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OLYMPUS

Onsa npegoctaBneHns B degepanbHyo Cnyxo6y no Haasopy
B cthepe 34paBooxpaHeHuns (Poc3gpaBHag3op) B Poccuitckoi
depepaymm

109012. Mocksa. CnassiHcKaa nnowagb. 4.4. crp.l

[Jata; 01.04.2024

Mbl. komnaHnd OLYMPUS MEDICAL SYSTEMS

CORP. (Onumnac MegHkan Cucteme Kopn.).

pacnonoxeHHas no agpecy 2951 Ishikawa-cho. Hachioji-

shi. Tokyo 192-8507. Japan (2951 WwwkKaBa-4o.
Xaunopxkn-wn. Tokmo 192-8507. AnNoHMA), Kak 3aKOHHbI
M OTBETCTBEHHbIA MPOWU3BOAUTENb MELULMHCKOIO W3Aenus

«Wwunnubl JI1A 6uoncmyn ofHOpa3oBble, B BapuaHTax

WCMONMHEHNSA», HACTOAWMWM 3asBMSIEM, 4TO Npunaraemble
LOKYMEHTbI BASAIOTCA MOANMHHBLIMU:
1. VIHCTPYKUWS MO MPUMEHEHWI0 HAa MeULMHCKOe
usgenve «Lunusl ans 6uoncun ogHopasoBble,
B BApMaHTax WUCMOIHEHUS».
2. [lononHeHWe K MHCTPYKLWM MO NMPUMEHEHMIO Ha
MeAnLuHcKoe u3genue «Lunuybl gas Guoncnn

0AHOpPa30BblE€, B BapnaHTaX MCNOTHEHUA».

C yBaxeHuem /
Best regards.

JomkHocTb / Mpe3ngeHT
Position  / President

MeyaTb, Stamp

«KAQ2ET-TAN|NT2951#Ne

MEKTPOHHAS KOMUS OGOPMAEHA LIEHTPOM HCTILITAHMI 1 PETHCTPALIMH MELMLIMHCKUX U3AEMM

To be submitted to the Federal Sendee for Sun eillance in

Healthcare (Roszdravnadzor) in Russian Federation

1090] 2. Moscow. Slavyanskaya Square. 4/1
Date: 01.04.2024

We. OLYMPUS MEDICAL SYSTEMS CORP..

located at 2951 Ishikawa-cho. Hachioji-shi. Tokyo 192-
8507. Japan, established and reputable manufacturer of the
medical device «Single use biopsy forceps, in variants»,
hereby state that the attached documents are true:
1. Instructions for use for medical device «Single
use biopsy forceps, in variants».
2. Supplement to instructions for use for medical

device «Single use biopsy forceps, in variants».

®.1.0. / ToMoxiica Caky paii
Name

' Sakurai Tomohisa
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Notary @J:

TAGAI Atsushi

ATEWN L. XOKTWWpAWALARN WX, AMUWKANEAB<nXx$)'0 . NcofINe(,
T<nb<nNXbb"bv wWuwlr ho
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APOSTILLE
(Convention de La Haye du 5 octobre 1961)

1 Country: JAPAN

This public document
2. has been signed by TAGAI Atsushi
3. acting in the capacity of Notary ofthe Tokyo Legal Affairs Bureau
4. bears the seal/stamp of TAGAI Atsushi, Notary

Certified

at Tokyo 6. APR. 25. 2024
by the Ministry of Foreign Affairs
24-Ne 003360
Seal/stamp: 10. Signature

© o N o

MAEJIMATadasM
For the Minister for Foreign Affairs
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Registered No. 158 , 2024

NOTARIAL CERTIFICATE

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

Dated this 25th day of April, 2024

Tokyo Legal Affairs Bureau

NOTARY

7-6 AZUMA-GHO
HACHIOJI-SHI
TOKYO JAPAN.

TAGAI Atsushi
NOTARY
7-6 AZUMA-CHO HACHIOJI-SHI TOKYO
Tokyo Legal Affairs Bureau
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uUs HHCTPYM“M
e

8604882_2-0 c €
Lisnus Ans Suoncuy OAHOP3OBLIS ad
FB-215U, FB-225U, FB-235U, FB-245U, EndgjTherapy.
FB-216U, FB-226U, FB-236U, FB-246U

1 Cumeons:

JCENEL

Tornoxo dnn saxaywioe ¢ CLUA
MoscHeHNe CUMBONOS CM. Ha HEWEM CailTe:

htip:/Awvww.olympus-global.conmve

pof

2 Hasnavernue

DANNGIe SHCTDYMEHTI NDEAHAIHINEHN AN NDUMEHEHNA C SHAOCKXONIMM NPONIBOACTEA
ROMIEHIN Olympus ¢ LIBnbio BIRTRA 05PEILOE TKHH k3 NNLSSIDHTENRHOID THSKTA.

. 3 MHHcmpyxuus no npuMeHeHuIo

DAHMER KHCTPYRUNA NO NPUMEHEHNIO CORBPXNT BAXCTYIC WHDOPMELING AN B830nACHOMN

4 ADOSKTHRHOD NAMKIOBANMA AAHNLIM HHCTPYMEHTOM. [l0 Hauana padorTul ¢ KHCTDYMENTOM
EHIMETRIRHO CIHAKOMKTOCE C TEXCTOM HRCTOMLUSH UNCTDYKLIMI, A TEIOKS NIYUTS
WHCTRYWLIMK 1O SKCIUTYSETEUMNN BCEX KOMNOHEHTOR OSOPYACSANIN, NCNOMBIYBMbIX B X046
NPOUSAYPSI, W cOBMOABITE HHCTRYILIMMK, MAMONBHHRES B ITHX AoKYMaHTRX. ECNM ¥ Bac
BOIHMKHYT KEKME-NRG0 SONPOCH KT KOMMESHTEPHN N0 NOSORY N0GOR MHOOPMALNK

8 ASHHOR UHCTRYXKLIMN, OSpaTUTeCs 3 xomnaimio Olympus.

4 Keanuguxayun nonsioeameneil

ITOT MHCTRYMBHT NPAAHASHEYSH ANIA HCRONLIOBRMMA BHAVOM NGO - Nog HAGNIOASHUEN
SPEME ~ MBANUUNCKUM NBPCOHANOM, NPOLLIARLLIMM HEOBXOAUMYIO NOArOTORKY B 08nacTH
KNMHNISCRON SHAOCKONUM. BCNOACTENE STOMO AAHHAA HHCTDYXKLINA HE COASONMT NORCHEMI
U oOCyHaaHMA NPOLSAYD KITHHNMSCKOR SHAOCKONWN.

1=
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‘ § Cusnanshubie cnoea

YREISAET HE NGTEHUNENHO CMACHYIO CUTYALINO, KOTOPRN, 8CTIM 80 HE
NPEROTERETHTD, MAMET NPUBECTH K CMEDTANBHOMY CIWUEI0 KON CRNLEIHON

YRSIIBEET HE NOTEHLMANMHO ONACHYIO CHTYELNO, KOTOREN 8 CIWrIeS
HECTYTLAGHUA MOMET NPMBOCTH K HESHEUNTENLHON TPEBME KW TPABMS
CPOANGA TINBCTH. 7O CNORO THOKE NCNOFLIYETEN NN NPATYNPEXASHUN
O MEDEIONACHL AORCTENNX WINH PHRCKE NOBHEXRENNE DOODYROBINNN,

EHAMAHVE

6 [Tepevens U PYyHKUUU KOMIOHEHMOS UNCMPYMeNMa
PynosTza

b 1) Moamene KONLLO
2) UnsTouoit nog

K _g Konnason wnce

Maamyrvumonn MRy TIALIONH
2R NPOMONDER AN RPOSGNOKR

i
!

8) Wena
§) Mauewae §) “amewn 6) “amasu 8) “Yamews
‘ FB-216U, FB-216V FB-228U, FB-226U FB-235U, F8-238U FB-248U, FB-248U
Twn axpoxaauns co Tom «XpORORUNCO Ounneuit Twn Osanuisuiil TN ¢ WO
CTYNeNbLKONH cTynenuEoN, ¢ Mol

Ancransnbiil KoHoY (KaSaIonpeicn m)

MorauTe Mo Cotin, YTOSE IBKPAITS.
T UimeToRod xog UBeT 00GIHBUSOT MtHUMRNLHLIR AUBNOTD MHCTRYMSHTEINHON
REMATA 1N CORMBCTNMOMN SHAOCKONA.
3) Toyoca TUOKEN METIAIMMECKEN CTNPANS, JNDMITRN aHEWHR oBONCHOR.
4) Konnauok ummyos KOnnguiox WHMIOS NSACTRALBET NOBPEKRSHIG SALIENSX NPU
_ ' TPEHCTIOPTHPOBKE WHCTDYMENTE.
5) Urna Hena npensTeToyeT CRONMNSHNG SILLIENEK N0 NOBERMMOCTH TRENN.
T B) Yauena WAL AN 206008 TraNM,

e
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7 Texnu4yecxue xapaxmepucmuxu

SHAMA-UE!

Mcnane3yiine STOT HHCTRYMEHT TOMBXO B COMETEHNMN C HAAMNALM,
pexoueHgoBnarHeiMm xounanuail Olympus. Moumessnuns B xomBuHaLMw

€ HIAENMAMMN, HE DEKOMEHROBIMHMN XOMNAHUSH Olympus, MONKAT NPHBSCTH
K TROBMUPOBRHMIO MAMSHTA WM ONEPATOPA, K HENPABRNRHON patore wnu

-1 607 10 20 40°C
30 - 68%
700 - 1080 rila

0.7 - 1,1 xrefesrd)
5-40°C
10~ 95%

700 - 1080 rfla
0.7 - 1,1 xrciesd)

ar —40 po +70°C
10 - 98%

700 — 1060 e
(0.7 - 1.1 rci?)

GIF, OGF, SIF (xpous SIF-100, Q140),
OSF

. mF‘

52,8, 8 3,2 (earntesd)
8 3.7, 8 4.2, 9 & (COROREBLIA)

Hanpaanesne ssTaa: Tonweo 0°
{npasoe HASMORSHNE)
i c € 0197

1| DeHHOS NINENWE COOTEETCTIVEY TROGOBEHUAM
ANpoKTREN 201185/EU » (EV) 2015/863 »
OTHOWSHIN ANEKTRHHECKON W WHITROMHOIN

OBOPYRAONIHMA,
| Knacouduauns: inace I a
| 3TH WHCTDYMEHTE IASIOTCA HE B0 BOBX PAIMOHEX.
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B-UK 2!

He XDEHHTE CTEUNLHYIO YNIKORKY C WHCTRYMENTOM B MACTRX, IAS BOINONHO 66
NORPENCLEHNE, KEMOKIHNE MITH HEDYLUBHHS MBRMETHUHOCTH. B NpoTaHOM crysae
CTOPWILHOCTD HHCTRYMSHTE MOWET HAPYWMTLON, YTO MONST COIAETL ONACHOCTL
MHDUUMPOBIHNA MM PAAPENBHUA TRANSH.

XPpaHUTE MMCTRYMENT B CTRRWIHOR YNAKORKE NPW KOMNATHOR TEMNEDATYR®, B YHCTOM
cyxoM mecte. UsBeraiTe XpaseHtn BHCTPYMBHTE B YCIIOERAX NORMGIX CONNEMHAIX ITYNeH.

9 Tllodzomoexa, npoeepKa u UcCNONh3068aHue

HHARAHPE S

o Nlansnifl MHCTRYMENT HRML3A HCNOMLIOEITE AMA HHAX UENeH, KPOME YIASEHHEIX
solue.

* He ncnanesydTe MHCTPYMENT NOCHE OKDHUEHWA CPOKA MMAHOCTH, YKB3EHHOID HE
CTOPUIRHON YRAKOBKS. ITO MOMNST MMBSCTH K ONACHOCTH WHDNLMPOSANNA NN
PASADENBHUA TEBHEHR.

* {lopan UCTIONLIOBAHWAN NHCYPYMSHTE BLINGNHKTE 810 NOATOTOBKY W NPOBSPKY
COrNACHO NPUBRASHHBIM HINE WHCTPYIUAM. MTPu NaMMUM TU00eIX HENCNDAS-
HOCTES HHCTPYMENTS HE UCTIONIYITE 0r0; 3aMEnUTe e sanacrwn. Mospexse-
He G HOPYWSHKE PASOTH MHCTPYMEHTA MONET NOCTASKTD MOA YWPOIY
Sa30NaCcCHOCTD NALMEHTA WITH NONbIOBSTENA, SANPUMED COMAETD ORACHOCTL
WHDNLIMPOBAMNA, BUIIBSTL PAMADANEBHNGE TKANEH, NEPDOPALINIO, KPOBOTEMEHNG
WNM NOBPDENAGHIE CIMINCTOR OBONOMKI. JTO MONET TROKE NDHESCTM
X YCYTyGneHuI0 nospexaeHin 08opyAcsatun.

» {ipH NPOBEPKE WITH HCAONB3OBAKHW WHCTPYMEHTE oBASETANLHO NONbLIYITecH
COOTRETCTEVIOLMMY SHANBMAVETLHLIMN COAACTBAME SAWMTLI, B TOM YUCNS
SBUMTHLIMN OMKBMH, MBCKOR ANA NMLLA, BNETOHENPOHNLBEMON JALMTHON O8exX-
AOR, & TRIONS XUMUNECKN CTCHINMI NEPMATKAMM COOTRETCTRYIOING PANMDA
" AL, AOCTATONHOR A1 3RLUNTHI KONNLD AOKPOBOS. B npoTwenoM Ciyuas
KPOEN, CNTU3L W APYTINE NOTEHUNANBHO WHDILIMPOBSHHMS DPErMeNTE TRAHEH
NAUMSHTE MOTYT COMATE ONBCHOCTE WHDNLIMPOBIHNA WINW DAKDAMBHUA KONM.

o oW HCNONLICBEHIN HHCTPYMBHTE C WNOH HE NPUKECHITECH K WeNe. Mnbauu-

PYOUME BSLUSCTRA HA MITIS, HANPMMED, KDORL M YACTHILN CIUSKCTLIX oBano4ex
ASUMNEHTE, MOTYT COMAETL PMCK MHEDULMPOBENNA.

» Ha cBoprmBaiTe BEOANMYIO HECTL 8 KONbLIO AUSMETDOM MeHSS 15 cn. 310 MoweT
TIPNBBCTH K NOBPANALHNIO BEOANMAON HACTH.

* 3aNpewaeTen NPUKNALNEATS UWIBKITOUHOIG YCHITIA ANA OTIPGITHS UNW 30KPMTHA
UALLGNEK. DTO MONNT NPUBECTH K NOBPEMASHNIO WHCTPYMEHTH.

9.1 {Todsomoexa
E 3anacihie UNCMpPYyMeHMbL!
BCarad ROPKMTE REFOTOSE JANACHHIS NHCTPYMEHTYI,

—4-
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9.2 [Ipoespra

MCnanbayiive COTBETCTRYIWME KHAKBRAYANGHLIS CRAACTBA SBUMTL 8 COOTBETCTEMW
© MX PYKOBOACTSAMM NO SKCANYETALMN.

B Nposepxa cmepunsocmu yriaxoexu
BoUMARWE

He NPONIBORNTE CTEPMANIBLINIG NHCTPYMEHTA, DTO MONET COMAETL ONECHOCTS
MHDUUMPOBEHUN, BRIIRITE PAIRPANEHUE TRRHER, TOBDEKASHNE OBOPYACBANNSA
WIIM 81O HEUCNPABHOCTS.

MPOBBPETE CTEPUNBHYIO YIAXOBKY HD HAMMMWE PAIPLIBOS, HAMOKAHIA WM HAAOCTATON-
HOW MPMETWNHOCTY. ECNN SAMOTHLI KAXNS-NNGO NOBPENAGHHA CTEPUNLHAR YNax0osKM,

CTEPWIBHOCTS WHCTRYMEHTS MOWET GeiTh HOPYIWEHA, HE NONLIYHTECS MHCTRYMEHTOM.
B Busyansssiil ocMomp

CHuMIMTE KOMNEHOK C YALLAYSK LLIWNLIOS.

ONEPLB U SAKPLIE ALK & NOMOLLBIO NOABHAHOID KONbLS, YOSAUTECH B OTCYTCTBAK
ATCOAAWHMBLUMXEN HAN NACXD JBXPONNSHIMLIX MOCTEN.

YSaRNTOCE B TOM, CTTH NOTRMYTE NOABIOKHOS KOMBLO, MBS JEKPLIBMOTCN OANHAKOBO
9 BHIPOBHEHDI OTHOCHTENLHO APYT APYTa.

TP UCNONLIOBIHUM MHCTPYMEHTA G WINOH NOTAHNTE ROABMNHOS KOMKL0, YTOSK OTKD T

HALWANKK, M NPOBEPATE, YTOSN WA HE GuNG OTCOSANHENHE N HE NMONA BMAUMEIX
saruGon.

§ YOeanTech B OTCYTCTRMN SHINMTENbHLIX ASDOPMALMA, YPSIMEDHAX BLICTYTION, HEPOS-
HOCTSH WM OCTPLIX KPOMOK HE AWCTANLMOM KOHUS BEOANMOR YACTNH.

6 Hapensre nepuarxy W OCTOPCKHO NPOBSANTE NANLUANMH NO BCBH ANHHE BEOKIMON YCTH,
TOGLE BLINBNTD HAINMNG CABBNGHHLIX YHECTION, MPSIMEDHLIX NI NE0H, TRECHYTHIX
YNOCTEOR WM ADYIHX NOBPEABHWRA.

7 VSeaNnTeCs B OTCYTCTEMN TPRUWMH HO PYKOATKS.

B 7lpoespxa pabomocnocobrocmu

1 ChopuupyilTe NeTMO N3 BRORHMON HACTH ANAMETPOM NPHENUINTENLHO 20 CM.
* 2 ToaRWraiiTe NOARIKHOE KOMRLO H YSSAUTECE B TOM, NTO HGLLSMKH NAGEHO OTKPRISMOTCH

h W N -

0 IRUPHBTOTCN.

9.3 Swcnnyamayus

* He SROANTS WHCTDYMENT B JHAOCKON 683 HETKOR BUANMOCTH TN 0B30D3 IHRO-
cxOnd. HE NCALIYRTECH MNCTPYMENTOM, SCIM ANCTAMMHLID KOHOLY BEOAUMOTR BacTU
HE ONPAARAIRETCA & NoNe of30pa HAOCHONE WNKW HE PENTTEHOMPERMUSCINX KI0-
SpaneHUmY. 3TO MONET NPNBBCTH K TPABNMDOBEIANG NALMEHNTE, HANPUMED
CRPOBOLNPOBATE NOPDABALNIO TRAHEH, KPOBOTEUSHWUE NMW NOBPARALHIS
cmamncToll oBonouru,

* Ha crubaiire MOS0 SACTE INAOCKONS (M HE NEDAMSLUSHATS NOENEMHNK
LIMUOS, SCIN OH NCNCALIYETER) POSINMN ABIKEHIAMN, KOTAS ANCTANGHEIA KOHEY
PEOANMON YACTH BLIABHMHYT M3 AUCTRMLHOMD KOMIS SHROCKONA. JTO MOOKET NpK-
BECTN K TRASMMPOBEHINO NALMENTE, HENPHWED CAPOBOUMPOBETE NBPHOPELMIO
TXAHEH, KPOBATOMEHNS WK NOBPENAOIME CANICTOR 08onoumm.

-5-
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BHUMAHUE!

* Ecnu B Teuetue 0aHOR NPOUBAYPLI WHCTPYMEHT UCRIONb3YSTCA HECKONLKO Pal,
HeoBx0auMO Kaxabiil pa3 yGexaaThcs B OTCYTCTBUM MENONaaoK B ero paborte
" BHEWHUX AecdexTos. Mpu o6HapyXeHUK HBUCIPABHOCTER HE UCTIANbIYHTE
MHCTPYMENT. MonomMKka AUCTANbHOrO KOHL@, HaNPUMEep, OTCOBAUHEHHE
MaHUMYNALMOHHONW NPOBANOKM MOXET NPUBECTH K TPABMUPOBAHUIO NAUUEHTA,
HanpuMep CNPoBouMpoBaTh NepGOPaLMIO, KPOBOTEYEHHE UNTK NOBPEXACHUE
cnusucToit o6anouKu.

B Beedenue e 3ndocxon

BHUMAHUE!

* He 8BOAUTE UHCTPYMEHT B IHAOCKON, ECNU YALLENKH OTKPLITH. B npoTusHOM
CNyJae BOIMOXHO TPaBMUPOBAHUE NAUMEHTA C palBUTUEM nepdopauum,
KPOBOTOHEHUA UM NOBPEXAGHUA CNUIUCTOR 05QNONKK. TaloKe BOIMOXHO
NOBPEXAGHUS IHAOCKONA WINK MHCTPYMENHTA.

* He nepemewaiite u He BLIZBUrARTE UHCTPYMEHT PEIKUMU SBUNBHUAMU. 3TO
MOXET NPUBECTYU K TPABMUPOBAHMIO NAUMENTA, HanpUMep CNPOBOUMPOBaTD
nepdopaLnIo TK3HEN, KPOBOTEHEHUE UK NOBPEXACHHES CNUIUCTON OBANOUKK.
Taoe BOIMONGHO NOBPEXASHUE HAOCKONA WIHNU MHCTPYMEHTA.

* He npoasuraiiTe WHCTPYMEHT C CUNOR, €CNU BbI OUIYLLABTE CONPOTUBNEHNUE.
YmeHbwuTe crenetb usruba (Mnu onycTuTe NOABLEMHMK LUMNLIOB, €CNU OH
UCNONbIYETCA) ANA GECNPENATCTBEHHONO NPOBEAEHURA UHCTPYMEHTa. BaegeHue
UNCTPYMEHTA C YCUNUEM MOXET NPUBECTU K TPABMUPOBAHUIO NAUMENTA, BbI3BATL
nepcopauuio, KPOBOTEUCHUE UNK NOBPExAEHUE CnIucToR oBonouku. Taoxe
BOIMONHO NOBPEXAECHUE JHAOCKONE WKNK UHCTPYMEHTA.

OCTOPOXHO!

Mpu BBEAEHUN UHCTPYMEHTA B IHAOCKON NOABEAUTE €10 BNAOTHYIO K KNANaHy ANs
6MONCUM U PACNONONMTE NOA NPAMBIM YINOM K KnanaHy. B npoTusHoM cryyae
BBOAUMARA YACTb MOXET GbiTh NOBPEXAEHA.

1 Moranure Ha cebA NOABKNHOS XONBUO, HTOGL! 38KPLITH HALLEUKH, U BBEAUTE B KNanaH
Ans Guoncuu.

2 MpoasuradTe WHCTPYMENT, NOKA AUCTANbHLIR KOHEL BBOAUMON YaCTH HE NORBUTCA B None

o63opa arnaocxona.
’ B Basmue o6pa3ya mxanu

BHUMAHWUE!

¢ He npunaradite ycunuii X AUCTaNnbHOMY KOHLLY BBOAMMON YacTu, XOfAa OH Haxo-
AWTCA BENU3W TKaHGH NONOCTK TeNa. ECNU CNULLIKOM CHABHO NPUXaTL AUCTANbHLIR
KOHOU MHCTPYMEHTA K TKaHW B NONLITKE BIATL Gonbuumit, Yem Hyxaio, obGpasey
TK3HU, BOSHUKAET ONACHOCTL TPABMMPOBAHMA NAUWEHTA, Hanpumep, nepdopauuu,
KPOBOTEHEHUA UNK NOBPEXAEHUA CNUIMCTOR oBanouxu. He GepuTe TxaHu Sonbiue,
yem Tpebyerca.

+ BroncuA MOXET BLIIBATL KposoTeueHKe. Ecnu Bo BossMeTe Gonbiuoil oBpasey
TKGHU WNYW C CUNOW NPIKMETE AUCTANbHBIA KOHEL WHCTPYMEHTA K TK3HHW, PUCK
KPOBOTEUEHUA yBenuuuTCA. BainontaiiTe 6uoncuio TONbKO B TEX TOMKAX, B KOTOPbIX
310 HeobxoAuMO.
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1 UroBul marms 0BPAIY HYNMOR TXEHN, KSTHGARTE NOABIOKHYIO HYACTL KM NPOARNHITe
NHCTPYMEHT, MOKA OF HE ROCTUIHET 3ARBHHOMN YHacTxB.

2 TepeaBNHATE NGARINKHOS KONBUO BNSPEA, HTOSM OTKDWITE YRLIEHKM.
3 NpwsmTe OTKPLITHIS HZLMHKIK K HYNHON TRAHY,
4 Noranume Ha CalA NOABMNGIOS KOO, TG BINTL O5PSISL TKAHM.

B Masnevenue uncmpysenma u3 SWdocKona

BHUMAHNE

* He waanexadre GuoncuilHne WHNu, ecni TpyGke shaockona usorHyra. Mpe
ITOM MAHUMYTLMOHHON NPORONOKIS MONEBT JTCOBAUNNTRCA OT GHONCHINLIX
ALK, UBCTE MAHNITYIIALMOHHOR NPOBGNOIG! MONET GhiTh NOEPENASHE,
OTAS/IMTIRCA W BMINACTH B NONOCTH TANE NALMAHTA, W NPOBONOKE MONET
BLICTYNATE HAPYXY U NOBPAAUTE JHAOCKON WAMNKH BLIBATL KDOSOTENEHNE
G0 NOBPEXASHNS CNUMCTON obanoqmu. Micnonssosarne oBopyxoasHun
€ GTCORAMIMBLLINMCR NDOBONOKM MONET BUIGETE KPOBOTEUSHNS NN NOBPAXASHKE
crmsnctroll oBonaunn.

o ECNN MEHUNYNMUMOHHAR NPOBONOKA JTCOSAMNMIGCH OT YELISUEK, HEMEANBHHG
NPEKPATUTE HCNONLIOBENNE HHCTRYMENTA. MNPy TCOBRMNEHIKN NPOBGNOKM Nk
MOMETE [OMYBCTROBATE HASONDILOE CONPOTWRNGHHE UNW OTCYTCTENG CONPOTH-
ANSHUA NPH NSPEMBLIBHIM NOABIKHOMD KONLLA, M BIWM OULYLSHUA NPN
MAHNYTIALUY UHCTDYMEHTOM MOFYT CYLSCTRSHNO OTIIWNETRCH OT TONO, YTO
APOWCXOANT HA CAMOM A&NG. ECIM Rbi NOMYSCTRORANM CYLISCTRONHOE HIMBHNEHUE
8 XAPAXTOPE MAHNIYYTIAUMA & MHCTRYMENHTOM, NPOBEDLTE, HE OTCORAMNNNACS NW
NPOSONOKS OT HALIBUSX.

* ECnu MaHuNyNAUMOHNHON NPORONON OTCORRHHNMCA B TO BPAMA KK WML AR
Guoncuit BESRSHL B FHAOCKON, CHAMENA &0 YNOPA MPOABHHLTS IGABINIIOS KOMbLO
& NDOKCHNANGNOM HENPARAGHNMN, YTOOM HRLLGUKN OKSIANUCE KAK MOXHO GnuNm
K ARCTANBHOMY KOHLY 3HAOCKONA. JaTEM UIRIGRMTE WMNLIM ANA SHONCHW W 3HA0-
CIXOM K3 TRNA NAUMSHTE KAK RWHOS LIBN08 C NCKNINHTANLHON OCTOPONHOCTING,
Mummmwmsnnmmlm.mlm
NALUMNSHTE HE OCTRNOCH HACTEH MIHMTYNAUMOHHON NPOBCNOKN.

* He Hssnexaime NHCTPYMEHT M3 IHACCKONA SWCTPLIM ABIMSHNEM, JTO MOMmeT
npmutpmﬁpummmﬂnamwuxm«mmﬁ
NAUMNGHTE N COABTE OAACHOCTS MHDWLINPOBEHUA.

* « He n3mnesaiiTe MHCTPYMEHT #3 JHAOCKONE, SCIIN HRLIEUKN OTEKDLITH. ITO MOKET
MPUBECTY K NOBPEXAGHNIO JHAOCKONE WM MHCTRYMENTS.

o ECNu #38NG4aNNS SATPYAHSHO BCNEACTRNS CUNLHOM CONPOTHRIGHNA, MIMEHUTS
YTON HANTONE SHAOCKONS TAK, YTOGW WHCTPYWMSHT MONGIC GblNo SECHIPENNTCTRSHHO
MIRNENS. MIGKITONHOR YCUNNE NPU UIBSEUSHIN MEONST NPUBBCTI K NOBPEKABHUIO
MHCTRYMEBHTE WM JHROCKONA,

T Ecnw sngocxon o5OpYACSEN NOAREMHHKOM LMNLION, OITYCTHTE NOARSMHKK LLMALOS.
2 MOTAHUTE Ha CO0A NOABIKHOS KONLLO, YTOBHL! SAKPHLITHL USHLSNKM,
3 Vsanexure WHCTPYMOHT 3 3HAGCKONA.
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10 Ymunu3sayus

BHUMAHWE!

* Mocne UCNONLIOBAHUA YTUNUIUPYWTE MHCTPYMEHT Hagnexaumm oGpaom.
Npw HapyweHuy NPasun YTUAK3ELUMK HCNONBLIOBAHKOO MHCTRYMENTA OH MOXET
CO3AaTh PUCK HHODUUMPOBAHUA WNK CTATL NPUUMHOR TPABMUPOBAHUA
nonbLoBarens.

¢ [aHHbili HHCTPYMEHT ABNAETCA OAHOPAIOBLIM U NPEAHASHAYEH ANA OAHOKPATHOrO
npuMeneHun. He ucnonesydte NOBTOPHO U He CTepunuyiTe. MoaTopHoe
UCNONLIOBANKE UHCTPYMEHTA MOXET CO3AETh ONACHOCTL MHAULIMPOBAHUA
UNW PEVPANBHUA TKAHOIR, 2 TAIOKS NPUBECTH K HEUCNPABHOCTAM 8 pabore.

Mocne UCNONBIOBAHUA UHCTPYMEHTa YTUNUIUDYWTE €ro Haanewalmm o6pason.

— MWsroroButenn — — fucrpubyrop —
‘ OLYMPUS MEDICAL SYSTEMS CORP. QEEG.YIMW!ICO.KG
2061 lshkewe-cho. Hechioj-shi, TOKYO 102-3607, JAPAN Wendensirade 20, 20007 HAMBURG, GERMANY
Tan 8% 42 042211, Postiach 10 49 08, 20034 HAMBURG, GERMANY
Sanc +8Y 42 648-2429 Tan +4Q 40 23773-0
000 OMMNAC MOCKBA
107023 Pocoss ¢ MOCKEBA, wn. InexTpasasagcxan, § 27, cp. §
Ten +7 48892070 77
Rara soitycxa 2022-03-08 ©2019 OLYMPUS MEDICAL SYSTEMS CORP. 8ce npasa salmuen.
RK0392 02 -8-
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[lonosiHeHMe K MHCTPYKLMW MO NMPUMEHEHUIO Ha MEAULIMHCKOE U3MeNMe:
«LLLlnunubl Ans 6MONCMK 0HOPA30BbIE, B BapUaHTaX UCMNONHEHUS»

Supplement to instructions for use for medical device:
«Single use biopsy forceps, in variants»
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HedopManug, cogcpARmMascs B JAHHOM NPHJIOKCHHH, HMeeT npHopurer 8 PO Han cBeAcHHEMH, YKA3AHHLIMH B MHCTPYKIHH WO
NpEMeHeRHI0 HA MeuuEnckoe mageane / The information contained in this appendix has Principles underlying the work of medical device
ority in the Russian Federation over the information specified in the instructions for use for the medical device

HanMenonanue MeAHIHACKOT0 HIXC/HS

Name of the medical device

Il{pnis ans 6HONICHE O/JHOPA3OBLIC, B BAPHAHTAX HCMIONHEHHA:

1. Itunust s Guoncry oaropasoesie FB-215U, B cocrane:
1.1.11{amss ana Guoncun oanopasosue FB-215U — 20 .
1.2.MHCcTpyKIHa N0 NpREMeHerHio — 1 .

2. I{pmus s 6roncun oaxopasosbie FB-225U, B cocrase:
2.1.11unues ans Guoncur oxHopasoskie FB-225U — 20 mwr.
2.2.IncTpyXnEa 1O NPHMEHESHHIO — 1 WT.

3. Il{nmme: ana 6uoncun oxsopasoseie FB-235U, n cocrabe:
3.1.11unue s Groncrn oguopasosnie FB-235U — 20 mr.
3.2.HcTpyxnus mo npumMeHeHuio — 1 mr.

4, Il{amys i 6uoncau ogropasobsic FB-245U, B cocTase:
4.1. 1w s Guoncuu ogHopasossie FB-245U - 20 mr.
4.2 MucTpykius o NpEMeHeHno — 1 mT.

Single use biopsy forceps, in variants:

1. Single use biopsy forceps FB-215U, contains:
1.1.Single use biopsy forceps FB-215U - 20 pcs.
1.2.Instructions for use - 1 pc.

2. Single use biopsy forceps FB-225U, contains:
2.1.Single use biopsy forceps FB-225U - 20 pes.
2.2.Instructions for use - 1 pc.

3. Single use biopsy forceps FB-235U, contains:
3.1.Single use biopsy forceps FB-235U - 20 pcs.
3.2.Instructions for use - 1 pc.

4. Single use biopsy forceps FB-245U, contains:
4.1.Disposable biopsy forceps FB-245U - 20 pcs.
4.2.Instructions for use - 1 pc.

Caefiennd 0 NpoHIBOARTENE MeqHIENCKOro miaeans/ Information about manufacturer of the medical device

Pa3zpaBoranx / Ipouasoaurens: Developer / Manufacturer:

OLYMPUS MEDICAL SYSTEMS CORP. (Omummac Memuxan | OLYMPUS MEDICAL SYSTEMS CORP. (Omammac Megukan
Cucremc Kopn.) Cucremc Kopn.)

2951 Ishikawa-cho, Hachioji-shi, Tokyo 192-8507, Japan (Slnonns) 2951 Ishikawa-cho, Hachioji-shi, Tokyo 192-8507, Japan (SInonus)
MecTo npou3BOACTBA: Places of production

OLYMPUS VIETNAM CO., LTD. OLYMPUS VIETNAM CO., LTD.

8 Street, Long Thanh Industrial Zone, Tam An Commune, Long Thanh
District, Dong Nai Province, Vietnam (BseTham)

8 Street, Long Thanh Industrial Zone, Tam An Commune, Long Thanh
District, Dong Nai Province, Vietnam

Knaccudnxaunua meganurcexoro maeans/ Classification of the medical device

Kiiacc B 3aBHCHMOCTH OT YIOTCHIHAIBHOTO PHCKA NPHMEHEHHS — 2a.

Class depending on the potential risk of use — 2a.

Tyl B WIHTEABHOCTH KOHTAKTA ¢ OPraHH3MOM YENIOBCKA:

Ilmmyr Ans GHONCHH OXNHOPA3OBRIC — KPATKOBPEMEHHBIH KOHTAKT
(MeHee 24 yacoB) (XaTeropas A) ¢ MATKHMH TKaHSAMH.

Ko/madox IMNIOB — KPATKOBPEMCHHEIM ONOCPCAOBAHHEIA KOHTAKT
(MeHee 24 yacon) (kaTeropns A) ¢ MATKHMH TKARAMH.

Type and duration of contact with the human body:

Single use biopsy forceps — short-term contact (less than 24 hours)
(Limited exposure — A) with soft tissues.

Forceps cap — short-term indirect contact (less than 24 hours) (Limited
exposure — A) with soft tissues.

KpatHOCTL  NpUMeHEHHS  MEARUWHCKOTO  H3feNHA M3JIeAne

Muttiplicity of application — a single-use product

2
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OXHOKPATHOINO NMPHMCHCHHA

HHBa3sHBHOCTE — METHIMHACKOE H3ACJIHC HHBASHBHOE, BBOJHMOC 4epes
POTOBYIO NOJIOCTB.

Invasiveness — a medical device is invasive, introduced through the oral
cavity.

CreprmsHOCTD — METHIHHCKOE H3ACIHE CTEPUIIBHOE.
Merox cTepHIUu3alHE — CTEPHIHIANHSA FAMMa-R3TYUCHHEM.

Sterility — a medical device is sterile.
Sterilization method is gamma radiation sterilization.

HajHaueHne MeAHIHHCKONO H3ACARN

Intended use of the medical device

JlauBLie HHCTPYMEHTH NIpeHA3HAYCHH JUI1 NPAMEHEHHSA ¢ 3HA0CKONAMH
npou3BoACTBEa KomnaHuu Olympus ¢ ueasio R3gTHS 06pasiioB TKAHH A3

MTHICBAPHUTCIIBHOIO TPAKTA.

These instruments have been designed to be used with an Olympus
endoscope to collect tissue within the digestive tract.

Hoxaranus

Indications

JlaHREle HHCTPYMCHTH OpCAHA3HAYCHHW IS NPHMCHCHHE C
3HIZOCKONAMH mpoH3pofcTBa KoMmamvH Olympus ¢ Ienbio B3gTHA
0o0pa3suos TKARK H3 MAKIEBAPATENLHOIO TPAKTA.

These instruments have been designed to be used with an Olympus
endoscope to collect tissue within the digestive tract.

IpoTHBONOKAIAHAN

Contraindications

Ipormponoxasanuit e npumenchus [llurmos ans  Groncam
OHOPA3OBLIX HET.

No contraindications identified for the Single use biopsy forceps.

Boamoxnble ocnoxHensn B nofovHbIC 3PdexTil NP NPAMEHCHHEH
MH

Possible complications and side effects

Ilpn HeHamuexameM HCHONB3OBAHUM  MCNMIMHCKONO  H3ACHHN
BO3MOXHEI ClIEAYIONHE OCNOXHEHNS H To6ouHke pdexTnr:

e Unduumporauue naunenTa;
Bocnanenne ciu3ncrol;
TospexncHue, B ToM THCAE Nepdopalig M0A0T0 Opraua;
Kposoreuenue;
HuopoaHoe TeNno B XeNTy0UHO-KHINEYHOM TPAKTE (B pe3ysTaTe
MONIOMKH IITUIILIOB).
Coobmenns o noboaHRX pdpexrax H OCNOKHEHUAX OCHOBHBAIOTCA HA
JAHHEIX JIHTEPATYPHl H KIMHUYMECKOTO OnMWra H oOBgcHMOTCH
pasnHUHRIME (haxTOpaMH (TAKHMY KaK OTKIOHCHHE OT PEKOMEHAAMI
HHCTPYKUMH MO OKCIUTYaTQi[HHM), CBA38HBI C SHAOCKOMHYECKMMH
NPONCAYPAMH U ABJAIOTCA HIBECTHHIMH PUCKAMH.
Hu B osgHoM B3 coobmicHnmit He Grnia NOATBEPXACHA PONb UIUILIOB KAK

HENOCPEACTBEHHOA NpWUYMHBI pajlBuTHA nobouHbIX 3pdexToB
ocnoxHeHnH y manueHToB, OCHOBLIBASCH HA COOTHOIIEHAH BEPOSTHOCTH

The following complications and side effects may occur if the medical
device is used improperly:

Patient infection;

Tissue inflammation;

Mucosal damage, including perforation of the organ;

Bleeding;

Foreign body in the patient (in the case of the device breakage).
The reports on side-effects and complications were based on literature
data and clinical experience data, are known and foreseeable risks and
were attributed to various factors (such as deviation from the Instructions
manual), were endoscopic procedural related and its associated known
risks.

None of these reports substantiated the use of this device as the direct
cause of these side-effects and complications in patients. based on the
probability and severity, these risks of the use of the medical device are
considered acceptable.

3
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X HactynneHma wn CTeneHn TaXKeCcTn, BCE BO3MOXHbIE PUCKN
ncnosb3oBaHNA MEAULIMHCKOTO n3pennAa MOryT cymnTaTbCA
npuemMnemMmbiMn.

YcnoBus NpuMeHeHUs Usage conditions

MeauumMHCKOoe n3aenve npefHasHaueHo Ans Ucnonb3oBaHus B ycnosusx The medical device is intended for use in hospitals and medical and
60/IbHUL, 1 NIe4eOHO-NPOPUNAKTUYECKUI YUPEXAEHWA. preventive institutions.

OCHOBHbI€ TeEXHNYECKME N DYHKLMOHA/TbHbIE XapaKTEPUCTUKN Main technical and functional characteristics

Tabnuua | - OCHOBHble TeXHUYecKMe xapakTepuctukm / Table 1- Main technical specifications

LWunue! gns 6KFOPELIL,  LLimnubl ana 6uoncuii Wunus! gnsa 6uonesy,  WAUBIAA 6roncun
ofHopasoBble FB-SiSU  ogHopasoBble FB-2J5U  ogHopasosble FB-235U  oAHopasoBble FB-245U

XapakTepuctukal Specification /Single use biopsy / Single use biopsy /Single usebiopiv / Single use
fom m fM rn forem 1143ly ftww ffcM W
r intnenni/faief 1

Macca, r+ r/ Mass, g+ ¢ 53,8 £5% 54,6 5% ! 53,4 £5% 54,2 + 5%

O6ulas anuHa, Mm = Mm / Total length, mm £ mm 2460 + 5% 2460 + 5% 2460 + 5% 2460 + 5%

[OnuHa paboyein yactu, Mm ir:]nrnrll]/Workmg part length, mm * 2300 + 5% 2300 +5% 2300 + 5% 2300 +5%
LU npuHa KaHana CoOBMeCTUMOr0 3HAOCKONa, He MeHee, MM / 28 28 28 28

Channel width ofthe compatible endoscope, at least, mm * ' ' '
WwnpnHa OTKPbITMA ualleyek, He MeHee, MM £ MM/ 6.9 6.9 6.9 6.9
Cup opening width, not less than, mm £ mm

Tpyb6Ka, Makc. anamertp, MM+imMnl\: / Tube, max. diameter, mm 2.45 245 245 1 245

LLlepoxoBaTOCTb NOBEPXHOCTY Yalleyek, He 6onee, MKM / Cup

1,6 1,6 1,6 1,6
surface roughness, not more than, pm
5 1
TBEpAOCTb Yaweuek, He meHee, HRC / Cups hardness, not less 55 55 55 55
than, HRC
MpoyYHOCTb cOoenHEHNS COCTaBI-IbIX yacTein nsgenuns, He 196 196 196 196
meHee, H / Strengthess of connetion parts, not less than, N
Ycunve nepemelyeHns NOABUXKHOIO KONbLa AN OTKPbIBaHUA
yalleyek WMNUoB, He 6onee, H / Necessary force to push the 29,4 29,4 29,4 29,4

slider for opening the forceps cups, not more than, N
Ycunue nepemelLeHns NOABMXHOIO KOJbLa AN 3aKpbiBaHUS
yalwleyek wmunuoBs, He 6onee, H / Necessary force to pull the 98 98 98 98
slider for closing the forceps cups, not more than, N
Konnayok wmnuos, AnMHa, Mm £ Mm /
Forceps cap, length, mm £ mm
Konnayok wmnuos, gnameTp, Mm £ mm / 34+ 5% 34 +5% 3,4 £ 5% 3,4+ 5%

20 £ 5% 20 + 5% 20 £ 5% 20 £ 5%
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Forceps cap, diameter, mm £ mm
Wrna, paguyc nputynneHus, He 6onee, mm / Needle, blunting
radius, not more than, mm
Wrna, makc. guametp octpus, mm / Needle, max. tip diameter,
mm

OnucaHve NPUHAANEXHOCTEN, MeaULIMHCKUX n3aenuii unu nsgenunin, Key accessories, medical devices or non-medical devices, to be used
He ABMAWMUXCA MEAULUHCKUMKU, HO MNpeaycMOTpeHHbIXx ana in combination with medical device submitted for registration
MCMOMb30BaHNSA B KOMOMHALMK C 3aB/IeHHbIM MeAUUMHCKMM  (annex)

n3genviem (L0NosIHeHMe)

Tabnuua 2 - CBefleHNss 0 MeANLIMHEKNX uU3aenusax, npeaycMmoTtpeHHble Table 2 - Information on medical devices intended for use in combination
ANSi UCMOMb30BaHMS B KOMGMHAUMM C 3asBNeHHbIM MeguuuHckum  With this medical device

n3genvem

— 0,06 — 0,06

_ 0,45 - 0,45

HfuneoiFMD RMiiiratilon Cfiiiteite
HaumeHoBaHue MW * perncTpaumoHHOro GIF-FO260Z FSZ 2009/04955
GIF-H190 RZN 2014/1906
GIF-FO260Z "acTpoBuaeockon ®C3 2009/04955 GIF-H180J FSZ 2011/10656
GIF-FI190 MacTponHTECTUHANbHbIV BULEOCKON P3H 2014/1906 GIF-X0260 FSZ 2009/04955
GIF-H180J MacTpomMHTeCTUHANbHBbIN GIF-H185 RZN 2015/3464
BMAEOCKON ®C3 2011/10656 GIF-H170 RZN 2015/3431
GIF-X0260 MacTposugeockon ®C3 2009/04955 GIF-2TH180 FSZ 2011/10656
GIF-H185 lactposugeockon P3H 2015/3464 GIF-XTO160 RZN 2015/3464
GIF-H170 Bnpaeockon racTpOMHTECTUHANbHBbII P3H 2015/3431 GIF-LVI FSZ 2012/12490
GIF-2TH180 MacTpoMHTeCTUHANbHBIN GIF-HO190 RZN 2014/1906

®C3 2011/1

BUAEOCKOM €3 2011710656 GIF-1TH190 RZN 2015/3464
GIF-XTO160 MactpoBugeockor P3H 2015/3464 GIF-1100 RZN 2023/19459
GIF-LV1 MacTponHTECTUHANIbHbIA BUAEOCKON ®C3 2012/12490 GIF-EZ1500 RZN 2023/19902
GIF-HQ190 MacTpoMHTECTUHANbHbBIN P3H 2014/1906 CF-FH260AZI FSZ 2009/04955
BUA€OCKOnN CF-FH260AZL FSZ 2009/04955
GIF-1TH190 lMacTposumaeockon P3H 2015/3464 CF-H1701 RZN 2015/3422
[facTpPONHTECTUHASIbHbIA BUAEOCKON P3H 2023/19459 CF-H170L RZN 2015/3422
GIF-1100 CF-H180Al RZN 2015/3464
["acTpoMHTEeCTUHA/IbHBIN BMUAEOCKON P3H 2023/19902 CF-H180AL RZN 2015/3464
GIF-EZ1500 CF-H185I RZN 2015/3464
CF-FH260AZI KonoHoBugeockon ®C3 2009/04955 CF-H185L RZN 2015/3464
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CF-FH260AZL. Kononosageockon OC3 2009/04955 CF-H1901 RZN 2014/1906
CF-H1701 Buaeoxonorockon P3H 2015/3422 CF-H190L RZN 2014/1906
CF-H170L BraeoxonOHOCKOI P3H 2015/3422 CF-HQ1901 RZN 2014/1906

CF-H180A] KonoHopuacocKon P3H 2015/3464 CF-HQI190L RZN 2014/1906
CF-H180AL KononoBHAEoCKON P3H 2015/3464 CF-LV1I FSZ 2012/12490
CF-H185I KonoHoBEACOCKON P3H 2015/3464 CF-LVIL FSZ 2012/12490
CF-H185L KononoBuaeockon P3H 2015/3464 CF-Q180AI RZN 2015/3464
CF-H190I BraeokooHOCKON P3H 2014/1906 CF-Q180AL RZN 2015/3464
CF-H1%)L BuaeokonoHOCKOI P3H 2014/1906 PCF-H190DI RZN 2015/3464
CF-HQ190] BuieoxonoHOCKON P3H 2014/1906 PCF-H190DL RZN 2015/3464
CF-HQ190L BuaeoxonoHoCKON P3H 2014/1906 PCF-H1901 RZN 2014/1906
CF-LV1I Baneoxononockon $C3 2012/12490 PCF-H190L RZN 2014/1906
CF-LV1L BacoK0OIOHOCKON OC3 2012/12490 PCF-H190TI RZN 2015/3464
CF-Q180AI KonoRosuaeockon P3H 2015/3464 PCF-H190TL RZN 2015/3464
CF-Q180AL KonoHoRHAEOCKOMN P3H 2015/3464 PCF-HQ1901 RZN 2015/3464
PCF-H190DI Kononornaeockon P3H 2015/3464 PCF-HQ190L RZN 2015/3464
PCF-H190DL Kononosuzaeockon P3H 2015/3464 PCF-PH1901 RZN 2014/1906
PCF-H190] BraeokonoHOCKOMm P3H 2014/1906 PCF-PH190L RZN 2014/1906
PCF-H190L Braeokonorockon P3H 2014/1906 CF-HQ1100DI RZN 2023/19910
PCF-H190TI Kononosugeockon P3H 2015/3464 CF-HQ1100DL RZN 2023/19910
PCF-H190TL KonoHOBHAEOCKON P3H 2015/3464 CF-EZ1500DL RZN 2022/19051
PCF-HQ190I Buaeokononocxon P3H 2015/3464 CF-EZ1500D1 RZN 2022/19051
PCF-HQ190L Konononnaeockon P3H 2015/3464 SIF-Q180 FSZ 2008/01099
PCF-PH1901 Buneoxononockon P3H 2014/1906
PCF-PH190L BraeoxonoHockomn P3H 2014/1906

Brneokononockon CF-HQ1100DI P3H 2023/19910

Buaeoxononockon CF-HQ1100DL P3H 2023/19910

Buzaeoxononockon CF-EZ1500DL P3H 2022/19051

Buneoxonowockon CF-EZ1500DI P3H 2022/19051

Curmasugeockon rnbxuii SIE-Q180 OC3 2008/01099

MOHIHHCKOT 0 N3OSN

Crenenng o JIERAPCTBEHHBIX CPEACTBAX BIOANIIAX B COCTAB

Information about the medicines included in the medical device

Henpumeanmo. MeaMIHECKOS HIIECTHE HE COACPXKAT B CBOEM COCTane

Not applicable. The medical device does not contain any medicinal
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NeKapCTBEHHbIX CPEACTB.

CsefieHnA c MaTtepunanax YXMBOTHOr0/4en0BeYEeCKOro
NMPOUCXOXKAEHNA
HenpumeHnumo. [laHHoe MeAMLMHCKOE uU3genne  He

martepuanbl XXUBOTHOIO 1 (MNKN) YENI0BEYECKOTrO MPOUCXOXAEHNS.
CsefieHMsA 0 MapKUpPOBKe (LOMNOSTHEHWE)

products.
Information about materials of animal/human origin

cogepxut Not applicable. This medical device does not contain materials of animal

and / or human origin.
Labeling (annex)

Tabnuua 3 - PaclungpoBKa CMMBO/IOB MapKMpoBKkK (“nononHeHuwe) / Table 3 - Explanation of abelin™ symbols (annex)

<amaYByLEOL

CE... **

O6paTUTECh K MHCTPYKLMM NO NPUMEHEHWNIO NN K
WHCTPYKLMM MO MPUMEHEHUO B 31EKTPOHHOM

BUAE

He ncnonb3oBaTb Mpy NOBPEXAEHWUN YNaKOBKM 1
06pPaTUTLCA K MHCTPYKLMMN MO NPUMEHEHNIO

He ponyckaTb BO3Ae/CTBUA BNarun

CpoK rogHocTu

CpoK  TOAHOCTU  MeAUUMHCKOro  u3genvs  (CPOK  COXpaHeHus
CTepunbHOCTH) - 5 feT.
MopafoK  OCYWECTBAEHWUS  yTUAM3aUMW W YHUYTOXKEHUSA

MEeANLMHCKOro n3fenus (4ornosiHeHue)
Vicnonb3oBaHHbIE M3aenusa cnefyeT YTUAN3MPOBaTb B COOTBETCTBUM C
TpeboBaHuaMKU CanlNMunH 2.1.3684-21, oTxo4bl Knacca b.

Heuncnonb3oBaHHble M3fennsa, BKAOYasa U3LENNA C UCTEKLLIMM CPOKOM
rofIHOCTW, YNaKoBOYHbIe MaTepuanbl yTUAN3UPYHOTCA B COOTBETCTBUM C
TpeboBaHnamMM CaHlMunH 2.1.3684- 21, oTxoabl Knacc A.

3naUucHn»

3HaK cooTBeTCTBMA AnpekTmBe EC

[NMepeyeHb HOPMATUBHLIX p,OKyMeHTOB/CTaH,U,apTOB,
COOTBETCTBYET MEANLUMNHCKOE 1U3aenne

KOTOPbIM

Conformity mark to EU directives

Consult instructions for use or consult electronic
instructions for use

Do not use if package is damaged and consult
instructions for use

Keep dry

Shelf life
Shelf life of medical device (sterility preservation period) is 5 years.

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 regulatory documents/standards which the medical device
complies with

Tabnuua 4 - MepeyeHb HOPMATUBHbIX OKYMEHTOB/CTaH/apTOB, KOTOPbIM COOTBETCTBYET MeMLUHCKOe usaenue /

Table 4 - List of regulatory documents/standards which the medical device complies with
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njpailiglfftMMft ctaHgapT / AppUad
gfiPdard

EN I1SO 13485

ENISO 14971

EN 62366

EN 62366-1

ENISO 10993-1

EN ISO 10993-5

ENISO 10993-10

EN ISO 10993-11

ENISO 10993-12

ENISO 10993-17

EN I1SO 10993-18

EN ISO 11137-1

ENISO 11137-2

EN ISO 11607-1

EN ISO 11607-2
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TKKaHTbI™ NBHMaHsenbI#

OnwucaHne

N3genna wmeanumHckue. Cuctembl
Tpe6oBaHWsA 419 Lenei peryanposaHus
N3genna meguuuHckue. TlpuMeHeHWe MEHefXXMeHTa pucka K
MeAULUHCKUM W3LennsmM

N3penus meguunHckue. MpoekTupoBaHue MeAULMHCKUX U3aennii
C y4YeTOM 3KCNyaTauMoHHOW NPUTroLHOCTM

M3penna meguumHckue. Yacte 1. NpoekTupoBaHme MegnLMHCKUX
n3nenuii ¢ y4eTom 3KCNayaTauMoHHOW NPUroAHOCTH

N3genna wmegmumnHckue. OueHKa OMOMOrNYecKoro [feincreus.
Yactb 1. OueHKa M ucclefoBaHUA B MNpoLecce MeHeLKMeHTa

MeHeoXXMEeHTa Ka4decTBa.

pucka

N3pgenna wmeguumHcknme. OueHka 6MONOrMYecKoro [Aencrseus
MEAUUUHCKNX  U3[enuii. Yactb 5. NccnepoBaHns Ha
LMTOTOKCMYHOCTbL: MeTo/bl in Vitro

N3pgenua MeguumHckme. OueHKa 6GMONOTMYECKOro [AelicTBuA
MeAULUMHCKNX n3aenni. YacTtb 10. McecnegosaHus

pasapaxarLero u CeHCUBUIN3NPYHLWEro AecTBNSA

N3genna wmeguumHckue. OueHka 61M0M10rMYeckoro [fencraus.
Yactb 11. NccnegoBaHuMs 06LETOKCMYECKOTO AeliCTBUSA

N3genna wmepunumHckme. OueHKa 6MOMOTMYECKOro [AeincTeums
MeAULUHCKUX mn3genunidi. YacTb 12. MpurotoBneHue npo6 wu
KOHTPO/bHbIE 06pasLbl

WN3genna wmepuumHckme. OueHKa 6MONOTMYECKOro [fencTeums
MEeAULUHCKUX un3gennii. YacTb 17. YcTaHOB/MeHUE MOPOroBbIX
3Ha4YeHWi 415 BbIMbIBAEMbIX BELLEC3B

WN3genna wmeanumHckme. OueHKa 6GMONOTMYECKOro [AeincTeums
MeAULUHCKUX mn3aennii. YacTb 18. MccnefoBaHWe XUMMYECKUX
CBOICTB MaTepnanoB B paMKax npolecca MeHe>KMeHTa pucka
Ctepununsauma  MeAULWHCKOW  npoaykuuwn.  PaguauuoHHas
cTtepunusaums. Yactb 1. TpeboBaHua K pa3paboTke, Banujauum un
TeKyLlleMy KOHTPO/IO npouecca cTepunusaunum MefuLnHCKUX
n3genni

CTepunusaumsa  MeAMLUMHCKONW  npogykuuu.  PagnaumoHHas
cTepunusayma. YacTb 2. YCTaHOB/IEHWE CTEPUIN3YIOLLER J03bI
YnakoBka AN MEAULMHCKUX M3aenuii, nognexawmx QUHULWHOWRA
cTepunusauumn. Yactb 1 TpeboBaHMsA K MaTepuanam, 6apbepHbIM
cucTeMam Ans ctepunmnsanmm U ynakoBoYHbIM CUCTEMAM
YnakoBka AN MeAULUMHCKUX M3[ennid, nognexawmx QUHULLHON

Description

/itiiidardi sapplM bl tlienfliiiiAietnivr

Medical devices - Quality management
Requirements for regulatory purposes

Medical devices - Application of risk management to
medical devices

Medical devices - Application of usability engineering to
medical devices

systems -

Medical devices - Part 1: Application of usability
engineering to medical devices
Biological evaluation of medical devices - Part 1

Evaluation and testing within a risk management process

Biological evaluation of medical devices - Part 5; Tests for
in vitro cytotoxicity

Biological evaluation of medical devices - Part 10: Tests for
skin sensitization

Biological evaluation of medical devices - Part 11: Tests for
systemic toxicity

Biological evaluation of medical devices - Part 12: Sample
preparation and reference materials

Biological evaluation of medical devices - Part 17:
Toxicological risk assessment of medical device constituents

Biological evaluation of medical devices - Part 18:
Chemical characterization of medical device materials
within a risk management process

Sterilization of health care products - Radiation - Part 1:
Requirements for the development, validation and routine
control of a sterilization process for medical devices

Sterilization of health care products - Radiation - Part 2:
Establishing the sterilization dose

Packaging for terminally sterilized medical devices - Part 1:
Requirements for materials, sterile barrier systems and
packaging systems

Packaging for terminally sterilized medical devices - Part 2:



e -

crepigsanud. Yacts 2. TpefioBaHAan X BANRNALMH MPOIECCOB
repMeTH3AUHH B COOPKH

EN IS0 11737-1

Validation requirements for forming, sealing and assembly
processes

CTepumizaiid MeAHOEHCKHX 3fenuit. MukpoGHonoruueckue
Meronnl. Yacts 1, OneHka NONynsuMH MUKPOOPTAHHIMOR HA

Sterilization of health care products — Microbiological
methods — Part 1: Determination of a population of
microorganisms on products

Hazenus mepnnmeckne, CHMBONE, NPHMEHSEMLIS 1A NepeaaIn

Medical devices — Symbols to be used with information to

t

I'OCT P 53469-200%

EN ISO 15223-1 andopuaumy, npesocTasnsemod mirorosureneM. Yacts 1. | be supplied by the manufacturer — Part 1: General
OcHosrnie TpebonaHmn requirements
EN Hudopmauus, npeaocTansemMan npoussoauTencs Meaummuckax | Information supplied by the manufacturer of medical devices
1041 a
Onreea u ormuueckne npufopu - Jnpockonn W mprGopu | Optics and photonics - Medical endoscopes and endotherapy
ISO 8600-1 O6mue | devices - Part 1: General requirements

AHAOTEPATICBTHYCCKHE  MeAHLMHCKHe - Yacts 1@

ST EHNONE I N U T
Omruxa u onTHveckMe npubopel. JHgockomB M NPHOOPH
InmoTepanesTHYeckue Meammumckne. Yacrs 1. Obume
TpeGoBarna

GOST R 53469-2009 Optics and photonics. Medical

endoscopes and endotherapy devices. Part 1. General

requirements

TrOCT ISO 11607-1-2018

Vnakoska Il MSIHIHHCKMX MafenHll, NoIexamuX HHHNNHOMN
crepammalig. Yacte 1. TpeGoranun k MarepuanaM, GaphepHmiM
CHCTEMAM IR CTEPHANBLMHY H YITAKOBOTHEIM CHCTEMAM

TOCT ISO 14971-2021

GOST ISO 11607-1-2018 Packaging for terminally
sterilized medical devices — Part 1: Requirements for
materials, sterile barrier systems and packaging systems

Hapeawn sepmumrcxne. JIpAMCHEHHE MCHCIKMERTA PHCKE K
MEAHIMHCKEM H3NCTHAM

GOST ISO 14971-2021 Medical devices. Application of risk
management to medical devices

FOCT P M3K 62366-1-2023

Hanenun mepuunuckue. Yacts 1. [Ipoexrapopatie MeARIMHCKHX
HICNTHI ¢ YISTOM JKCIUTYATAUHOHRONA NPHIOAHOCTH

FOCT P HCO 15223-1-2023

GOST R IEC 62366-1-2023 Medical devices. Part 1.
Application of usability engineering to medical devices

Hanenua MeamumHckye. CHMBONBL, NPHMEHACMEIE JUIS NIEPEAaTH

HHQOpMAIHY, NpeAocTaBIAeMO} wiroToRHTENncM. Yacts 1.
OcHoBHWeE TpeSoBaHns

GOST R ISO 15223-1-2023 Medical devices. Symbols to be
used with information to be supplied by the manufacturer.
Part 1: General requirements

FOCT ISO 10993-1-2021

Hspenus uemmmnpckue. OueHka Ouonormveckoro AcHcTBRA
semuuEHcknx mgemdt. Yacts 1. Ouenxa M HccacAOBAHMA B

TPODSCOS MEHEIDKMOHTA PHCKD

TOCT P HCO 10993-2-2009

GOST ISO 10993-1-2021 Biological evaluation of medical
devices, Part 1. Evaluation and testing within a risk

management process

Hagemun mempmuuckne. Oneaxa OGHONOIHUSCKOrO ACHCTRHA

MeqEuHHCERX wiaenuil. Yacrs 2. TpeSosanus k obpauenwio ¢
KHBOTHRMMHA

GOST R HCO 10993-2-2009 Biological evaluation of
medical devices. Part 2. Animal welfare requirements

I'OCT ISO 10993-3-2011

Haperus wmeaunuHcke. Onenxa Ouonormueckoro Aachcreun
mMeguupmcxknx mgenuit. Yacrs 5. Hcenenomanus  Ha
KCHYHOCTS: METOAM in vitro

rOCT ISO 10993-10-2011

GOST ISO 10993-5-2011 Biological evaluation of medical
devices. Part 5. Tests for in vitro cytotoxicity

Hapenns MemuupHckme. Ouenka Ouonormueckoro nedcrens
MOIHIHHCKHX wnennii. Yacts 10. Hccnepopanus
PEIAPAKAIOMIErD H ceHCHOMIWIRpYIomero aeHcTBHN

GOST ISO 10993-10-2011 Biological evaluation of medical
devices. Part 10. Tests for skin sensitization

T'OCT ISO 10993-11-2021

Wanenus ueauuunckue. OueHxa OHONOrHYeckoro jeHcTeHR
Menpumpckux  wmgmenutt,  Yacts 11, Hccneaomanua

GOST ISO 10993-11-2021 Biological evaluation of medical
devices, Part 11. Tests for systemic toxicity
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L -

06IMETOKCHIECKOTO AelicTEH

T'OCT ISO 10993-12-2015

Hanemua Menuuumcxne. Onetika Ouonorgdecxoro aeHcrens
memmuckex mgenudt, Yacts 12. Ilpurotosnense npob
KOHTPONBHEE 08pasip

GOST ISO 10993-12-2015 Biological evaluation of medical
devices — Part 12: Sample preparation and reference
materials

T'OCT P 52770-2023

Hanenma wmemuumckne, CucremMa OICHKH OHONOTHUOCKOTO
geticraug. O6mue TpeGopanug Ge30NaCHOCTH

GOST R 52770-2023 Medical devices. System of biological
action assessment. General safety requirements

Hapexms memmumuckue. TpeGopamua Kk ofpasnaM W
JOKYMEHTALMM, NpPEACTABNSCMWM H8 TOKCHKOJIOTHICSCKHE,

GOST 31214-2016 Medical devices. Requirements for
samples and documentation submitted for toxicological,

TOCT 31214-2016 CAHHTAPHO-XMMHYECKHE  HCCACAOBAHMS, MCMBITARHA  Ha | sanitary and chemical studies, sterility and pyrogenicity tests
CTEPHALHOCTS ¥ NHPOTCHROCTD
TOCT 31870-2012 Bona maTsesas. OnpenencHne coaepianus aneMenToB Metogany | GOST 31870-2012 Potable water, Determination of
STOMHOMN CNISKTPOMETPHH elements content by atomic spectrometry methods
Komrefiuepl s xposm H €& xomnorentoB, TpeGosamus | GOST 31209-2003 Containers for blood and its components.
I'OCT 31209-2003 xuMiueckol W Guomorwweckol GesonacwocTH ®  Meroan | Chemical and biological safety requirements and test
UCTIITAHMH methods
Boaa. MeToan onpe/ie/icHAn CORCpRAaHHS hopManuaeruaa GOST R 55227-2012 Water. Methods for determination of
T'OCT P 55227-2012 f Idehyde content
Tazoxpomarorpadumeckoe onpesenchue rexcada, renrana, | MUK 4.1. 3166-14 Gas chromatographic determination of
aleTANLACIHAS, AUSTOHA, METHIALUCTATA, STWIALISTATA, METANONA, | hexane, heptane, acetaldehyde, acetone, methyl acetate,
H30IPONAHONA, AKPWIOHHTPHAS, H-NPONAHONA, H-NPONHAAUETATS, | ethyl acetate, methanol, isopropanol, acrylonitrile, n-
MVK 4.1.3166-14 Gyranauerara, wiolyrasona, H-GyTaHona, Gewiona, Toayona, | propanol, n-propyl acetate, butyl acetate, isobutanol, n-
o sranbensona, M-, 0- ¥ N-KCHIC/NOB, HIONPONKAGEN3ONA, CTHpONA, | butanol, benzene, toluene, ethylbenzene, m-, o- and p-
anbda-MEeTRICTHPONA B BOAS M BOAHBIX BLITIKKAX H3 MaTephanos | xylene, isopropylbenzene, styrene, alpha-methylkstyrene in
PaTHIAOTO COCTABS water and aqueous extracts from materials of various
TocynapcTaertas Papmaxones Iuporennocts State ia of the Russian Federation,
Poccuiickoit Oeacpaunn, OFS.1.2.4.0005.XV Pyrogenicity
O®C.1.2.4.0005.XV
Tocyrapcreennas dapmaxones CrepanpHocTs State Pharmacopoeia of the Russian Federation XIV
Poccuitcxolt XV OFS.1.2.4.0003.15 Sterility

O®C.1.2.4.0003.15

TI'apasTuiinsiec ofmarenncrea/ Warranty

TapanTaiiHnit CPOK NOAHOCTH MEAMIMHCKOIO H3ACNMA COBOANAECT CO
CPOKOM MOAHOCTH MEAMLHECKOrO H3ICHHA.

The warranty expiration date of medical device matches to expiration
date

Pexaamanus

Reclamation

YnonroMogeHHBI pecTaBATENb Ha TeppuTopun PO OO0 «Omamnac
Mocxna»: 107023, Poccus, Mockaa, yn. OnexrposaBoackas, A.27, ctp.8.,
Ten. +7 495 926 70 77, daxc 958-2277, anapec calita B HHTepHeTE:
www.olympus.com.

Authorized representative in the Russian Federation, Olympus Moscow
LLC: Elektrozavodskaya str. 27 bld.8, 107023 Moscow, Russia. Tel.: +7
495 926 70 77, fax: 958-2277, Intemet site: www.olympus.com

10
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Ilepepon ¢ aBrIHUECKOrO H ATOHCKOTO AZBIKOB HA PYCCKHIH A3bIK

OLYMPUS

Jns mpenocrapnenua B Peacpampayio ciryxby no Hamsopy B cepe 3apaBOOXpaHeHHA
(Pocanpasuanzop) 8 Poccuitckoit deaepanun.

109012, Mocksa, CnaBsckas IWIomazs, 4/1

Hara: 01.04.2024 .

Meui, xomnamus «OJIMMIIAC MEIUKAJT CHUCTEMC KOPIL.» (OLYMPUS
MEDICAL SYSTEMS CORP.), pacnonoxensas no aapecy: 2951 Hmuxana-40, Xaunomkn-
mmH, Toxuo 192-8507, Sinorus (2951 Ishikawa-cho, Hachioji-shi, Tokyo 192-8507, Japan), kax
3aKOHHLIH M OTBETCTBEHHHH npoussoauTeNs MeAunuHCKOoro u3aeaus «lllunmst aam
' OHoncHHN OAHOPA30BLIE, B BAPHAHTAX HCTIOIHEHHS», HACTOAIMM 3aABNAEM, 4TO
ApHiaraeMblé JOKyMEHTEI ABIAIOTCA MOATHHHBIMH:
1. HHCTpYKIHS MO NPUMEHEHHIO Ha MeaMiMHcKoe waaemue «[lunust mns Groncun
OHOPA3OBHIC, B BAPHAHTAX HCIIONHEHH»,
2. JlonomeHue K HHCTPYKIHH N0 IPHMEHEHHIO MeAHIHHCKOTO H3nems « [1{uns aus
CHONCHH OTHOPA3OBHIC, B BAPHAHTAX HCIIONMHEHKAY.

C ypaxeHueM,

Homxrocts: [Ipesnaent ®.H1.0. / Caxypau Tomoxuca
/nodnucy/

. 2951 Hmmukasa-90, Xatnomku-mH, TOKHO OLYMPUS MEDICAL SYSTEMS CORP. (OJIMMIIAC
MEJMKAJ CHCTEMC KOPIL)
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Kpacuas neqats: Horapuyc Tarau Anycu
Kpacraa nevars: I'nasa IOpuauyeckoro AreHcrsa

AITOCTHIIb
(Taarckas xoHBeHIMA oT 5 oxTAGPN 1961 rona)
1. Ctpana: AIIOHHUA
Hacroamsit opHIMambHblt JOKyMEHT
2. 6mn noanucan TATAH Anycn

3. nelicTByIOIMM B KauecTBe HOTApHYca GIOPO MO IOPHAHYSCKHM
ponpocaM B r. Tokuo

4. ckperuien nedarsio/mramMnoM TAI'AU Anych, HoTapayca

Y A0CTOBEPEHO
. 5.Br. Toxuo 6. 25 anpens 2024 r.

7. MHEHCTEPCTBOM HHOCTPAHHBIX ACN

8. 24- Ne 003360

9. IlewaTs/wrramMn: 10. INoamucs
TepGopas neqare:
MHHHCTEPCTBO /modnuce/
HHOCTPAHHbBIX JEJT * MASIBUMA Tanamn
ANIOHHA Ot aMern MunHKCTPa RHOCTPAHHEIX

en
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PeracTpanuoHHni Ne 158, 2024

HOTAPHAJIBHOE CBUJIETEJILCTBO

HacrosmmmM yoCcTOBepseTCS, YTO IpRIaracMas KOMHA JOKYMEHTA TOUHO COOTBETCTRYET

OpHTHHAIY.
Hara 25 anpena 2024 r.
ramm;
Bopo no opuduneckum sonpocam 6
Toxuo
- HOTAPHYC
7-6 A3YMA-Y0O
XAYHOIKHA-LUH
¢ TOKHO, ATIOHHA
/noonucs/
TAT'AH Anycu
HOTAPHYC

7-6 A3YMA-YO0, XAYUOKHU-11IH, TOKHO, ATTOHUA
Biopo no sopuautieckuM BonpocaM B Tokno
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Poccniickaa degepauns
Mopoa MockBa

LLlecTHaguaToro maa fjBe Tbica4u ABajuaTb YeTBEPTOro roja.
A, Kopcvk Mapust AnekcaHapoBHa, HoTapuyc roptSlia MOCKBbI, CBUAETENIbCTBYHO MOA/IMHHOCTb
nognucy nepesogunka Casanbckoro Cepres Anekceesu'
Moanwuck caenaHa B MOEM MPUCYTCTBUM.

JInyHOCTL NoANMCABLL O AOKYMEHT  yNraHoB/eHa.

3aperucTp "39-H/77-2024/2./- (O Z

Ynnaye »Horo eigren” 400 py6. 00 Kon.

M.A. Kopcuk

Bcero npoLuHypoBsaHo,
MPOHYMEePOBaHO 1 CKpensieHo NaT o
DA nmct(a)(oB)y
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