Laparoscopic Hand Instruments 5 mm
Single Use — 31 ¢ Length
Qrder Color Box
Code .. Sede  Desuipon Ly
176643 Endo Shears™ 5 mm 6
s— Single Use tastrument with Monopolar Cautery
174301 n Endo Mini-Shears™ S mm 6
- Single Use Instrument with Monopolar Cautery
176605 - ] Endo Sciz” 5 ram 6
. Single Use Instrument with Monopolar Cautery
176645 ] Endo Dissect™ 5 mm ‘ 6
- Single Use Instiument with Monopolar Cautery
173030 ] Endo Grasp™ 5 mm 6
Single Use Instrument with OnfOff Ratchet Switch —
31 em Length -
174317 Endo Clinch™ 11 5 mm | 2%k 2 6
Single Use Instrument with On/Off Ratchet Switch ~
31 um Length
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LigaSure Impact
with Nano-Coating
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Hand and foot sctivated
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Endo GlA™ loading units

The reload design with Tri-Stepie™ tschnology, intended to be used over a wider range of tissue
thicknesses. They are compatible vith the Endo GIA™ Ultra and the standard Endo GIA™
stapling system.

i i
Lolor Code | Desaription

EGIAIOAV Enda GIA™ 30 mm srifculating vascular reload 6
Endo GIA™ 30 mm articulating vascudar/medium reloads

EGIASOAVM \ith Tri-Stapte™ technalogy 6
Endo GIA™ 30 mm articutating medium/thick refoads

EGIASOAMY B With Tri-Stapte™ technology 8

EG!A‘SAV » »v Endo GIA™ 45 mm ariculating vasclar reload B 6 )
EGIA45AVM g;g:_gr;:;gy;::;l:g&;nc vascular/medium reloads s
~:;:‘_s;:“ - m m?%lg‘;;;m&ngng medium/thick rdoa;t' B 6 -
,:Gm;s m i i . \ng:;’fs;:;m&m‘%m x-;" Lh_m( ;ela ‘d’ P ~6,h~
e e ——
EGIAGOAMT ‘. ﬂ sllrgg?g’lg‘l:g{:még‘:‘;ﬂ;z}gt‘i;r;g medlum;\;ick rcloads )

*Code EGIAICAV and EGIAMSAV do not corme with Tri-Staple™ technolagy, have a simmer fixed arwil
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GlA™ loading units

Single use loading units {SULUSs} with titanium staples for use with
GIA™DST Series” relaadable staplers,

Ordwc;:qln Colorceds I Rescription

.
[4

GIA8025L GIA”60~2.5mm
. R e0-semm o .
ainsoraL G eo-damn I
GlABO3SL GIAT80~-3.8mm 6
=2 = e
GIA10038L GIAT100~3.8 mm 6
omioosnt A 1004 e
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Endo Grasp Auto Suture Grasper

dv o PR
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1222121, 12:10 PM

Uoa PRE SUBMISSION

medeva.fda.moph.go tUF DA_MDC_AGLJIS/LISTING/BIND_DATA_LISTING?TR_D=408505

amu: : awnsaaduaomscsla

taudiode 408606

goomemistiadonay pivawan.chaiwitthayaamphomgmedtronic.com, 0632072797, 0896698988
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UOMMADINAY  Endo Grasp Auta Suture Graspear

douarndorSwoonaaitur Covidien LLC 15 HAMPSHIRE STREET MANSFIELD, MA USA 02048

vayly "The Endo Grasp™ arasper and grasper with Rotizulator™ technalogy has application in a variety of endoscoj

= o - -
SWRIDYAASDOUDIWNE  “The Endo Grasp"™ grasper and grasper with Roticutator™ technology has application in a var

1 - - -
YBUUILNASDOUBUWIE  1sininally Invasive Surgery

A -~ - +
WldnsoolauwndVaodlundu  professional use
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d1du Bondasitun IDENTIFIER amuAwEn
Us:ina W
1w
. Endo Grasp Auto Suture Grasper 173030 COVIDIEN 60 Middletowr: Ave North Haven
5mm (USA} Connecticut USA 06473
Endo Grasp Auto Suture Grasper )
. k COVIDIEN 60 Middletown Ave North Haven
2 with Roticulator Technology 174233 ) -
{USA) Connecticut USA 06473
5mm
BUILDING S11-67 SABANETAS
Endo Grasp Auto Suture Grasper:
3 g 173030 COVIDIEN INDUSTRIAL PARK PONCE Puerto -
mm
Rico USA 731
Endo Grasp Auto Suture Grasper : BUILDING 911-67 SABANETAS
4 with Raticulator Technology 174233 COVIDIEN INDUSTRIAL PARK PONCE Puerto -
S5mm Rico USA 731
COVIDIEN ZONA FRANCA DE SAN ISIDRO /\-O d@wi
Endo Grasp Auto Suture Grasper f )
5 Emm 173030 (OOMINICAN Carretera San Isidro Km 17 Sante \51{}/3/» .
m -
REPUBLIC) ﬂmunmmaﬁmwams\hmmswmm NIoUNR
o
».aeda. S UesIunssunis

medava.lda.moph.goth/FDA_MDC_AGLJSLISTINGBIND _DATA_LISTING?TR_ID=408606
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12022121, 12:40 PM medeva.fda.moph.gohiFOA_MDC_AGLIS/LISTINGIBINO_DATA_LISTING?TR_jO=403608

Endo Grasp Auto Suture Grasper COVIDIEN ZONA FRANCA DE SANISIDRO
6 with Roticulator Technology 174233 (DOMINICAN Carretera San Isidro Km 17 Santo -
Smm REPUBLIC) Domingo DOM
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Endo Grasp Auto Suture Grasper
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&. Uwaqﬂkﬁa’sﬁmﬂémﬁawfmﬁ (executive summary)

b. Neazduniadecliounme (device description)
5.6 T8UTIHAIDEDULWNE Minimally Invasive Surgery
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.o Snuasvinly wasndnnasvinem (device description and features)
v ngusvainisly (intended use)
o.& doudld (indications)
b.o AUz (instructions for use)
b ASIAUINYT (storage condition)
0.6 9185 (shelf life) (€
o.c Tovwld (contraindications)
b.&0 ANFBY (warnings)
b.00 19A155214 (precautions)
b.elo nadubiRszasraInnsld (potential adverse effects)
S.em NM3inwieynadeniy (alternative therapy)
.o Teasiduauazantivestagiilindniaduduussnavvesiaiasdiounnd (materials)
v.o¢ Tatmumanzdu q fuleadas (other relevant specifications)
Db ‘ﬁ’agaswaamﬁa@% 9 {other descriptive information)
o, RANARALENENSIITULAS BallowwvE (device labeling)
«. YoyamsudniaTastiounmdvionoazBomidraandndiom

&, Wnarsuanwmdannsdrryiieaiumasndsuaraussaus MuIDAToaiswng
ol o <t u N . '
LagisnIsnkansienludsnnan (Essential Principles of Safety and Performance of Medical
Device and method used to demonstrate conformity)

®0. Laﬂawsaa;'dmimuaauL\.axmsm'maaummgné\'awaamaaanuvu (summary of
design verification and validation documents)

o = . .
oo, ONAISHARINTIATIENAILADS (risk analysis)

o ° ° v a o o o X 9 1%
@b, WBNANSLERMSAIIYINaNe nsYnaudnm warnsudnveudenifintiuntavdanisiy
oo MisdeiusasszuuAuAm

ac. Midoiusavinguvasansld dousld nsussy wildedusewmanuaziBnisldau
YanHAavToWIvB AR N9

o¢. MideiuTamnuasnndawsmandnsianguanviaduenandum (Declaration of
conformity)

oo, wideiussaanseiimsdmnoriesiounndvesduanuiorinvendnios
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. NEWCODE dondniust identifier vitwdudn duq
COVIDIEN {DOMINICAN REPUBLIC)
UIMC0001026314525 ZONA FRANCA DE SAN ISIDRO
0013051302 | 00 Grasp Auto Suture Grasper Smm L3030 Carretera San Isidro Km 17 Santo :
Domineo DOM
COVIDIEN {DOMINICAN REPUBLIC)
UIMC0001026314525] Endo Grasp Auto Suture Grasper with 174233 ZONA FRANCA DE SAN 1SIDRO
0013111308C Rotlcutator Technology 5mm Carretera San lsidro Km 17 Santo
Domingo DOM
UIMC0001026315014 COVIDIEN (USA) 60 dedlet‘own
000141 138C Endo Grasp Auto Suture Grasper 5mm 173030 Ave North Haven Connecticut -
USA 06473
il
UIMC0001026315014| Endo Grasp Auto Suture Grasper with COVIDIEN (USA) 60 Middletown
000147144C Roticulator Technology Smm 174233 Ave North Haven Connecticut )
i USA 06473
COVIDIEN BUILDING 911-67
C0001026315015
UiM 000723720C Endo Grasp Auto Suture Grasper Smm 173030 SABANETAS INDUSTRIAL PARK -
PONCE Puerto Rico USA 731
i COVIDIEN BUILDING 911-67
5| s s | | s aousm -
oY PONCE Puerto Rico USA 731
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