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ValidiW\ of Whis cerWificaWe is condiWional on Whe qXaliW\ s\sWem being mainWained Wo Whe reqXiremenWs of Whe DirecWiYe as demonsWraWed WhroXgh Whe reqXired
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EC Design-E[aminaWion CerWificaWe
DirecWiYe 93/42/EEC on Medical DeYices, Anne[ II SecWion 4

NR. CE 633672
IssXed To: IQWHUQDFLRQDO FDUPDFpXWLFD, S.A. GH C.9.

CDUUHWHUDFR NR. 44
CRORQLD PDUTXH SDQ AQGUpV
CR\RDFiQ
C.P. 04040
CLXGDG GH Mp[LFR
MH[LFR

In respecW of:

AWUDPDW� PRO\SURS\OHQH SXUJLFDO SXWXUH

BSI has performed a design e[aminaWion on Whe aboYe deYices in accordance ZiWh Whe CoXncil DirecWiYe 93/42/EEC,
Anne[ II SecWion 4. The design conforms Wo Whe reqXiremenWs of Whis direcWiYe. For markeWing of Whese prodXcWs an
addiWional Anne[ II e[clXding SecWion 4 cerWificaWe is reqXired.

For and on behalf of BSI, a NoWified Bod\ for Whe aboYe DirecWiYe (NoWified Bod\ NXmber 2797):

Gar\ E Slack, Senior Vice PresidenW Medical DeYices
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CKDUDFWHULVWLFV DHVFULSWLRQ

PURGXFW NDPH AWramaW® Pol\prop\lene SXrgical SXWXre
NHHGOH CKDUDFWHULVWLFV

NHHGOH DHVFULSWLRQ
PremiXm, Fine, HeaY\, E[Wra HeaY\, E[Wra HeaY\ Loop, PremiXm
HeaY\, PremiXm RegXlar, SUPRASHARP, RegXlar, ATRAGLIDE,
SUPRAGLYDE, SUPRAGLYDE (Non ReflecWiYe).

NHHGOH T\SH & CRGHV

ReYerse CXWWing C, CE, K, KE, P, PE, PM, P-P, P-PE.
SpaWXla E, EA, EE, EU, E-E, E-EA, E-EE, E-EU.
SpaWXla UlWima EP.

Taper PoinW
F, FE, G, GE, GH, R, RE, S, SB, SBE, SE, SG, SGE,
SGH, SR, SRE, SV, SVE, ST, T, X, XE, X-LOOP, E-S,
E-SE, CVSB, CVSBE, CVSV, CVSVE.

Taper CXWWing PW, W, WE, Y, YA, YB, YBE, YE, YJ, YV, YVE, CVY,
CVYA, CVYE, CVYB, CVYBE, CVYJ.

ConYenWional
CXWWing N, NE, P-Q, P-QE, Q, QE.

CXWWing HP, HPE, PU, U.
WiWhoXW Needle SS, EZ-SS.

NXPEHU RI NHHGOHV 1 or 2
NHHGOH AWWULEXWH SWandard or RemoYable (PULL-OFF)
NHHGOH AQJOH RDQJH 1/4, 3/8, 5/8, 1/2, J, STRAIGHT and BI-CURVE
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CKDUDFWHULVWLFV DHVFULSWLRQ
NHHGOH LHQJWK RDQJH 5 mm (Min.) - 90 mm (Ma[.)
SXWXUH TKUHDG CKDUDFWHULVWLFV
AEVRUEDEOH/NRQ-
AEVRUEDEOH Non-Absorbable

SXWXUH CRORU BlXe or Und\ed
SXWXUH GDXJH SL]HV (8SP) 2, 1, 0, 2-0, 3-0, 4-0, 5-0, 6-0, 7-0, 8-0, 9-0, 10-0
SXWXUH LHQJWK RDQJH 13 cm (Min.) - 250 cm (Ma[.)
QXDQWLW\ SHU PRXFK 1-15

PUHVHQWDWLRQ

1 sXWXre W\pe or one famil\
WiWh or ZiWhoXW pledgeW
KiW (one code or differenW codes, one famil\ or differenW families),
Bo[ ZiWh 6, 12, 24 or 36 poXches in PremiXm or ConYenWional Line
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CHUWLILFDWH HLVWRU\
DDWH RHIHUHQFH

NXPEHU AFWLRQ

02 December 2015 10154727 FirsW issXe.
Transfer from anoWher NoWified Bod\ and ReneZal.

25 FebrXar\ 2019 8588105 Traceable Wo NB 0086.
CXrrenW 3061066 CerWificaWe ReneZal.

AddiWion of a sWerili]aWion siWe, ProesWpril, S.A de C.V. as a criWical
sXbconWracWor for ETO sWerili]aWion for addiWional sWerili]aWion
capaciW\
Change of sWerili]aWion chamber from Chamber #4 Wo Chamber
#1 aW SWerigenics.
AdminisWraWiYe address change, Legal ManXfacWXrer
AdminisWraWiYe address change, EU Rep
AddiWion of needle codes in Whe µsXpplemenWar\ informaWion¶
Wable of cerWificaWe.


