Certificate of
(E-Registration

This is to certify that, in accordance with either
medical device Directive 93/42/EEC as
amended by 2007/47/EC or Directive 98/79/EC,
mdi Europa GmbH agree to perform all duties
and responsibilities as the Authorized
Representative for

@9

Hiermit wird bestatigt, daR mdi Europa GmbH als
Bevollmachtigter gemaR § 7 Medizinproduktegesetz
(MPG/nationale Umsetzung der Richtlinie fur
Medizinprodukte 93/42/EWG gem. Anderungsrichtlinie
2007/47/EG bzw. 98/79/EG) fir den Hersteller

ASICO LLC
26 Plaza Drive
Westmont
IL 60559, USA

as stipulated and demanded by the afore-
mentioned Directives. The German competent
authorities have allocated the medical devices of
the manufacturer the following registration
numbers:

die Anzeigepflicht gemaf § 25 MPG fir die
nachfolgend aufgefiihrten Medizinprodukte erfllt
hat. Den angezeigten Medizinprodukten sind die
folgenden Registrierdaten zugeordnet worden:

Medical Device UMDNS Code Registration-No.
Microsurgical Instruments 15-621 - Class | DE/CA09/0760/100
Inserters, Intraocular Lens 17-544 — Class | DE/CA09/0760/240
Inserters 17-543 — Class | DE/CA09/0760/491
Cataract Extraction Units, Phacoemulsification 17-596 — Class | DE/CA09/0760/1104-A1
Markers 12-440 — Class | DE/CA09/0760/1105
Positioning Aids 16-223 - Class | DE/CAQ09/0170/1106
Eye Cannula 10-573 = Class lla DE/CA09/0760/1232

The manufacturer has provided mdi Europa with
all necessary documentation, together with an
appropriate Declaration of Conformity confirming
that the medical devices fulfill the essential
requirements of either Directive 93/42/EEC as
amended by 2007/47/EC or 98/79/EC. A safety
officer has been appointed for Germany and
therefore is in full compliance with § 31 MPG.

April 2014

A e

Werner Sander
President & CEO

Der Hersteller hat mdi Europa alle fur das erstmalige
Inverkehrbringen von Medizinprodukten erforderlichen
Dokumente vorgelegt. Dazu gehért die
Konformitatserklarung, die bestatigt, daR die Produkte
die grundlegenden Anforderungen der Richtlinie
93/42/EWG gem. Anderungsrichtlinie 2007/47/EG
bzw. 88/79/EG erflllen. Ein Sicherheitsbeauftragter
gemal § 31 MPG wurde bestellt.

mdi Europa GmbH + Langenhagener Strasse 71 + 30855 Langenhagen

THE MEDICAL DEVICE SERVICE-MANAGEMENT



Declaration of Conformity

Certificate

We ASICO LLC
26 Plaza Drive
Westmont
IL 60559
USA

Declare with sole responsibility, that our product/s:

Medical Device UMDNS Code Classification
Algerbrush & Burr 15-621 Class |
Blade Breaker 15-621 Class 1
Blade Holder 15-621 Class |
Calipers 15-621 Class I
Cannulas 15-621 Class I
Capsulorrhexis Forceps 15-621 Class I
Centering Device 15-621 Class T
Choppers 15-621 Class I
Cornea Trans Trephine Blades 15-621 Class I
Curettes 15-621 Class I
Depressors & Polishers 15-621 Class 1
Diamond Knives 15-621 Class 1
Dilators 15-621 Class I
Fixation Rings 15-621 Class I
Forceps 15-621 Class I
Gauges 15-621 Class I
Glaucoma Planer 15-621 Class I
Glaucoma Shaver 15-621 Class I
Hooks 15-621 Class 1
I/A Handpiece &Bimanuals /A 15-621 Class I
IOL Cutters 15-621 Class |
Irrigating Choppers & DuoMax 15-621 Class |
Knives 15-621 Class 1
LASEK 15-621 Class I
Loops 15-621 Class 1T
Manipulators 15-621 Class I
Markers 15-621 Class I
Needle Holders 15-621 Class I
Prechoppers 15-621 Class I




Probe 15-621 Class |

Protectors 15-621 Class 1
Pupil Expander 15-621 Class I
Retina 15-621 Class I
Retractors 15-621 Class I
Scissors 15-621 Class I
Spatulas 15-621 Class 1
Specula 15-621 Class I
Spoons 15-621 Class I
Sterilization Trays 15-621 Class I
Sustainers 15-621 Class 1
Titanium Instruments 15-621 Class |

Meet, (where applicable) the essential requirements of Council Directive 93/42/EEC
pertaining to medical devices.

We hereby appoint mdi Europa GmBH, Wittekamp 30, D-30163 Hanover, Germany to
act as European Authorized Representative as defined in Article 1, 2(g) of Directive
93/42/EEC

Signed this day _14 _of July 2009

mdi Europa GmbH

The necessary pre-requisites for placing the C € mark gm%’gzﬁéﬁ%?ﬁ%ﬂ’ﬁroducts

and marketing them in all Member States of the Europesn {dnendgve; taus been

Signed this day of [4** _ of Tulu 2009 diEuropa
J J ™ MmquMEu+

J




Declare with sole responsibility, that our product/s:

Declaration of Conformity
Certificate

ASICO LLC
26 Plaza Drive
Westmont
IL 60559, USA

| UMDNS Code Code Description Classification
15-621 AE-1001 Class 1
15-621 AE-1002 Class I
15-621 AE-1003 Class I
15-621 AE-1004 Class I
15-621 AE-1005 Class I
15-621 AE-1006 Class I
15-621 AE-1007 Class I
15-621 AE-1009 Class I
15-621 AE-1010 Class I
15-621 AE-1011 Class I
15-621 AE-1012 Class I
15-621 AE-1013 Class 1
15-621 AE-1014 Class 1
15-621 AE-1014A Class I
15-621 AE-1014AN Class I
15-621 AE-1014N Class 1
15-621 AE-1015 Class I
15-621 AE-1016 Class |
15-621 AE-1017 Class 1
15-621 AE-1018 Class I
15-621 AE-1019 Class I
15-621 AE-1020 Class I
15-621 AE-1021 Class I
15-621 AE-1022 Class 1
15-621 AE-1023 Class 1
15-621 AE-1024 Class I
15-621 AE-1025 Class 1
15-621 AE-1026 Class 1
15-621 AE-1027 Class I
15-621 AE-1028 Class 1
15-621 AE-1030 Class I
15-621 AE-1031 Class I
15-621 AE-1032 Class 1




15-621 AE-1033 Class 1
15-621 AE-1034 Class |
| 15-621 AE-1035 Class I
15-621 AE-1036 Class I
15-621 AE-1037 Class I
15-621 AE-1038N Class I
15-621 AE-1039N Class I
15-621 AE-1040 Class |
15-621 AE-1040N Class 1
15-621 AE-1040AN Class I
15-621 AE-1040H Class I
15-621 AE-1040K Class I
15-621 AE-1040V Class I
15-621 AE-1041N Class I
15-621 AE-1041A Class 1
15-621 AE-1041AN Class 1
15-621 AE-1041AS Class I
15-621 AE-1041H Class 1
15-621 AE-1042N Class I
| 15-621 AE-1042AN Class 1
15-621 AE-1042H Class 1
15-621 AE-1043N Class I
15-621 AE-1043A Class I
15-621 AE-1043AN Class I
15-621 AE-1043H Class I
15-621 AE-1044N Class I
15-621 AE-1044A Class I
15-621 AE-1044H Class I
15-621 - ~ AE-1045N Class I
15-621 AE-1045H Class I
15-621 AE-1046 Class [
15-621 AE-1046A Class I
15-621 AE-1046AN Class I
15-621 AE-1046N Class I
15-621 AE-1047 Class I
15-621 AE-1047N Class I
15-621 AE-1048 Class |
| 15-621 AE-1048N Class I
15-621 AE-1049 Class 1
15-621 AE-1050 Class 1
15-621 AE-1051AN Class I
15-621 AE-1052 Class 1
15-621 AE-1053 Class 1
| 15-621 AE-1054 Class I
15-621 AE-1055 Class 1
15-621 AE-1056 Class I
15-621 AE-1056AN Class I
15-621 AE-1057 Class 1




15-621 AE-1058AN Class I
15-621 AE-1060 Class I
15-621 AE-1070 Class 1
15-621 AE-1080 Class I
15-621 AE-1081 Class I
15-621 AE-1082 Class I
15-621 AE-1083 Class I
15-621 AE-1084 Class I
15-621 AE-1085 Class
15-621 AE-1086 Class I
15-621 AE-1089 Class I
15-621 AE-1090 Class I
15-621 AE-1100 Class I
| 15-621 AE-1110 Class 1
15-621 AE-1121 Class I
15-621 AE-1122 Class I
15-621 AE-1131 Class 1
15-621 AE-1132 Class 1
15-621 AE-1134 Class I
15-621 AE-1135 Class I
15-621 AE-1141 Class I
15-621 AE-1142 Class 1
15-621 AE-1150 Class I
15-621 AE-1151 Class I
15-621 AE-1200 Class I
15-621 AE-1210 Class I
15-621 AE-1220 Class I
15-621 AE-1231 Class I
15-621 ~ AE-1232 o Class I
15-621 AE-1233 Class I
15-621 AE-1234 Class I
15-621 AE-1240 Class I
15-621 AE-1250 Class I
15-621 AE-1251 Class I
| 15-621 AE-1260 Class I
15-621 AE-1312 Class I
15-621 AE-1313 Class I
15-621 AE-1314 Class I
15-621 AE-1315 Class 1
15-621 AE-1316 Class I
| 15-621 AE-1317 Class I
15-621 AE-1318 Class 1
| 15-621 AE-1319 Class I
15-621 AE-1320 Class 1
15-621 AE-1321 Class I
15-621 AE-1322 Class I
15-621 AE-1340 Class I
15-621 AE-1400 Class 1




15-621 AE-1400L Class I
15-621 AE-1410 Class I
15-621 AE-1420 Class 1
15-621 AE-1500 Class I
15-621 AE-1501 Class I
15-621 AE-1502 Class I
15-621 AE-1503 Class I
15-621 AE-1504 Class T
15-621 AE-1505 Class I
15-621 AE-1510 Class |
15-621 AE-1511 Class I
15-621 AE-1512 Class 1
15-621 AE-1513 Class I
15-621 AE-1514 Class 1
15-621 AE-1515 Class I
15-621 AE-1516 Class I
15-621 AE-1517 Class I
15-621 AE-1518 Class I
15-621 AE-1519 Class I
15-621 AE-1520 Class I
| 15-621 AE-1521 Class I
15-621 AE-1522 Class I
| 15-621 AE-1523 Class I
15-621 AE-1524 Class I
15-621 AE-1525 Class I
15-621 AE-1526 Class I
15-621 AE-1527 Class 1
15-621 AE-1528 Class I
15-621 AE-1529 - Class I
| 15-621 AE-1530 Class I
15-621 AE-1540 Class 1
15-621 AE-1541 Class I
15-621 AE-1573 Class I
15-621 AE-1574T Class I
15-621 AE-1575 Class I
15-621 AE-1576 Class I
15-621 AE-1577T Class 1
| 15-621 AE-1578 Class I
15-621 AE-1579 Class 1
15-621 AE-1581T Class I
| 15-621 AE-1582T Class I
15-621 AE-1586 Class 1
| 15-621 AE-1588 Class 1
15-621 AE-1589 Class 1
15-621 AE-1590 Class 1
15-621 AE-1590T Class I
15-621 AE-1591 Class I
15-621 AE-1592N Class 1




15-621 AE-1594 Class I
15-621 AE-1594N Class 1
15-621 AE-1595 Class I
15-621 AE-1600 Class I
15-621 AE-1610 Class I
15-621 AE-1612 Class I
15-621 AE-1614 Class I
15-621 AE-1616 Class I
15-621 AE-1618 Class I
15-621 AE-1630 Class I
15-621 AE-1631 Class I
15-621 AE-1640 Class I
15-621 AE-1650 Class I
15-621 AE-1651 Class 1
15-621 AE-1660 Class 1
15-621 AE-1661 Class 1
15-621 AE-1662 Class I
15-621 AE-1670 Class I
15-621 AE-1675 Class I
15-621 AE-1676 Class I
15-621 AE-1700 Class I
15-621 AE-1701 Class 1
15-621 AE-1702 Class I
15-621 AE-1705 Class I
15-621 AE-1706 Class |
15-621 AE-1707 ) Class I

meet, the essential requirements of EITHER Council Directive 93/42/EEC as amended by
2007/47/EC OR Council Directive 98/79/EEC pertaining to medical devices.

Conformity Assessment per Annex V

Classification per Annex IX: Class I

Notified Body: 0086 BSI, UK

We hereby appoint mdi Europa GmbH, Langenhagener Strafe 71, D - 30855 Langenhagen, Germany
to act as European Authorized Representative as explicitly defined in Article 1, § 2(g) of Directive
98/79/EEC.

Signed this day 2. of . DECEMBER2014 W ;

mdi Europa use only!

cf'&uropa GmbH
The necessary pre-requisites for placing the \"ACTi8FR" 6 thi’aBve ateti8hed products

ne +4,9-511. 39 08

and marketing them in all Member States ofthl;;ffg@gg n Lf .;o Have tl'gw fulfilled.

Signed this day 3 or‘DemeVQO G




Declare with sole responsibility, that our product/s:

Declaration of Conformity
Certificate

ASICO LLC
26 Plaza Drive
Westmont
IL 60559, USA

UMDNS Code Code Description Classification
15-621 AE-2000 Class 1
| 15-621 AE-2001 Class I
15-621 AE-2002 Class I
15-621 AE-2003 Class I
15-621 AE-2004 Class I
15-621 AE-2040 Class I
15-621 AE-2049 Class |
15-621 AE-2050 Class I
15-621 AE-2052 Class I
15-621 AE-2060 Class I
15-621 AE-2065 Class [
15-621 AE-2071 Class 1
15-621 AE-2072 Class I
15-621 AE-2101 Class I
15-621 AE-2102 Class 1
15-621 AE-2103 Class I
15-621 AE-2110 Class I
15-621 AE-2120 Class I
15-621 AE-2125 Class I
15-621 AE-2126 Class 1
15-621 AE-2128 Class I
15-621 AE-2150 Class I
15-621 AE-2160 Class I
15-621 AE-2170 Class I
15-621 AE-2172 Class I
15-621 AE-2182 Class I
15-621 AE-2183 Class I
15-621 AE-2184 Class I
15-621 AE-2185 Class [
15-621 AE-2186 Class I
15-621 AE-2187 Class |
15-621 AE-2188 Class I
15-621 AE-2189 Class I




15-621 AE-2190 Class I
15-621 AE-2191 Class 1
15-621 AE-2192 Class I
15-621 AE-2193 Class [
15-621 AE-2194 Class I
15-621 AE-2195 Class I
15-621 AE-2196 Class I
15-621 AE-2197 Class I
15-621 AE-2198 Class I
15-621 AE-2199 Class I
15-621 AE-2200 Class 1
15-621 AE-2205T Class 1
15-621 AE-2206 Class I
15-621 AE-2207 Class 1
15-621 AE-2208 Class 1
15-621 AE-2209 Class I
15-621 AE-2210 Class I
15-621 AE-2212 Class 1
15-621 AE-2217 Class [
15-621 AE-2218 Class I
15-621 AE-2219 Class I
15-621 AE-2220 Class I
15-621 AE-2221 Class I
15-621 AE-2222 Class I
15-621 AE-2223 Class I
15-621 AE-2225 Class I
15-621 AE-2230 Class I
15-621 AE-2231 Class I
15621 | T AE2234 | Class I
15-621 AE-2235 Class 1
15-621 AE-2240 Class I
15-621 AE-2241 Class I
15-621 AE-2250 Class I
15-621 AE-2310 Class I
15-621 AE-2320 Class I
15-621 AE-2321 Class I
15-621 AE-2322 Class I
15-621 AE-2323 Class I
15-621 AE-2324 Class 1
15-621 AE-2325 Class I
| 15-621 AE-2326 Class I
15-621 AE-2327 Class I
15-621 AE-2328 Class I
15-621 AE-2329 Class I
15-621 AE-2330 Class I
15-621 AE-2331 _ Class I
15-621 AE-2332 Class I
15-621 AE-2335 Class I




15-621 AE-2336 Class 1
15-621 AE-2337 Class 1
15-621 AE-2400 Class 1
15-621 AE-2401 Class I
15-621 AN-2404 Class I
15-621 AE-2410 Class 1
15-621 AE-2411 Class I
15-621 AE-2412 Class I
15-621 AE-2413 Class I
15-621 AE-2415 Class I
15-621 AE-2417 Class I
| 15-621 AE-2419 Class I
| 15-621 AE-2420 Class I
15-621 AE-2421 Class I
15-621 AE-2422 Class I
15-621 AE-2423 Class I
15-621 AE-24238 Class I
15-621 AE-2430 Class 1
15-621 AE-2431 Class I
15-621 AE-2433 Class I
| 15-621 AE-2480 Class I
15-621 AE-2491 Class [
15-621 AE-2497 Class I
| 15-621 AE-2498 Class I
15-621 AE-2499 Class I
15-621 AE-2500 Class I
15-621 AE-2501 Class 1
15-621 AE-2502 Class I
15-621 ~ AE-2503 Class I
15-621 AE-2504 Class I
15-621 AE-2505 Class I
15-621 AE-2506 Class I
15-621 AE-2507 Class I
15-621 AE-2508 Class |
15-621 AE-2509 Class I
15-621 AE-2510 Class I
15-621 AE-2511 Class I
15-621 AE-2512 Class I
15-621 AE-2513 Class I
15-621 AE-2514 Class I
15-621 AE-2515 Class I
15-621 AE-2516 Class 1
15-621 AE-2516S Class 1
15-621 AE-2517 Class 1
15-621 AE-2517A Class |
| 15-621 AE-2517L Class I
15-621 AE-2518 Class I
15-621 AE-2519 Class I




AE-2565

15-621 AE-2520 Class I
15-621 AE-2521 Class 1
15-621 AE-2522 Class [
15-621 AE-2523 Class I
15-621 AE-2524 Class I
15-621 AE-2525 Class I
15-621 AE-2526 Class |
15-621 AE-2527 Class I
15-621 AE-2527L Class 1
15-621 AE-2528 Class I
15-621 AE-2529 Class I
| 15-621 AE-2530 Class I
15-621 AE-2530L Class |
15-621 AE-2531 Class I
15-621 AE-2532 Class I
15-621 AE-25328 Class I
| 15-621 AE-2533 Class I
15-621 AE-2534 Class I
15-621 AE-2535 Class |
15-621 AE-2536 Class I
15-621 AE-2537 Class I
15-621 AE-2538 Class I
15-621 AE-2539 Class I
15-621 AE-2540 Class I
15-621 AE-2541 Class 1
| 15-621 AE-2542 Class 1
15-621 AE-2543 Class I
15-621 AE-2544 Class 1
15-621 _ AE-2545 Class I
15-621 AE-2546 Class I
15-621 AE-2547 Class I
15-621 AE-2548 Class I
15-621 AE-2549 Class I
15-621 AE-2550 Class I
15-621 AE-2551 Class I
15-621 AE-2552 Class 1
15-621 AE-2553 Class I
15-621 AE-2554 Class I
15-621 AE-2555 Class I
15-621 AE-2556 Class I
15-621 AE-2557 Class I
15-621 AE-2566 Class I
15-621 AE-2558 Class I
15-621 AE-2559 Class I
15-621 AE-2560 Class I
15-621 AE-2561 Class I
| 15-621 AE-2563 Class I
15-621 Class |




15-621 AE-2567 Class I
15-621 AE-2568 Class I
15-621 AE-2570 Class [
15-621 AE-2571 Class I
15-621 AE-2572 Class I
15-621 AE-2573 Class 1
15-621 AE-2574 Class I
| 15-621 AE-2575 Class I
15-621 AE-2576 Class I
15-621 AE-2577 Class I
15-621 AE-2578 Class I
15-621 AE-2579 Class I
15-621 AE-2580 Class I
15-621 AE-2590 Class I
15-621 AE-2610 Class I
15-621 AE-2611 Class I
15-621 AE-2612 Class I
15-621 AE-2615 Class I
15-621 AE-2618 Class I
| 15-621 AE-2619 Class I
15-621 AE-2620 Class I
15-621 AE-2700 Class I
15-621 AE-2702 Class I
15-621 AE-2704 Class I
15-621 AE-2706 Class I
15-621 AE-2708 Class I
15-621 AE-2709 Class I
15-621 AE-2710 Class I
15-621 - AE-2712 Class I
| 15-621 AE-2713 Class I
15-621 AE-2714 Class |
 15-621 AE-2715 Class I
15-621 AE-2716 Class I
15-621 AE-2719 Class I
| 15-621 AE-2720 Class I
15-621 AE-2721 Class I
15-621 AE-2722 Class I
15-621 AE-2723 Class I
15-621 AE-2724 Class 1
15-621 AE-2725 Class I
| 15-621 AE-2726 Class I
15-621 AE-2727 Class I
15-621 AE-2728 Class |
15-621 AE-2729 Class I
15-621 AE-2730 Class I
15-621 AE-2731 Class I
15-621 AE-2732 Class I
15-621 AE-2733 Class I




15-621 AE-2734 Class I
15-621 AE-2735 Class I
15-621 AE-2736 Class I
15-621 AE-2737 Class I
15-621 AE-2738 Class [
15-621 AE-2739 Class I
15-621 AE-2740 Class I
15-621 AE-2740H Class 1
15-621 AE-2740N Class 1
15-621 AE-2741 Class I
15-621 AE-2742 Class I
15-621 AE-2743 Class I
15-621 AE-2743HC Class I
15-621 AE-2744 Class I
15-621 AE-2745 Class I
15-621 AE-2746 Class I
15-621 AE-2747 Class I
15-621 AE-2748 Class I
15-621 AE-2749 Class I
| 15-621 AE-2750 Class I
| 15-621 AE-2750L Class I
15-621 AE-2751 Class 1
| 15-621 AE-2751L Class I
| 15-621 AE-2752 Class I
15-621 AE-2753 Class I
15-621 AE-2754 Class I
15-621 AE-2755 Class I
15-621 AE-2756 Class 1
15-621 ~ AE-2757 - Class I
15-621 AE-2758 Class I
15-621 AE-2759 Class I
15-621 AE-2760 Class 1
15-621 AE-2761 Class I
15-621 AE-2762 Class [
15-621 AE-2763 Class I
15-621 AE-2763N Class I
15-621 AE-2764 Class I
15-621 AE-2764N Class I
15-621 AE-2765 Class I
15-621 AE-2765N Class I
15-621 AE-2766 Class I
15-621 AE-2767 Class I
15-621 AE-2768 Class I
15-621 AE-2769 Class I
15-621 AE-2770 Class I
15-621 AE-2772 Class I
15-621 AE-2773 Class |
15-621 AE-2774 Class I




15-621 AE-2775 Class I
15-621 AE-2776 Class 1
15-621 AE-2777 Class I
15-621 AE-2778 Class I
15-621 AE-2780 Class I
15-621 AE-2781 Class I
15-621 AE-2782 Class I
15-621 AE-2783 Class I
15-621 AE-2785 Class I
15-621 AE-2786 Class |
15-621 AE-2787 Class I
| 15-621 AE-2788 Class I
15-621 AE-2789 Class I
15-621 AE-2790 Class I
15-621 AE-2791 Class I
15-621 AE-2791BL Class 1
| 15-621 AE-2791BLP Class I
15-621 AE-2791TBL Class 1
15-621 AE-2792 Class 1
15-621 AE-2793S Class I
| 15-621 AE-2793D Class I
15-621 AE-2794 Class 1
15-621 AE-2794N Class I
15-621 AE-2795 Class I
15-621 AE-2796 Class I
15-621 AE-2797 Class I
15-621 AE-2798 Class I
15-621 AE-2798N Class I
15-621 ~ AE-2799 Class I
15-621 AE-2799T Class 1
15-621 AE-2800 Class I
| 15-621 AE-2801 Class I
15-621 AE-2802 Class I
15-621 AE-2803 Class I
| 15-621 AE-2804 Class I
15-621 AE-2805 Class I
15-621 AE-2806 Class 1
15-621 AE-2807 Class 1
15-621 AE-2808 Class I
15-621 AE-2809 Class [
15-621 AE-2810 Class 1
15-621 AE-2811 Class 1
15-621 AE-2811S Class I
15-621 AE-2812 Class I
15-621 AE-2812SP Class 1
15-621 AE-2813 Class I
15-621 AE-2814 Class 1
15-621 AE-2815 Class 1




15-621 AE-2816 Class [
15-621 AE-2817 Class 1
15-621 AE-2818 Class I
15-621 AE-2819 Class I
15-621 AE-2820 Class I
15-621 AE-2821 Class I
15-621 AE-2822 Class I
15-621 AE-2823 Class I
15-621 AE-2824 Class I
15-621 AE-2825 Class I
15-621 AE-2826 Class 1
15-621 AE-2827 Class I
15-621 AE-2827S Class I
15-621 AE-2828 Class I
15-621 AE-2829 Class I
15-621 AE-2830 Class I
15-621 AE-2831 Class I
15-621 AE-2832 Class I
15-621 AE-2833 Class |
15-621 AE-2834 Class I
| 15-621 AE-2835 Class I
15-621 AE-2836 Class I
15-621 AE-2837 Class I
| 15-621 AE-2838 Class I
15-621 AE-2839 Class I
15-621 AE-2840 Class I
15-621 AE-2841 Class I
15-621 AE-2842 Class I
15-621 - AE-2843 - Class I
15-621 AE-2844 Class I
15-621 AE-2845 Class |
| 15-621 AE-2846 Class I
15-621 AE-2847 Class I
15-621 AE-2848 Class I
15-621 AE-2848N Class I
15-621 AE-2849 Class I
15-621 AE-2850 Class I
15-621 AE-2851 Class I
15-621 AE-2852 Class I
15-621 AE-2853 Class I
15-621 AE-2858 Class I
15-621 AE-2859 Class I
15-621 AE-2860 Class I
15-621 AE-2862 Class 1
15-621 AE-2863 Class I
15-621 AE-2865 Class I
15-621 AE-2868 Class I
15-621 AE-2870 Class I




15-621 AE-2872 Class I
15-621 AE-2874 Class I
15-621 AE-2878 Class I
| 15-621 AE-2879 Class I
15-621 AE-2899 Class I
15-621 AE-2900 Class I
15-621 AE-2902 Class I
15-621 AE-2904 Class I
15-621 AE-2905 Class 1
15-621 AE-2910 Class |
15-621 AE-2911 Class I
| 15-621 AE-2912 Class I
15-621 AE-2913 Class I
15-621 AE-2914 Class I
15-621 AE-2915 Class I
15-621 AE-2916 Class I
15-621 AE-2917 Class 1
15-621 AE-2918 Class I
15-621 AE-2920 Class I
15-621 AE-2921 Class I
| 15-621 AE-2922 Class I |
| 15-621 AE-2923 Class [
15-621 AE-2925C Class I ]
| 15-621 AE-2926C Class I R
15-621 AE-2929 Class I
| 15-621 AE-2929H Class I
15-621 AE-2930 Class I
15-621 AE-2930H Class I
15-621 — CAE-2933 Class I
15-621 AE-2934 Class I
15-621 AE-2935 Class I
15-621 AE-2939 Class I
15-621 AE-2950 Class I
15-621 AE-2951 Class I

meet, the essential requirements of EITHER Council Directive 93/42/EEC as amended

2007/47/EC OR Council Directive 98/79/EEC pertaining to medical devices.

Conformity Assessment per Annex V
Classification per Annex IX: Class I
Notified Body: 0086 BSI, UK



We hereby appoint mdi Europa GmbH, Langenhagener Strafle 71, D - 30855 Langenhagen, Germany

to act as European Authorized Representative as explicitly defined in Article 1. § 2(g) of Directive
98/79/EEC.

Signedthisday.2..0f.DECEMBER,.2014,... W

mdi Europa use only!

The necessary pre-requisites for placing the ( € mayk ARG Ak ve mentioned products

and marketing them in all Member States of the Europcamde}whgng&aaa{q{h;b%gqgggggmﬁgd.
Phohe +49-5m. 39 08 95 30

Signed this day 2 ol‘btfew.l_)k 20 14 A -39 089539 qg@

diEuropa

AL DEVICE SERVICE-MANAGEMENT




Declaration of Conformity
Certificate

ASICO LLC
26 Plaza Drive
Westmont
IL 60559, USA

Declare with sole responsibility, that our product/s:

UMDNS Code Code Description Classification
15-621 AE-3020 Class I
15-621 AE-3021 Class 1
| 15-621 AE-3022 Class 1
15-621 AE-3025 Class I
15-621 AE-3030 Class I
15-621 AE-3039 Class I
15-621 AE-3040 Class I
15-621 AE-3042 Class 1
15-621 AE-3050 Class I
15-621 AE-3060 Class I
15-621 AE-3061 Class I
15-621 AE-3073 Class 1
15-621 AE-3080 Class 1
| 15-621 AE-3100 Class I
15-621 AE-3101 Class 1
15-621 AE-3102 Class I
15-621 AE-3103 Class I
15-621 AE-3200 Class I
15-621 AE-3201 Class 1
15-621 AE-3250 Class I
15-621 AE-3251 Class I
15-621 AE-3252 Class I
15-621 AE-3254 Class I
15-621 AE-3255 Class 1
15-621 AE-3260 Class I

meet, the essential requirements of EITHER Council Directive 93/42/EEC as amended by
2007/47/EC OR Council Directive 98/79/EEC pertaining to medical devices.

Conformity Assessment per Annex V
Classification per Annex IX: Class I
Notified Body: 0086 BSI, UK



We hereby appoint mdi Europa GmbH, Langenhagener Strafie 71, D - 30855 Langenhagen, Germany

to act as European Authorized Representative as explicitly defined in Article 1, § 2(g) of Directive
98/79/EEC.

Signed this day 20fDECEMBER2014 W :

mdi Europa use only!

The necessary pre-requisites for placing the ( € reetiierone GbHbove mentioned products
and marketing them in all Member States of the Eurotﬂf%ﬂ {01 Sﬁggg ‘Tgﬁfg f58a e cd.
o, -39 0895
£ ]

@

Signed this day ?) of ’&(é’/vmlﬁf 20 (&




Certificate

ASICO LLC
26 Plaza Drive
Westmont
IL 60559, USA

Declare with sole responsibility, that our product/s:

Declaration of Conformity

UMDNS Code Code Description Classification
15-621 AE-4000 Class 1
15-621 AE-4001 Class I
15-621 AE-4002 Class I
15-621 AE-4010 Class 1
15-621 AE-4011 Class I
15-621 AE-4030 Class I
15-621 AE-4030N Class 1
15-621 AE-4031 Class I
15-621 AE-4031N Class I
15-621 AE-4034 Class I
| 15-621 AE-4036 Class I
15-621 AE-4036N Class I
15-621 AE-4036T Class 1
15-621 AE-4037 Class |
15-621 AE-4038 Class 1
15-621 AE-4039 Class 1
15-621 AE-4041 Class I
15-621 AE-4045 Class I
15-621 AE-4049 Class I
15-621 AE-4050 Class I
15-621 AE-4051 Class 1
15-621 AE-4051N Class I
15-621 AE-4051SC Class I
15-621 AE-4052 Class I
15-621 AE-4052SC Class I
15-621 AE-4052HC Class I
15-621 AE-4053 Class I
15-621 AE-4058 Class 1
15-621 AE-4059 Class I
15-621 AE-4060 Class I
15-621 AE-4060N Class I
15-621 AE-4061 Class 1
15-621 AE-4070 Class I




15-621 AE-4071 Class I
15-621 AE-4080 Class I
15-621 AE-4081 Class 1
15-621 AE-4081T Class I
15-621 AE-4090 Class I
15-621 AE-4100 Class I
15-621 AE-4101 Class I
15-621 AE-4102 Class |
15-621 AE-4110 Class I
15-621 AE-4111 Class 1
15-621 AE-4120 Class I
| 15-621 AE-4121 Class I
15-621 AE-4130 Class I
15-621 AE-4131 Class I
15-621 AE-4150 Class I
15-621 AE-4151 Class I
| 15-621 AE-4152 Class 1
15-621 AE-4154 Class 1
15-621 AE-4155 Class 1
15-621 AE-4156 Class I
15-621 AE-4157 Class I
15-621 AE-4158 Class I
15-621 AE-4159 Class I
15-621 _ AE-4160 Class I
15-621 AE-4164 Class |
15-621 AE-4168 Class I
15-621 AE-4169 Class I
15-621 AE-4172 Class I
15621 | = AEMTE | ClassI
15-621 AE-4175 Class I
15-621 AE-4176 Class |
15-621 AE-4177 Class I
15-621 AE-4179 Class I
15-621 AE-4180 Class 1
15-621 AE-4187 Class I
15-621 AE-4188 Class I
15-621 AE-4189 Class I
15-621 AE-4190 _ Class I
15-621 AE-4190RE Class 1
15-621 AE-4191 Class I
15-621 AE-4192 Class I
15-621 AE-4193 Class 1
15-621 AE-4194 Class I
15-621 AE-4195 Class I
15-621 AE-4196 Class I
15-621 AE-4200 Class 1
15-621 AE-4203 Class 1
15-621 AE-4204 Class I




15-621 AE-4207 Class I
15-621 AE-4208 Class I
15-621 AE-4209 Class I
15-621 AE-4210 Class 1
15-621 AE-4211 Class I
15-621 AE-4214 Class I
15-621 AE-4215 Class 1
15-621 AE-4216 Class 1
15-621 AE-4217 Class 1
15-621 AE-4218 Class I
15-621 AE-4219 Class I
15-621 AE-4220 Class I
15-621 AE-4221 Class I
15-621 AE-4222 Class I
15-621 AE-4223 Class 1
15-621 AE-4224 Class 1
15-621 AE-4225 Class I
15-621 AE-4226 Class I
15-621 AE-4227 Class I
15-621 AE-4228 Class I
15-621 AE-4229 Class I
15-621 AE-4230 Class I
15-621 AE-4231 Class I
15-621 AE-4232 Class I
15-621 AE-4233 Class 1
| 15-621 AE-4234 Class I
15-621 AE-4235 Class I
15-621 AE-4236 Class I
15-621 AE-4236L | Class I
15-621 AE-4237 Class I
15-621 AE-4237A Class I
15-621 AE-4237L Class I
15-621 AE-4238 Class I
15-621 AE-4239 Class I
15-621 AE-4240 Class I
15-621 AE-4241 Class I
15-621 AE-4242 Class I
15-621 AE-4243 Class I
15-621 AE-4244 Class I
15-621 AE-4245 Class I
15-621 AE-4245N Class I
15-621 AE-4246 Class 1
15-621 AE-4247 Class 1
15-621 AE-4249 Class I
15-621 AE-4250 Class I
15-621 AE-4251 Class I
' 15-621 AE-4252AN Class |
15-621 AE-4253N Class I




15-621 AE-4254 Class I
15-621 AE-4255N Class |
15-621 AE-4256 Class 1
15-621 AE-4257 Class I
15-621 AE-4258 Class 1
15-621 AE-4259 Class I
15-621 AE-4260 Class I
15-621 AE-4261 Class I
15-621 AE-4262AN Class I
15-621 AE-4263 Class I
15-621 AE-4264 Class 1
15-621 AE-4265 Class I
15-621 AE-4266 Class I
15-621 AE-4267 Class 1
15-621 AE-4267N Class 1
15-621 AE-4268 Class 1
15-621 AE-4269 Class 1
15-621 AE-4270N Class 1
15-621 AE-4271 Class |
- 15-621 AE-4272N Class I
| 15-621 AE-4272L Class 1
15-621 AE-4273N Class I
15-621 AE-4274 Class I
| 15-621 AE-4275 Class I
15-621 AE-4276 Class I
15-621 AE-4276N Class I
15-621 AE-4276L Class I
15-621 AE-4277 Class I
15-621  AE-42718 Class 1
15-621 AE-4278L Class I
15-621 AE-4280 Class I
15-621 AE-4281 Class I
15-621 AE-4282 Class I
15-621 AE-4283 Class I
15-621 AE-4284 Class I
15-621 AE-4285 Class I
15-621 AE-4286 Class I
15-621 AE-4287 Class I
15-621 AE-4288 Class I
15-621 AE-4289 Class I
15-621 AE-4290 Class 1
15-621 AE-4291 Class I
15-621 AE-4292 Class I
15-621 AE-4293 Class I
15-621 AE-4294 Class I
15-621 AE-4295 Class I
15-621 AE-4296 Class I
' 15-621 AE-4297 Class I




15-621 AE-4299 Class |
15-621 AE-4300 Class I
15-621 AE-4300T Class 1
15-621 AE-4302N Class I
15-621 AE-4304 Class 1
15-621 AE-4304L Class I
15-621 AE-4306 Class |
15-621 AE-4308 Class 1
15-621 AE-4309 Class 1
15-621 AE-4313 Class I
15-621 AE-4315 Class 1
15-621 AE-4319 Class 1
15-621 AE-4320 Class 1
15-621 AE-4321 Class 1
15-621 AE-4329 Class I
15-621 AE-4329T Class 1
| 15-621 AE-4330 Class I
15-621 AE-4333 Class I
15-621 AE-4334 Class I
15-621 AE-4335 Class I
15-621 AE-4340 Class 1
15-621 AE-4344 Class I
 15-621 AE-4344L Class I
| 15-621 AE-4344V Class I
15-621 AE-4344R Class 1
| 15-621 AE-4344VR Class I
15-621 AE-4345 Class |
15-621 AE-4346 Class I
15-621 ~ AE-4347 Class I
15-621 AE-4348 Class |
15-621 AE-4349 Class 1
15-621 AE-4350 Class I
15-621 AE-4351 Class I
15-621 AE-4354 Class I
15-621 AE-4355 Class 1
15-621 AE-4356 Class I
15-621 AE-4357 Class I
15-621 AE-4358 Class I
15-621 AE-4359 Class 1
15-621 AE-4360 Class I
15-621 AE-4361 Class I
15-621 AE-4362 Class I
15-621 AE-4363 Class 1
' 15-621 AE-4364 Class I
15-621 AE-4365 Class 1
15-621 AE-4366 Class I
| 15-621 AE-4368 Class I
15-621 AE-4368S Class I




15-621 AE-4370 Class I
15-621 AE-4371 Class I
15-621 AE-4372 Class I
15-621 AE-4373 Class I
15-621 AE-4373T Class I
15-621 AE-4374 Class I
15-621 AE-4374T Class I
15-621 AE-4375 Class I
15-621 AE-4375N Class I
15-621 AE-4375T Class 1
15-621 AE-4376 Class 1
15-621 AE-4377 Class 1
15-621 AE-4378 Class I
15-621 AE-4378SC Class 1
15-621 AE-4379 Class 1
15-621 AE-4379SC Class I
15-621 AE-4380 Class I
15-621 AE-4380T Class I
15-621 AE-4381 Class 1
15-621 AE-4381T Class I
15-621 AE-4382 Class 1
15-621 AE-4383 Class |
15-621 AE-4385 Class I
| 15-621 AE-4385S Class I
15-621 AE-4386 Class I
15-621 AE-4386SC Class I
15-621 AE-4387 Class 1
15-621 AE-4387SC Class I
15621 | _ AE43ss _ ClassI
15-621 AE-4389 Class I
15-621 AE-4389S Class I
15-621 AE-4389W Class 1
15-621 AE-4390 Class I
15-621 AE-4391 Class I
15-621 AE-4392 Class 1
15-621 AE-4393 Class I
15-621 AE-4394 Class 1
15-621 AE-4394L Class I
' 15-621 AE-4394LN Class I
15-621 AE-4394S Class 1
15-621 AE-4394SL Class 1
15-621 AE-4394T Class 1
15-621 AE-4394TS Class I
15-621 AE-4395SN Class 1
15-621 AE-4395SL Class I
15-621 AE-4396 Class I
15-621 AE-4396R Class I
15-621 AE-4397 Class I




[15-621

AE-4397L Class I
15-621 AE-4397V Class I
15-621 AE-4397VL Class I
15-621 AE-4398 Class I
15-621 AE-4399 Class I
15-621 AE-4400 Class I
15-621 AE-4401 Class I
15-621 AE-4402 Class I
15-621 AE-4402S Class I
15-621 AE-4403 Class I
15-621 AE-4404 Class I
15-621 AE-4407 Class I I
15-621 AE-4410 Class I
15-621 AE-4411 Class 1
15-621 AE-4420 Class I
15-621 AE-4430 Class |
15-621 AE-4440 Class I
| 15-621 AE-4441 Class 1
15-621 AE-4446 Class I
| 15-621 AE-4446N Class I
15-621 AE-4447 Class I
15-621 AE-4500 Class 1
15-621 AE-4501 Class I
15-621 AE-4520 Class I ]
15-621 AE-4520N Class 1
15-621 AE-4503RH Class I
15-621 AE-4504RH Class I
15-621 AE-4525 Class 1
15-621 o AE-4528 Class I |
15-621 AE-4530 Class I
15-621 AE-4545 Class I
| 15-621 AE-4600 Class I
| 15-621 AE-4610 Class I
15-621 AE-4620 Class 1
15-621 AE-4630 Class I
15-621 AE-4640 Class I
15-621 AE-4650 Class 1
15-621 AE-4660 Class I
15-621 AE-4701 Class I
15-621 AE-4703 Class |
15-621 AE-4703C Class I
15-621 AE-4704 Class 1
15-621 AE-4705 Class I
15-621 AE-4705A Class I a
15-621 AE-4707 Class I
15-621 AE-4708 Class I
15-621 AE-4800 Class 1
| 15-621 AE-4810 Class I




15-621 AE-4811 Class |
15-621 AE-4815 Class I
15-621 AE-4816 Class I
15-621 AE-4820 Class I
15-621 AE-4821 Class I
15-621 AE-4825 Class I
15-621 AE-4826 Class I
15-621 AE-4900 Class I
15-621 AE-4900N Class I
15-621 AE-4901 Class I
15-621 AE-4902 Class 1
15-621 AE-4904 Class 1
15-621 AE-4905 Class I
15-621 AE-4906 Class I
15-621 AE-4907 Class I
15-621 AE-4908 Class I
15-621 AE-4909 Class I
15-621 AE-4910 Class 1
15-621 AE-4911 Class 1
15-621 AE-4912 Class 1
15-621 AE-4912T Class 1
15-621 AE-4913 Class 1
15-621 AE-4913T Class I
15-621 AE-4914 Class 1
15-621 AE-4915 Class I
| 15-621 AE-4916 Class I
15-621 AE-4917 Class I
15-621 AE-4918 Class I
15-621 AE-4919 Class I
15-621 AE-4920 Class I
15-621 AE-4921 Class I
15-621 AE-4922 Class 1
15-621 AE-4923 Class 1
15-621 AE-4924 Class I
15-621 AE-4924T Class I
15-621 AE-4925 Class 1
15-621 AE-4925T Class I
15-621 AE-4926 Class I
15-621 AE-4927 Class I
15-621 AE-4929 Class 1
15-621 AE-4930 Class I
15-621 AE-4931 Class 1
15-621 AE-4932 Class 1
15-621 AE-4940 Class 1
15-621 AE-4941 Class I
15-621 AE-4942 Class 1
15-621 AE-4950 Class I
| 15-621 AE-4951 Class [




15-621 AE-4952 Class I
15-621 AE-4960 Class I
15-621 AE-4961 Class 1
15-621 AE-4962 Class |
15-621 AE-4965 Class I
15-621 AE-4965S Class I
15-621 AE-4967 Class I
15-621 AE-4968 Class I
15-621 AE-4969 Class I
15-621 AE-4975 Class I
15-621 AE-4980 Class I
| 15-621 _ ~ AE-4981 Class I
15-621 AE-4982 Class I
15-621 AE-4983 Class 1
15-621 AE-4990 Class 1

meet, the essential requirements of EITHER Council Directive 93/42/EEC as amended by
2007/47/EC OR Council Directive 98/79/EEC pertaining to medical devices.

Conformity Assessment per Annex V
Classification per Annex IX: Class I
Notified Body: 0086 BSI, UK

We hereby appoint mdi Europa GmbH, Langenhagener StraBe 71, D - 30855 Langenhagen, Germany

to act as European Authorized Representative as explicitly defined in Article 1, § 2(g) of Directive
98/79/EEC.

Signed this day . 2. .of’ DECEMBER & 2014 G W .

mdi Europa use only!

€ mdl Europa GmbH
The necessary pre-requisites for placing the c MAFRIEHI RN 1ARESE brgerrartucts

and marketing them in all Member States of the Europ Pho:lgé o1 : giqiﬁg been {lwd.

Signed this day 3 of Decewn L—V 20 (& , !mdi Eu r'o pa

EDI %D'I_Vlf.ﬁ SRAVIEE=MANAGEMENT




Declaration of Conformity
Certificate

ASICO LLC
26 Plaza Drive
Westmont
IL 60559, USA

Declare with sole responsibility, that our product/s:

UMDNS Code Code Description Classification
15-621 AE-5000 Class 1
15-621 AE-5001 Class I
15-621 AE-5002 Class I
15-621 AE-5003 Class I
15-621 AE-5010 Class I
15-621 AE-5011 Class 1
15-621 AE-5012 Class I
15-621 AE-5013 Class I
15-621 AE-5014 Class I
15-621 AE-5015 Class I
15-621 AE-5016 Class I
15-621 AE-5017 Class I
15-621 AE-5030 Class I
15-621 AE-5031 Class I
15-621 AE-5032 Class 1
15-621 AE-5033 Class I
15-621 AE-5044 Class I
15-621 AE-5045N Class 1
15-621 AE-5046 Class 1
15-621 AE-5047 Class I
15-621 AE-5048 Class I
15-621 AE-5049 Class I
15-621 AE-5052N Class I
15-621 AE-5054 Class |
15-621 AE-5056 Class I
15-621 AE-5060 Class |
15-621 AE-5062 Class I
15-621 AE-5100 Class I
15-621 AE-5101 Class 1
15-621 AE-5110 Class I
15-621 AE-5111 Class |
15-621 AE-5120 Class I
15-621 AE-5220 Class 1




15-621 AE-5400 Class I
15-621 AE-5410 Class I
15-621 AE-5420 Class 1
15-621 AE-5430 Class I
15-621 AE-5436 Class I
15-621 AE-5437 Class I
15-621 AE-5438 Class I
15-621 AE-5490 Class 1
15-621 AE-5491 Class |
15-621 AE-5492 Class I
15-621 AE-5493 Class I
| 15-621 AE-5495N Class 1
15-621 AE-5496 Class 1
15-621 AE-5498 Class 1
15-621 AE-5499 Class I
15-621 AE-5500 Class I
15-621 AE-5501 Class I
15-621 AE-5503 Class 1
15-621 AE-5504 Class I
| 15-621 AE-5505 Class I
15-621 AE-5506 Class I
15-621 AE-5507 Class I
15-621 AE-5508 Class I
15-621 AE-5509 Class I
15-621 AE-5510 Class I
15-621 AE-5600 Class I
15-621 AE-5601 Class |
15-621 AE-5606 Class I
15621 AE-5607 Class I
15-621 AE-5608 Class I
15-621 AE-5609 Class [
15-621 AE-5610 Class I
15-621 AE-5611 Class I
15-621 AE-5612 Class I
15-621 AE-5613 Class I
15-621 AE-5614 Class I
15-621 AE-5615 Class I
15-621 AE-5619 Class I
15-621 AE-5620 Class I
15-621 AE-5621 Class I
15-621 AE-5622 Class I
15-621 AE-5623 Class I
15-621 AE-5625 Class 1
15-621 AE-5626 Class 1
15-621 AE-5630 Class I
| 15-621 AE-5640 Class 1
15-621 AE-5662 Class I
15-621 AE-5663 Class I




15-621 AE-5665 Class I
15-621 AE-5666 Class |
15-621 AE-5667 Class 1
15-621 AE-5668 Class I
15-621 AE-5668L Class I
15-621 AE-5669 Class I
15-621 AE-5680 Class |
15-621 AE-5700 Class I
15-621 AE-5701 Class I
15-621 AE-5702 Class I
15-621 AE-5703 Class I
15-621 AE-5705 Class I
15-621 AE-5706 Class I
15-621 AE-5710 Class 1
15-621 AE-5720 Class 1
15-621 AE-5721 Class I
15-621 AE-5730 Class I
15-621 AE-5731 Class I
15-621 AE-5740 Class I
15-621 AE-5741 Class I
| 15-621 AE-5762 Class 1

meet, the essential requirements of EITHER Council Directive 93/42/EEC as amended by
2007/47/EC OR Council Directive 98/79/EEC pertaining to medical devices.

Conformity Assessment per Annex V

Classification per Annex IX: Class I

Notified Body: 0086 BSI, UK

We hereby appoint mdi Europa GmbH, Langenhagener Strafe 71, D - 30855 Langenhagen, Germany

to act as European Authorized Representative as explicitly defined in Article 1, § 2(g) of Directive
98/79/EEC.

Signedthisday.2.,01'".DECEMBER..2014,,.. W

mdi Europa use only!

The necessary pre-requisites for placing the C € Wﬂ‘fiﬁ?&bﬂﬁoﬂ?%%&%ﬂ ‘{éroducts
and marketing them in all Member States of the Eurmagaggqmm% thus been fu flled.

9 08 95 39
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Declaration of Conformity
Certificate

ASICO LLC
26 Plaza Drive
Westmont
IL 60559, USA

Declare with sole responsibility, that our product/s:

UMDNS Code Code Description Classification
15-621 AE-6000 Class I
15-621 AE-6000SNSC* Class I
| 15-621 AE-6001 Class I
15-621 AE-6001SNSC* Class I
15-621 AE-6010 - Class I
15-621 AE-6010SNSC* Class I
15-621 AE-6011 Class I
15-621 AE-6011SNSC* Class I
15-621 AE-6100 Class I
15-621 AE-6100SNSC* Class 1
15-621 AE-6101 Class I
15-621 AE-6101SNSC* Class 1
15-621 AE-6101T Class 1
| 15-621 AE-6110 Class I
15-621 AE-6110SNSC* Class I
15-621 AE-6111 Class I
15-621 AE-6111SNSC* Class I
15-621 AE-6111T Class I
15-621 AE-6130N Class I
15-621 AE-6130SNSC* Class I
15-621 AE-6131 Class I
15-621 AE-6131SNSC* Class I
15-621 AE-6131T Class I
15-621 AE-6140 Class I
15-621 AE-6140SNSC* Class I
15-621 AE-6141 Class I
15-621 . AE-6141SNSC* Class 1
| 15-621 AE-6141T Class 1
15-621 AE-6142 Class I
15-621 AE-6143 Class I
15-621 AE-6150 Class |
15-621 AE-6150SNSC* Class I
| 15-621 AE-6151 Class I




15-621 AE-6151SNSC* Class I
15-621 AE-6160 Class |
15-621 AE-6161 Class 1
15-621 AE-6161SNSC Class |
15-621 AE-6170 Class I
15-621 AE-6170SNSC* Class I
15-621 AE-6171 Class 1
15-621 AE-6171SNSC* Class I
15-621 AE-6172 Class I
15-621 AE-6172SNSC* Class I
15-621 AE-6173 Class 1
15-621 AE-6173SNSC* Class I
15-621 AE-6200N Class I
15-621 AE-6201 Class 1
15-621 AE-6210 Class 1
15-621 AE-6211 Class I
| 15-621 AE-6212 Class 1
15-621 AE-6220 Class I
15-621 AE-6230 Class I
15-621 AE-6240 Class [
15-621 AE-6300 Class 1
15-621 AE-6400 Class I
15-621 AE-6902 Class 1
15-621 AE-6903 Class I

meet, the essential requirements of EITHER Council Directive 93/42/EEC as amended by
2007/47/EC OR Council Directive 98/79/EEC pertaining to medical devices.

Conformity Assessment per Annex V

Classification per Annex IX: Class I

Notified Body: 0086 BSI, UK

We hereby appoint mdi Europa GmbH, Langenhagener Strae 71, D - 30855 Langenhagen, Germany

to act as European Authorized Representative as explicitly defined in Article 1, § 2(g) of Directive
98/79/EEC.

Signed this day . 2. . 0of. DECEMBER - 20 1 4 s o W :

mdi Europa use only!

The necessary pre-requisites for placing the ( E mark on E;h%uab%‘ée entioned products
and marketing them in all Member States of the European U bﬁ?er}sgb(ﬁg s hegpeiiilindedhogd

Signed this day S ot 'DCCML#ZO((-L




Declaration of Conformity

Certificate

ASICO LLC
26 Plaza Drive
Westmont
IL 60559, USA

Declare with sole responsibility, that our product/s:

UMDNS Code Code Description Classification
15-621 AE-7000 Class I
15-621 AE-7001 Class I
15-621 AE-7002 Class I
15-621 AE-7003 Class I
15-621 AE-7004 Class I
| 15-621 AE-7005 Class I
15-621 AE-7006 Class 1
15-621 AE-7009 Class I
15-621 AE-7010 Class I
15-621 AE-7011 Class 1
15-621 AE-7020 Class [
15-621 AE-7021 Class 1
15-621 AE-7030 Class I
15-621 AE-7031 Class 1
15-621 AE-7040 Class 1
15-621 AE-7041 Class I
15-621 AE-7050 Class |
15-621 AE-7060 Class I
15-621 AE-7070 Class 1
15-621 AE-7071 Class I
15-621 AE-7076 Class I
15-621 AE-7100 Class I
15-621 AE-7101 Class I
15-621 AE-7102 Class I
15-621 AE-7110 Class 1
15-621 AE-7115 Class I
15-621 AE-7120 Class 1
15-621 AE-7125 Class I
15-621 AE-7130 Class I
15-621 AE-7131 Class I
15-621 AE-7190 Class I
15-621 AE-7195 Class I
15-621 AE-7196 Class 1




15-621 AE-7197 Class I
15-621 AE-7200 Class I
15-621 AE-7201 Class 1
15-621 AE-7202 Class |
15-621 AE-7203 Class I
15-621 AE-7204 Class I
15-621 AE-7205 Class I
15-621 AE-7206 Class I
15-621 AE-7210 Class 1
15-621 AE-7211 Class I
15-621 AE-7218 Class 1
15-621 AE-7220 Class 1
15-621 AE-7222 Class 1
15-621 AE-7224 Class I
15-621 AE-7226 Class I
15-621 AE-7228 Class I
| 15-621 AE-7230 Class 1
15-621 AE-7231 Class I
15-621 AE-7232 Class I
| 15-621 AE-7250 Class I
| 15-621 AE-7251 Class I
15-621 AE-7270 Class I
15-621 AE-7271 Class I
15-621 AE-7272 Class I
15-621 AE-7273 Class I
15-621 AE-7274 Class I
15-621 AE-7275 Class I
15-621 AE-7277 Class I
15621 |  AE-7278 _ Class I
15-621 AE-7279 Class I
15-621 AE-7280 Class I
15-621 AE-7281 Class I
15-621 AE-7282 Class 1
15-621 AE-7283 Class I
| 15-621 AE-7284 Class I
15-621 AE-7285 Class I
15-621 AE-7286 Class I
15-621 AE-7287 Class I
15-621 AE-7288 Class 1
15-621 AE-7289 Class I
| 15-621 AE-7290L Class I
15-621 AE-7290R Class I
15-621 AE-7291 Class I
15-621 AE-7292L Class I
15-621 AE-7292R Class I
15-621 AE-7293 Class 1
15-621 AE-7294 Class I
15-621 AE-7295 Class I




15-621 AE-7296 Class I
15-621 AE-7300 Class I
| 15-621 AE-7304 Class 1
15-621 AE-7305 Class I
15-621 AE-7306 Class 1
15-621 AE-7310 Class I
15-621 AE-7311 Class |
15-621 AE-7320 Class I
15-621 AE-7330 Class I
15-621 AE-7330S8 Class |
15-621 AE-7330R Class I
| 15-621 AE-7330RS Class I
15-621 AE-7331 Class I
15-621 AE-7332 Class 1
15-621 AE-7333 Class 1
15-621 AE-7334 Class I
15-621 AE-7335 Class 1
15-621 AE-7336 Class I
15-621 AE-7340 Class I
15-621 AE-7370 Class I
15-621 AE-7371 Class I
15-621 AE-7375 Class I
15-621 AE-7376 Class I
15-621 AE-7380 Class 1
15-621 AE-7381 Class I
15-621 AE-7385 Class I
15-621 AE-7386 Class I
15-621 AE-7389 Class 1
| 15-621 AE-7390 Class I
15-621 AE-7401 Class I
15-621 AE-7402 Class I
15-621 AE-7403 Class I
15-621 AE-7405 Class I
15-621 AE-7407 Class I
15-621 AE-7408 Class I
15-621 AE-7410 Class I
15-621 AE-7430 Class I
15-621 AE-7431 Class I
15-621 AE-7434 Class 1
15-621 AE-7440 Class I
15-621 AE-7441 Class I
15-621 AE-7442 Class 1
15-621 AE-7445 Class 1
15-621 AE-7446 Class I
15-621 AE-7447 Class I
| 15-621 AE-7448 Class I
15-621 AE-7449 Class 1
| 15-621 AE-7500 Class 1




[15-621 AE-7501 Class I ]
15-621 AE-7502 Class I
15-621 AE-7503 Class 1
15-621 AE-7504 Class 1
15-621 AE-7505 Class I
15-621 AE-7506 Class I
15-621 AE-7510 Class I
15-621 AE-7511 Class I
15-621 AE-7523 Class I
15-621 AE-7525 Class I
15-621 AE-7530S Class I
15-621 AE-7532 Class I
15-621 AE-7534 Class I
15-621 AE-7535 Class I
15-621 AE-7540 Class I
15-621 AE-7541 Class I
15-621 AE-7600 Class I
15-621 AE-7610 Class 1
15-621 AE-7611 Class I

15-621 AE-7612 Class I
15-621 AE-7613 Class I
15-621 AE-7615 Class I
15-621 AE-7618 Class 1
15-621 AE-7620 Class 1
15-621 AE-7621 Class I
15-621 AE-7622 Class I
15-621 AE-7622A Class I
15-621 AE-7623 Class |

15-621 AE-7624 Class I -
15-621 AE-7625 Class I
15-621 AE-7626 Class I
15-621 AE-7627 Class I
15-621 AE-7628 Class I
15-621 AE-7629 Class I
15-621 AE-7630 Class I
15-621 AE-7631 Class I
15-621 AE-7632 Class I
15-621 AE-7633 Class I
15-621 AE-7634 Class I
15-621 AE-7635 Class I

| 15-621 AE-7636 Class I
15-621 AE-7637 Class 1
15-621 AE-7638 Class 1
15-621 AE-7639 Class I
15-621 AE-7640 Class 1
15-621 AE-7642 Class 1

15-621 AE-7643 Class 1
15-621 AE-7645 Class I




15-621 AE-7646 Class I
15-621 AE-7647 Class 1
15-621 AE-7648 Class 1
15-621 AE-7649 Class 1
15-621 AE-7650 Class I
15-621 AE-7651 Class 1
15-621 AE-7652 Class |
15-621 AE-7653 Class |
15-621 AE-7654 Class 1
15-621 AE-7658 Class I
15-621 AE-7659 Class I
| 15-621 AE-7660 Class 1
15-621 AE-7700 Class I
15-621 AE-7705 Class I
15-621 AE-7710 Class 1
15-621 AE-7711 Class I
15-621 AE-7720 Class I
15-621 AE-7725 Class I
15-621 AE-7735 Class I
15-621 AE-7736 Class I
15-621 AE-7750 Class I
15-621 AE-7751 Class |
15-621 AE-7800 Class I
15-621 AE-7801 Class I
15-621 AE-7802 Class I
15-621 AE-7803 Class I
15-621 AE-7804 Class |
15-621 AE-7805 Class 1
15-621 | AE-7806 - i - Class I
15-621 AE-7821 Class I
15-621 AE-7822 Class I
15-621 AE-7823 Class I
15-621 AE-7824 Class I
15-621 AE-7851 Class I

meet, the essential requirements of EITHER Council Directive 93/42/EEC as amended by
2007/47/EC OR Council Directive 98/79/EEC pertaining to medical devices.

Conformity Assessment per Annex V

Classification per Annex IX: Class I

Notified Body: 0086 BSI, UK



We hereby appoint mdi Europa GmbH, Langenhagener Strafie 71, D - 30855 Langenhagen, Germany

to act as European Authorized Representative as explicitly defined in Article 1, § 2(g) of Directive
98/79/EEC.

Signed this day . 2. . of . DECEMBER . 2014 e & W ;

mdi Europa use only!

The necessary pre-requisites for placing the C € maf!{’i:ﬁ‘fff’ﬁe @B’ e mentioned products
and marketing them in all Member States of the Europea; "ha;ﬁ@%ﬁggﬁééﬁ"ﬁifmﬁﬁ.

+4975n) 39 08 95 39 T
Signed this day 2 of,.Decﬁwtlyﬁ/ 20 (& 2

g (mdiEuropa

BDICAL DEVICE SERVICE-MANAGENI T




Declaration of Conformity
Certificate

ASICO LLC
26 Plaza Drive

Westmont
IL 60559, USA

Declare with sole responsibility, that our product/s:

UMDNS Code Code Description Classification
15-621 AE7-0029 Class I
15-621 AE7-0030 Class I
15-621 AE7-0031 Class I
15-621 AE7-0032 Class 1
15-621 AE7-0033 Class I
15-621 AE7-0034 Class 1
15-621 AE7-0038 Class I
15-621 AE7-0061 Class I
15-621 AE7-0105 Class I
15-621 AE7-0106 Class I
15-621 AE7-0108 Class I
15-621 AE7-0110 Class I
15-621 AE7-0116 Class I
15-621 AE7-0117 Class I
15-621 AE7-0118 Class I
15-621 AE7-0120 Class I
15-621 AE7-0207 Class I
15-621 AE7-0208 Class I
15-621 AE7-0216 Class I
15-621 AE7-0217 Class 1
15-621 AE7-0218 Class 1
15-621 AE7-3000 Class I
15-621 AE7-3010 Class I
15-621 AE7-3020F Class 1
15-621 AE7-3028 Class 1
15-621 AE7-3028FB Class I
15-621 AE7-3030 Class 1
15-621 AE7-3032 Class I
15-621 AE7-3034 Class I
15-621 AE7-3050 Class I
15-621 AE7-3051 Class I
15-621 AE7-3052 Class I
15-621 AE7-3060 Class I

Phone +4,9-51. 39 03 95 30 .
Fay #5-57)39 08 95 39 (
L] " "y

U0

.
THE MEDJCAL DEVICE SEpv 75—

%u o GmibH
2 O-L B k\,u“yf’ Qgener Str. 71 26855 Langerhe




15-621 AE7-3060S Class I
15-621 AE7-3061 Class I
15-621 AE7-3061S Class I
15-621 AE7-3062 Class I
15-621 AE7-3062S Class I

meet, the essential requirements of EITHER Council Directive 93/42/EEC as amended by
2007/47/EC OR Council Directive 98/79/EEC pertaining to medical devices.
Conformity Assessment per Annex V

Classification per Annex IX: Class I
Notified Body: 0086 BSI, UK

We hereby appoint mdi Europa GmbH, Langenhagener Stralie 71, D - 30855 Langenhagen, Germany
to act as European Authorized Representative as explicitly defined in Article 1, § 2(g) of Directive
98/79/EEC.

Signed this day . 2. o FEBRUARY .. 20 1 6 o W 4

mdi Europa use only!

The necessary pre-requisites for placing the C € maik mrophembove mentioned products
and marketing them in all Member States of the Europdandemigensivertinassséerofiffbed.

Phgyte +/4-51. 39 08 95 30
Signed this day 2. of_Fl.l'qué 2016 (ﬁ '
E MED v

/l




Declaration of Conformity
Certificate

ASICO LLC
26 Plaza Drive
Westmont
IL 60559, USA

Declare with sole responsibility, that our product/s:

UMDNS Code Code Description Classification
15-621 AE-8000 Class 1
15-621 AE-8001 Class I
15-621 AE-8002 Class I
15-621 AE-8003 Class I
15-621 AE-8005 Class I
15-621 AE-8090 Class I
15-621 AE-8100 Class 1
15-621 AE-8101 Class 1
15-621 AE-8102 Class I
15-621 AE-8103 Class I
15-621 AE-8104 Class |
15-621 AE-8105 Class I
15-621 AE-8106 Class I
15-621 AE-8107 Class I
15-621 AE-8108 Class 1
15-621 AE-8109 Class 1
15-621 AE-8110 Class I
15-621 AE-8111 Class I
15-621 AE-8112 Class I
15-621 AE-8114 Class I
15-621 AE-8115 Class I
15-621 AE-8116 Class 1
15-621 AE-8117 Class I
15-621 AE-8118 Class 1
15-621 AE-8119 Class I
15-621 AE-8120 Class I
15-621 AE-8121 Class 1
15-621 AE-8122 Class I
15-621 AE-8122A Class I
15-621 AE-8124 Class I
15-621 AE-8125 Class I
15-621 AE-8126 Class I
15-621 AE-8127 Class I




15-621 AE-8128 Class |
15-621 AE-8129 Class I
15-621 AE-8130 Class I
15-621 AE-8131 Class I
15-621 AE-8132 Class 1
15-621 AE-8133 Class I
15-621 AE-8134 Class I
15-621 AE-8135 Class I
15-621 AE-8135M Class I
15-621 AE-8136 Class I
15-621 AE-8137 Class I
 15-621 AE-8138 Class I
15-621 AE-8139 Class 1
15-621 AE-8140 Class 1
15-621 AE-8141 Class I
15-621 AE-8142 Class |
| 15-621 AE-8143 Class 1
15-621 AE-8144 Class 1
15-621 AE-8145 Class I
15-621 AE-8146 Class I
15-621 AE-8147 Class I
15-621 AE-8147S Class 1
15-621 AE-8148 Class I
15-621 AE-8149 Class I
15-621 AE-8150 Class I
15-621 AE-8151 Class I
15-621 AE-8153 Class I
15-621 AE-8155 Class I
15-621 AE-8156 ~ Class 1
15-621 AE-8157 Class 1
15-621 AE-8158 Class 1
15-621 AE-8159 Class I
15-621 AE-8160 Class I
15-621 AE-8161 Class |
15-621 AE-8162 Class 1
15-621 AE-8163 Class 1
15-621 AE-8164 Class 1
15-621 AE-8165 Class I
15-621 AE-8167 Class 1
15-621 AE-8168 Class I
| 15-621 AE-8169 Class I
15-621 AE-8170 Class 1
15-621 AE-8171 Class 1
15-621 AE-8172 Class I
15-621 AE-8173 Class 1
15-621 AE-8175 Class I
15-621 AE-8176 Class I
15-621 AE-8177 Class 1




15-621 AE-8178 Class I
15-621 AE-8179 Class I
15-621 AE-8180 Class 1
15-621 AE-8181 Class I
15-621 AE-8184 Class 1
15-621 AE-8185 Class I
15-621 AE-8186 Class 1
15-621 AE-8187 Class I
15-621 AE-8188 Class I
15-621 AE-8189 Class 1
15-621 AE-8190 Class I
| 15-621 AE-8191 Class 1
15-621 AE-8192 Class |
15-621 AE-8193 Class I
15-621 AE-8194 Class I
15-621 AE-8194A Class I
15-621 AE-8195 Class I
15-621 AE-8196 Class I
15-621 AE-8197 Class I
15-621 AE-8198 Class 1
| 15-621 AE-8199 Class 1

meet, the essential requirements of EITHER Council Directive 93/42/EEC as amended by
2007/47/EC OR Council Directive 98/79/EEC pertaining to medical devices.

Conformity Assessment per Annex V

Classification per Annex IX: Class |

Notified Body: 0086 BSI, UK

We hereby appoint mdi Europa GmbH, Langenhagener Strafle 71, D - 30855 Langenhagen, Germany
to act as European Authorized Representative as explicitly defined in Article 1, § 2( g) of Directive
98/79/EEC.

Signed this day . DECEMBER . 2014 W ,

mdi Europa use only!

The necessary pre-requisites for placing the ( € markdeubgodadue mentioned products
and marketing them in all Member States of the Europeakotisibegenaniétiugdsse o fataiesn
Phone »49-51. 39 08 95 30
+
Signed thisday 3 of Decembt- 20 4 W
. m &

51. 39 08 95 39 @
‘mdiEuropa

ANEE~MANAGEMENT




Declaration of Conformity
Certificate

We ASICO LLC
26 Plaza Drive
Westmont
1. 60559
USA

Declare with sole responsibility, that our product/s:

Medical Device. UMDNS Code Classification
AE-9063CSP 17-543 Class |

Meet, (where applicable) the essential requirements of Council Directive 93/42/EEC
pertaining to medical devices,

We hereby appoint mdi Europa GmBH, Langenhagener Str. 71 30855 Hannover-
Langenhagen, Germany to act as European Authorized Representative as defined in
Article 1, 2(g) of Directive 93/42/EEC

Signed this day _29 of November, 2011 W

i GmbH
The necessary pre-requisites for placing the C € mark orﬁ 'E%ygmmlqwdgweﬁdawen

and marketing them in all Member States of the Europeamddnion have thessbeen fu&t‘&a
+4gpN. 39 08 9539

oA
Signedthisdayofzti ~of auméL 2000 @ 2‘ iE 0pa

EDICAL DEVICE SERVICE=MANAGEMENT




Declaration of Conformity
Certificate

We ASICO LL.C .
26 Plaza Drive
Westmont, IL 60559
U.S.A

Declare with sole responsibility, that our product/s:

UMDNS CODE Product description __ Classification

17-543 Inserters Class I

meet, the essential requirements of EITHER Council Directive 93/42/EEC OR
Council Directive 98/79/EEC pertaining to medical devices.

We hereby appoint mdi Europa GmbH, Wittekamp 30, D - 30163 Hanover, Germany :
to act as European Authorized Representative as explicitly defined in Article 1,
§ 2(g) of Directive 98/79/EEC.

Signed this day 20 of November. 20007

mdi Europa use only!

The necessary pre-requisites for placing the C € mark on the above mentioned products
and marketing them in all Member States of the European Unisar.chaye shis been fulfilled.
Wittekamp 30 - D-30163 Hanover

Fax +49-51. 39 08 95 39

Signed this day/f of . /%7// 20 é? Phone +49-51. 39 08 95 30
/] /] ‘ /




Declaration of Conformity
Certificate

ASICO LLC
26 Plaza Drive
Westmont
IL 60559, USA

Declare with sole responsibility, that our product/s:

UMDNS Code Code Description Classification
15-621 SP-121832 Class I
15-621 AE-2558 Class 1

meet, the essential requirements of EITHER Council Directive 93/42/EEC as amended by 2007/47/EC OR Council
Directive 98/79/EEC pertaining to medical devices.

Conformity Assessment per Annex V

Classification per Annex IX: Class I

Notified Body: 0086 BSI, UK

We hereby appoint mdi Europa GmbH, Langenhagener Strale 71, D - 30855 Langenhagen,
Germany to act as European Authorized Representative as explicitly defined in Article 1, § 2(g)
of Directive 98/79/EEC.

—
Signed thisday . 4. . of . JANUARY. . 2017. . . . 2 .

mdi Europa use only!

The necessary pre-requisites for placing the ( € mark on the above mentioned products

and marketing them in all Member States of the European Union, have thus been fulfilled.
mdi Europa Gmb

Langen

Signed this day G ofJa\w 0\'@ 201F  phone

Fax +
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