OLYMPUS

Ha paccmoTpeHune B @eaepanbHO0 CyXxoy no
Haja30py B chepe 34paBOOXPaHeHUs
(Poc3gpaBHagsop) Poccuiickoii degepauunn.

MbI. komnaHna OLYMPUS MEDICAL SYSTEMS
CORP. (ONMNMMMAC MEOVNKAN CUCTEMC
KOPI,), pacnonoxeHHasi no agpecy 2951
Ishikawa-cho, Hachioji-shi. Tokyo 192-8507,
Japan, Kak 3aKOHHbI/i NPON3BOANTENb
MEAMLMHCKOI0 yCcTpoicTBa «HOXHULbI
nuratypHble ogHopasoBble FS-410U», HacToAWMUM
3asB/1SEM, YTO NpuiaraeMble JOKYMEHTbI ABNSKOTCS
NOA/IMHHBIMU:

1 WMHCTpyKUMA NOo NPUMEHEHNIO HOXHULbI
nuratypHble ogHopasoBble FS-410U;

2. JononHeHne K VIHCTpyKUMM N0 NPUMEHEHWIO
HoxHULbI nuratypHble ogHopasoBble FS-410U

C vBaxKeHueM, /Best regards.

Tomohisa Sakurai

(nonHoe HaHMeHOBaHnNe)/(full name)

President, OLYMPUS MEDICAL SYSTEMS CORP.

(nomkHocTb)/(position)

3NEKTPOHHAS KONHA OGOPMIIEHA LIEHTPOM UCTIbITAHII W PETMCTPALIMI MEAHLMHCKWX H3DENHI

«10» Anpenb 2023 T.

To be submitted to the Federal Serv'ice for
Surveillance in Healthcare (Roszdravnadzor) in
Russian Federation.

We, OLYMPUS MEDICAL SYSTEMS CORP,,
located at 2951 Ishikawa-cho, Hachioji-sEi.
Tokyo  192-8507, Japan, as the legal
manufacturer of the Medical device "'Single Use
Loop Cutter FS-410U", hereby state that attached
documents is true:

1 Instruction manual of Single Use Loop Cutter
FS-410U

2. Addendum to Instruction manual of Single
Use Loop Cutter FS-410U
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(Convention de La Haye du 5 octobre 1961)

1 Country: JAPAN
This public document
2. has been signed by NAKASHIMA Y ukihiro
3. acting in the capacity of Notary of the Tokyo Legal Affairs Bureau
4. bears the seal/stamp of NAKASHIMA Y ukihiro, Notary

Certified
5. at Tokyo 6. APR. 17. 2023
7. by the Ministry of Foreign Affairs
8 23 No 045960
9. Seal/stamp: 10. Signature

MAEJ/IMA Tadashl
For the Minister for Foreign Affairs
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Registered No. 161 >2023

NOTARIAL CERTIFICATE

This is to certify that the attached copy of document
exactly corresponds with the original.

Dated this 17th day of April, 2023

AQOLEA AFARBREAT

VANe HIHATU.Kihirs SomRd

HACHIOJI-SHI
JOKYO JAPAI

NAKASHIMA Yukihiro
NOTARY
7-6 AZUMA-CHO HACHIOJI-SHI TOKYO
Tokyo Legal Affairs Bureau
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USA: CAUTION:

O LYM P U S' |nst ruct|0ns C € Federal law restricts this device to

sale by or on the order of a physician.

Single Use Loop Cutter FS-410

7A\
FS-410L, FS-410U Endt*"Therapy
1 Symbols
Symbol Description Symbol Description
D S Refer to instructions. q) Single use only
Use by (expiration date) sterileleo| Sterilized using ethylene oxide
STERILE LOT; Sterilization lot number LOT Lot number

Authorized representative in the

Manufacturer 1EC 1HEP1 .
J European Community

. Importer
Keep away from sunlight

(into European Union)

Do not resterilize Keep dry
Not Made with Natural Rubber Do not use if package is
Latex damaged

n"70"c

Temperature limitation
40X A~

For US Customers only

For a Symbols Glossary, visit us;
http://www/.olympus-global.com/en/common/pdf/symbolsglossary.pdf

2 Intended Use

This instrument has been designed to be used with an Olympus endoscope. Itis used to cut

the residual end of the Olympus Loop used for ligating tissue and a suture within the digestive
tract.

3 Instruction Manual

This instruction manual contains essential information on using this instrument safely and
effectively. Before use, thoroughly review this manual and the manuals for all equipment
which will be used during the procedure and use the instruments as instructed.

Keep this and all related instruction manuals in a safe, accessible location.

If you have any questions or comments about any information in this manual, contact
Olympus.
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4 User Qualifications
The operator of this instrument must be a physician or medical personnel under the
supervision of a physician and must have received sufficient training in clinical endoscopic
technigue. This manual, therefore, does not explain or discuss clinical endoscopic

procedures.

5 Signal Words

Indicates a potentially hazardous situation which, if not avoided, could result in
WARNING death or serious injury.

Indicates a potentially hazardous situation which, if not avoided, may result in
CAUTION minor or moderate injury. It may also be used to alert against unsafe practices
or potential equipment damage.

NOTE Indicates additional helpful information.

6 Precautions

Follow the warnings given below when handling the instrument. This information is to be
supplemented by the warnings described in each section.

WARNING
Do not use this instrument for any purpose other than its intended use.
Due to the positioning relationship between the loop and loop hanger, or the suture
and loop hanger, this instrument may become unable to be withdrawn from the
patient body when the loop or the suture is caught by the cutter storage part. Have
a full understanding of the potential of the loop or the suture caught at the distal end
before using this instrument.
If this instrument cannot be withdrawn from the patient body because the loop or
the suture is caught by the distal end, refer to Chapter 12, “Emergency Treatment”.
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8.1

Environment

Operating
environment

Ambient temperature
Relative humidity

Atmospheric pressure

Standard storage
environment
(e.g. within the
hospital)

Ambient temperature
Relative humidity

Atmospheric pressure

Transportation
environment
(conditions during
transportation and
short-term storage)

Ambient temperature

Relative humidity

Atmospheric pressure

Specifications

Model

Shape of the scissors

Maximum insertion portion diameter (mm)
Working length (mm)
Compatible Olympus
endoscopes

{All of these
parameters should be
met.)

Model and length

Channel inner diameter
(mm) (color code)

Olympus loops
Designated sutures
(All of these parameters should be met.)

Medical Devices Directive
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10-40X (50-104“F)
30-85%

700-1060 hPa
(0.7-1.1 kgflcm™)
(10.2-15.4 psia)

5-40X (41 -104°F)
10-95%

700-1060 hPa
(0.7 - 1.1 kgflcm”)
(10.2-15.4 psia)

-40 to +70'°C (-40 to +158"F)
10-95%

700- 1060 hPa
(0.7-1.1 kgf/cm2)

(10.2-15.4 psia)

FS-410L FS-410U

| f

024

1650 2300

Working length less
than 1850 mm
GIFCFSfF {SIF-10
Only), OGR OSR PCF

02.8. 03.2 (yellow)
03.7,04.2, 06 (orange)

MAJ-254, MAJ-339, MAJ-340, HX-400

Working length less
than 1200 mm
GIF. CF OGF OSF

02.8,03.2 (yellow)
03.7, 06 (orange)

Monofilament
Barbed
Absorbable
2-0. 3-0 (USP)

CE 0w

This device complies with the requirements of
Directive 93/42/EEC concerning medical devices.
Classification; Class | sterile



9 Storage

WARNING

Do not store the instrument in places where the sterile package will be damaged,
wet, or improperly sealed. Otherwise, the sterile condition of the instrument may be
compromised and pose an infection control risk or tissue irritation may result.

Store the instrument in the sterile package at room temperature in a clean and dry
environment. Do not store in direct sunlight. Ensure that the packaged instrument is not
crushed by surrounding objects during storage.

KO Preparation, Inspection and Operation

WARNING
Do not use an instrument after the expiration date displayed on the sterile package.
Doing so may pose an infection control risk or cause tissue irritation.

Before use, prepare and inspect the instrument as instructed below. Should any
irregularity be observed, do not use the instrument: use a spare instead.

Damage or irregularity may compromise patient or user safety, such as punctures,
hemorrhages, or mucous membrane damage, and may result in more severe
equipment damage.

When inspecting or using the instrument, always wear appropriate personal
protective equipment. Otherwise, blood, mucus, and other potentially infectious
material from the patient could pose an infection control risk and/or cause skin
irritation.

CAUTION
* Do not coil the insertion portion with a diameter of less than 15 cm. This could
damage the insertion portion.

» Never use excessive force to open or close the cutter. This could damage the

instrument.
I .
= 10,1 Preparation
I m Equipment and personal protective equipment
Prepare all equipment and personal protective equipment that will be used with the

instrument in accordance with their respective instruction manuals. Appropriate personal
protective equipment may include eyewear, a face mask, moisture-resistant clothing, and
chemical-resistant gloves.

m Spare instrument
Always have a spare instrument available.
m Emergency equipment

Always have sharp pliers on hand, to cut the instrument when it cannot be withdrawn from
the patient.
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10.2 Inspection

Wear the personal protective equipment in accordance with their respective instruction
manuals.

Before use, always inspect the instrument according to the following procedures.
If an abnormality In the instrument is detected, use a spare instrument, inspecting it thoroughly
before use.

| Inspection of the sterile package

WARNING
Do not attempt to sterilize the instrument. This could pose an infection control risk,
cause tissue irritation, equipment damage, or malfunction.

Inspect the sterile package for tears, inadequate sealing, or water damage, if the sterile
package shows any irregularities, the sterile condition of the instrument may have been
compromised. Use a spare instead.

Appearance inspection
If any of following steps revels irregularities, do not use the instrument: use a spare instead.

1 Unseal the sterile package and take out the instrument.
2 Remove the forceps cap from the distal end.

3 While operating the slider to open and close the cutter, confirm that the instrument is free
from disconnection or looseness.

4 Pull the slider to make sure that the cutter closes smoothly and that it is properly aligned
with the cutter storage part.

5 Confirm that the distal end of the instrument appears exactly as shown in the table in
Section 8.2, “Specifications” and Is not damaged.

6 Make sure that the blade is not broken or nicked.

7 Gently run your fingertips over the entire length of the insertion portion to check for any
crushed areas, excessive bends, or other damages.

8 Make sure that there are no cracks in the handle.

I Inspection of operation

If the cutter does not operate smoothly and as intended, do not use the instrument; use a
spare instead.

Holding the instrument as shown in Figure 1, form
a loop in the insertion portion approximately
20 cm in diameter.

Operate the slider and confirm that the cutter
opens and closes smoothly.
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10,3 Operation

The operator of the instrument must be a physician or medical personnel under the
supervision of a physician and must have received sufficient training in clinical endoscopic
technique.

This manual, therefore, does not explain or discuss clinical endoscopic procedures. It only
describes basic operation and precautions related to the operation of this instrument.

WARNING

Do not insert the instrument into the endoscope unless you have a dear
endoscopic field of view. If you cannot see the distal end of the insertion portion In
the endoscopic field of view, do not use it. This could cause patient in?jry, such as

punctures, hemorrhages, or mucous membrane damage, it may also damage Lle
endoscope and/or instrument.

Do not angulate the bending section of the endoscope while the distal end o ftte
insertion portion is extended from the distal end of the endoscope. This coutd cause
patient injury, such as punctures, hemorrhages, or mucous membrane damage.

Do not use the instrument to cut any objects other than the surplus of Olympus loop
(MAJ-254, MAJ-339, MAJ-340, HX-400) or the designated suture. If anything other
than the surplus of the loop or the designated suture is cut, the cutter may be
damaged and unable to perform properly, the cut object may be caught in the cutter
storage part of the instrument, and it may become difficult to safely remove the
instrument from the body. Such objects other than the surplus of loop may include
stent, stent wire, and loop stoppers. In this case, refer to Chapter 12, “Emergency
Treatment”.

This instrument does not contain serviceable parts. Do not disassemble, modify, or
attempt to repair it; patient or user injury and/or equipment damage can result.

CAUTION

When using the instrument together with a two-channel endoscope, never use
electrosurgical accessories at the same time. This could result in thermal injury to
the patient, operator, or assistant.

Inserting into the endoscope

WARNING

When inserting the instrument into the endoscope, hold the slider firmly. Otherwise,
the cutter may open and extend from the endoscope tip abruptly. This could cause
patient injury, such as punctures, hemorrhages, or mucous membrane damage. It
could also damage the endoscope and/or instrument.

Do not force the instrument if resistance to insertion is encountered. Reduce the
angulation until the instrument passes smoothly. This could cause patient injury,

such as punctures, hemorrhages, or mucous membrane damage. It could also
damage the endoscope and/or instrument.

Do not advance or extend the instrument abruptly. This could cause patient injury,
such as punctures, hemorrhages, or mucous membrane damage. It could also
damage the endoscope and/or instrument.

CAUTION

« When inserting the instrument into the endoscope, hold it close to the biopsy valve
and keep it as straight as possible relative to the biopsy valve. Otherwise, the
insertion portion of the instrument could be damaged.

* Insert the instrument slowly. Abrupt insertion could damage the endoscope and/or
instrument.

1 Pull the slider to close the cutter.
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2 With the cutter closed, carefully insert the
instrument into the biopsy valve. (See Figure 2)

3 Advance the instrument until the distal end of the
insertion portion appears within the endoscopic
field of view.

Cutting the loop or the suture

WARNING

Do not force the distal end of the insertion portion against body cavity tissue. This

could cause patient injury, such as punctures, hemorrhages, or mucous membrane
damage.

Position the loop or the suture on both edges of the loop hanger so as to make it as
plumb as possible with respect to the distal end and cut it (see Figure 3 (a)). Do not
try to cut the loop or a suture that is not positioned on both edges of the loop hanger
(see Figure 3 (b)). It may make cutting the loop or the suture impossible, or result in
the loop or the suture getting caught in the cutter storage part of the instrument,
which could make it difficult or impossible to remove from the patient. (See Figure 3
(b), (c)) If this instrument cannot be withdrawn from the patient body because the
loop or the suture is caught by the distal end, refer to Chapter 12, “Emergency

Treatment”.
(Figures below are when cutting the loop)
Loop hanger Loop hanger
(1
(a) Correct position (b) Incorrect position
(ex. loop is positioned on both (ex. loop is positioned on only one
edges of loop hanger.) edge of loop hanger.)

Loop

Cutter storage part

(c) The loop was caught
(ex. loop is getting caught in the
cutter storage part.)

Figure 3
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WARNING

Do not cut the loop or the suture unless you have a clear endoscopic field of view.

This could cause the loop or the suture getting caught in the cutter storage part of

the instrument, and it may become difficult to safely remove the instrument from the
body. It may also cause patient injury, such as punctures, hemorrhages, or mucous
membrane damage, or the endoscope and/or instrument damage. If this instrument
cannot be withdrawn from the patient body because the loop or the suture is caught
by the distal end, refer to Chapter 12, “Emergency Treatment”.

CAUTION

If it is difficult to simultaneously cut two loops which is in the condition other than the
one shown in Figure 3 (a), cutthem one at a time. Forcible cutting may damage the
instrument.

To position the loop or the suture on both edges of the loop hanger angulate the
endoscope or insert the instrument until it reaches the target loop or the suture.

Push the slider to open the cutter.

Position the loop or the suture on both edges of the loop hanger. (See Figure 3 (a))
Pull the slider to cut the loop or the suture.

Push the slider to release the loop or the suture being held.

Withdrawing the instrument from the endoscope

WARNING

Do not withdraw the instrument from the endoscope quickly. This could scatter
blood, mucous, or other patient debris and pose an infection control risk.

CAUTION

Do not withdraw the instrument from the endoscope while the cutter is open. This
could damage the endoscope and/or instrument.

If excessive resistance makes withdrawal difficult, adjust the angle of the
endoscope until the Instrument can be withdrawn smoothly. Forcible withdrawal
could damage the instrument and/or endoscope.

1 Pull the slider to close the cutter.
2 Withdraw the instrument from the endoscope.

11 Disposal

WARNING

» After use, dispose of the instrument in an appropriate manner. If it is not properly
disposed of, it could pose an infection control risk, cause user injury.

* The instrument is a single-use, disposable item. Do not reuse or attempt to sterilize
it. Reusing the instrument could pose an infection control risk, cause tissue
irritation, or malfunction.

After using the instrument, dispose of it in an appropriate manner.
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12 Emergency Treatment

WARNING
« Ifthis instrument cannot be withdrawn from the patient body, make ajudgment from
the specialist’s view. Forcible withdrawal could lead to bleeding or mucous
membrane damage.

« If you withdraw the endoscope by cutting the insertion portion of this instrument,
withdraw it as slowly as possible. Abrupt withdrawal could lead to perforation of the
loop ligation position or the suturing part, major bleeding, or mucous membrane
damage.

If this instrument cannot be withdrawn from the patient body because the loop or the suture is
caught by the distal end, follow the procedures description in this section.

(Figures below are an example of when cutting the loop)

Straighten the loop or the
suture caught by the distal end

Straighten out the insertion Straighten out the insertion and insertion portion projected
portion of the endoscope that portion of the instrument that from the distal end of the
extends from the patient. extends from the biopsy valve. endoscope.

Disengage the loop or the suture from the
distal end by pushing and pulling the slider.

If the loop or the suture cannot be
disengaged from the distal end

10.
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Withdraw the endoscope,

A certain amount of force is sometimes required to
withdraw the endoscope.

11
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Insert the endoscope again along the
insertion portion of the instrument.

Withdraw the instrument on which the
loop or the suture is caught.

Manufactured by

OLYMPUS MEDICALSYSTEMS CORP.
2951 Ishikawa-cho, Hachioji-shi, Tokyo 192-8507, Japan
Fax: (042)646-2429 Telephone; (042)642-2111

Distributed by

OLYMPUS AMERICA INC.
3500 Corporate Parkway, P.O. Box 610, Center Valley, PA 18034-0610, U.S.A.
Fax; (484)896-7128 Telephone: (484)896-5000

OLYMPUS LATIN AMERICA,INC.

5301 Blue Lagoon Drive, Suite 290 Miami, FL 33126-2097, U.S.A
Fax:(305)261-4421 Telephone: (305)266-2332

KEYMED (MEDICAL & INDUSTRIAL EQUIPMENT)LTD.
KeyMed House, Stock Road, Southend-on-Sea, Essex SS2 5QH, United Kingdom
Fax. (01702)465677 Telephone: (01702)616333

OLYMPUS MOSCOW LIMITED LIABILITY COMPANY
Elektrozavodskaya str. 27 bld.8, 107023 Moscow, Russia
Fax (7)495-926-7072 Telephone (7)495-926-7077

Take a proper remedial action by making
a judgment from the specialist’s view.

OLYMPUS (BENING) SALES & SERVICE CO., LTD.
A8F, Ping An Internatonal Financial Center, No. 1-3, Xinyuan South Road,
Chaoyang Disfrict, Beijing, 100027 P.R.C.

Fax: (86)10-5976-1299 Telephone: (86)10-5819-9000

OLYMPUS KOREA CO., LTD.
(Seocho-dong, Majestar City Tower One), 2F & 3F, 12, Seocho-daero 38-gil,
Seocho-gu, Seoul, 06655, Republic of Korea
Fax: (02)6255-3210 Telephone: 1544-3200
OlIYMPUS SINGAPORE PTE LTD
438B Alexandra Road #03-07/12, Alexandra Technopark Blk B, Singapore 119968
Fax:6834-2438 Telephone: 6834-0010
OLYMPUS AUSTRALIA PTY LTD
3Acada Place, Netting Hill, VtC 3168, Australia
Fax. (03)9543-1350 Telephone: (03)9265-5400

= ~ OLYMPUS EUROPA SE & CO. KG

(Premises/Goods delivery) Wendenstrasse 20, 20097 Hamburg, Germany
(Letters) Postfach 1049 08, 20034 Hamburg, Germany
Fax. (040)23773-4656 Telephone: (040)23773-0

©2018 OLYMPUS MEDICAL SYSTEMS CORP. All rights reserved.
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OUTMPUS WHCTPYKUWSA no MPUMEHEHUIO

Ne nspenua: RU-8606777

(O4ns CLA) OCTOPOXXHO!
6 0 6 777 3-0 CornacHo theaepanbHomy 3akoHy (CLUA) npogaxa gaHHoro
ycTpoiicTBa paspelleHa To/IbKO Bpayy Wau No 3akasy Bpava.

HoXHuubl nuratypHele ogHopa3oBble FS-410

FS-410L, FS-410U End("Therapy

1 CuwmBOnbI

CumBon OnucaHuve CumBon OnucaHuve
O6paTuTechb K UHCTPYKLUUN 3anpeT Ha NOBTOpPHOEe
Da no NPUMeHeHUIo npUMeHeHue
Vicnonb3oBaTtb A0 CTepunusaumnsa okcuaom
A STERILEEO P H A
{cpok rogHocTN) aTuneHa
- )STERILEILOfl  Kopg napTum ctepunmnsaymm LOT Kog naptun
YNONHOMOUEHHbI
bn W3rotosutens | Ec I reP | npegcrasutens B EBponeiickom
coobuiecTBe
He ponyckatb BO34eNCTBUSA MmnopTep (B CTpaHbl
COJIHEeYHOro cBeTa EBponelickoro coo3a)
He cTepunvsoBaTb NOBTOPHO Bepeub OT Bnarn
He copepXuT HaTypasbHbIi He ncnonb3oBatb, Npu
KayuyKOBbIA flaTekc g NOBPEXAEHNN YNaKOBKN

[.70<'C

TemnepaTypHbIii gnana3oH
-40°C

Tl 2 npegnasnauenve

[JaHHbI MHCTPYMEHT NpeAHasHayeH 418 NPUMEHEHMs ¢ 3HAO0CcKoNnaMu komnaHum Olympus.
OH ncnonb3yeTcsa Ans 06pe3kn OCTaBLUMXCS KOHLOB NeTeslb Npou3BOACTBA KOMMaHMK
Olympus, NpUMeHsIEMbIX 4715 IMTMPOBAHUSI TKAHER 1 XUPYPrMYecKkoin HUTU BHYTPW
MULLLEBAPUTENIBHOTO TPaKTa.

3 WVHCTpYKUua no npuMeHeHuno

[JaHHaa MHCTPYKUMS MO NPUMEHEHNI0 COAEPXMT BaxKHYHO MHopMaL Mo Ansi 6e30NacHoro
1 3hPEKTUBHOTO MONb30BaHMS AAHHBIM M3aenmeMm. [lo Hayasa paboTbl C MHCTPYMEHTOM
BHYMATE/IbHO 03HAKOMbTECH C MOJIHLIM TEKCTOM 3TOW MHCTPYKLUMM, a Takke usyumTe
WHCTPYKLMM MO NPUMEHEHUIO BCETO 060PYA0BaHUS, MCMOMb3YEMOro B XO4€e NPoLeaypbl,
N UCMNONb3YINTE MHCTPYMEHTbI B COOTBETCTBUM C 3TUMK UHCTPYKLMSMMU.

XpaHuTe JaHHYH WHCTPYKLMIO MO NPUMEHEHMWIO 1 APYTY0 MO/b30BaTE/bCKYH JOKYMEHTaLMI0
B HA/IEXXHOM U NErkoloCTyNHOM MecTe.

B cnyyae BO3HMKHOBEHMS BONPOCOB WM 3aMeYaHUii OTHOCUTE/TIbHO Kakon-nnmbo nHdop-
Mauu1, NpUBeAEHHON B AaHHO UHCTPYKUMK, obpallainTecb B komnaHuto Olympus.

-1
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4 KBanupukayms nosnb3oBaTenen

STOT MHCTPYMEHT NpefHasHayYeH A1 UCNoNb30BaHUSI BPa4YoM 60 — nof HabnoaeHnem
Bpaya — MeAMUMHCKUM NEePCOHasIoM, NPOLUEeALLIMM Heo6XoAMMY0 MOArOTOBKY B 06/1acTy
K/TMHUYECKOI 3HA0CKONMU. BcneacTBue 3T0ro JaHHOe PYKOBO/CTBO HE COAEPXUT NOSICHEHWI
N 06CYXAEHUS NPOLEAYP KTMHWUYECKON 3HLOCKONUM.

5 CurHasibHble csioBa

BHUMAHMUE! YKa3blBaeT Ha NOTEHLUMA/ILHO OMACHY0 CUTyauuto, KoTopasl, ec/in ee He
' npeAoTBPaTUTL, MOXET MPUBECTU K CMEPTE/IbHOMY C/ly4ato Win cepbe3Holi
TpaBMme.
OCTOPOXHO! YKasblBaeT Ha MOTEHLMa/IbHO OMaCHY0 CUTyauuto, KoTopas B c/yvae

HaCTyn/IeHNss MOXeT NPUBECTU K He3HAUUTE/IbHOW TpaBMe Un TpaBme
cpeaHen TSXeCcTU. ATO CMOBO TaKXe UCMO/b3yeTcs ANs NpeaynpexaeHus
0 He6e3omnacHbIX AeNCTBUSIX UM PUCKE NMOBPEXAEHWSI 060PYA0BaHNS.

NMPUMEYAHWE O603HayaeT JOMNOIHUTENLHYHO MOIE3HYH MHbOpMaLUIO.

6 Mepbl NPegoCTOPOXHOCTH

Mpwn o6paLLeHn C UHCTPYMEHTOM COO6/0AaliTe yKa3aHHblE HUXE Mepbl NPeA0CTOPOXHOCTH,
3J1a nHopmauua AomkHa 6biTb AOMNONHEHA MepaMn NPeaoCTOPOXHOCTU, U3/TOXKEHHBIMU B
KaxK[IOM pasgaerne.

BHNUMAHUWE!

JaHHoe n3genne Henb3d UCNob30BaTh A/1F UHbIX LLGHEVI, KpOMe€ yKa3aHHbIX BbILLE.

YunTbiBas B3aMHOE PacnosioXeHne NeTIM U ONopbl NET/IN UIN XUPYPrUYECKOL
HUTU 1 ONOPbI NET/IN, AAHHBI MHCTPYMEHT, BO3MOXHO, HE YAACTCS U3BMeYb U3 Tena
nauveHTa, ecnu NeTns Uan Xupypruyeckas HATbL ByaeT 3axBayeHa aepxaTenem
HOXHUL. [epea Ncnosib3oBaHWEM AAHHOTO MHCTPYMEHTa HEOOXOAMMO MOSTHOCTLHO
0CO3HaBaTb MOTEHLUMA/IbHYI0 BO3MOXHOCTb 3aCTPEeBaHWUS NEeT/IN Un
XVPYPruyeckoli HUTK B AUCTasIbHOM KOHLIE.

EC/iM MHCTPYMEHT Hesb3d U3BNeYb 13 Tena nauueHTta m3-3a Toro, Yto netns uim
XYpypruyeckas HATb 3acTps/sia B AMCTa/lbHOM KOHUe, obpatutech K . 12,
«3KCTPEHHbIE MEpbI».
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7 OnucaHne N TexHnyeckue XapakKTepUucT ki

HanmeHoBaHue

1) TMoaBKHOE KOMbLIO
2) Konnayok HoXHML,

3) Onopa netnm
4) HoxHvupl
5) [epxaTenb HOXHWL,

OnucaHune

lMepeiBUHBTE NOABMXXHOE KOMbLIO Brieped, YTOOb! OTKPbITb HOXHMLIBI.
MoTaHuTE Ha cebs, YTOObI 3aKPbITh.

3alLMLLAET OT NOBPEXAEHUS ANCTaA/TbHBIA KOHELL Mpi
TPaHCMOPTMPOBKE.

Y aepKVBaET NET/IO N XMPYPIYECKYHO HUTb TP PE3KE.
PexXxyT NET/ W XVIPYPIUYECKYHO HUT.

Ecnm noTAHyTb NOAB/XKHOE KO/bLO Ha cebsl, HOXHWLbI 3aHMarOT
MNonoXxeHne As1a XpaHeHUA.

8 TexHuuyeckune xapakTepucTuKn

CoBmecTuMble aHAocKomnbl Olympus nepeuncrieHsl B Tabnuvue B pasgerne 8.2, «TexHuueckne
XapakTepucTuKn». HoBble 3HAOCKOMbI, BbiMyLEHHbIe Nocne AaTbl BbiNyCcKa AaHHOIO UHCTPY-
MEHTA, TaKke MOryT ObITb COBMECTUMbI A1 UCMO/Ib30BaHNS C HUM. 3a A0MO/HUTE TbHLIMU
cBefeHnsiMM obpallaiitecb B komnaHmtio Olympus.

BHUMAHWE!

MpuMeHANTe AaHHbIA UHCTPYMEHT TOSIbKO B COYETaHWUM C U3AEeNUSAMU, PEKOMEHAO-
BaHHbIMM KoMnaHmel Olympus, cornacHo Tabnuuam B pasgene 8.2 «TexHuyeckmne
XapakTepucTukm». NMpmMMeHeHne B KOMGMHaLMN C U3[ENNAMMK, HE PEKOMEHO-
BaHHbIMW KomnaHuel Olympus, MOXeT NPMBECTN K TPaBMUPOBAaHUIO NaLueHTa
1M onepartopa, K HernpasW/bHOW paboTe MM NOBPEeXAeHW0 060pyA0BaHNS.
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8.1 OkpyxeHue

YcnoBusa
3Kcnayarauum

CTtaHpapTHble
YC/I0BUS XpaHEHUs
(Hanpumep,

B 60/1bHULE)

TemnepaTypa OKpyxatlleli cpeapl
OTHOCUTE/IbHAA BNAXHOCTb

ATmocchepHoe faBrieHne

TemnepaTypa OKpyxatolleli cpefbl
OTHOCUTE/IbHAsA BNAaXHOCTb

ATMOCepHOe AaBrieHne

10-40X {50-104T)
30- 85 %

700-1060 rMa
(0,7 - 1,1 krc/lem?)
(10,2 - 15,4 dpyHTOB/AtOIIM")

5-40X (41 -104T)
10-95%
700- 1060 rMa

8.2

YcnoBusa TpaHc-

nopTMpoBKM(npw OTHOCUTENbHAaA B/IAXXHOCTb
TpaHCcnopTUpoBKe

M KPaTKOCPO4YHOM ATmMoOcdepHoe fgaBneHune
XPaHeHn)

TexHnYeckne xapakTepucTUKu

Mogenb

dopma HOXHUL,

MakcuMmasibHbI AnaMeTp BBOAUMOWN YacTu (MM)
Pabouas gnuHa (Mm)

CoBMeCTUMbIlE
3HA0CKOMbI
Olympus
(Heob6xognmo
COOTBETCTBUE BCEM
nepevyncriieHHbIM
napameTtpam)

Mopgenb v gnnHa

BHyTpeHHWIA gnameTp
KaHana, mm (LBETOBOI KoA)

MeTnun nponsBoacTBa KoMnaHum Olympus

Cneunanm3mpoBaHHble XUPYPruyeckmne HUTK
(He06Xx04MMO COOTBETCTBME BCEM NEPEUNCNEHHbBIM
napameTpam)

[OunpekTnBa B OTHOLIEHUN MeOUNLMHCKNX
YCTpOIicTB
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TemnepaTypa OKpyxatolleii cpeabl

(0,7 - 1,1 krc/lem™)
(10,2 - 15,4 goyHTOB/AONMN)

0T-40 8o +70X (0T~ 0 fo +158°F)
10-95%

700- 1060 rMa
(0,7 - 1,1 krc/iem?)
(10,2 - 15,4 dyHTOB/AOIIMY)

FS-410L FS-410U

024

1650 2300

Pabouas gnnHa meHee
1850 mm
GIF, CF, SIF (Tonbko
SIF-10). OGF, OSF,
PCF

0 2,8, 0 3,2 (xenTblit)
03,7,04,2,06
(opaHxeBblit)

Pa6bovas gnvHa meHee
1200 mm
GIF. CF, OGF, OSF

02,8, 0 3,2 (kenTbliA)
0 3,7, 0 6 (opaHxeBblit)

MAJ-254, MAJ-339. MAJ-340, HX-400

MoHoMIaMeHTHast XMpypruyeckasi
HWUTb C Haceukamyu paccacblBaloLiascs
2-0, 3-0 (USP)

C C ooz

[JaHHoe n3genve oTBevaeT Tpe6oOBaHUAM
Anpektnebl 93/42/EEC B OTHOLWIEHUN
MeANLIMHCKMX YCTPOWCTB.
Knaccudukaumsa: knacc |, ctepuibHbIi
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9 XpaHeHune

BHUMAHWE!

He xpaHUTe MHCTPYMEHT B MecTax, rae BO3MOXHO MOBPEXAEHNE, HaMOKaHWe 1w
HapyLlweHne repMeTUYHOCTM CTEPWU/bHON YNakoBKU. B MPOTMBHOM cryyae
CTePUNbHOCTb MHCTPYMEHTA MOXET HapyLUMTBLCS, YTO MOXET CO3/aTb ONacHOCTb
MH(OULMPOBAHMS UMW BbI3BaTb pPasfapaXeHue TKaHeid.

XpaHUTe VHCTPYMEHT B CTEPWU/ILHOI YNakoBKe Mpu KOMHATHOI TemnepaTtype, B YUCTOM
CYXOM MecTe. He xpaHuTe usaenme B YCNOBUSAX NPSMbIX COMIHEUHbIX Nyyeil. Y6eamTech
B TOM, YTO MPU XPaHEeHUW YNakoBaHHbIi MHCTPYMEHT He GyAeT NOBPEXAEH OKPYXatoLuMu
npeaMeTamu.

10 MoaroToBKa, NPOBepPKa M aKcnyaTauus

BHUMAHNE!

He Mcnonb3yiiTe MHCTPYMEHT NOC/IE OKOHYAHUSI CPOKAa FOAHOCTU, YKa3aHHOro
Ha CTepPU/IbHOI ynakoBKe. ITO MOXET NPUBECTM K BO3HUKHOBEHMWIO puUcKa MHGU-
LMPOBaHUsl UM pa3apakeHUst TKaHEN.

Mepen MCMOMb30BAHMEM WHCTPYMEHTA BbIMOSIHATE €ro NOAroTOBKY M MPOBEpPKY
COIMIaCHO NPUBEAEHHbLIM HWKE UHCTPYKUMAM. Mpy HamMuum nobbix Hemcnpas-
HOCTEl MHCTPYMEHTa He MUCMOo/b3yiTe ero; 3aMeHMTe ero 3amnacHbIM.
MoBpexaeHne WM HeMCNPaBHOCTb UHCTPYMEHTA MOXET MOCTaBUTb Mof, Yrpo3y
6e30MacHOCTb NauyyeHTa Uam onepaTopa, Bbi3BaTb Nepdopauyto TkaHel, KpoBo-
TeUeHve UM NOBPEXAEHUE CIM3NCTON 060/104KM, a TaKkke NPUBECTU K 6onee
CEPbE3HOMY MOBPEXAEHNIO 060PYA0BAHNSI.

Mpy NPOBEPKE MM UCMO/Ib30BAHNN MHCTPYMEHTAa 06513aTeNlbHO NOMb3yTECh COOT-
BETCTBYHOLMMN VHAVBUAYA/IbHBIMA CPEACTBAMU 3aLUMTbI. B NPOTMBHOM cryyae
KPOBb, C/M3b 1 ApYyrne NoTeHuManbHO MHPULMPOBaAHHbIE (DparMeHTbl TKaHU
naymeHTa MoryT co3faBaTb ONacHOCTb UHPMLMPOBAHNSA /NN pasapakeHns KOXM.

OCTOPOXHO!

He cBOpaunBaiiTe BBOAUMYH YacTb B KOMbLIO AMaMeTPOM MeHee 15 cM. DTO MOXET
NPUBECTU K NOBPEXAEHNIO BBOAVMOA YacTw.

3anpelaeTcs npuiaratb U3GbITOYHOE YCUNE A1 OTKPbIBAHUSI UM 3aKpbIBaHWS
HOXHULL. DTO MOXET NPUBECTU K MNOBPEXAEHNIO NHCTPYMEHTA.

10.1 TMoaroToBKa

Heobxoagnmoe obopyaoBaHve 1 MHoBUAYyaslbHble CpeAcTBa 3alMTbl

MoAaroToBbTe 06OPYAOBaHME U MHAMBUAYA/bHBIE CPEACTBA 3alUMUThbl, NAaHUPyeEMble

K MCNO/Ib30BaHNIO C UHCTPYMEHTOM, B COOTBETCTBUM C MHCTPYKLMAMU MO NPUMEHEHMIO

K HUM. B KOMNAEeKT noaxoasawmux NHANBUAYabHbIX CPEACTB 3alluTbl MOTYT BXOAUTb!
3alUMTHbIE OYKM, NKLEeBas Macka, BNaroHenpoHMuaemMas 3alutHasa ofexaa U XMMUyecku
CTOWKMEe nepyaTku.

3anacHoli MHCTPYMeH Tapui

Bcerpa aepxuTte HarotoBe 3anacHble MHCTPYMEHTHI.
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O6opyaoBaHMe A1 UCMO/1b30BaHUsI B HEOT/IOXKHbIX Crlyyasix

0O6nA3aTenlbHO UMENTE HaroToBe OCTPble KNELLM, YTOObl 06pe3aTb MHCTPYMEHT, €C/n
€ro Henb3s 6yAeT 13Bfeyb U3 Tena naumeHTa.

10.2 KoHTpoO/nb

Monb3yinTecb COOTBETCTBYOLWMMY UHAVBUAYA/IbHLIMU CPEACTBAMM 3aLUUTLI B COOT-
BETCTBUM C UX MHCTPYKLMAMU NO NPUMEHEHUIO.

Mepep, NCMosib30BaHMEM Bcerga NpoBepsiiTe MHCTPYMEHT Tak, KakK OMUCaHO HUXE.
Mpy 06HapY>XeHUW HEWUCMPABHOCTW HE NPUMEHSIATE MHCTPYMEHT M BOCMOMb3YNTECH
3anacHbIM, cHayasa TWwaTeslbHO NPOBEPVB MOCEAHWIA.

MpoBepKa CTEepUIbHOCTU YNakoBKM

BHUMAHUE!

He npousBoauTe CTEPUM3ALMI0 MHCTPYMEHTA. DTO MOXET CO34aTb PUCK MHIMLIMPO-
BaHUS. pasfpaxeHust TKaHel, NoBpexaeHnst 060pyA0BaHNS UM €r0 HEUCMPABHOCTM.

ot MpoBepbTe CTEPU/IbHYI0 YNAKOBKY Ha Ha/IMuMe paspbiBOB, HaMOKaHWUS UM HegocTaTou-
HOI repMeTUYHOCTW. ECnn 3aMeTHbI Kakne-1mbo NOBPEXAEHUSI CTEPUTbHOIN YNakoBKuU,
CTEPW/IBHOCTb MHCTPYMEHTA MOXET ObiTb HapylleHa. B Takom criyvae Mcnonb3yiite
3anacHoli MHCTpyMeHTapwii.

BusyanbHbIli oOCMOTP

Ecnu B pe3ynbTaTte BbINOSIHEHUS crefyowux AeicTeuii 6yaet o6HapyxeHa HeMcnpaBHOCTb
WHCTPYMEHTA, HE UCMO/b3YIiTe ero 1 3aMeHUTe 3anacHbIM.

BckpoliTe cTepunbHYH YNakoBKY W U3BEKATE UHCTPYMEHT.
CHUMMTE KO/INAYOK HOXHWL, C ANCTaNIbHOMO KOHLA.

OTKpPbIB U 3aKPbIB HOXHULIbI C MOMOLLbIO MOABWMXHOMO KO/blLa, Y6eanTech B OTCYTCTBUM
OTCOEANHUBLLUNXCA WM MI0XO 3aKPEMIEHHbIX YacTell UHCTPYMEeHTa.

MoTAHWTE MNOABWKHOE KOMbLO Ha cebsl, UTOObl y6eanTbCs, YTO HOXHULLI M/TaBHO
3aKpbIBaOTCA U AO/MKHLIM 06pa30M BbIPOBHEHbI OTHOCUTE/ILHO AepXaTens.
MNpoBepbTe TOYHOE COOTBETCTBME ANCTASIbHOTO KOHLLA MHCTPYMEHTa M306paXKeHHOMY
B Tabnuue pasgena 8.2, «TeXHUYECKNe XapakTePUCTUKMN», a Takke OTCYTCTBUE HA HEM
noBpeXAeHWIA.

rr

Y6enutecb B TOM, YTO NIE3BUE HE C/IOMAHO U HE MOTHYTO.

OCTOpPOXHO NpoBeAnTe NasnbLamu No BCei AIMHe BBOAMMON YacTu, YTo6bl NPOBEPUTL
HanMumne caaB/eHHbIX YYacTKOB, Ype3MepHbIX U3MMOBOB UK APYrUX NOBPEXAEHWIA.

8 Y6eautech B OTCYTCTBUM TPELUMH B PYKOSITKE.
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MpoBepka paboTOCNOCOOHOCTM

Ecnun HOXHULbI He ABMXKYTCA MNNAaBHO M Tak, Kak MofioXeHo, He I'IO]'Ib3yI7ITECb MHCTPYMEHTOM
N 3aMeHnTe ero 3anacHbIM.

1 [epxa MHCTPYMEHT TakK, Kak nokasaHo Ha pwuc. 1,
cchopmmpyiiTe NETNO0 M3 BBOAUMOIA YacTu
AnameTpom npubavauTensHo 20 cm.

OTKpbITb  <- 3aKkpbITb

2 TepemeLllas NOABUXHOE KOMbLO, y6eamTech B
TOM, YTO HOXHULbI M/ITABHO OTKPbLIBAKOTCS W
3aKpblBaloTCS.

10.3 3OkcnnyaTauyuA

DTOT MHCTPYMEHT NpeAHa3HayeH 415 UCMoNb30BaHUs BpavoM fiMbo - Noj, HaboaeHnem
Bpaya - MeAMLMHCKMM MepcoHasioM, npoLueAlinm HeobxoamMmyto NoaroToBKy B 06/1actu
KNIMHWUYECKOIN 3HA0CKOMUMN.

BcneacTeue 3TOro laHHast MHCTPYKUUST MO NPUMEHEHUIO HE COEPXUT NOSICHEHWIA

N 06CYXAeHUs npoueayp KIMHUYECKOW 3HAO0CKOMMU. B HEM onncaHbl TOIbKO OCHOBHbIE
MaHMUNYNAUMN CAaHHbIM MHCTPYMEHTOM U CBSI3aHHbIE C HUMW Mepbl NPEAO0CTOPOXHOCTH.

BHWMAHWE!

He BBOAWTE MHCTPYMEHT B 3HAOCKON 6€3 YETKOW BMAMMOCTU Mo/t 0630pa 3HAO-
ckona. He nosb3yiTecb UHCTPYMEHTOM, EC/N AUCTaSIbHBIA KOHEL, BBOAVMOW YacTu
He BUAEH B nosie 0630pa aHAO0CKOMNA. ITO MOXET NPUBECTU K TPABMUPOBAHWIO
naumeHTa, Hanpumep, K nepcopaunn TKaHei, KPOBOTEUEHNIO UM NOBPEXAEHUIO
CNM3NCTOM 060M104KM. TakkKe BO3MOXHO NOBpexaeHue aHagockona wu/mmm
MHCTPYMEHTa.

He crubaiite nogsuXHy YacTb 3HAOCKONA, Koraa AMCTaslbHbIA KOHEeL, BBOAMMOIA
4yacTV MHCTPYMEHTa BbIABUHYT M3 AUCTaNIbHOTO KOHLA 3HAOCKOMa. 3T0 MOXET
NPUBECTM K TPABMUPOBAHUIO NaupeHTa, Hanpumvep, K nepdopaunm TkaHel,
KPOBOTEUEHUIO WU/IN NMOBPEXAEHNIO C/IM3UCTON 0B0MNOUKN.

He ncnonb3yiiTe MHCTPYMEHT AN pesku ApYyrux o6beKTOB, KPOME BbICTynatoLLei
yacTu netm npoussoAcTsa komnaHmm Olympus (Hanpumep, MAJ-254, MAJ-339,
MAJ-340, HX-400) nam cneunannsnpoBaHHO XUPYpPruyeckon HuTu. B cnyvae
peskn gpyrux o6beKToB /1e3BKst MOTYT OblTb NOBPEXAEHbI U HE ByAyT UCMPaBHO
paboTaTtb: KpoMe TOro, 06pe3aHHbIii 06HLEKT MOXET 3acTpATh B Aepxaresne
WHCTPYMEHTa, 1 6e30nacHoe u3BneyeHne MHCTPYMeHTa U3 Tena nauuneHta oyaet
3aTpygHeHo. K nogobHbIM 06bekTaM MOXHO OTHECTU CTEHTbI, NPOBOJIOKY CTEHTOB
W cTonopbl netenb. B aTom cnyyae cMm. . 12, «3KCTPEeHHbIe MepbI».

[aHHbIi MHCTPYMEHT He COAEePXUT AeTaseld, 06CNyXMBaEeMbIX NOSb30BaTEEM.
He pasbupalite, He U3MEHANTE U He NbiTaTeCb PEMOHTUPOBATL KOMMOHEHTbI
CUCTEMbI: 3TO MOXET NPUBECTU K TPaBMMPOBAHMIO NauMeHTa uav nosib3oBaTens u
(Mnn) K NOBpPEXAEHNIO NU3aenus.

OCTOPOXHO!

Mpy ncnonb3oBaHUM UHCTPYMEHTa BMECTe C ABYXKaHaslbHbIM 3HA0CKOMOM 3arnpe-
L|aeTca o4HOBpPEMEHHOEe NpUMEHEHME 3NEKTPOXUPYPrnYecKuxX MHCTPYMEHTOB. ITO
MOXET NMPUBECTUN K TEPMUNYECKMM OXOram y nauneHTta, oneparopa uanm acCUCTeHTa.

> |
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BBegeHve B aHAOCKOMN

BHVUMAHWE!

Mpn BBEAEHUN MHCTPYMEHTA B 3HAOCKON KPENKO yAepXnBaiiTe NoaBMKHOE KOJbLIO.
B NnpoTvBHOM c/lyyae HOXHULLbI MOTYT OTKPbITLCSA U PE3KO BbIABUHYTLCS U3 HAKO-
HeYHuKa 3HAocKona. ITO MOXET NPMBECTU K TPABMMPOBAHMIO NauMeHTa, Hanpu-
Mep, K nepdpopaunmn TkaHe, KPOBOTEUYEHMIO UV MOBPEXAEHNIO C/TM3UCTON
060/10ukn. Takke BO3MOXHO NOBPEXAEHWE 3HA0CKONA U/ UHCTPYMEHTA.

He npoawralite MHCTPYMEHT C CW/ON, EC/IN Bbl OLLYLLAETE CONPOTUB/IEHNE.
YMeHbLUMTe Yron usrnba ansi 6ecnpensitTcCTBEHHOTO NPOXO>KAEHWSI MHCTPYMEHTA.
3T0 MOXET NPUBECTU K TPABMUPOBAHUIO NauMeHTa, Hanpumep, kK nepcopaumm
TKaHen, KPOBOTEUEHMIO UM NMOBPEXAEHUIO CIM3NCTON 060/I0UKN. Takke BO3MOXHO
noBpexaeHne aHAocKona U/mnm MHCTPYMEHTA.

He nepemewiaiite U He BblABUraiiTe MHCTPYMEHT PE3KUMMN ABMKEHUSMU. DTO
MOXET NPMBECTN K TPABMMPOBAHMWIO NauMeHTa, Hanpumep, K nepcgopauymm TKaHeil,
KPOBOTEUEHWIO WM MOBPEXAEHNIO CNN3NCTON 060/104KM. Takke BO3MOXHO
noBpexaeHne aHAocKona U/wunm MHCTPYMEeHTa.

OCTOPOXHO!

Mpy BBEAEHWUN MHCTPYMEHTA B 3HAOCKOM NOABEANTE €ro BN/IOTHYHO K KnanaHy
AN 6MONCUM 1 PacnonoXUTe Nog NPsIMbIM YI/IOM K KnanaHy. B npoTuBHoOM cnyyae
BBOAVMAs YaCTb UHCTPYMEHTA MOXET ObITb NOBpPEXAeHa.

MegieHHO BBEAUTE UHCTPYMEHT. BbICTpOE BBEAEHVE MOXET NPUBECTU K NOBPEX-
[EHWI0 3HA0CKoNa U/WN MHCTPYMEHTA.

MoTaHUTEe Ha cebsa NoABMXKHOE KOJbLO, YTOObI 3aKpPbiTb HOXHWLLbI

OCTOpPOXHO BBEAWTE 3aKPbITble HOXHULbI

B knanaH ansa éuoncum (cM. puc. 2). YaepxuBaiite kak

o o MOXXHO pOBHee.
MpoaBurainTe MHCTPYMEHT, MokKa AWUCTasbHbIi

KOHeL|, BBOAVMOIA 4acTy He MOsSIBUTCA B Mosne

o630pa 3HgocKoNa. NogseauTe
BBOAVMYHO
YyacTb
BM/IOTHYHO K

KnanaHy ans
6uoncun.

KnanaH gnsa 6noncuu

Puc. 2
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Pe3ka neT /1M Unn XMpypruvyeckom HUTu

BHUMAHUWE!

He npunaraiite ycunuii K AnctanbHOMY KOHLY BBOAUMOW YacTu, KOrja OH Haxo-
[NTCS BOMN3M TKaHel MoMocTn Tena. 3TOo MOXET MPUBECTU K TPABMUPOBAHMIO
nayueHTa, Hanpumep, K nepdopauun TkaHel, KpOBOTEUYEHNIO U NOBPEXAEHMIO
C/IN3NCTOM 060N0UKN.

YcTaHoBUTE NETII0 WU XMPYPIMYECKY0 HUTb Ha 06e KPOMKM OMopbl NeT/n Tak,
4YTOObI OHa Mo BO3MOXHOCTW Haxogunachb Nof nNpsiMbiM Yriom K AUCTasibHOMY
KOHLY, 1 obpexbTe ee (cMm. Puc. 3 (a)). He nbiTaiiTecb o6pesatb NeTo, um
XUPYPrUyeckyto HUTb €C/IM OHa He yCTaHOBJ/IeEHa Ha 06e KPOMKM Onopbl NeTnv
(cm. Puc. 3 (b)). B npoTvBHOM criyqae obpesaTb NeT/o WK XUPYPruyeckyto HUTb
MOXET OKa3aTbCA HEBO3MOXHO W/IN Xe NeT/IA UMM XUPYypruyeckass HUTb 3acTpsHeT
B [iepXaresie HOXHUL, MHCTPYMEHTa, B pe3y/ibTare Yero ee 6yaet TpyAHO WK
HEBO3MOXHO M3BJieYb U3 Tesia nauyyeHta. (Cm. Puc. 3 (b), (C)): ecnu MHCTPYMEHT
Henb3A U3B/eYb U3 Tesla nauneHTa u3-3a Toro, YTo NeT/sa UNN XMpypruyeckass HUTb
3acTpsna B AUCTa/IbHOM KOHUe, obpatutech K [N, 12, «KCTpeHHbIe Mepbl».
(MpunBepeHHbIE fanee N306paXeHNa OTHOCATCA K pe3ke neTnu.)

(a) MpaBuibHOE NOMOXEHWE (b) HenpaBunbHoOe NoNoXeHwe
(Hanpumep, neTns pacnonoxeHa (neTna pacnonoxeHa TONbKO Ha
Ha 06enx Kpomkax onopbl NeTnn.) OfHOW KPOMKe onopbl NeT/n)

(c) MeTna 3actpsana
(neTns 3acTpsina B Agepxartesie HOXHULY)

Pwuc. 3

He BbINOMHAWTE pe3Ky NeT/M UM XMPYPruyYecKoin HUTK 6e3 YeTKON BUAMMOCTM
nosa o63opa aHAocKoMna. 3T0 MOXET NPUBECTU K 3aCTPEBAHWUIO NET/IN U XUPYPTu-
YecKol HUTK B AepXartesnie HOXHWL, MHCTPYMeHTa 1 6e30nacHoe n3BfieyeHme
WHCTPYMeHTa 13 Tena nauueHta OyfeT 3aTpyfHeHO. JTO TakkKe MOXET Bbl3BaTb
TpaBMMpOBaHVe NaumeHTa, Hanpumvep, nepgopaunio TKaHel, KpoBoTeueHe nm
noBpexaeHue CM3nCToli 060/104KM, UM NOBPEXAEHNE 3HA0CKONa U/MNN MHCTPY-
MeHTa. ECnn MHCTPYMEHT Henb3A M3B/eYdb U3 Tesa nauneHTa mus-3a 1oro, YTo netns
WM XMpypruveckas HUTb 3acTpssia B AUCTasIbHOM KOHLEe, obpatutech K . 12,
«OKCTPEHHbIE MEpPbI».

OCTOPOXHO!

Ecnn TpyaHO OAHOBPEMEHHO 06pe3aTh ABe NeT/v, KOTOpble HAaXo4ATCSA B
COCTOSIHUW, OT/INYHOM O NokaszaHHoro Ha Puc. 3 (a), obpesaliTe MX N0 OAHOM.
Ecnu npn obpesaHun NpyMeHUTb Cu/ly, 3TO MOXET NOBPeAUTb UHCTPYMEHT.
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UTo6bl PacnosioxnTb NET/IH0 UM XMPYPrMYeckyto HATb Ha 06enx KpoMKax ornopbl NeT/u,
M30THWTE 3HA0CKON MM NPOABUraiiTe MHCTPYMEHT 0 TeX Nop, NoKa OH He AOCTUTHET
HY)XHOIA METNN NN XMPYPTUYECKON HUTW.

MepeaBUHLTE NOABMXHOE KOMbLO Brepesd, YTOObl OTKPbITb HOXHMLUPI.

YcTaHOBWTE MET/IO UM XMPYPIUYECKYD HUTb Ha 06e KPOMKM Onopbl NeT/N.

(Cm. Puc. 3 (a).)
4 MoTsHWTe Ha cebs NoABWKHOE KOJMbLO, YTOObI 06pe3aTh MNET/II0 WU XUPYPTUYECKYH HUTb.
5 TepenBuHbTE NOABWKHOE KOJbLO, YTOObLI pa3bnokMpoBaTh yYAEpXKMBAEMYHO NET/IHO.

3enoyeHre MHCTPYMeHTa 13 aHA0CKona

BHVUMAHUE!

He n3BnekaiiTe MHCTPYMEHT M3 3HAO0CKONA GbICTPLIM ABWKEHWEM. DTO MOXET
MPVBECTN K pa36pbI3rMBaHNiO KPOBU, CNM3W UK APYTMX (DparMeHTOB TKaHe
nauveHTa n co3garb pUCK UHPULMPOBAHUS.

OCTOPOXHO!
He n3BniekaiTe NHCTPYMEHT M3 3HA0CKOMNA, €C/IM HOXHULbI OTKPbITbl. DTO MOXET
MPUBECTUN K MOBPEXAEHNI0 3HJ0CKONA W/MNN NHCTPYMEHTA.

Ecnu n3BneyeHne 3atpygHEHO BCNELACTBUE CUIIbHOTO CONPOTUB/IEHNS, U3MEHUTE
Yro/1 Hak/IoHa 3HA0CKOMNA TaK, YTO6bl MHCTPYMEHT MOXHO GbIN10 6ECNPENSITCTBEHHO
n3Bneyb. N36bITOUHOE YyCUIME NPY U3BIEUYEHUN MOXET MPUBECTU K NMOBPEXAEHNIO
WHCTPYMeHTa W/unn aHgockona.

1 MotsAHuTe Ha ceba NoABMXKHOE KOMbLO, YTOObI 3aKPbITh HOXHULI.
2 W3BNekuTe MHCTPYMEHT M3 3HAO0CKONA.

1N YTunmnsauusa

BHVMAHUE!

+ locne Mcnonb3oBaHUA YTUNU3NPYIATE MHCTPYMEHT HaA1exallum 06pasoM.
Mpy HapyweHUy NpaBua yTUIM3aUMN UHCTPYMEHT MOXET C03AaTb PUCK MHADULMPO-
BaHWsi 1 MPMBECTY K TPABMUPOBAHMIO NOJb30BaTeNs.

 [laHHbIA MHCTPYMEHT ABMSIETCA O4HOPA30BbLIM M NPeAHa3HA4YeH 15t OAHOKPATHOro
NPUMeHeHNs. He ncnonb3yiite NOBTOPHO U He CcTepunmayiite. NMOBTOPHOE UCNO/b-
30BaHNe MHCTPYMEHTa MOXET CO34aTb PUCK UHDULMPOBAHUS NN Pa3fpaxeHunst
TKaHel, a Takke cTaTb MPUYMHON HEMCNPABHOCTH.

Mocne NCnonb30BaHUA MHCTPYMEHTA YTUU3NPYIATE ero Hagexaliym o6pasom.

12 SKCTpEeHHbIEe Mepbl

BHUMAHUE!

Ecnv MHCTPYMEHT He yaaeTcd M3B/ieyb M3 Tela naumeHTa, oueHuTe cutyaumio
C TOYKM 3peHus cneuwanucra. VsnuHee ycunive npu UsBevYeHUn MOXeT
NPMBECTN K KPOBOTEYEHUIO NN NOBPEXAEHUIO CNN3NCTOI 060104KM.

Mpn n3BneYeHn aHAOCKoNa NMyTem o6pe3kn BBOAVIMON YacTy AaHHOTO UHCTPY-
MeHTa M3BfieKaliTe ero kak MoXHo MejaJ/ieHHee. Peskoe 1M3BneyYeHne MOXeT
npuBecTn K nepdopauuy 061acT BOKPYr Mratypbl Wn WBa, CUbHOMY
KPOBOTEUEHUIO W/ MOBPEXAEHNIO C/IM3UCTOW 06GOTOUKN.

10
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ECnv MHCTPYMEHT He b3 u3Bneyb 13 Tena nauueHTta us-3a 1oro, YTo netisa wim
XUpypruyeckasi HUTb 3axBavyeHa AnCTasibHbIM KOHLOM, 06patuTech K onncaHuio npouenyp B
AaHHOM pasaene.

(MpnBeaeHHbIe ganee N306paKeHUsT ABASKOTCA NPUMEPOM PE3KNU MeTIN.)

BbInpsAMUTE NET/IIO UK XUPYP-
TMYECKYH0 HUTb, 3aXBaYeHHYHO
AVNCTa/IbHBbIM KOHLIOM, U BBO-

BbInpsAMMTe BBOAVMYIO YaCTb BbinpsiM1Te BBOAVMYIO YacCTb
3HAO0CKOMa, KOTopast BbICTY- MHCTPYMeHTa, KoTopasi AVMYIO HacTb, BbICTynatoLlyto
naeT u3 Tena nauveHTa. BbICTyNaeT 13 KanaHa 13 ANCTa/IbHOro KOHLa 3HAO0-

Ona éuoncun. ckona.

MN3BneknTe NET0 UM XUPYPrUYECKYHo
HUTb U3 ANCTa/IbHOrO KOHLA,
nepeaBurasi NOABMKHOE KOJIbLIO.

Ecnv NeTnio Unm Xnpypruyeckyto
HUTb HEe/b3s U3B/EeYb U3
ANCTaNIbHOTO KOHUA.

-11
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netns)

Xnpypru-
yeckasi HUTb)

\

AnctanbHbI KoHel,

Crtonop netnu

Ecnu gucTanibHbIli KOHel,
He HaxoauTcst GrIN3KO
K CTOMNopy netnu.

Ecnu guctanbHbI KOHeL,
He HaxoamTcsa 6M3Ko
K TKaHu Tena.
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netns)

Xnpypru-
yeckasi HUTb)

OncTanbHbI KOHel,

Crtonop netnu

Ecnun gucTanbHbIii KoHel,
HaxoauTcsa 6/IM3KO K CToMopy
neTnu.

Ecnn gnctanbHbIN KOHeL,
HaxoanTca 6/IM3Ko
K TKaHW Tena.



CHOoBa BBeuUTe 3HAOCKOMN BMecTe MpumuTte HeO6X0,CI.I/IMbIe Mepbl, oueHunB
C BBO,D.MMOM HaCTblO NHTPYMEHTAa. CUTyaLUK0 C TOYKM 3peHna cneynasnncra.

I3BfIEKUTE UHCTPYMEHT, B KOTOPOM 3acTpssia
neTnsa nnn xmpyprmyeckasa HuUTb.

13
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[lononHeHMe K MHCTPYKLUMKX MO0 NPUMEHEHWIO
Ha MeauUMHCKoe u3aenve: «HOXHULbI NraTypHble oaHopasoBble FS-410Ux»

Addendum to User manual for medical device: “Single Use Loop Cutter FS-410U”

KK/ & 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU



HavmeHoBaHMe MeAULNHCKOIO U3genusa Name of the medical device

HoXXHULbI nuratypHble ogqHopasosbie FS-410U, B cocTase: Single Use Loop Cutter FS-410U, consisting of:

1. HOXXHULbI NUraTypHble ofiHOpa3oBble FS-410U - | wr. 1 Single Use Loop Cutter FS-410U- 1 pc.

2. Hhctdvkuhh no NPUMEHEHUIO - 1T, 2. Instruction manual - 1 pc.

CBefeHNs o nponssognTene megnumHckoro mnsgenusa/ Information about manufacturer of the medical device

MpounsBoguTeNb U3LENNSA: Manufacturer:

OLYMPUS MEDICAL SYSTEMS CORP. (OIMMIMAC MEAVKAN OLYMPUS MEDICAL SYSTEMS CORP.2951 Ishikawa-cho, Hachioji-
CNCTEMC KOPT.) shi, Tokyo 192-8507, Japan

2951 Ishikawa-cho, Hachioji-shi, Tokyo 192-8507, Japan, AnoHus

MecTo npons3BoACcTBa MELULMHCKOTO N3Le/NA: Manufacturing site:

Aomori Olympus Co., Ltd. Aomori Olympus Co., Ltd.

2-248-1 Okkonoki, Kuroishi-shi, Aomori 036-0357, Japan 2-248-1 Okkonoki. Kuroishi-shi, Aomori 036-0357, Japan

Y NO/IHOMOYEHHbIV MpeAcTaBuUTe/lb NPOU3BOAUTENSA: Authorized representative of the manufacturer:

OO6LWEecTBO C OrpaHNMYeHHOW OTBETCTBEHHOCTbIO «Onumnac MockBa» Olympus Moscow Limited Liability Company (Olympus Moscow LLC)
(OO0 «Onumnac Mocksa»). Elektrozavodskaya str. 27 bid.8, 107023 Moscow, Russia

107023, r. MockBa, yn. 9nekTposaBojckas, g. 27, cTp. 8. Telephone: +7 (495) 926-7077

Ten.:+7 (495)926-7077. Email: info@olympus.com

Afpec aneKTpoHHoM noutsl: info(a)olympus.com
Knaccugunkauynsa megnuymHcekoro nagenus/ Classification of the medical device

Tabnuua 1. Knaccugumkayms Table 1. Classification

Knacc B 3aBUCMMOCTHU OT Knacc 2a Class of potential risk for medical Class lla

MOTEHLMAaNbHOro pucka device

NPUMeHEHNA MeSULIUHCKOTO Frequency of use The product is intended for

n3genua single use

KpaTHOCTb NpUMeHeHus [na ogHOKpaTHOoro Sterility Sterile medical device
NMPUMEHEHMA (ethylene oxide sterilization)

CTepunbHOCTb CTepuncHo (cTepunusaymsa Categorization by nature of body Single Use Loop Cutter FS-
3TUNEHOKCUAOM) contact according to 1ISO 10993-1 410U: Externally

Knaccuukaums no tuny KoHTakta HOXHULbI nUraTypHble communicating medical

cornacHo 1SO 10993-1 ofHopasoBble FS-410U: device in contact with tissues
MeguumHckoe nsgenue, Loop cutter cap: indirect
npucoeiuHsemMoe U3BHe, contact with tissues

KOHTaKTupytruiee ¢ MArknumun
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%

TKaHAMM

Konnavyok HOXHUL,;
ONOCpel0BaHHbIi KOHTaKT C
MATKAMW TKaHAMM

M3penne KpaTKOBPEeMeHHOro
KOHTaKTa (MeHee 24 v),
Kateropusa A

Knaccuukaumns no
NPOAOMKUTENbHOCTN KOHTaKTa
cornacHo 1SO 10993-1
Ha3HayeHne MeANUMHCKOTO U34enns
[aHHbIi NHCTPYMEHT npefHa3HayeH AN NPUMEHEHMSA C 3HA0CKONaMu
KoMnaHun Olympus. OH Mcnonb3yeTcs Ans 06pe3Kn ocTaBLLNXCS
KOHLLOB MeTesb Npomn3BoAcTBa KomMnaHum Olympus, npuMeHsembIX ans
NUTUPOBAHUS TKAHEN N XMPYPTUYECKOW HUTWU BHYTPU
NnuL,eBapuTebHOro Tpakra.
NMokasaHung
[aHHbIi MHCTPYMEHT NpeAHasHayvyeH A4 NPUMEHEHUSA C 3HAOCKONamm
koMmnaHuy Olympus. OH ncnonb3yeTcs 419 06pe3Kn ocTaBLLINXCSH
KOHLLOB neTenb NPOU3BOACTBA KOMMaHuu Olympus, npuMeHsAeMbIX
ANANNTUPOBAHUSA TKAHEW U XUPYPrUUYECKO HUTK BHYTPK
MuLL,eBapuUTeIbHOrO TpakTa.
MpoTmeBonokasaHuA
He BbIfiB/ieHbI
B03MOXXHble 0CNOXHEHMSA U NO60YHbIE 3DNEKTbI NP NPUMEHEHUN
MW
C6oi1 B paboTe n3aenns nNpu HaxoXaeHMn B Tene naumneHTa
YcnoBus NpuMeHeHUs
MeanunHCKoe n3genve npegHasHayeHo 419 UCNOMb30BaHUA TOMLKO B
CTaHAapPTHbLIX YCNOBUSAX ONepaLoHHOIA.

OCHOBHbIe TEXHUYECKNE N PYHKLUNOHA/IbHbIE XapaKTepPUCTUKMN
(nononHeHue)

& 000 LHPMH (] INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU

Categorization by duration of contact
according to ISO 10993-1

Limited exposure (A) -
medical devices whose
cumulative sum of single,
multiple or repeated duration
of contact is up to 24 h.

Intended use of the medical device

This instrument has been designed to be used with an Olympus
endoscope. It is used to cut the residual end of the Olympus Loop used
for ligating tissue and a suture within the digestive tract.

Indications

This instrument has been designed to be used with an Olympus
endoscope. It is used to cut the residual end of the Olympus Loop used
for ligating tissue and a suture within the digestive tract.

Contraindications
Not identified
Possible complications and side effects

The device malfunction inside the patient

L sage conditions

The medical device is intended for use at the standard conditions of
hospital operating room environment.

Main technical and functional characteristics (annex)



MapameTp

OnuHa (A), MM

WwpuHa (B), mm

Bbicota (C), Mm

Macca, 1

MakcumanbHblid ArameTp paboyein yacTn, MM

Pabouast AnnHa, Mm
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3HayeHune
2450 = 10%
32,7 £+ 10%
27,5 + 10%
68,25 + 5%
2,4

2300 + 10%

Parameter
Length (A), mm
Width (B), mm
Height (C), mm
Weight, g

Maximum insertion portion diameter, mm

Value

2450 = 10%
32,7 £ 10%
27,5 £ 10%
68,25 + 5%

2.4



LLlepoxoBaToCTb HOXHUL, Ra MKM He 6onee 1,6 Working length, mm 2300 = 10%

TBepaocTb nessuii no wkane Poksenna, HRC 70 £5 Roughness of cutters, Ra pm Not more than
1,6
Ycunune nepemMelleHUs NOABUXHOI0O KonbLa ansa He 60nee 4,9 Hardness of blades, Rockwell scale, HRC 70 +5
OTKPbIBaHUA 1 3aKpblBaHWS HOXHML, H
Necessary force to pull of push the slider for Not more than
MPOYHOCTb COBAVNHEHNA COCTABHbIX YacTeli He meHee 19,6 opening and closing the scissors, N 4.9
usnenns, H Device working parts connection strength, N Not less than
: 19,6

NOTE: for all technical characteristics specified in the section 8.2.
MPUMEYAHWE: ana Bcex TeXHNYECKUX XapaKTePUCTUK, YKasaHHbIX B "Specifications” of INSTRUCTION MANUAE tolerances from declared

pasf. 8.2. «TexHu4yeckune xapakrepuctukun» MHCTPY KU MO values are +/- 5%, unless otherwise stated. The table above shows the
MPUMEHEHWIO gonycTuMble OTKIOHEHUS OT 3aABNEHHbIX 3HAYeHWA  characteristics and their values with tolerances not listed in the
coctaBnsoT +/- 5%, ecnu He ykasaHo nHoe. B Tabnuue Bbiwe INSTRUCTION MANUAL

npuBefeHbl XapakTEPUCTUKN U UX 3HAYEHUSA C AOMYCTUMbIMU

OTK/OHEeHUAMMU, He yka3aHHble B UHCTPYKLU W MO

NMPUMEHEHWIO.

OnucaHne NPUHaANEXHOCTeN, MeAULUHCKUX U3LeNnii nan Key accessories, medical devices or non-medical devices, to be used
U3AeNNiA, He ABNAIOLLNXCA MeJULMHCKUMM, HO NPeAyCcMOTPeHHbIX  In combination mith medical device submitted for registration

ANA UCNONb30BaHUSA B KOMOMHAUUKM C 3aABIEHHbIM MeAULUHCKUM  (annex)

nsgennem (LONOSTHEHNE)

HanmeHoBaHne M Homep permcTpaLmMoHHOro Name of MD Registration certificate
Y[OCTOBEPEHUA: CF-LVIL FSZ 2012/12490
BupeokonoHockon CF-LVIL ®C3 2012/12490 CF-LVII FSZ 2012/12490
BugeokonoHockon CF-LVII $C3 2012/12490 CF-H170L RZN 2015/3422
BugeokonoHockon OLYMPUS CF- P3H 2015/3422 CF-H170I RZN 2015/3422
H170L
BuaeokonoHockon OLYMPUS CF- P3H 2015/3422 CF-H180AL RZN 2015/3464
H1701 CF-H180Al RZN 2015/3464
KonoHosugeockon CF-H180AL P3H 2015/3464 CF-H185L RZN 2015/3464
KonoHosugeockon CF-H180AlI P3H 2015/3464
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KonoHosungeockon CF-H185L
KonoHosnpgeockon CF-H185I
BupaeokonoHockon CF-H190L
BupgeokonoHockon CF-H190I
BugeokonoHockon CF-HQ190L
BupeokonoHockon CF-HQ190I
BupeokonoHockon PCF-H190L
BugeokonoHockon PCF-H190lI
BugeokonoHockon PCF-PH190L
BugeokonoHockon PCF-PH190lI
KonoHosugeockon PCF-H190DL
KonoHosngeockon PCF-H190DI
KonoHosunpgeockon PCF-H190TL
KonoHosngeockon PCF-H190TI
KonoHosngeockon PCF-F1Q190L
KonoHosungeockon PCF-HQ190lI
aCTPOUHTECTUHANbHbIN BUAEOCKON
GIF-LV1

Mactposugeockon GIF-XTQ160
Buaeockon raCTpOMHTECTUHA/bHbIN
OLYMPUS GIF-H170
[aCTPOMHTECTUHANbHbIN BUAEOCKON
GIF-H180J

lMactposugeockon GIF-H185
Mactposugeockon GIF-1TH190
aCTPOMHTECTUHANbHbIN BUAEOCKON
GIF-H190

[aCTPOMHTECTUHANbHbIN BUAEOCKON
GIF-HQ190
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P3H 2015/3464
P3H 2015/3464
P3H 2014/1906
P3H 2014/1906
P3H 2014/1906
P3H 2014/1906
P3H 2014/1906
P3H 2014/1906
P3H 2014/1906
P3H 2014/1906
P3H 2015/3464
P3H 2015/3464
P3H 2015/3464
P3H 2015/3464
P3H 2015/3464
P3H 2015/3464

®C3 2012/12490

P3H 2015/3464
P3H 2015/3431

®C3 2011/10656

P3H 2015/3464
P3H 2015/3464
P3H 2014/1906

P3H 2014/1906

CF-H185I
CF-H190L
CF-H190I
CF-HQ190L
CF-HQ190I
PCF-H190L
PCF-H190I
PCF-PH190L
PCF-PH190I
PCF-H190DL
PCF-H190DI
PCF-H190TL
PCF-H190TI
PCF-HQ190L
PCF-HQ190I
GIF-LVI
GIF-XTQ160
GIF-H170
GIF-H180J
GIF-H185
GIF-1TH190
GIF-H190
GIF-HQ190
GIF-2TQ260M
MAJ-254
MAJ-339
MAJ-340
HX-400U-30
CF-HQIIOODI

RZN 2015/3464
R2N 2014/1906
RZN 2014/1906
RZN 2014/1906
RZN 2014/1906
RZN 2014/1906
RZN 2014/1906
RZN 2014/1906
RZN 2014/1906
RZN 2015/3464
RZN 2015/3464
RZN 2015/3464
RZN 2015/3464
RZN 2015/3464
RZN 2015/3464
FSZ 2012/12490
RZN 2015/3464
RZN 2015/3431
FSZ 2011/10656
RZN 2015/3464
RZN 2015/3464
RZN 2014/1906
RZN 2014/1906
FSZ 2009/04955
RZN 2015/3098
RZN 2015/3098
RZN 2015/3098
RZN 2015/3098
RZN 2023/19910



®C3 2009/04955
P3H 2015/3098
P3H 2015/3098
P3H 2015/3098
P3H 2015/3098
P3H 2023/19910
P3H 2023/19910
P3H 2022/19051
P3H 2022/19051
P3H 2023/19459

Mactpoeugeockon GIF-2TQ260M
Metna MAJ-254

Metnas MAJ-339

Metna MAJ-340

Metna HX-400U-30
BupeokonoHockon CF-HQI I00DI
BugeokonoHockon CF-HQI IOODL
BugeokonoHockon CF-EZ1500Dl
BupeokonoHockon CF-EZ1500DL
[acTPOMHTECTMHANbHbIN BULEOCKON
G IF-1100

[aCTPOMHTECTUHANbHBIN BUAEOCKON
GIF- EZ1500

CBefleHNs 0 NeKapCTBEHHbIX CPefCcTBax BXOAAWMNX B COCTaB
MeAVUNHCKOro nsgenusa

He npumeHnmo.

CBefeHns 0 maTtepmanax XMBOTHOr0/4eni0BEYeCKOro
NPONCXOXKeHNSA
He npumeHnmo.

CeefleHNs 0 MapKMpoBKe ([0MNOSTHEHNE)

3HaK COOTBETCTBUSA
CE oo

avpektuse EC
OLYMPUS

70°C

P3H 2023/19902

Norotun nponssognTend

-40"C

MpumeyaHne: CumBon «TemnepaTypHblid Anana3oH» oTobpaxaeT
JOMYCTUMYIO TeMNepaTypy OKpyXXatoLleli cpefbl Npu yCnoBusax
TPaHCNOPTUPOBKM N KPAaTKOCPOUYHOIO XpaHeHUs.

CpoK rofHocTu / CpoK aKcnnyartayunm
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CF-HQIIOODL RZN 2023/19910
CF-EZ1500Dl RZN 2022/19051
CF-EZ1500DL RZN 2022/19051
G IF-1100 RZN 2023/19459
GIF- EZ1500 RZN 2023/19902

Information about the medicines included in the medical device

Not applicable.
Information about materials of animal/human origin

Not applicable.
Labeling (annex)

OF

OLYMPUS

Conformity mark to EU
directives

Manufacturer's logo

70°C
rQ°C i

Note: The «Temperature limitation» symbol indicates admissible
ambient temperature under transportation and short-term storage
conditions.

Shelf life / Service life



Is

CPOK rogHocTu - 3 roga.

He ncnonb3yliTe MHCTPYMEHT MOC/Ie OKOHYaHUS CpoKa Fo4HOCTH,
YKa3aHHOr0 Ha CTePUbHOM YyNakoBKe. 3TO MOXET NPUBECTH K
BO3HUKHOBEHMIO PUCKA MHPULMPOBAHWUS WU pa3fpaXKeHUs TKaHei.

Ha  mapkupoBke WUHAMBUAYANbHOW (nepBrYHON) YNaKoBKU
MeAMNLUHCKOro n3genuns yKa3blBaeTcs parta npon3BoOACTBa
(cTepunuszaymn) MeLUUMHCKOTO u3genvs. Ha mMapKupoBKe BTOPUYHOMN
YNaKOBKW yKa3biBaeTcA faTta CO0pKM MeAULMHCKOro u3genusd, T.e. gara
NoMeLLeHNs un3nenMa B WHAUMBUAYaNbHOM (NepBMYHOM) YynakoBKe B
noTpebuTeNbCKY0 (BTOPUYHYIK) YNakoBKy. W Ha WHAWBMAYaNbHOMN
(NnepBuYHON), M Ha BTOPWUYHOIM (NOTPEOUTENLCKOW) YMNaKoBKe TaKXe
yKa3blBaeTCa Aata UCTeYeHMs CpoKa rof4HOCTM MEeAULMHCKOro U3fenmns
MopsAAOK OCYLL,EeCTBNEHUA YTUNN3ALUN U YHUUTOXEHUSA
MeLULMNHCKOTO nu3gennsa (4ONosIHEHWE)

Vicnonb3oBaHHbIe U3genns cnegyeT yTUAN3NPoBaTbh B COOTBETCTBUY C
TpeboBaHuamn CaHlMuH 2.1.3684-21, oTxoabl knacca b.
Heuncnonb3oBaHHbIE U3[eNNA, BKAOYaA U3LeNNA C UCTEKLLUUM CPOKOM
roAHOCTU, YyNakoBOYHbIe Matepuanbl YTUAN3UPYOTCS B COOTBETCTBUAN C
Tpe6oBaHuammn CaHlMnH 2.1.3684- 21, oTxogbl Knacc A.

MepeyeHb HaLMOHANbHbLIX U MEXAYHAPOAHbIX HOPMAaTUBHbIX
JOKYMEHTOB/CTaHAapTOB, KOTOPbIM COOTBETCTBYET MeLULNHCKOE
nsgenve

1. Cnuncok npumMmeHsemblX cTaHAapToB (MeHegKMeHT puUcka)
NaeHTudunkatop O603HayeHme

ENISO N3penusa meguunHcKune - NMpumMmeHeHne MeHeIXMeHTa

14971:2012 pucka K MeULUHCKUM N3Lenuam

EN M3genna meguumMHckue - MpoekTupoBaHune

62366:2008+A1 MeAMUUHCKUX U3L4ENNIA C YH4EeTOM 3KCMyaTalMOHHOM
NpPUrogHocTH

EN 62366-1:2015 N3genua meguumHckue - Yactb 1: NpoekTuposaHue
MeAULMHCKMUX U3LEeNNIA C y4eTOM 3KCnayaTalLuoHHOM
NPUroAgHoOCTH

ISO 8600-1:2005 ONTKKa U ONTUYECKME NPUOOPbLI -QHAOCKOMbLI U
npuoopbl 3HAOTepaneBTUYECKNE MeSULNHCKME -
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Shelf life - 3 years.

Do not use an instrument after the expiration date displayed on the sterile
package. Doing so may pose an infection control risk or cause tissue
irritation.

The labeling of the individual (primary) packaging of the medical device
indicates the date of manufacturing (sterilization) ofthe medical device.
The labeling of the secondary (consumers) packaging indicates the date
of assembly ofthe medical device, i.e., date of placing the product in
individual (primary) packaging into secondary (consumers) packaging.
Both individual (primary) and secondary (consumers) packagings also
indicate the expiration date of the medical device

Disposal (annex)

Used products should be disposed of in accordance with the requirements
of SanPiN 2.1.3684-21, Class B waste.

Unused products, including expired devices, packages are disposed of in

accordance with the requirements of SanPiN 2.1.3684- 21, waste class A.

List of international regulatory documents/standards which the
medical device complies with

1. List of applied standards (Risk Managment)
Identification  Designation

EN ISO Medical devices - Application of risk management
14971:2012 to medical devices
EN Medical devices - Application of usability

62366:2008+Al engineering to medical devices

EN 62366- Medical devices — Part 1. Application of

1:2015 usability engineering to medical devices

ISO 8600-1:2005 Optics and photonics - Medical endoscopes and
endotherapy devices - Part 1. General
requirements



YacTb 1. O6uwme TpeboBaHUS
2. Cnncok npumeHsemblx ctaHgaptTos (Ounctka, [esnHpekuyuns,

NpeHTndurkatop O603HaveHne

EN 556-1:2001 CTtepunmsayma MegULUNUHCKUX U3LENNIA -
Tpe6oBaHUSA K MeAULUHCKUM U3[ENNAM KaTeropuu
"CTEPWNbHBLIE" - YacTb 1: Tpe6oBaHuA K
MeAULUHCKUM U3aennsaM, nogaexawum GuHULLHON

cTepunmsauunm
EN ISO 11737- Crtepuamsaums MeguuuHCKUX U3[enni -
1:2006 Mwukpobuonormnyeckne metogpl - Yactb 1. OueHka

nonynaumMy MUKPOOPraHM3MOB Ha NPOAYKLUN

EN ISO 11135- Crtepunmsayma MeLULUHCKON NPOSYKLUNN -

1:2007 ATuneHokeuny - Yactb 1. TpeboBaHua K pa3paboTke,
BasvgaLmn U TeKywemy KOHTPOO npouecca
cTepunnsaumm MeanuunHCKUX n3gennii

EN ISO CTtepununsayns MegULUHCKON NPOaYKUUNY -

11135:2014 ATuneHokeng. -TpeboBaHMs K pa3paboTke,
Bannjauun U TeKyullemMy KOHTPOIO npouecca
CTepUAM3aLmnm MegULUHCKUX U3[EeNnNin

EN ISO 11607- YnakoBKa Ana MegULUHCKUX U3LENUNA,

1:2009 nognexawmx GUHULWHONM cTepunmnsayum - Yactb 1
TpeboBaHua K matepuanam, 6apbepHbIM CUCTEMAM
AN CTepUAM3aLnm 1 ynakoBOYHbIM CUCTEMAM

ENISO 11607- YnakoBKa AN MeAULUHCKUX U3[EeNNA,

L2009+A1 nognexawmx guUHULWHONK cTepunmnsaymm - Yactb 1L
TpeboBaHua K matepuanam, 6apbepHbIM CUCTEMAM
ONS CTepUAMU3aLumM U YyNakoBOYHbIM CUCTEMAM -

Pepakumnsa 1
EN ISO 11607- YnakoBKa AN MeAULUHCKUX U3AEeNniA,
2:2006 nognexawmx GUHULWHON cTepuansaymm - Yactb 2:

Tpe6oBaHUA K BanuAaLmMm npoLeccoB
(hopmMuUpoBaHuUs, repmMmeTn3aLumn n c60pKu
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2. List of applied standards (Cleaning, Disinfection, Sterilization)

Identification
EN 556-1:2001

ENISO 11737-
1:2006

EN ISO 11135-
1:2007

ENISO
11135:2014

EN ISO 11607-
1:2009

EN I1SO 11607-
1:2009+A1

EN ISO 11607-
2:2006

EN ISO 11607-

2:2006+Al

EN ISO 10993-
7:2008

Designation

Sterilization of medical devices - Requirements
for medical devices to be designated "STERILE" -
Part 1. Requirements for terminally sterilized
medical devices

Sterilization of medical devices —Microbiological
methods — Part 1: Determination of a population
of microorganisms on products
Sterilization of health care products — Ethylene
oxide — Part 1: Requirements for development,
validation and routine control of a sterilization
process for medical devices
Sterilization of health-care products — Ethylene
oxide — Requirements for the development,
validation and routine control of a sterilization
process for medical devices
Packaging for terminally sterilized medical
devices — Part 1. Requirements for materials,
sterile barrier systems and packaging systems
Packaging for terminally sterilized medical
devices - Part 1. Requirements for materials,
sterile barrier systems and packaging systems -
Amendment 1

Packaging for terminally sterilized medical
devices — Part 2: Validation requirements for
forming, sealing and assembly processes
Packaging for terminally sterilized medical
devices — Part 2: Validation requirements for
forming, sealing and assembly processes —
Amendment 1

Biological evaluation of medical devices  Part
7: Ethylene oxide sterilization residuals




EN ISO 11607- YnakoBKa Ans MegULMUHCKUX U3LENUNA, 3. List of appliec standards (Biocompatibility)

2;2006+Al nognexatwmx (OMHULWHOW cTepunusayuu - Yactp 2: Identification  Designation
TpeboBaHuWA K Banugauuu npoLeccos EN ISO 10993- Biological evaluation of medical devices — Part
(hopMUpoBaHUSA, repmMmeTm3aLnm 1N cOOPKM - 1:2009 1: Evaluation and testing within a risk
Pepakuna 1 management process
M3gennsa MmeanumMHCKKe, OLEeHKa 6M0N0rnMYeckoro ENISO 10993- Biological evaluation of medical devices — Part
AefCTBMA MeAULMHCKUX n3aenunii - Yacts 7. 5:2009 5: Tests for in vitro cytotoxicity
ENISO 10993- OcTtato4HOe cofepxxaHue aTuaeHoKcHAa nocne EN ISO 10993- Biological evaluation of medical devices — Part
7:2008 cTepunmsaynn 10:2010 10: Tests for irritation and skin sensitization
3. CnNucoK npumMmeHsiemblX cTaH4apToB (BMOCOBMECTUMOCTD) 4. List of appliec standards (Labeling)
NpoeHTndukatop O603HaUYeHme Identification Designation
EN ISO 10993- OueHKa 61010r1M4Yeckoro AeicTens MeguLMHCKNX ENISO 15223- Medical devices — Symbols to be used with
1:2009 n3genuii - Yacte 1. OueHKa n nccnefoBaHus B 1:2016 medical device labels, labelling and information to
npouecce MeHeIKMeEHTa pucka be supplied — Part 1. General requirements
ENISO 10993- OueHka 6M010rM4ecKoro gericTens MegnuumHCKnNX EN Information supplied by the manufacturer of
5:2009 n3genuii - Yactb 5: MiccnegoBaHma Ha 1041:2008+A1 medical devices

LIMTOTOKCMYHOCTb: MeToAbl in vitro
ENISO 10993- OueHKa 6M0N0rMYecKoro aeicTeust MeanLMHCKNX
10:2010 nsgenuii - Yacto 10: ccneposaHus
pasgpaxkatoLLlero v CeHCMOMNM3NPYHoLLLEro
aeicTBmS

4. CnNNcok NpumeHsemMbIX cTaHaapToB (MapKupoBkKa)
NpeHTnrkatop O6o3HaveHne
ENISO 15223- W3genusa meguumHckue - CUMBO/IbI, MPUMEHAEMbIE
1:2016 npu MapKMpoBaHUN Ha MeAULUHCKKUX U3LEeNUsaX,

3TMKeTKax 1 B COMPOBOAUTENbHON fOKYMeHTaLuu -

YacTtb 1: OCHOBHbIe TpeboBaHuUs
EN VHdopmauns, nogrotasnmpaemas N3roToBUTENEM,
1041:2008+A1 conpoBoXAatowas MegnunHCKue npmubopbl
MapaHTUiHbIe 0bsi3aTenbcTBa/ Warranty
FapaHTUIAHbIA CPOK FOAHOCTM MEAULMHCKOrO U3aennsa coBnajgaet co The warranty expiration date of medical device matches to expiration
CPOKOM FOAHOCTN MEeAUUUHCKOro nsgenus. date.
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Peknamauyng Reclamation
YNONHOMOYEHHbI npeacTaBuTens Ha Tepputopun PP OO0 Authorized representative in the Russian Federation, Olympus Moscow
LLC: Elektrozavodskaya str. 27 bid.8, 107023 Moscow, Russia. Tel.: +7

«Onumnac Mocksa»: 107023, Poccusa, MockBa, yn.
DneKTpo3aBoackas, a.27, cTp.8., Ten. +7 495 926 70 77, pakc 958- 495 926 70 77, fax: 958-2277, Internet site: www.olympus.com

2277, agpec caiiTa B MHTepHeTe: www.olympus.com.
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MepeBOA C aHrMMICKOTO A3blKa Ha PYCCKUIA A3bIK:

OLYMPUS

Ha paccmoTpeHune B defepanbHy0 Cyxoy no
Haf3opy B cpepe 3[paBooOXpaHeHus
(Poc3apaBHag3op) Poccuitckoin depepaunu.

Mbl, kKomnaHmsa OLYMPUS MEDICAL
SYSTEMS CORP. (OIMMIMAC MEOVNKAN
CNCTEMC KOPI1.), pacnonoxeHHasa no
agpecy 2951 Ishikawa-cho, Hachioji-shi,
Tokyo 192-8507, Japan (2951 WwwunkaBa-4o,

«10» anpensa 2023 roga

To be submitted to the Federal Service for
Surveillance in Healthcare
(Roszdravnadzor) in Russian Federation.

We, OLYMPUS MEDICAL SYSTEMS
CORP., located at 2951 Ishikawa-cho,
Hachioji-shi, Tokyo 192-8507, Japan, as the
legal manufacturer of the Medical device
"Single Use Loop Cutter FS-410U", hereby

Xaunomxu-wn, Tokmo 192-8507, HAnoHusa), state that attached documents is true:

KaK 3aKOHHbI npon3soanTelb MeANLMHCKOIO

yCTpoicTBa «HOXHUUbI  nuratypHble
04 HOpas3oBbIe FS-410U», HaCcTOALMNM
3afaBnsgeM, u4TO MpuaaraeMmble  JOKYMEHTbI

ABNAOTCSH NOANNHHBIMU:
1 MHCTpyKUMS Mo npuMeHeHnto HoXHuubl 1 Instruction manual of Single Use
nvratypHsble ogHopasosble FS-410U; Loop Cutter FS-410U

2. JononHeHune K UHcTpyKuum no 2 Addendum to Instruction manual of
NMPUMEHEHWNIO HOoXHWLbI nuratypHble  Single Use Loop Cutter FS-410U
ogHopasosble FS-410U

C yBaxkeHuewm, /Best regards,

-noanucb
(nodnucb)/(signature)

A ToMoxuca Cakypaun (Tomohisa Sakurai)
(nonHoe uMH)/(fidl name)

Mpe3npeHT, President.
OLYMPUS MEDICAL SYSTEMS CORP. ( ONIMMMNAC MEOVKAN CUCTEMC KOPI.)
(nomxHocTL)/(po.HuKoN)

LLTamn
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CnenyeT ypocToBepuTenbHblii AucT HoTapuyca HAKALLUMMA HOKMXMPO Ha SAMNOHCKOM  S3blKe C

nocrefytoLnMM NepeBoaoM Ha aHIIMACKNIA A3bIK.

AMNOCTNJb
(Convention de La Haye du 5 Octobre 1961)
(Faarckast KOHBeHLMA OT 5 oKTAGpa 1961 ropa)

1 CtpaHa: ANMOHNA

HacTtosawmii ohnumanbHblil JOKYMEHT
2. nognnucaH HAKALLMNMA KOkuxupa
3. BbICTynawuwum B kayectse HoTapuyca KOpuamueckoro areHTcTBa ToKno
4. ckpenneH nevatblo/wtamnom HAKALUMMA HOkuxupa, HoTapuyca

Y 0OCTOBEPEHO

5. B Tokmo 6. 17 anpens 2023 roga
7. MnHNCTEPCTBOM VHOCTpaHHbLIX Aen
8. 23 - Ne 045960

9. Mevatb/wWiTamn: 10. Mopgnwce:
-nognucb
MAEO3NMA Tapacwu,
3a MuHuctpa NHocTpaHHbIX Jen

Fep6OBaﬂ neyatb: ANOHNA * MUHUCTEPCTBO MHOCTPAHHbBIX AEN

PerncTpaunoHHblii Homep 161,2023

HOTAPUAJIbHOE YAOCTOBEPEHWE

HacTosilMm yaocToBepsieTcs, YTO Mpunaraemasi KOMus AOKYMeHTa TOYHO COOTBETCTBYET
oOpuUruHany.

JatnposaHo 17 anpena 2023 roga

-nognucs
HAKAWWMA KO Kuxupo

HOTAPNYC
7-6 A3YMA-HO XAUYNO4XKUN-LLWN, TOKMNO
FOpungnyeckoe AreHTcTBO TOKMO

OsanbHaa neyatb:  KOpMAMYECKOE areHTCTBO TOKMO

HOTAPNYC
7-6 ASYMA-4YO XAUNOOXU-WIN, TOKNO, ANMOHWA
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MepeBog gal™MUSro TeKCTa BbIMO/HEH NMepeBoguynKom MNMaxTyHoBbIM Afiekceem Bragumuposuyem.

Poccuinickasa degepauyus
Nopog MockBa
TpeTbero mas fBe TbiCAYN ABajLAaTb TPETbEro roja

A, CUMOHSH [naHa ApTYpOBHA, BPEMEHHO UCNONHSAOWas 0693aHHOCTU HOTapuyca ropoga MockBbl
Kopcuk Mapun AnekcaHapoBHbI, CBUAETENbCTBYHO NOAJNHHOCTL NOANKUCKU MepeBofynKa
lNaxTyHoBa Anekcea BnagnmupoBsuuya.

MoanucbcaenaHa™WwWemM NPUCYTCTBUN.

NnunocTs nonBA M wew i yMeHT ycTaHOB/EHa.

3aperuct 7/2139-H/77-2023-Y /-

Ynnaue bHOro geiicteus: 400 py6. 00 kon.

O.A. CUMOHSAH

Bcero npoLwHypoBaHo, MPOHYMEepPOBaHO
N CKpenneHo nevatbto 44 nuct(a)(oB)

BPNO
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