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T EC Certificates -7l
Certificate Name Certificate Number

EC Certificate Annex 11.3 CE 616288
Quality Management System Certificate MD 670368
EN ISO 13485:2016

All BSC SAP manufactured products are released per Global W1 Semi-Automated Active Release,
90391555, using Global Form Product Shipment Release Requirements, 90213259.

We declare that the products identified above are in conformity with all relevant provisions of the Council

Directive 93/42/EEC of 14 June 1993 concerning Medical Devices. This declaration is made under Annex
I1 of this directive. All supporting information is retained under the control of the Legal Manufacturer.

Signature: % //\[\/ 2 F  Fel 2030

Name: Tony Cartr Date
Title: VP, QA Multi-site

Signature:
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Attachment A- Model Designation List

Table 1: Tome/Autotome RX Family for Original DoC

Ultratome Double Lumen Sphincterotome

UPN

GTIN

Device Description

MO0530800

08714729163664

Ultratome™ Double Lumen Sphincterotome
(5mm Short Nose - 20mm Cut Wire)

M00530810

08714729183143

Ultratome™ Double Lumen Sphincterotome
(20mm Long Nose- 20mm Cut Wire)

MO00530820

08714729193418

Ultratome™ Double Lumen Sphincterotome
{5mm Short Nose - 30mm Cut Wire)

M00530830

08714729193425

Ultratome™ Double Lumen Sphincterotome
(20mm Long Nose - 30mm Cut Wire)

Ultratome XL Triple Lumen Sphincterotome

UPN GTIN Device Description

MO00535900 | 08714729103257 gﬁgﬁ;ﬁ‘;‘g@grgﬁigrgﬁ? V%};il;;lcterotome
M00535910 | 08714729103301 gg;iﬁnif;:’gﬁl? 'ple Lumen %’i}r‘;';“e“’mme
M00535920 | 08714729103318 g‘g f;%‘?g::ﬁ;f?éﬁ'gﬁ?%‘;:‘ei;wmmme
MO00535930 | 08714729103349 Ultratome™ XL Triple Lumen Sphincterotome

{20mm Long Nose - 30mm Cut Wire)

MicroKnife XL Triple Lumen Needle Knife

UPN

GTIN

Device Description

M00532810

08714729172017

MicroKnife XL Tripte Lumen Needie Knife

RX Needle Knife X1, Triple Lumen Needle Knife

UPN

GTIN

Device Description

M00545840

087147292837%9

RX Needle Knife XL Triple Lumen Needie Knife

Autotome RX Cannulating Sphincterotome

UPN GTIN Device Description

Autotome™ RX 49 Cannulating Sphincterotome
MO00545150 | 08714729415138

{20mm Cut Wire)

Autotome™ RX 49 Cannulating Sphincterotome
MO0545160 | 08714729415152

(30mm Cut Wire)

Autotome™ RX 44 Cannulating Sphincterotome
MO00545170 | 08714729444749

{20mm Cut Wire)
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UPN GTIN Device Description
Autotome™ RX 44 Cannulating Sphincterotome
MO00545180 | 08714729444756
(30mm Cut Wire)
Autotome™ RX 39 Cannulating Sphincterotome
M00545190 | 08714729444763
(20mm Cut Wire)
Autotome™ RX 39 Cannulating Sphincterotome
M00545200 | 0871472944471
(30mm Cut Wire)
Jagtome RX Cannulating Sphincterotome
Components of Device
UPN GTIN Device Description Pre-loaded
Autotome .
Guidewire
Jagtome™ RX 49 Autotome RX 49 | Jagwire Stiff Shaft
M00573500 | 08714729121169 | Sphincterotome Guidewire (0.0.35”
(20mm Cut Wire) % 260cm)
Jagtome™ RX 49 Autotome RX 49 | Jagwire Stiff Shaft
M00573520 | 08714729121237 | Sphincterotome Guidewire (0.035”
(30mm Cut Wire) % 260cm)
Jagtome™ RX 44 Autotomne RX 44 | Jagwire Stiff Shaft
M00573540 | 0871472912125 | Sphincterotome Guidewire (0.035”
(20mm Cut Wire) % 260cm)
Jagtome™ RX 44 Autotome RX 44 | Jagwire Stiff Shaft
MO00573560 | 08714729719533 | Sphincterotome Guidewire (0.035”
(30mm Cut Wire) x 260cm)
Jagtome™ RX 39 Autotome RX 39 | Jagwire Stiff Shaft
M00573580 | 08714729765301 | Sphincterotome Guidewire (0.025”
(20mm Cut Wire) x 260cm)
Jagtome™ RX 39 Autotome RX 39 | Jagwire Stiff Shaft
MO00573590 | 08714729765318 | Sphincterotome Guidewire (0.025”
{(20mm Cut Wire) x 450cm)
Jagtome™ RX 39 Autotome RX 39 | Jagwire Stiff Shaft
MO00573600 | 08714729765325 | Sphincterotome Guidewire (0.025”
{30mm Cuf Wire) x 260cm)
Jagtome™ RX 39 Autotome RX 39 | Jagwire Stiff Shaft
MO00573610 | 08714729776512 | Sphincterotome Guidewire (0.025”
(30mm Cut Wire) X 450cm)
Jagtome™ RX 49 Autotome RX 49 | Jagwire Extendable
MO0S73000 | 08714729776710 | Sphincterotome Guidewire
(20mm Cut Wire) (0.035” x 260cm)
Jagtome™ RX 49 Autotome RX 49 | Jagwire Guidewire
MO0573010 i 08714729776727 | Sphincterotome {0.035” x 450cm)
(20mm Cut Wire)
Jagtome™ RX 49 Autotome RX 49 | Jagwire Extendable
MO00573020 | 08714729776734 | Sphincterotome Guidewire
(30mm Cut Wire) (0.035” x 260cm)
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Components of Device
UPN GTIN Device Description Pre-loaded
Autotome .
Guidewire

Jagtome™ RX 49 Autotome RX 49 | Jagwire Stiff Shaft
MO00573510 | 08714729121176 | Sphincterotome Guidewire

(20mm Cut Wire) (0.035” x 450cm)

Jagtome™ RX 49 Autotome RX 49 | Jagwire Stiff Shaft
MO00573530 | 08714729121244 | Sphincterotome Guidewire

(30mm Cut Wire) (0.035” x 450cm)

Jagtome™ RX 49 Autotome RX 49 | Jagwire Guidewire
MO00573030 [ 08714729776741 | Sphincterotome {0.035” x 450cm)

(30mm Cut Wire)

Jagtome™ RX 44 Autotome RX 44 | Jagwire Extendable
MO0573040 | 08714729776659 | Sphincterotome Guidewire

(20mm Cut Wire) (0.035” x 260cm)

Jagtome™ RX 44 Autotome RX 44 | Jagwire Guidewire
MO00573050 | 0874729776666 | Sphincterotome (0.035” x 450cm)

(20mm Cut Wire)

Jagtome™ RX 44 Autotome RX 44 | Jagwire Extendable
MO00573060 | 08714729776673 | Sphincterotome Guidewire

(30mm Cut Wire) (0.035” x 260cm)

Jagtome™ RX 44 Autotome RX 44 | Jagwire Guidewire
MO00573070 | 08714729776543 | Sphincterotome (0.035” x 450cm)

(30mm Cut Wire)

Jagtome™ RX 44 Autotome RX 44 | Jagwire Stiff Shaft
MO0573550 | 08714729121268 | Sphincterctome Guidewire

(20mm Cut Wire) (0.035” x 450¢m)

Jagtome™ RX 44 Autotome RX 44 | Jagwire Stiff Shaft
MO00573570 | 08714729121275 | Sphincterotome Guidewire

(30mm Cut Wire) {0.035” x 450cm)

Jagtome™ RX 39 Autotome RX 39 | Jagwire Stiff Shaft
MO00573080 | 08714729776642 | Sphincterotome Guidewire

{(20mm Cut Wire) (0.025” x 260cm)

Jagtome™ RX 39 Autotome RX 39 | Jagwire Guidewire
MO00573090 | 08714729776550 | Sphincterotome (0.025” x 450cm)

(20mm Cut Wire)

Jagtome™ RX 39 Autotome RX 39 | Jagwire Stiff Shaft
MO0O573100 | 08714729776536 | Sphincterotome Guidewire

(30mm Cut Wire) (0.025” x 260cm)

Jagtome™ RX 39 Autotome RX 39 | Jagwire Guidewire
MO0573110 | 08714729776529 | Sphincterotome (0.025” x 450cm)

{30mm Cut Wire)

Hydratome RX Cannulating Sphincterotome
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UEN oTIN Device Components of Device
Description Autotome Pre-loaded
Guidewire
Hydratome RX 49 | Autotome RX 49 | Hydra Jagwire
MO00583000 | 08714729755159 | Sphincterotome Guidewire
(20mm Cut Wire) (0.0.35” x 260cm)
Hydratome RX 49 | Autotome RX 49 | Hydra Jagwire
M00583010 | 08714729755166 | Sphincterotome Guidewire
(30mm Cut Wire) {0.0.35” x 260cm)
Hydratome RX 49 | Autotome RX 49 | Hydra Jagwire
MO00583020 | 08714729755173 | Sphincterotome Guidewire
(20mm Cut Wire) (0.0.35” x 450cm)
Hydratome RX 49 | Autotome RX 49 | Hydra Jagwire
MO00583030 | 08714729755180 | Sphincterotome Guidewire
(30mm Cut Wire) {0.0.35” x 450cm)
Hydratome RX 44 | Autotome RX 44 | Hydra Jagwire
MO00583040 | 08714729755197 | Sphincterotome Guidewire
(20mm Cut Wire) (0.0.35 x 260cm)
Hydratome RX 44 | Autotome RX 44 | Hydra Jagwire
M00583050 | 08714729755203 | Sphincterotome Guidewire
(30mm Cut Wire) (0.0.35” x 260cm)
Hydratome RX 44 | Autotome RX 44 | Hydra Jagwire
MO00583060 | 08714729755210 | Sphincterotome Guidewire
(20mm Cut Wire) (0.0.35” x 450cm)
Hydratome RX 44 | Autotome RX 44 | Hydra Jagwire
MO00583070 | 08714729755227 | Sphincterotome Guidewire
(30mm Cut Wire) (0.0.35” x 450cm)
Stonetome Stone Removal Device
UPN GTIN Device Description
Stonetome Stone Removal Device
MO00535110 | 08714729146599
{(20mm Long Nose, 20mm Cut Wire, Above Cut Wire)
Stonetome Stone Removal Device
MOG0OS35130 | 08714729146575
(20mm Long Nose - 30mm Cut Wire, Above Cut Wire)
Stonetome Stone Removal Device
MO0535150 | 08714729146667
(5mm Short Nose - 20mm Cut Wire, Below Cut Wire)
Stonetome Stone Removal Device
MG0535170 | 08714729146629
(20mm Long Nose - 20mm Cut Wire, Below Cut Wire)
Stonetome Stone Removal Device
MO00535190 | 08714729146612
{5mm Short Nose- 30mm Cut Wire, Below Cut Wire)
MO00535210 | 08714729146605 | Stonetome Stone Removal Device
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UPN

GTIN

Device Description

(20mm Long Nose - 30mm Cut Wire, Below Cut Wire)

Dreamtome RX Sphincterotome

Components of Device
UPN GTIN Device Description Autotome Pre-loaded
Guidewire
Dreamtome RX 49 Autotome RX 49 Dreamwire
MU00584000 08714729778226 | Sphincterotome Guidewire
(20mm cut wire) {0.035” x 260cm)
Dreamtome RX 49 Autotome RX 49 Dreamwire
M00584010 08714729778233 Sphincterctome Guidewire
(30mm cut wire) (0.035” x 260cm)
Dreamtome RX 49 Autotome RX 49 Dreamwire
MO00584020 08714729778240 | Sphincterotome Guidewire
{20mm cut wire) (0,035” x 450cm)
Dreamtome RX 49 Autotome RX 49 Preamwire
MO0584030 08714729778257 Sphincterotome Guidewire
(30mm cut wire) (0.035” x 450cm)
Dreamtome RX 44 Autotome RX 44 Dreamwire
M00584040 08714729778264 | Sphincterotome Guidewire
(20mm cut wire) {0.035” x 260cm)
Dreamtome RX 44 Autotome RX 44 Dreamwire
MO00584050 08714729778271 Sphincterotome Guidewire
(30mm cut wire) {0.035” x 260cm)
Dreamtome RX 44 Autotome RX 44 Dreamwire
M00584060 08714729778288 | Sphincterotome Guidewire
{20mm cut wire) (0.035” x 450cm)
Dreamtome RX 44 Autotome RX 44 Dreamwire
MO00584070 08714729778295 Sphincterotome Guidewire
{(30mm cut wire) {0.035” x 450cm)
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Table 2: List of UPN/ GTINs for Additional Products after Issuance of Original DoC

Jagtome Revolution RX Cannulating Sphincterotome

Components of Device

Sphincterotome
(30mm cut wire)

UPN GTIN Device Deseription Autotome Pre-loaded
Guidewire

Jagtome Revolution Autotome RX 39 Jagwire

RX Cannulating Revolution
M00584240 0871472953234 Sphincterotome (0.025” x 260cm)

(20mm cut wire)

Jagtome Revolution Awtotome RX 39 Jagwire

RX Cannuiating Revolution
M00584250 08714729953241 Sphincterotome (0.025” x 450cm)

{20mm cut wire)

Jagtome Revolution Autotome RX 39 Jagwire

RX Cannulating Revolution
M00584260 08714729933258 Sphincterotome (0.025” x 260cm)

(30mm cut wire)

Jagtome Revolution Autotome RX 39 Jagwire
M00584270 | 08714729953265 | RoX Cannulating Revolution

(0.025” x 450cm)
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