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TECHNICAL DOCUMENTATION (TD)

DECLARATION OF CONFORMITY (DoC) - Section 7
MEDICAL DEVICE REGULATION (EU) 2017/745 (Annex IV)

el MANUFACTURER:

MEDICAL DEVICE:

CLASSIFICATION IN ACCORDANCE WITH ANNEX VIII:

CONFORMITY ASSESSMENT ROUTE:

DOC TF-E002
Symmetry Surgical Inc. Rev F
3034 Owen Drive
Antioch, TN 37013 USA
SRN #: US-MF-000024174

Bovie Cauteries and Replaceable Tips
TF-EQ02

Class Ilb, Rule 9.

Add Conformity Assessment Route(s) i.e.,
EU 2017/745 Annex IX Chapter | and I!f

Symmetry Surgical declares that the above-mentioned products meet the provision of the following EU Legislation:
* Medical Device Regulation (EU) 2017/745

The EU Declaration of Conformity

is issued under the sole responsibility of Symmetry Surgical.

NOTIFIED BODY:

IDENTIFICATION NUMBER:

(EC) CERTIFICATE(S):

BS EN 1S013486:2016:

COMMON SPECIFICATIONS:

EUROPEAN REPRESENTATIVE:
%o 149 7461 96490
Fax: +49 7461 77921

SIGNATURE:

BSI Product Services

BSI Group, Say Building, John M. Keynesplein 9,
1066 EP Amsterdam, Netherlands

2797
MDR 769661 RO00

BSI MDSAP - Certification #: MDSAP 691125

Not applicable to these devices

Emergo Europe
Westervoortsedijk 60
6827 AT Arnhem

The Netherlands

SRN#: NL-AR-000000116

i ZM’A’ y i //QLJ/ /72025

Chris Smith DATE
REGULATORY AFFAIRS Director

For, and on behalf of,

Company: Symmetry Surgical Inc.

Place of Issuance: Antioch, TN
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Last updated by:|Chris Smith Date:| 12/10/2024
Product Cauteries
Family/Group: TD Reference: |TF-E002
P/N DESCRIPTION CLASS | RULE BASIC UDI INTENDED USE

AAOS CAUTERY HIGH TEMPERATURE 2" EXTENDED SHAFT b 9 0887482Cautery94 Bovie® Cautery Devices are used for stopping
LOOP TIP (SNAP) Y% (small bleeders in hemostasis.

AALT CAUTERY HIGH TEMP FINE TIP 2" EXTENDED SHAFT b 9 0887482Cautery94 Bovie® Cautery Devices are used for stopping
(SNAP) y small bleeders in hemostasis.

AAOY CAUTERY HIGH TEMPERATURE LOOP TIP 5" EXTENDED b 9 0887482Cautery94 Bovie® Cautery Devices are used for stopping
SHAFT (ORIGINAL) y small bleeders in hemostasis.

AAO2 CAUTERY LOW ADJUST-A-TEMP™ FINE TIP (ORIGINAL) lib 9 |0887482Cauterygs|BOVIE® Cautery Devices are used for stopping
small bleeders in hemostasis.

AA29 CAUTERY HIGH TEMPERATURE MICRO ELONGATED TIP b 9 0887482Cautery94 Bovie® Cautery Devices are used for stopping
(SNAP) y small bleeders in hemostasis.

AA27 CAUTERY HIGH TEMPERATURE MICRO LOOP TIP (SNAP) | Iib 9 |0887482Cauterygs|BOVIE® Cautery Devices are used for stopping
small bleeders in hemostasis.

AA25 CAUTERY HIGH TEMPERATURE MICRO FINE TIP (SNAP) lib 9 |0887482Cauterygs|BOVIE® Cautery Devices are used for stopping
small bleeders in hemostasis.

AALL CAUTERY HIGH TEMP ADJUST-A-TEMP™ FINE TIP b 9 0887482Cautervod Bovie® Cautery Devices are used for stopping
(ORIGINAL) y small bleeders in hemostasis.

AA90 CAUTERY LOW TAMPERATURE MICRO FINE TIP (SNAP) lib 9 |0887482Cauterygs|BOVIE® Cautery Devices are used for stopping
small bleeders in hemostasis.

AAOO CAUTERY LOW TEMPERATURE FINE TIP (SNAP) lib 9 |0887482Cauterygs|BOVIE® Cautery Devices are used for stopping
small bleeders in hemostasis.

AAOA CAUTERY LOW TEMPERATURE ELONGATED FINE TIP b 9 0887482Cauteryo4d Bovie® Cautery Devices are used for stopping
(SNAP) y small bleeders in hemostasis.

AAO1 CAUTERY HIGH TEMPERATURE FINE TIP (SNAP) lib 9 |0887482Cauterygs|BOVIE® Cautery Devices are used for stopping
small bleeders in hemostasis.

AAO3 CAUTERY HIGH TEMPERATURE LOOP TIP (SNAP) lib 9 |0887482Cauterygs|BOVIE® Cautery Devices are used for stopping
small bleeders in hemostasis.

AA21 CAUTERY HIGH TEMPERATURE ELONGATED TIP (SNAP) lib 9 |0887482Cauterygs|BOVIE® Cautery Devices are used for stopping
small bleeders in hemostasis.

AAQOX CAUTERY LOW TEMPERATURE FINE TIP (ORIGINAL) lib 9 |0887482Cauterygs|BOVIE® Cautery Devices are used for stopping
small bleeders in hemostasis.

AAO1X CAUTERY HIGH TEMPERATURE FINE TIP (ORIGINAL) lib 9 |0887482Cauterygs|BOVIE® Cautery Devices are used for stopping
small bleeders in hemostasis.
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AAO3X CAUTERY HIGH TEMPERATURE LOOP TIP (ORIGINAL) lib 0887482Cautery4|50Vie® Cautery Devices are used for stopping
small bleeders in hemostasis.
AAOAX CAUTERY LOW TEMPERATURE ELONGATED FINE TIP b 0887482Cauteryo4d Bovie® Cautery Devices are used for stopping
(ORIGINAL) y small bleeders in hemostasis.
AAOSX CAUTERY HIGH TEMPERATURE 2" EXTENDED SHAFT b 0887482Cauteryo4d Bovie® Cautery Devices are used for stopping
LOOP TIP (ORIGINAL) Y%|small bleeders in hemostasis.
AALTX CAUTERY HIGH TEMP FINE TIP 2" EXTENDED SHAFT b 0887482Cauteryo4d Bovie® Cautery Devices are used for stopping
(ORIGINAL) y small bleeders in hemostasis.
AA21X CAUTERY HIGH TEMPERATURE ELONGATED TIP b 0887482Cauterv94 Bovie® Cautery Devices are used for stopping
(ORIGINAL) y small bleeders in hemostasis.
HITO POWER HANDLE LOW-TEMP (SNAP) lib 0887482Cautery4|50Vie® Cautery Devices are used for stopping
small bleeders in hemostasis.
HIT1 POWER HANDLE HIGH-TEMP (SNAP) lib 0887482Cautery4|50Vie® Cautery Devices are used for stopping
small bleeders in hemostasis.
DEL1 CHANGE - A - TIP™ DELUXE HIGH TEMPERATURE b 0887482Cautervod Bovie® Cautery Devices are used for stopping
CAUTERY KIT (SNAP) Y%|small bleeders in hemostasis.
DELO CHANGE-A-TIP™ DELUXE LOW TEMPERATURE CAUTERY b 0887482Cautery94d Bovie® Cautery Devices are used for stopping
KIT (SNAP) y small bleeders in hemostasis.
DEL2 CHANGE - A - TIP™ DELUXE HI-LO TEMPERATURE b 0887482Cautervod Bovie® Cautery Devices are used for stopping
CAUTERY KIT (SNAP) Y%|small bleeders in hemostasis.
H100 REPLACEABLE LOW-TEMP FINE TIP lib 0887482Cautery4|50Vie® Cautery Devices are used for stopping
small bleeders in hemostasis.
H101 REPLACEABLE FINE TIP lib 0887482Cautery4|50Vie® Cautery Devices are used for stopping
small bleeders in hemostasis.
H104 REPLACEABLE FINE TIP WITH ADHESIVE lib 0887482Cautery4|50Vie® Cautery Devices are used for stopping
small bleeders in hemostasis.
H109 REPLACEABLE LOOP TIP lib 0887482Cautery4|50Vie® Cautery Devices are used for stopping
small bleeders in hemostasis.
H110 REPLACEABLE FINE TIP ELONGATED lib 0887482Cautery4|50Vie® Cautery Devices are used for stopping
small bleeders in hemostasis.
H112 REPLACEABLE 2" FLEX LOOP TIP lib 0887482Cautery4|50Vie® Cautery Devices are used for stopping
small bleeders in hemostasis.
H101-ADH REPLACEABLE 2" FLEX FINE TIP lib 0887482Cautery4|50Vie® Cautery Devices are used for stopping
small bleeders in hemostasis.
H105 REPLACEABLE 5" LOOP TIP lib 0887482Cautery4|50Vie® Cautery Devices are used for stopping
small bleeders in hemostasis.
H106 REPLACEABLE CONTRA ANGLE FINE TIP lib 0887482Cautery4|50Vie® Cautery Devices are used for stopping

small bleeders in hemostasis.
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H103 REPLACEABLE CIRCULAR TIP Iib 9 |0887482Cauterygs|BOViE® Cautery Devices are used for stopping
small bleeders in hemostasis.
H111 REPLACEABLE 6" FINE TIP Iib 9 |0887482Cauterygs|BOViE® Cautery Devices are used for stopping
small bleeders in hemostasis.
H121 REPLACEABLE ELONGATED TIP Iib 9 |0887482Cauterygs|BOViE® Cautery Devices are used for stopping
small bleeders in hemostasis.
20-HM-1000 SHIPPERT CAUTERY HIGH TEMP FINE TIP Iib 9 |0887482Cauterygs|BOViE® Cautery Devices are used for stopping
small bleeders in hemostasis.
20-HM-2000 CAUTERY HIGH TEMP LOOP TIP Iib 9 |0887482Cauterygs|BOViE® Cautery Devices are used for stopping
small bleeders in hemostasis.
SOSCAASO PRIVATE LABEL SURGICAL & OPHTHALMIC SUPPLIES n o |0857482Cautoryes|B06® Catery Devices are used for stopping
CAUTERY MICRO LO-TEMP small bleeders in hemostasis.
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Product List
Last updated by:|Chris Smith Date: 4/17/2025
Product

Family/Group:|Cauteries TD Reference: |TF-E002

Rev/Date Description of change Updated by
A New Release for MDR Compliance - Emergo as AR Rep Chris Smith
B Modified during BSI initial review to accommodate concerns raised Chris Smith
C Various changed per BSI TF Review Chris Smith
D Updated due to BSI TF Review - Certification Received Steven Fox
E Added R0O0O to Certificate revision Chris Smith
F Corrected Part list to include 20-HM-1000, 20-HM-2000, and SOSCAA90 Steven Fox
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