12-CH-16 '
k] ) aTE A 216 ]
SE3165 AT3H A 20416 £
a3 ea 8T A 12-H-16 o
S ET [ A 2-0d-116 2
523168 T A 12-H-16 2
o] ] [apges] A T2-M-106 2
) &5 A 20416 2
523178 BT 334 20120416 F
For s by A e of T odef o
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Teleflex:

Dokumentas#

RTP-WK-T3010

Perzitra#

16A

I§leidimo data:

Zr. perziliros istorija

Puslapis 91§ 10

5251 &0 | A 12-M-16 2
52540 | A 12-M-16 2
L2550 fpe | A 12-M-16 2
B35 BT IM 20120416 2
5231 055 BT IM 20120708 2
5231 06 BT IM 2012-0708 2
SEF1 OER a7 3 A 10706 ]
S5 10R a7 3 A 10706 ]
231 11R a7 3 A 10706 ]
SEF1 408 73 A 10706 F
5251508 e A0 120706 2
SZF151R e A0 120706 2
prr ) e A0 120706 2
5231 65H BTIM 20120708 2
A2 67H BT IM 20120708 2
e BT IM 20120708 2
H2E1 TER T3 A12-0706 )
A TR T3 A12-0706 )
HE1 TER T3 A12-0706 )
HE ER T3 A12-0706 )
SZI5A0R HTF 5 A0 12-0F06 2
S5 508 [fges A 120706 2
SZIS51R [fges A 120706 2
A2 20R ETIM 20120708 Z
5231 21R BTIM 20120708 ]
5331 808 BT IM 20120708 2
R ChEET) 120708 F
31 408 ) A 120706 ]
531 50R aTas A 120706 ]
et f4160 TSE014 2
TOaE AL G161 112014 2
[ 4161 11832014 2
Ta 42160 EFIL .
TOE AL G4160 11832014 2
TS g4160 11432014 z
G2 ga160 11832014 )
O 2 94160 1152014 F
e F] 94160 [EFGIE F
) 94160 11/ %2014 F
o412 94160 1152014 2
1A 94160 [EFLIE] ]
T 94180 Tiiwz04 Z
TOHEG 2 94180 11EE014 2
TG 2 94180 IEFTIL] z
TOHES 94180 112014 2
TOS1 2 4161 TSE014 2
TOS15 G260 IREFTL] F
TOSEE 4161 11832014 2
TOSE S 42160 EFL .
A1 2 4161 11832014 2
B 94160 12014 F]
TE1 T g4a160 11832014 2
oA 2 94160 11014 Z
TG & 94160 1152014 F
For Lise by Alflates of T edeflen
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Meleflex:

Dokumentas#

RTP-WK-T3010

Perzitra#

16A

I$leidimo data:

Zr. perziiiros istorijg

Puslapis 10 1§ 10

BLS0IN 94160 BHMEE0E 2

BOS0K 94160 BH1E01E 2

BOG02 94160 64182018 2

G502 94160 64182018 2

So502 94160 6182015 2
|

Produkto apraSymas

Suprojektuoti ,, Weck* ir ,,Vesocclude* kabuciy
aplikatoriai ir nuéméjai skirti naudoti atliekant
atviras ir endoskopines chirurgines procediiras,
kai ,,Weck® ir ,,Vessoclude* kabutés yra
taikomos. Aplikatoriai ir nuéméjai gaminami i§
nertidijancio plieno, kurie leidzia
ilgaamziSkuma, perdirbimg ir pakartotinj
naudojima.

Kabuciy aplikatoriai yra valdomi rankiniu biidu
ir vienu metu pateikia vieng kabute.

Naudojimo indikacijos

,»Weck* ir ,,Vesocclude “ kabuciy aplikatoriai
yra skirti naudoti kaip ,, Weck® metaliniy
susegimo spaustuky pristatymo jtaisai. Kity
gamintojy kabutés negali biiti naudojami su $iais
prietaisais.

»Weck ir ,,Vesocclude* kabuciy nuéméjai

skirta paSalinti visas ,,Weck* kabutes panaudotas
per atviras procediiros.

PasKkirtis

,»Weck* ir ,,Vesocclude “ kabuciy aplikatoriai
yra skirti naudoti kaip ,, Weck® metaliniy
susegimo spaustuky pristatymo jtaisai. Kity
gamintojy kabutés negali biiti naudojami su $iais
prietaisais.

»Weck“ ir ,,Vesocclude* kabuciy nuéméjai

skirta paSalinti visas ,,Weck* kabutes panaudotas
per atviras procediiros.

Kontraindikacijos

,»Weck* ir ,,Vesocclude* ligavimo kabutés néra
skirtos naudoti kaip kontraceptinis kiausintakiy
susegeéjas.

"Weck" ir "Vesocclude" ligavimo kabutes yra
draudziama naudoti inksty arterijos perriSimams,
laparoskopiniy donory nefrektomijy metu.

Gamintojas

Weck ligavimo aplikatoriai ir nuéméjai
Tecomet Inc. 5307 95™ Ave.
Kenosha, WI 53144




JAV

Weck ligavimo aplikatoriai ir nuéméjai
Koscher & Wuertz

Einsteinstrasse 7, Spalchingen, DE-BW
Vokietija

78549

Vesocclude ligavimo apikatoriai
Trimed LLC

9310 Focal Point

Raleigh, NC 27617

Sterilizacija XN/A Produktas parduodamas nesterilizuotas
Produktas parduodamas sterilus
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