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TEXHUWYECKO NPEANOXEHUE

Ho ,.YCBAINO” EAL]
rp. Cocuna 1756,
yn. ,[Inosauscko none” Ne 6

Ot MHOOME[ EOOL
NpeAcTasnABaHo OT ynpasuTens (u3NbnHUTENHWA aupekTop) MeTs Apcosa — TeProscku AupexTop

EVK/BYNICTAT koa 121155656, cbCc ceganuiue v agpec Ha ynpasnenne rp.Codus,
6yn.Butowa Ne 81-83, TenedoH 02/4891-700, chakc 02/491-88-18 u €eneKTpoHHA nowa

office@infomed.bg 3a kopecnoHzaeHUMa no HacTosLaTa NopbYKa.

YBAXAEMU JAMU U TOCMOA,

1. Crieq 3anosHaBaHe ¢ BCUYKY AOKYMEHTN 1 0Bpasuy OT yTBbpAEHaTa AOKYMEeHTauus 3a
yqactue n obsiseHa oT Bac oTkpuTa npouegypa 3a BbanaraHe Ha obLUecTBeHa nopbyka ¢
npeameT: ,lMepuoauyHo NOBTapAIYM Ce AOCTABKM Ha O6W MeAMLIUHCKU KOHCYMAaTHB 3a
HyxauTe Ha ,YCBAINO” EAL] 3a cpok oT 24 meceua“, Aeknapupame, Ye CMe 3anoaHaTty ¢
ykasaHusATa 1 ycnoeuaTa sa yqyactue, CbinacHU CMe C noctaeseHuTe or Bac ycrnoeus v ru
npuemame Ge3 BL3PAKEHUSA, KaTO NpeAcTaBAME HALWETO TeXHNYECKO MPeaNoKeHVe 3a
U3NbNHEHWe Ha NopbYKaTa.
2. Cpok Ha OTNOXEHO NnalwaHe Ha CAyruTe — 8 CPoK A0 60 (wectaecer) KaneHgapHu
AHW, No BaHKOBA CMETKA Ha U3NBNHUTENSA, CNed U3gaBaHe Ha dakTypa v noanuceaHe Ha
NPpUemMo-npeaaBsaTeneH NPpoToKON 3a AOCTaBKa, CYMTAHO OT AaTata Ha nonyyaeaHe Ha
dakTypara.
3. Cpok 3a u3NBNHEHMe Ha nopbukata — 24 (gBagecet u 4eTupu) meceua oT
noanuceaHe Ha Aoroeopa.
4. Cpok Ha BanuaHocT Ha odeprata — 180 (cmo u ocemdecem) KaneHaapHu AOHu,
CHUTaHC OT AaTaTa, onpefesieHa 3a KpaeH Cpok 3a nogasaHe Ha oepTu.
5. Cpok Ha rogHOCT Ha NpeANIOXeHUTe U3AENKA — He NO-KPaTLK oT 75 (cedemdecem u
nem) % OT oBsBeHUA OT NPOU3BOAUTENS BbPXY ONAKOBKATA, CYMTAHO KbM gaTaTa Ha
AocTaekara.
6. Cpok Ha U3NLNIHeHUe Ha JocTaBKUTE:

* perynapHu Aoctaskm — Ao 3 (Tpu) paboTHU OHW, CHMTAHO OT nogaBaHe Ha

MUCMEHa 3asBKa OT CTPaHa Ha Bb3NOXUTENS;
* CeluHW 3asBkv — A0 24 (OBafeceT U YeTUpM) yYaca, CUATAHO OT NojaBaHe Ha

3anBKa OT CTpaHa Ha Bb3NoXUTensa no tTenedoH unm gakc.
7. 3ano3HaTi CMe C NpoeKTa Ha JOroBop 3a BbanaraHe Ha obLecTBEHATA NOPBLYKA U CMe
CbIMacHW C KNaysuTe B HETo, KaTo r1 npuemame 6e3 Bb3paxeHus.

8. NapaHTnpame, ye cMe B CbCTOAHWE Aa U3NLIHUM NOPBLYKATA B MbN
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U3NCKBaHWATA, NocoueHn B TexHudétkaTa cneundukaums.

9. Bcuuku npeanaraHu OT HAC CTOKW OTIOBapST HAa HOPMAaTUBHO YCTAHOBEHWTE
U3UCKBAHWA 32 Ka4eCTBO UM E€BPOMeNCKN CTaH4apTu, ONakoBaHW ¢a CbC CbLOTBETHATa
MapKUpoBKa 3a NpoussoauTen u NapTUaHN HoMepa.

10. Beuuky npeanaraHy oT Hac CTOKU e 6baaT AOCTaBAHW B OpUriHanHaTa onakoBka Ha
NPOU3BOAUTENA, KOATO € C HeHapylleHa UANoCcT unv mokpa. CTOKWTe ca onakoBaHu no
Ha4yvH, KOWTC W 3anasBa OT BCAKAKBU YBPEX[aHUs, SbidKaliu ¢& Ha aTMocdepHu
YCIOBUSA U TPAHCNOPTUPAHE.

11. B cnyvaii, 4e npegnaraHuTe OT Hac NPOAYKTU ca OMNpeAeneHr oT NPou3BoaUTENNTE
KaTo MEeAWUWMHCKWTE U3Lenus, U ca BHECEeHW OT TPeTW OAbpXaBW HE8 TepuTopuaTa Ha
EBponelickusa Cb03 uAn Ha TepuTopuaTa Ha EBpONenckoTo NKOHOMUNECKO NPOCTPaHCTRO,
BbpXYy ONaKOBKUTE U B WHCTPYKUWsiTa 3a ynoTpeba we Gbhe NOCoueHO AOMbAHUTENHO
MMETO W 2ApechT Ha YMbJIHOMOLWEHNA NPEACTaBUTEN W Ha BHOCUTENSN, cbrm. 4n. 16, an.2
OT 3aKoHa 3a MEAULIMHCKUTE U3aenus.

12. B cnyvan, 4e 6baem onpeAeneHy 3a U3MbAHUTENMU U CKNIOYMM JOroBOp 3a JOCTABKA,
e ocurypumM, U e nogAatpXame CKNajgosa HanMYHOCT OT odepupaHus NpoayKT oT
obocoberaTta nosvums/nognosvums, B pasmep Ha 1/12 vact or obwoTto AOroBopeHo
NPOrHO3HO KONWYECTRBO.

13. B cnyyan, 4e 6bem onpegeneHn 3a U3NbAHUTENW Ce 3afbrkaBame Aa AOCTABUM

NPOAYKTU, CbOTBETCTBALLM Ha npegcTaBeHUTe KaTtanor, Gpolyp TW, WU NNCMA,
AeKnapauun unM apyru ouumanHu SOKYMEHTU OT MpPou3BoAl 1 CbOTBETHUTE
NPoOAYKTH.

14. Npuemam nnawaHeTo fa ce U3BLPLLBA C MITATEXHO HapeXa: qHaTta 6aHkoBa
cMeTKa:

BaHka: PAUOANIEHBAHK (BBLNMAPUA) EAL - Codusi
IBAN: BG50RZBB91551061006415
BIC: RZBBBGSF

B Cpok go 60 aHu, cneg W3BbpLIEHA [OCTaBka, M3gageHa N OBYCTPaHHO
noanucaH npuemo-npeaasaTeneH NPOTOKON 33 BCAKA Ha JOCT:

15. Ako Gbaem onpepeneHn 3a WUIMBITHUTEN, HACTOAWOTO M| le We ocTaHe
ob6sbp3Ballc 3a HAC U NPU CKTIKOYBAHETC Ha ACrOBOp U Lje npeq: egenuma 4acTt
OT Hero.

MNpu nanbnHeHVETO Ha NopbYKaTa OPYKECTBOTO tHe-ROA3BA/HAM: 3 (HeHYXHOMO

ce 3ayepmasa) yCryruTte Ha CnegHuTe NoAUNbAHUTENN;

C YBAXEHUE: Hara: Or.
Me =kTOop Ha MHOOME]
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lNpunoxenus: B
1. TexHuyecko npeanoxeHVe 3a CbOTBETCTBME C TEXHUYECKUTE W3UCKBAHMS 33
nanbnHeHre Ha nopbykata (Ob6pasey Ne 4.1.) — NOMbNHEHO W nognUcaHo.

2. Katanosw, Opouwypu, NPOTOKONW, TEXHMYECKA MWHOpMauWs W AP, JoKassBalyu
AEKNapUpHOTO CBOTBETCTBUE, KAKTO U OPUrMHAN MNK 3aBEpPEHO OT YYacTHUKA Konue Ha
npeBof Ha GbNrapcky eamk B 4YacTTa Ha odepupaHoTo.

3. [okasaTencTeo 3a CbOTBETCTBME Ha MEAWUMHCKM u3denus ¢ HaweceHa ,CE”
MapKUpoBKa {KoraTo € NpUnoXxumMo):

3.1. BanuaHa aeknapaunsa 3a cboTBeTCTBME C HaHeceHa ,CE” mapkuposka mMafageHa ot
NpOU3BOAUTENA UNKM  yNbIHOMOWeEH npeactaButen (un.14, an.2 ot 3akoHa 3a
MEOULIMHCKUTE U3AENNUA) 38 BCAKO MEAWLMHCKO U3aenue/KoHcymaTtus, NMpennoXeHo oT
Y4acCTHUKa - 3aBEPEHO OT YYACTHMKA KONWE HA OpUrMHana 1 3aBepeHo OT yYacTHUKa Korue
oT obULManHUA npeeog Ha Bbnrapcky e3unk uwunu:

3.2, BannaeH ceptucukat 3a ,CE” mapka, wsgageH oT HOTUMLUMpaH oprad 3a BCUYKM
MEOULMHCKA WU3AEenns, 3a KOMTO ce M3uckea cbrn. un. 18 oT 3akoHa 3a MeguumuHcKnTe
uzgenua u Hapeabute 3a cbliecTBEHUTE M3MEHEHMA 33 OLEHABAHe Ha ChLOTBETCTBMETO
CbC CbLUECTBEHUTE WIUCKBAHUS Ha MeAULUHCKUTE uagenua noun. 2, an. 1, 7. 1 U T. 3 o1
3aKkoHa 3a MEeQULMHCKUTE U3JEnus - 3aBEPEHO OT YYacTHUKA KONWe Ha opuriHana u
3aBepeHo OT y4acTHUKa Konke oT oduumanHua npesoa Ha 6bnrapcku esux.

3.3. B cnyvan, ye npegnaraHuTe npoAyKTy, N0 CbOTBETHUTE 060co6eHn nosuumm, pecn.
noanosvuyumM He ca MeaUMUMHCKM usaenua, no cmucbna Ha 3MW, npegcrassam
YAOCTOBEPEHNE/0OKYMEHT OT NPOU3BOAUTENA/YYACTHWUKA, OT KOETO fa € BWAHO, 4e
CLIUMAT € Orpeaennst CLOTBETHUTE MPORYKTU HE KaTo MEeOWLMHCKW W3AEnuA, a KaTo
PE3EPBHU YaCTK WK KaTo APYri MPoAYKTU - 3aBEPEHO OT y4acTHMUKA KOMWe Ha opurmHana
¥ 3aBEPEHO OT yYacTHUKA Konue oT otuumanHua npesos Ha Sbnrapcku esuk.
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EUS 6anos#u, crepunyu

MAJ-233, -234, -236 B MAJ-249 MAJ-1126 B MAJ-1351

H ST-581

e Ha Hamep Ha Ko RMCAHKE ChEMECTUMOCT ©

APTHEY APTURYR wecTan SHADCHAM

MAJ-233 E0482005 20 BanoH, CTepUAeH; ChAkPXa NaTekc  YTpaseykosW eHgockenu: GF-UC160-ALS, -UM160, -LiM130, -

UMO1 30, -UM2Q, JF-LiM20
PekTanHu congw: RU-75M-R1, -120M-R1

B MAJ-234 £0482006 20 BanoH, cTepuneH; chibpwa Natexs  YNTpassyeoBw enfockony CE-UM2D

MAJ-236 EQ482007 20 BanoH, ctepuner; cbabpika nateke  MH-808 blind conaa camo

E MAJ-245 EQ482004 2C BanoH, cTepunes, ChAbpxa AATEKT  YNTRAIBYKOAW enaockord GE-UCT40P-ALS, -CT140-AL5,
LUCTi40-RCs, -UC180P-0L 5, -UCST180-0LE, M40, -UC30R,
LUGT180

MAJ-1128 N1027130 20 Banou, cTepuneH; ChAbPXKa NaTeks  YNTpassykosy Spoxxockonu: BF-UM40

had-1351 N1418430 20 BanoH, ctepuner, CodbpKa Nateks  YATpaseykosW dpoHxockond BF-UC1E0T -UGT80F

ST-8B1 N2650930 CheAnHuUTENHa TpLGa SIF-Q180 Euvepockonu: SIF-Q180
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EUS bailoons, sterile

3

MAJ-233, -234, -236 B MAS-248 MAJ-1126 B MAJ-1351

A S7-5B1

Article Article Quantity Descriptian Endoscope

narne numbes compatibility

MAJ-233 ED482005 20 Balloon, sterils; cortains latex Ultrasoric endoscopes: GF-UET80-AL5, -UMTEQ, -UM130, -UMQI 30,

-UM20, JF-Unizo
Rectal probes: RU-76M-A1, -12M-R1

B A )-234 =0482006 20 Ballnor, stenla, cortans latex Ulirasoric encoscopes: CH- 220

MAJ-238 EQ482007 20 Balloon, sterile; cantains latex MH-808 blind probe anly

& MaA24G EC482004 2C Ralloar, steiile, cortans latax Litrasoric encoscepes GR-UCT40P-ALS, -UCT{40-ALS,
-UCT140.008, -UCTE07-CH G -UCT60-0l 5, UMD 20R, ACa0P,
UCT18L

MAJ-1126 N1027130 20 Balloon, stetile; contains latex Ulirasoric bronchoscopes: BE-UM40

MAJ-1351 N1418430 “0 Balloar, sterts. cortains latex Ultrasoric bronchoscopes BF-JC160F, -UCi80F

H 57-581 N2650930 Splinting tube SIF-Q180 Enteroscopes! SIF-Q180

BAPHO C
OPUTVHASY
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Tou: +559 2/ 989 25 16; GSM: +359 896 634 643
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1peBos oT anruicky eaux

Bnanka na OLYMPUS
AEKNTAPALMA 3A CbOTBETCTBME (MDD)
1. Npouzsoguten OLYMPUS MEDICAL SYSTEMS CORP,
2. Agpec 2951 Mwmkasa-uo, Xaunoxu-wu, Tokuo 192-8507, SinoHus
3. Monen MAJ-1351
4, IMe Ha npoRykTa BanoH
5. CepweH HoMep unu naptuga ot 44H fo , oT 48K go
6. Knacubukaynsg Knac I (crepunen)
7. OTopusupaH npeacraeuten B EC

Nme Olympus Europa SE & Co. KG
Aapec  BengHeuipace 14-18 20097 Xambypr, TepmaHun

C HacroamoTo Aexnapupame, Y4e nocovyeHuns No-rope NpoAyKT e B ChOTBETCTEWE C
HU3MCkBaHusita Ha EC aupexTusa 93/42/EEC (MDD), Ha Hawa OTIrOBOPHOCT, KaTo
3akoHeH npoussoauTen. HacrosuwaTa fleknapayus 3a CbOTBETCTBUE € BasAuaHa 3a
NPOU3BEACHUTE NPOAYKTH C rOPenocoYeHNns cepueH /napTuaen HOMep.

HacroawaTta AgKnapaunna ce ocHosara Ha: MDD, AHekc V u AHekc VII

8. Opobpenne oT HoTUdDMUMPAH OpraH
W3gagena ot TUV Rheinland LGA Products GmbH (0197)
Aapec Tunuwpace 2, D-90431 Hwophbepr, FepMaHus

9. Mpunoxexun cTaHgapTu OTHeceTe ce KbM CRUCHKA C OCHOBHM M3UCKBAHWUE 3a
MOCoUYEHNA NO-rope NPoAYKT.

MsacTo 2951 Wwukasa-yo, Xaunoxu-tm, Tokuo, AnoHus

Noanuc He ce yere

Nme Xupokn Mopusima

AnbxHocT leHepaneH MeHuaKbP

Otaen ,KoHTponsa aefHocT u OCUTYPABGHE HA KauecTsoTo”
Ausnana Kavectso 1 Okonna cpeaa
Bara 2014/09/05

Npoeepxa 1
[N-OIS D28001 MNpunoxenue 7]

Honynoonucanuam  Jlvwesap Craseiivos Mandes, ¢ HACMOAWOMO  Yyoochosepasam
GADHOCMING HQ  USGLPUIEHUL OM MeH Npegod om GH2AUICKY HA Gwiedpcku Ha myk

APULOHCERUR OOKyMenm: Jleknapayus 3a coomeememeue.

llpesoovm ce cocmou om 1 (edna) cmpanuya.

Iipesooau:
vuezap Caaseiinos Mandes

S8PHO C

b



OLYMPUS

DECLARATION OF CONF ORMITY(MDD) s e
1. Manufacturer QLYMPUS MEDICAL SYSTEMS CORP.,

2. Addyess 2951 Ishikawa-cho, Hachioji-shi, Tokyo 192-8507 Japan

3. Model MAJ-1351

4. Name of product Balloon

5. Serial or Lot No. from 44H to, from 48K to

6. Classification Class I (Sterile)

7. Authorized representative in EU
Name Olympus Europa SE & Co. KQ

Address Wendenstr. 14-18 20097 Hamburg, Germany

We hereby declare that the above mentioned product complies with the requirements of EC
Divective 93/42/EEC(MDD)under the sole responsibility as a legal manufacturer. This Declaration of Conformity is

valid in manufactured devices with the above Serial/Lot number.

This declaration is based on : MDD, Annex V and Annex VII

8. Notified Body Approval

Issued by TUV Rheinland LGA Products GmbH (0197
Address Tillystrasse 2, D-90431 Nirnberg, Germany
9. Applied Standards Refer to the Essential Requirements Checklist for above mentioned product.
)Place 2951 Ishikawa-cho, Hachioji-shi, Tokyo, J. apan
L4 ” ——
Signature /7 +‘“’ /)'7/
Name Hiroki Moriyama
General Manager
Regulatory Affairs & Quality Assurance Department
Title Quality & Environment Division

Revision 1
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TOVRheinland

EC Ceprudpuxar
Hupexrusa 93/42/EEC Anexe V
OcnrypsiBane KauecTBO Ha NPOHIBOACTROTO
MexsHumunceKs H3aeaag

Permctpaguonen Ne DD 60123877 0001
ITporoxoa Ne 12018179 022

IIpomsouTen: OLYMPUS MEDICAL SYSTEMS CORP.
/OTMMHOYC MEIUKBJI CHCTEMC KOPIL/
2951, Hommxasa-uo
Xammoxu-my, Toxuo 192-8507
Hoonun

Hpopyxru: CTepHAHN eHNOTEPANEBTHYHA H3 18T, H30A3BAHN 3aEHO ¢
eHfockons, CTepHITHA BEaKTHBHI HHCTPYMEHTH, H3IION3BAHN 32€IHO ¢
CHIOCKONH U CTEPHIHN HEAKTHBHY HHCTPYMENTH, H3ION3BALH 3a€/THO
C MEHUHHCKA YATPA3BYKOBH JHAIHOCTHYHE CHCTEMH 1a BR3YATH3aIds
3amens Onobpenue ¢ Peructpaunoner Ne DD 60116725 0001

Hara Ha
H3TRYAHE HA
BaAWTHOCTTA: 02.11.2022 r.

YBeloMeHHAT OpPraH ¢ HACTOSMIOTO AEKJApHpa, e 3a n3bpoennre npoayxrTa ca
HITLTHERA MINCKBARMATA Ha Anexc V Ha gupexrtnBa 93/42/EEC. Fopemocouenmsr
HPOMIBOMTE ¢ HIrPANAI M HPHAArA CHCTEMA 32 OCHIYPRBAHE HA KAYECTBOTO, KOATO
UOAIeRH Ha NEPROJAUIEH HAAGP, OIpescseH B AHeRe V, pasxen 4 na ropenocotenara
AAPEKTUBA. 33 NYCKAHE HA 11A32pa Ha usgeaus o1 Kaae ITb u xaac II1, poxpurn oT To3H
cepruduxar, e neodxoxnm EC cepraduxar 3a macaensane ga AH3AMH, CHIVIACHO AHEKC

iII.
[Hara ma Bmsane B cua: 03.11.2017 1. ¥penomen opran

Hata: 12.10.2017 r. {({Ioonuc — ne ce weme)
Maracrep M. Afixapa
[Kperna nevar ra TOV Rheinland LGA Products GmbH)]

TUV Rheinland LGA Products GmbH - Trnmmpace 2 — 90431 Hiopubepr

TUV Rheinland LGA Products GmbH e Yaezomen apra# ceracto Jupexrisa 9345 EEC 3a
METHUNHCKH MIHEIMA © RICHTHHHRKALRO ‘_}‘i%p%%
wn wk
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EC Certificate TUVAheiniand
Directive 93/42/EEC Annex V
Production Quality Assurance

Medical Devices

Registration Mo.: DD 60123877 0001
Report No.: 12018179 022

Manufacturer; OLYMPUS MEDICAL SYSTEMS CORP
2951 Ishikawa-cho,
Hachioji-shi, Tokyo 192-8507
Japan

Products: Sterzle Endotherapy Devices used in cenjunction with
Endoscopes, Sterile Non Active Instruments used in
conjunction with Endoscopes and Sterile Nen Active
Instruments used in conjuncrion wicth Medical Ulcrasound
Diagnostic Imaging Systems
Replaces Approval. Registration No.: DD 80116725 Qoo

Expiry Date: 2022-11-02

The Notified Body hereby declares that the requirements of Annex V of the directive 93/42/EEC have
been met for the listed products. The above named manufacturer has established and applies a quality |
assurance system, which is subject to periodic surveiliance, defined by Annex V, section 4 of the |
aforementioned directive. For placing on the market of class lib and class il devices covered by this
certificate an EC type-examination certificate according to Annex Il is required.

— .

S LB

Effective Date; 2017-311-03

Date: 2017-10-12 W e Sl e 2

\"a,,,;‘_. N
- "’Gri,ngf\st‘,/

TUV Rheinland LGA Products GmbH - TillvstraRe 2 - 90431 Niirnberg

TOV Rheinland LGA Products GmbH is a Notified Body according to Directive 93/42/EEC
concerning medical devices with the identification number 5197,

B oo
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Iﬁf@med "

Medical Visual Systems
Busnec neursp ,,Cepanra”, Gyn.”Axan Hean I'emor” 2F , 1330 Coduin » Ten. 4891-700 / Dakc 491-88-18 o E-mail: office@infomed.bg

JTEKJIAPAITASA

3A OCTATBYHHS CPOK HA TOJHOCT HA MEJUITMHCKUTE N3 IEJIAS

Homynoanucanara Iers ITnamenosa Cinapkosa,
B KauecTBOTO ¢H HA Tsproscku Mupexrop na UHOOME]I EOQ/I,

JIEKJIAPUPAM, wue:

OCTaTB4YHHMAT CPOK Ha TOJHOCT HA O(EpPHUpPaHHTE OT NHDOME]L
EOO/ memunmHCcKY u3nenud 3a ny;xaute Ha YCBAJI mo OHKoIOTHS EA]JI -
Coduss xpM pmaTata Ha HOCTaBKAa HAMA Oa OBOe HO-MaTbk or 75%
(cemeMneceT M meT HPOLEHTa) OT OOABEHHS CPOK OT TIPOU3BOIHUTENSA BBPXY
OITAKOBKATA. \

\

24.02.2020 ron.
I'p. Codusa
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MepHUOANYHO NOBTAPALIM Ce SOCTABKM Ha OB MeAULMHCKM

KOHCYMAaTHUB 3a HY»AuTe Ha ,,YCBANO” EAL 3a cpok oT 24 Meceua

Obpasey Ne 8

LEHOBO NPELNOXEHUE
ot UHROMEQD EOON
(HauMeHogaHUe Ha yJacmHuKa)
HYNHA
gcj::ﬁm sk
Of Mo HAMMEHOBAHKE Mapka ([lTpord. k-BOj o3 Bt CTORHOCT Giea
J £ne ] e, BAC
. Crepunex 6anon 3a yNTPA3BYKOB HPOHXOCKON C ABA onakoska
162 sopa 20 Gpos 10 56 0000 580.00

MNpeanoxeHa obwa cTOWHOET 32 UZNLNHEHUE Ha nopbukaTa 6e3 exn. JAC: 560.00 ne

(netcrotuH v LectaeceT u 0.00 neea)

(tiugbpons u crnosom)

{ipeanoxeHa o6uja cTORHOCT 33 M3NbLAHEHME Ha NopbYkaTa ¢ Bk ANC: 672.00 ne

{wecTcToTvH cegemaeceT U gea 1 0.00 nesa)

Data: 24.02.2020 rog.

Mets Apc
{ume u be

\{uudypom U crIosoM)

“V

Towproecku AupexTop
{kauecmao Ha fuuemo, NPedemasifgallo yyacmHuKa)

WHOOMELR ECOL
(HaLMEHOBEHUG Ha yHaCMHUKE, Tevam)

lagnaeatlo yyacmesi




O6pasey Ne 4

v/ TEXHUYECKO MPEQTOXEHWE

Lo ,.YCBANO” EAfl
rp. Cocpun 1756,
yn. ,[inoauscko none” Ne 6

Or M(HOOME[L EOO
peacTaBnABaHo OT yripasuTena (M3nbsnHuTenHWA aupekTop) MeTta Apcosa — Teproscku JupekTop

ENK/BYNCTAT koa 121155656, cbe cepanuvwle u agpec Ha ynpasnenve rp.Codwms,
6yn.Butowa Ne 81-83, Tenedon 02/4891-700, cakc 02/491-88-18 u enexTpoHHa nola
office@infomed.bg 3a KopecnonaeHLUUs NO HACTOsILIATA NopbYKa.

YBAXAEMW LJAMU U FOCIOMOA,

1. Cnep 3anosHaBaHe ¢ BCUYKM OOKYMEHTY 1M 0Bpasum OT yTBbpAeHaTa QOKYMeHTauuaA 3a
yqactue 1 obaBeHa oT Bac oTkpuTta npoueaypa 3a Bbanaraie Ha oblWwecTBeHa nopbyka ¢
npeomer: ,,MepyogMYHO NOBTAPSIWM Ce AOCTAaBKM Ha o6l MEAMLMHCKM KOHCyMaTuB 3a
HyxauTe Ha ,,.YCBAMNO” EAJ]l 3a cpok oT 24 meceua‘, AeKnapyupame, He CMe 3ano3HaTu ¢
yKazaHWsATa W YCMOBWATA 3@ yYacTue, CbIMacHu cMe ¢ noctaseHuTe oT Bac ycnosus u ru
npuemamMe 6e3 Bb3PAXEHUA, KATO NpeAcTaBsme HalleTo TexHUYecko npeanoxeHue 3a
U3MbNHEHNE Ha NopbYKaTa.

2. Cpok Ha OTNOXEHO NnallaHe Ha cnyruTe — B cpok Ao 60 (wecTtaeceT) KaneHAapHMu
AHW, No HaHKOBa CMETKa Ha U3NBLMHUTENA, cnej u3gasaxe Ha dakTypa 1 NoAnucBaHe Ha

npuemo-npenaBaTeneH NPOTOKON 3a AOCTaBKa, CHUATAHO OT AaTaTta Ha nosjyvaBaHe Ha

dakTypara.
3. Cpok 3a M3NbNHEeHMe Ha nopbvKaTa — 24 (ABajeceT W YeTupu) Meceua OT

NoANUMCBaHe Ha AOroBopa.
4. Cpok Ha BanuaHocT Ha ochepraTa — 180 (cmo u ocemOecem) KaneHJapHU OHU,
CYMTAHO OT AaTaTa, ONpegeneHa 3a KpaeH CpPokK 3a NojasaHe Ha odepTy,
5. CpoK Ha roaHoCT Ha MNpeasioxeHUTe U3AENUA — He NO-KpaTLK OT 75 (cedemOecem u
nem) % oT obsiBeHMsA OT npous3BoAuTENA BbLPXY OMAKOBKATa, CYMTAHO KbM JaTarta Ha
AOCTaBKara.
6. CpOK Ha u3nLNiHEeHWe Ha AOCTaBKUTe:

« perynsphun goctasku — Ao 3 (Tpu) paboTHM OHM, CYMTaHO OT NojaeaHe Ha

MUCMEHA 3aABKa OT CTpaHa Ha Bb3NOXUTENS,;
* CMEetuHn 3asABKU — 00 24 (ABajeceT U YeTupu) 1aca, cYUTaHO OT nojaBaHe Ha

3anBKa OT CTpaHa Ha Bb3noxutens no TenedoH 1unu gakc.
7. 3ano3HaTi CMe C NPOEKTa Ha JOroBop 3a Bb3naraHe Ha obulecTBeHaTa Nopbyka u cMme
ChIacHW C Knay3ure B Hero, KaTo ru npuemame 6e3 BbapaXeHus.
8. MapaHTupaMe, Ye cMe B CbCTOAHUE [ja U3MLINHUM NopbYKaTa B MNbSH




N3VCKBaHMATA, NocoyeHu B TexHuyeckaTa CI'IELMdJI/IKaLI,VIFl.

9. Bcuukv npegnaradd OT HAC CTOKM OTrOBapsAT Ha KOPMRTUBHO YCTAaHOBEHUTE
U3UCKBAHWA 33 KavyeCTBO W €BPONENckW cTaHdapTW, ONakogaHy ca CbC ChLOTBETHATA
MapKMpOBKA 3a NPOM3BOAUTEN U NapTULHM HOMepa.
10. Bcuuku npeanaradin oT Hac cToky e 6baaT AOCTaBAHU B OpUriHanHaTa onakoeka Ha
NpOMU3BOAMTENS, KOSTO € C HEeHapylleHa LanocT unn mokpa. CTokuTe ca onakoBakW no
HauWH, KOWTO [i 3an&3sa OF BCAKAKBM YBpeX(jaHus, AbMKaly ce Ha 2TMOochepHY
YCroBusi U TpaHCAOPTUPaHe.
11. B cnyuai, 4e npeanaraHuTe oT Hac NPOAYKTWU Ca OnpeaeneHu OT npovussoauTenuTe
KaTo MepuLVHCKUTE W3OENUS, W ca BHECeHM OT TpeTu AbPXaBW Ha TepuTopuaTa Ha
Esponeiickus Cbio3 UNU Ha TepuTopuaTa Ha EBpONEickoTo UKOHOMWUYECKO NPOCTPaHCTBO,
BbpXy ONaKOBKUTE M B MHCTPyKuMsiTa 3a ynoTpeba we GbAe MOCOYEHO AOMBLAHUTENTHO
UMETO 1 afpechT Ha yNbNHOMOLLEHUA NPpeACcTaBuTen U Ha BHOCUTENA, CbIn. yn.16, an.2
OT 3aKoHa 3a MeauLMHCKUTE U3penus.
12. B cnyyair, 4e 6bgem onpeaeneHn 3a U3NbLAHUTENN W CKNIOYUM OOroBOP 3a A0CTABKA,
e OCUrypuUM, W e noAdbpKame CKMafosBa HannyHoOCT OT odepupaHns npoaykT OT
obocoBeHaTa nosvuMs/Moanoauuma, B pasmep Ha 1/12 yact OT OOLLIOTO [O0roBOPEHO
NPOTrHO3HO KONW4ECTRO.
13. B cnyuait, ye 6baem onpefeneHu 3a U3NbLMAHUTENM ce 3aabrkasaMe fa ACCTABMM
NPOAYKTW, CbOTBETCTBALUM HA NPeACTaBeHUTE KaTanor, GpoLypy, NPOCneKTH, U nucMa,
Aeknapauyym vaum apyru oduvuvanHid SOKYMEHTW OT Npou3BojuTenuTe Ha ChbOTBETHUTE
NPOAYKTK.
14. fipyemam nnatjaHeTo Aa ce U3BBLPLUBA C NNATEXHO Hapexaaxe no cnegHara BaHke
cmeTka:

Baxka: PANOAA3SEHBAHK (BBLNTAPUA) EAL - Codun

IBAN: BG50RZBB91551061006415

BIC: RZBBBGSF

B CPOK JO 60 AHM, crnej wsebplleHa [ocTaBka, w3gajeHa daktypa v ABYCTPaHHO
noanucaH npuemMo-npegasaTeneH NPOTOKON 3a BCAKa efHa AoCTaBKa.

15. AKO ObAeM onpedencHn 3a MW3MbLITHUTEN, HACTOAWOTO NPEAnoXeHue Lie ocTaHe
06BBLP3BALLO 38 HAC U NPU CKITIOYBAHETS Ha AOTOBOP 1 Le NpeAcTaensea Heflenuma Jact

OT Hero.

Mpy M3MBNHERNETO Ha NOpbUKaTa APYKECTBOTO tie-AeA38a/HAMA A3 NON3BA (HEHYKHOMO
ce 3ayepmaea) yCnyrute Ha CnegHuTe Nogn3NbiHUTENMN:

. R T e TP SO - SOOI SO S S
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\
C YBAXEHMUE: G T S Oata: 24.02.2020 7
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lNpunoxexus:

1. TexHuyecko npegnoxeHwe 3a CbLOTBETCTBUE C TexHuHecnge} N3NCKBaHNA 3a
M3nbiHeHNe Ha nopwvuykata (Obpasey Ne 4.1.) — nonbnHeHo 1 nognuesfio.

2. Karanosu, Gpolwypwn, nNPOTOKOMM, TEeXHWYecka WHdopMauus W Ap, AoKasBallm
ASKNApUPHOTO CBLOTBETCTBUE, KAKTO U OpPUrMHanN UMW 3aBepeHO OT y4acTHUKa Konue Ha
npesog Ha ObArapcKky e3uk B 4acTTa Ha ohepupaHoTo.

3. [okasatencTso 3a CLOTBETCTBAE HA MEAUUMHCKM u3denua ¢ Hanecena ,CE”
MapKUpoBKa (Korato € NpunoXmumo):

3.1. Banuagna paeknapauus 3a cLOTBETCTBME C HaveceHa ,CE" MapkupoBka usgageHa ot
NPON3BOAUTENA UMW  ynbNHOMOLUEH npenctaBuTen (4n.14, an2 oT 3akoHa 3a
MEAVMUMHCKUTE U3OENUA) 3a BCAKO MEQMUMHCKO W3Oenue/KOHCYMaTUB, NpenrioxeHo oT
y4acTHuMKa - 3aBepeHo OT ydacTHUKa KONWe Ha OpUrMHarna v 3aBepeHo OT yMacTHUKA Konuve
oT opuumManHua Nnpeeos Ha DBRrapcky e3ux umnu:

3.2. BanugeH ceptugukat 3a ,CE” mapka, usnageH ot HOTUMUMpaH opraH 3a BCUYKM
MEeOULIMHCKY U3LOenusA, 3a KOUTO Ce M3UCKBa cbrii. un. 18 oT 3aKkoHa 3a MeguuMHCKWUTE
usgenua u Hapeabute 3a CblUECTBEHUTE U3MEHEHWA 3a OLEHABaHe Ha CbOTBETCTBUETO
CbC CbLUECTBEHUTE UINCKBAHUA HA MeaWUUUHCKUTE nagenma novn. 2, an. 1, T.1u 1. 3 oT
3akoHa 3a MEAMLMHCKWTE M3OEnWs - 3aBEepPeHO OT YYacTHUKA KOMWEe Ha opurvHana u
3aBepeHo OT yyacTHUKa Konue oT oduLmanHus npeBog Ha 6bnrapcky eauk.

3.3. B cnyvait, Ye npeanaraHuTe NPoAyKTW, NO CbOTBETHUTE 060OCOBEHN NO3WULMK, peci.
nognosvLMM He ca MEeAWUMHCKM u3aenusi, no cmuckna Ha 3MW, npencrassm
YAOCTOBEPEHUE/AOKYMEHT OT NpOWU3BOAUTENA/YYACTHUKA, OT KOETO fAa € BWAHO, Ye
CbLUIMAT € OoNpeaenun CbOTBETHUTE MPOAYKTU HE KaTo MeAUUMHCKU W3AEnus, a Karto
Pe3epBHU YaCTU UMW KaTO ApYyrv NPOAYKTH - 3aBEpPeHO OT yYacTHMKA Konue Ha opuriHana
W 3aBEPEHO OT yYacTHUKa konue OT ocbuumanius npeeoj Ha 6bnrapcku eauk.
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fipesod om axanuiicku esux

EQHOKpaTHA WMNKa 32 6HONCUA C OBAAIHK YeNI0CTH
@ PUricen KOmyx 3a yAeCHABAHE BKapBareto Ha A
MHCTRYMEHT] . STERRE
= PelIeThYHY YeHOCTH 38 BIMMaHE Ha NO-roemu
Guoncum 3
®  YHUKaNeH MEXaHH3bM NO3BOAASAL] TAHIEHLIMA/IHY x‘m
Buoncum
] LiBeTer HOQ Ha KOMyXa 38 ASCHO pasno3sasaHe Ha
06/8CTTa Ha NPUACKEHHE
Hime Ha Homep ra | Kon. Aunumanes PaGomrea Laemen KOG Ha Obngem na
apmuKyna | apmuxyng Buamemsp Ha Gomcuno HOMYXT npuAGHceHUe
paSomuus
KaHan
FB-231D N1082020 20 2.0 mm 1150 mm ICACH Q:} YHT
FB-231K N1081220 | 20 2,0 mm 1550 mm cvs )
FB-230K F0482104 | 20 2,8 mm 1550 mm cHB &)
FB-230U E0482105 | 20 2,8 mm 2300 mm cus ()
ExTepockonus
FB-234U N3648630 | 20 3,2 MM 2300 sam cHE 5
FB-232U N1084830 | 5 37 aasa 2300 wm cuH 63
<
Y
Crpanmnua 14 orkatanor OLY ., . __ipy

Fabeacrxo: M3gepuied € vgomusen npesod na Komanozg

Hoaynodnucanama Tunana Boxcudapoea Topboss, ydocmosepraam sepHCCMMa HA UIBLLUERUR oM
Apesod om aHaAulicky e3Ur HO Db2opCky e3UK HA Apunoxenus Jokymenm (Kamaaoz), fipesodvm ce cu

om 1 {edna) cmponuys.

flpesoday:  FuafAHa Bomudrnoan Tanfinan -~

BAPHO C
GPMT’MHAJ’IQ

Jrevvr v v < - :'Zg




BIOPSY FORCEPS

Single-use oval cup fenestrated biopsy farceps EndoJaw
= - Ribbed coated sheath to ad insertion = ’

"L- ; - Uriiue swinging jaw mecharism to aid targential biopsies

e 7
= - Uolour-coned sheaths for sasy recognition of area cormpatibiity X;ray

Article Article Quantity Min. working Working Colour-caded Area
name mumber charnel g fength sheath compatibility
FB-231D NiDB2C20 20 0.4 P =t FDYENT
FB-231K N1081220 20 = &
FB-250K E48zi04 20 = s)
e TI4E I el ik @) Erteroscopy

FB-234U N3648530 20 ] &
FB-232t) ME084830 5 == &
Single-use oval cup with needle fenestrated biopsy forceps EndoJaw

' Ribbed coated sheath fo ad insertior )

- Feneshatad cups for larger biopsies # STERILE‘

- Urigue swinging jaw mechansm 16 aid tangentel brosies

- Needle for inproved anchorage K—r&y

| Colgur-coded sheaths for easy recogriion of area compaticiity
Article Article Quantity Min. working Working SGolour-coded Area
name nurmbey zhannel @ fength sheath cumpatbifity
FB-241D Nigsezen 5o A = (DENT
FE-241K NIOE1420 20 -- 1 &
F8-240K E482108 20 &)
Fihid | S ’ i1 s @ Frierosaouy
FE-244U N3648730 20 = ™
FB-241) MiG8433G 5 == &9

)
BAPHO C
OPUTIIHANA
— OLYMPUS

14




7 FT AN (BAT
Q:X 1) 4{/ - h/: {f{;} i/ (‘i’ ,; 'ﬁi@?! Cogua, By, \Aagkeangofh Cmanboruicky™ N238, em.2
Te.: \p 33972/ 989 25 16; GSM: 4359 896 6341 663

i} fIpeson oT anrnuiicky esunk
i
Bnanka Ha OLYMPUS
OEKNAPALIMA A CHOTBETCTBUE {MDD)
1. MpouseoanTen OLYMPUS MEDICAL SYSTEMS CORP.
2. Appec 2951 Nwmkasa-yo, Xaumoxu-wu, 192-8507 Tokuo, AnoHUs
3. Mogen FB-211D, FB-221D, FB-231D, FB-241D
4, Nme Ha npoaykra BUOMNCUYHA IHWIKA 3A EAAHOKPATHA YNOTPEBA
5. Cepued HOMEP Wnu NapTuaa oT 33K Ao 63K
oT 64K o 74K
ot 75K po
6. Knacugmkaumsa Knac Ila
7. OTopManpaHu npeacrasuteny s EC
+ WMe u agpec Olympus Medical Systems Europa GmbH
BeHaHewpace 14-18 20097 Xambypr, Fepmarns
o Vme u agpec Olympus Winter & Ibe GmbH
Klowpace 61, 22045 Xam6ypr, MepManus
«  WHme n aapec KeyMed (Medical & Industrial Equipment) Ltd,

KeyMed House, Stock Road, Southend-on- Sea,
Essex S82 5QH, UK

C HacToOAWOTO ASKNapUpaMe, Ye NocoYeHns Mo-rope NpoAykT e B ChOTBeTCTBHNe C
M3nckeaHuaTa Ha EC aupextnsa 93/42/EEC (MDD).

HacToswaTa geknapauns ce ocHoBasa Ha: MDD, Npunoxerue II

8. CepTudurkauus Ha CucreMa 3a KayecTeo
MsnapeHa ot TUV Rheinland product Safety GmbH {0197}

MsicTo: 2951 VMimnkasa-4o, Xayuoxu-wu, TokWo, AnoHus
Nopnuc He ce vete
Ame Ceiia Palmxy
AnbxHocT Mexepaned anpekTop
Otaen ,KoHTponHa AeBHOCT ¥ OCUTYPABAHE HE KavecTBOTO”
PDaTta 2007/05/14 /roavHa, mecell, neH/

[N-OIS D28001 Mpunoxenue 3]
Mposepxa 3 :2007/05/14 /roauna, mecel, geH/

\

Aonynognucanara NansHa boxugaposa Topbosa YA0CTOBEDABRAM BEPHOCTTA Ha
M3BBPIUEHMS OT MEH NPEBOA OT HITIMICKN Ha EbArapCKn 31K Ha NPHIOKEHUS OKYMEHT !
Aeknapayus 3a CbOTBETCTBUE!.

FlpesoasT ce cucrou o7 1 CTp.

llpeBoaay:
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© | OPUrVHANA
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DECLARATION OF CONFORMITY(MDD)

(}LVngS

[—t

. Manufacturer
. Address
. Model

. Name of product

N R W

Serial or Lot No,

6. Classifieation

OLYMPUS MEDICAL SYSTEMS CORP.

2951 Ishikawa-cho, Hachioji-shi, Tokyoa, Japan

FB-211D, FB-221D, ¥FB-231D, FB-241D

DISPOSABLE BIOPSY FORCEPS

from 33K to 63K
from 64K to 74K
from 753K teo

Class [la

7. Authorized representatives in EU

B Name
Address

1 Name
Address

B Name
Address

Olympus Medical Systems Europa GmbH

Wendenstr. 14-18 20097 Hamburg,Germany

Olympus Winter & Ibe GmbH

Kuehnstr. 61 22045 Hamburg,Germany

KeyMed (Medical & Industrial Equipment) Ltd,

KeyMed House,Stock Road,Southend-on Sea, Essex SS2 SQH, UK

We herewith declare that the above mentioned product complies with the requirements of EC
Directive 93 /42 / EEC (MDD).

This declaration is based on : MDD, Annex IT

8. Certification of a quality system : Issued by TUV Rheinland Product Safety GmbH (0197)

Place

Signature

Name

Title

Date

2951 Ishikawa-cho, Hachioji-shi, Tokyo, Japan

Seiya I

Gener:
Regulatory Affairs & Quality Assurance Department

2007/05/14(yyyy.mm.dd)

[N-OIS D28001 Appendix 3]

Revision 3 :2007/05/14 tyvyy.mom.
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TUVRRaintand

EC Ceprugpuxar
Hupexrasa 93/42/EEC Apexc V
Ocarypsieane Ka4ecTBO Ha NPON3IBOJCTROTO
Menuwuanckd H3eAuT

Pernctpanuoenen Ne DD 60123877 0001
IIporoxkes Ne 12018179 622

Hponzsogaren: OLYMPUS MEDICAL SYSTEMS CORP.
/OIUMITYC MEJUKBJI CUHCTEMC KOPIL/
2951, Homaxasa-so
Xammoxn-mH, Toxnoe 192-8507
Sunonna

Hpopyxra: CTepHaHA eHHOTEPATICRTHYIN M3 eI, H3TOI3BAHH 3ACTHO ¢
ennockond, CTepHIHA HeaKTHBHH HHCTPYMEHTH, H3ION3BAHY 3481HO ¢
CHITOCKOIH | CTﬁpHJ[HH HEAKTHBHH RHCTPYMCHTH, H3IIQI3BANYM 3a6HO
€ MEAUMUHHCKH YATPa3BYKOBH JMAIHOCTHYHN CHCTEMH 34 BH3YATM34IHA
3amens Onobpenue ¢ Peracrpaunonen Ne DD 60116725 0001

Hata na
H3ITHYAHE HA
BAMMIHOCTTA: 02.11.2022r.

Veenomenuar opraH ¢ HACTONNIOTO JdeKaapHpa, de 3a #3bpoeHHTe NPOAYKTH ca
H3IbJIHEHH H3HCKBAHHATA Ha AHexke V na gupexrtusa 93/42/EEC. I'epenocosemusit
OPOM3BORHTE T € HIrPAARI B UPH/IATA CHCTEMA 33 GCHIYPHBAHE HA KAMECTROTO, KOSATO
HOLIEKNA HA NEPHOAUIEH HAA30D, onpeleaer B AHere V, pasjea 4 Ha ropenocodenarTa
JHpexTHB2. 32 NycKane HA nazapa Ha W3neaud ot kaac Ib u xuae I, pokpury or To3n
cepTHHEKAT, ¢ Heobxogmv EC cepruduxat 3a H3caeapane Ha JH3aHH, CHIVISCHO AHEKE

1.

Jara ga Bmnsane B cwna: 03.11.2017 1. ¥YBenomeH oprau
Jara: 12.10.201 ({Todnuc — rie ce yeme)
Maructep M. Afixapa
[Kpbrbn newat na TUV Rheinland LGA Products GmbH]
TUV Rh roducts GmbH — Tuanmpace 2 - 90431 Hwpubepr

TUV Rheinland LGA Products GmbH e ¥Yaeaomen opran enraacuo /lrpextuna 93/M42/EEC 3a
MEARUNBCKY HINCIHN ¢ REEHTRPHKALROIeH ]

Aoaynodmicanuam flvyesap Craseuxos Mandes, ¢ wacmomiyoms yoo cju&p%(m mp;w ? HIEBPIHEHIA O MO
E Vi

2pesad oM OHATHITKI He Hba2ape H&% S ?m,wemm dck;l MEHM: T]?&WA petwmsn: CE CHCTHON OM
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EC Certificate TUVRheinian

im

Directive 93/42/EEC Annex V
Production Quality Assurance
Medical Devices

Registration No.: DD 60123877 0001
Report No.: 12018179 022

Manufacturer: OLYMPUS MEDICAL SYSTEMS CORP.
& 2951 ishikawa-cho,

Hachioji-shi, Tokyo 192-8507

Japan

Products: Sterile Endotherapy Devices used in conjunction with
Endoscopes, Ster:iis Non Active Instruments used in
conjunction with Endoscopes and Steriie Non Active
Instruments used in conjuncrion wich Medicai Ultrasound
Diagnostic Imaging Systems
Replaces Approval, Registration No.: DD 60116725 0001

Expiry Date: 2022-11-02

The Notified Body hereby declares that the requirements of Annex V of the directive S$3/42/EEC have
been met for the listed products. The above named manufacturer has established and applies a quality
assurance system, which is subject to periodic surveillance, dsfinad by Annex V, section 4 of the

‘] aforementianed directive. For placing on the market of class Ilb and class ill devices covered by this

i certificate an EC type-examination certificate according to Annex W is required.

P
N C iy
Effective Date: 2017-11-03 N
Date: 2017-1¢-12 ‘\\lli 5
N S .- WLDC. M. Amara
N
v TErengsdt s

TUV Rheinland LGA Products GmbH - TillystraRe 2 - 90431 Mirnt

TOV Rheinland LGA Products GmbH is a Notified Body accorting to Directive 83/42/EEC
concerning medical devices with the identification number 0137.
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Inf@med

Medical Visual Systems L/
Busuec uenrsp ,,Cepauka”, 6yi.” Axan. Heau 'enios” 2E , 1330 Codua  Ten. 4891-700 / Darc 491-88-18 » E-mail: office@infomed.bg

JNEKJIAPALIAS

3A OCTATBHYHHA CPOK HA TOAHOCT HA MEJUITHHCKHTE N3 AEJIUSA

Honynonmucanara [ers Ilnamenosa CinasxoBa,
B Ka4ecTBOTO cH Ha Tvproecku Mupekrop Ha MTHOOME]] EOO/I,

JAEKJIAPHUPAM, ye:

OcTaThyHHAT CPOK Ha rogHocT Ha o¢epupanure ot UHOOME]]
EOOJ meauuuHcku uanemus 3a Hyxaute Ha Y CBAJI o OxKonorus EAJ -
Codus xpM garaTa Ha JOCTaBKa HsIMa Ja OBIe IMO-MaIBK OT 75%
(cemempeceT M TIET NPOLEHTA) OT OOSBEHUS CPOK OT MMPOUIBOANTENS BHPXY
OIIAKOBKATA.

24.02.2020 rom. Jexn
I'p. Codusa
TBproeckn ) )i\

\



Obpazey Ne 8
MepuoauuHO NoBTapAWM ce QOCTABKM Ha obw! MegMUMHCKK
KOHCYMaTuB 3a HyxauTe Ha ,,YCBANO” EAJ] 3a cpok oT 24 Mmeceua

LEHOBO NPEANOXEHME
ot UHPOME[L EQOL
(HaumeHosarLe Ha yuacmHuKa)

' “Ensnwnta 05 .'
POFH. K-}

Of Ne HAMMEHOBAHKE Mapka ";‘;‘;‘:’ croinocr Bes
sl pgc, | =-hac
. [EAHOKpaTHH DHONCHTHY WwKNKEW 3a thnexcubunen = .
6 0 | 1825 Y
163 Gpouxockon jlel ] 4 8 2800 730.00
Mpeanoxena o6wa crolinoct 22 WintnHeHue Ha nopbukata 6ea ein. JAC: 730.00 ne
(cememcToTIH Y TpHaeceT 1 0.00 neBa) {uudpom u crnosom)
Mpeanoxena obuwa crofnocT 3a U3NbNHeHWe Ha NopbYKaTa ¢ skn. AAC: §76.00 ne
{ocemcToTHH ceqemaeceT u weeT u 0.00 neea) P PR

Dara: 24.02.2020 rog.
(nod@

MeTs
{ume 8atLO YYaCmHL

Twproeckm AupekTop \
{(kavecmeo Ha auyemo, npedcmasnaaatyo yuacmrura)

WH®OMEZ EOOH
{HaumeHosarue Ha yyacmHuka, nevam)




9 O6bpaseu Ne 4

Exn—(mq%cxo NPEANOXEHUE

Ho ,,YCBANO” EA
rp. Cochuna 1756,
yn. ,MinoBauBcko none” Ne 6

Or UHOOMEQL EOCO[A
npeacTasnABaHo 0T YNpaBuTens (ManbAHUTENnHUA aupekTop) MeTta Apcosa — Twproecku Jupektop

EVK/BYNCTAT kon 121155656, cbec ceganuwie U agpec Ha ynpaeneHue rp.Codus,
6yn.Butowa Ne 81-83, tenedon 02/4891-700, daxc 02/491-88-18 n enekTpoHHa nowa
office@infomed.bg 3a kopecnoHAeHLNA NO HACTOALLATA NOPBLYUKA.

YBAXAEMU OAMU U TOCINOAA,

1. Cnep 3ano3HaBaHe ¢ BCUYKK LOKYMEHTK 1 obpa3uu oT yTBbpAeHaTa oKyMeHTalmA 3a
yyacTue u obsiBeHa oT Bac oTkpuTa npoueaypa 3a Bb3narade Ha obujecTeeHa nopbyka ¢
npegmer: ,,MepuogUYHO NOBTapsAWM ce AOCTAaBKM Ha o0l MEAVLMHCKM KOHCYMAaTHUB 3a
HyxpauTe Ha ,,.YCBAJIO” EALl 3a cpok oT 24 Meceua®, AeKnapupame, 4e CMe 3ano3HaTu ¢
yKasaHUATa W YCIOBUATA 3a y4acTue, CbIMacHW CMe € NocTaBeHuTe OT Bac ycroBus U ru
npueMame Ge3 Bb3PaKeHUA, KaTo NpeacTaBaMe HaweTo TexHUYecKo npennoxeHue 3a

N3MbNHEHVE Ha nopbuKaTa.
2. Cpok Ha OTNOXKeHO NAaillaHe Ha cayrute — 8 cpok Ao 60 (wectaecer) KaneHaapHU
AHW, No BaHKoBa CMeTKa Ha U3NBIHUTENA, CNej N3faBaHe Ha akTypa u noanuceaHe Ha
npuveMo-npedaBaTeneH NPOTOKON 3a A0CTaBKa, CYUTAHO OT gaTtarta Ha nosydaBaHe Ha
thakTypara.

3. Cpok 3a u3NbLNHEeHMe Ha nopbukara — 24 (ABageceT W YeTupu) Meceua oOT
NOANUCBAHE Ha QOFOBOpPA.

4. Cpok Ha BanugHOCT Ha odpepTtata — 180 (cmo v ocemBecem) KaneHgapHU OHW,
cYMTaHO OT Aartarta, onpegeneHa 3a KpaeH CpoK 3a nojasaHe Ha oepTy.

5. Cpok Ha rogHOCT Ha NpeAnoXeHUTe U3AeNUA — He No-KpaTbK oT 75 (cedemdecem u
nem) % oT obABEHUs OT NPOU3BOGUTENS BbpXy OMakoBKaTa, CYMTAHO KbM gaTaTta Ha
AocTaBKara.

6. CpoK Ha U3NBLAHEHUE Ha AOCTABKUTE:

+ perynapHi goctaBkm — go 3 (Tpu) paboTHM AHW, CYWTAHO OT NOAABaHE Ha

NUCMEHa 3asBKa OT CTPpaHa Ha Bb3NOXWUTENS;
« CRELUHU 3asBKA — 40 24 (ABafjeceT v YETUpK) Yaca, CUUTaHO OT NojasBaHe Ha

3JasiBKa OT CTpaHa Ha Bb3NOXUTENA MO TenedoH unn dDaKC.

7. 3ano3HaTu cMe C NpoeKTa Ha AOroBop 3a BbararaHe Ha obLiecTBeHaTa NnopeyKa U cme
CoblIaCcHK € KNay3nTe B Hero, KaTto ru npuemMmame 0e3 Bb3paxeHus.




M3UCKBAHWATA, NOcoYeHU B TexHuveckarta cneymdmnkaums.

9. Bcuyku npegnaraH OT HAC CTOKM OTIOBapAT HA H TUBHO YCTaAHOBEHUTE
M3UCKBAHWSA 33 Ka4YeCcTBO U eBpOneicku cTaHgapTh, Onaxos ca CbC CcbOTBETHATA
MapKUPOBKa 3a Npou3BoAUTEN U NapTUAHU HOMepa.
10. Bcuyku npeanaraHy oT Hac CTOKU Le 6bAaT AOCTABSAHW B OpUrHaNHaTa onakoBka Ha
NPOWU3BOANTENS, KOATO € C HeHapylueHa LUAnocT unu moxpa. CTOKWUTE ca OnakoBaHu no
Ha4Y/MH, KOMTO MM 3anasBa OT BCSAKAKBY YBPEXOAHWUSA, AbMXaliM C8 Ha aTMOCepHU
YCNOBUA 1 TPAHCNOPTUPaHe.
11. B cnyJaii, Ye npeanaraHuTe OT Hac NPOAYKTU ca CNpeAaeneHn oT Npou3BoauTeENUTE
KaTo MEeOUUMHCKUTEe M3AENUA, M ca BHECEeHM OT TPeTWU AbpXaBu Ha TepuTopusaTa Ha
Esponeiickusi Cbi03 wnn Ha TeputopuaTa Ha EBponenckoTo MKOHOMUYECKO NPOCTPaHCTBO,
BbpPXY OMAaKOBKATE U B WHCTpyKUUATa 3a ynoTpeba we Obhe NocoueHo OONbLIHWUTENHO
MMETO ¥ aApechT Ha YMbLAHOMOLWEHUS NPEACTaBATEN W HA BHOCUTENd, cbrn. 4n.16, an.2
OT S'aKoHa 3a MegVUMHCKATE usgenus.
12. B cnyyait, 4e 6baeM onpeaeneHin 3a M3MbIHNTENN W CKNoYMM JOroBOp 3a AOCTaBKa,
llle OCUIypUM, WU We ROAAbPXKaMe CKNagoBa HaNU4HOCT OT OgiepUpaHvsi NpPoayKT OT
obozoBeHaTa nosvuMa/noanosvuumns, B pasmep hHa 1/12 vact or o6WoOTO AOroBOPEHO
NPO"HO3HO KONNYECTEO.
13. B cnyyait, ye 6bAeM onpegeneHn 3a U3NbiHMTENW ce 3afblkasame fa AOCTaBUM
NPO,1yKTK, CLOTBETCTBALLM Ha NpeAcTaseHnTe Kartasior, 6poLypu, NPOCNEKTH, UK nucma,
Aeknapauuu unu apyru ouumanHu AOKYMEeHTW OT Npou3BOAUTENUTE Ha CLOTBETHUTE
NPO,JyKTH.
14. puemam nnawaHeTo a ce K3BbPLIBA C NNATEXHO HapexZaHe no cnefiHarta 6aHkosa
CMeTKa:

B>anka: PANDANIEHBAHK (B BNFTAPUA) EALl - Codoms

IBAN: BG50RZBB91551061006415

BIC: RZBBBGSF

B oK A0 60 OHW, cnea M3BbpilleHa AOCTaBka, u3jajeHa paktypa v ABYCTPAHHO
nofMcaH npuemMo-npefasaTeneH NpoToKoN 3a BCAKAa eAHa AocTaBka.

15. Ako 6baeM onpefeneHy 3a W3MbhHUTEN, HACTOALWIOTO MPEANIOXEHWE Le ocTaHe
0BB1>p3BaLLO 3a HAC W MPU CKHOYBAHETO HA [IOFOBOP ¥ LUE NPEACTaBNABa HEQEeNnMMa YacT

OT Hero.

an/I U3NBMHEHWETO Ha NopbYKaTa APYXECTBOTO tHe-RoA3Ba/HAMA A non3ea (HeHy)KHOITIO
ce 3aqepmaea) yCnyruTe Ha cnegHuTe Nnoau3nbIIHUTENK:

U o PO P PP P PRSP
2. ... Nreemrren s S 720 U
C YBAXEHMUE: ....... Oarta: 24.02.2020 r.

MeTs A rop Ha UHOOME EOQOL/



lpunoxerus:

1. TexHudecko nNpennioXKeHne 3a CbOTBETCTBUE C TEXHUYECKATE
uanbnHeHue Ha nopbykata (Obpasey Ne 4.1.) — MONBLAHEHO U noagnucaH

N3NCKBAHWA 3a

ACKa3Ballu
Ka KOnue Ha

2. Katanosu, Opoiuypu, npoTOKONW, TexHW4ecka uHgopmauus u
OEKNApPUPHOTO CbOTBETCTBUE, KAKTO U OPUFMHaN WNK 3aBEPEHO OT y4ak
npeeoa Ha 6bNrapcky e3nK B YacTTa Ha ohepupaHoTo.

3. [okasaTenctso 3a CLOTBETCTBME HA MeauuuHCKM wuspenus ¢ Hadecena ,CE”
MapK1poBka (KoraTo € NpunoXxumMo):

3.1. BanugHa geknapauma 3a cboTBeTcTBMe ¢ HaHeceHa ,CE” mapiuposka wsnageHa or
NMPoOu3BOAMTENA WAW YAbAHOMOLWEH npeacTasuTen (4n.14, an2 oT 3akoHa 3a
MeAWLMHCKUTE W3Oenus) 3a BCAKO MeAULUMHCKO u3genue/KoHcyMaTus, NpennoXeHo oT
YYACTHUKE - 3aBEPEHO OT YYacTHMKA KOMUE Ha OPUrMHANa 1 3aBepeHo OT yYacTHUKa Konue
OT othuLkanHUA NpeBog Ha SbIrapcku e3uK wunu:

3.2. BanngeH ceptucukar 3a ,CE" mapka, usgageH or HOTU(pMUMPaH opraH 3a BCU4KU
MEeAULMHCKU V3OEennsa, 3a KOUTO Ce U3UCKBA CbrM. 4. 18 oT 3aKkoHa 3a MeguuUMHCKATE
nsgenvs u Hapeabute 3a CblLeCTBEHUTE W3MEHEHUA 33 OLEHSIBAHE HA CbOTBETCTBUETO
ChC ChLIECTBEHUTE U3UCKBAHUA HA MeOUUMHCKATE u3genna noyn. 2, an. 1, 1. 1u T 3 o7
3akoHa 33 MegUUMHCKATE W3LEenus - 3aBepeHo OT y4acTHUKa KOonue Ha opurnHana u
3aBepeHo OT YYacTHMKA Kornue OT odmLmanins NpeeBod Ha Dbnrapckm esuk.

3.3. B cnyuaii, ye npepgnaraHuTe NPoOAyKTW, NO ChOTBETHUTE oBocobern noanuyun, pecn.
noAnNo3UUMKM He ca MeauuuMHCKM wusgenusi, no cmucbna Ha 3MW, npepcraeam
YAOCTOBEpPEeHUE/AOKYMEHT OT npouaBogutensa/ydacTHMKa, OT KOeTo Aa e BUAHO, 4e
CbLUMAT € Oonpeaenun CbLOTBETHWTE NPOAYKTW HEe KaTo MEeAWLMHCKU n3jenuvs, a Kkato
pEe3epBHM YaCTU UINK KaTO APYrM NPOAYKTY - 3aBePeHo OT YYaCTHUKA KOMue Ha opurvHana
1 3aBEPEHO OT yYacTHUKA Konue oT ochuumanHna npesod Ha Obnrapcky esuk.

29
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AcnupayMoHHa uraa 21 G TBNA ¢ meTaneH KOxXyx —
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he iy

NA-1E-1 WMAL-B4 WES-E5

- BbHWHKWAT MeTaleH KOMYX 3a MHOTOKpaTHa ynoTpeba ce kombBUHKMpa € 8bTpellHaTa
urna 3a eaHokpaTtHa ynotpeba

- E¢eKTMBHa NPeHOCHa cUna B nepudepHUTe paitoHn

- IBynocoyeH cronep 6esonacHoct 3a necHo GopaseHe 1 3a 3all1Ta Ha eHA0CKONCKUA
KaHan

- BbHWwHa obenska (MAJ-64), 3a ga ce komBuHMpa ¢ BbTPelWHa urna (MAJ-65)

- EAMH KOMIAEKT ChAbPKa eAHa BbHWHA 06eueka (| MAJ -64) U WecT BLTPEWHK Urau (
MAJ -65}

Mme Ha ApTuryn | Komnod | Bpoid MuH. PaboTHa Ouame- | AvmxuHa | Oa ce 3oHa Ha
apTUKYn | eH €HT Ha Pabo- | AbmKkuHa | Thp Ha Ha urnata | ¥3nons- | npuno-
HOMep TEeH urnata @ Ba C HeHue
KaHan
]
NA-1C-1 | 026550 1 Habop | 2.0 mm | 1050 mm | 21G 13 mm @
MAJ-64 026472 | NA-1C-1 | 1 komyx | 2.0 mm | 1050 mm MAJ-65 @
MAJ-65 026551 | NA-1C-1 | 6 urnn 2.0mm | 1050 mm | 21G 13 mm MAJ-64

Crp. 175 ot Katanor OLYMPUS/EndoTherapy

BAPHO C
OPUTMHATIA




Metal sheath 21 G TBNA aspiration needle

&
; ; 7

VY 4
fof 4 r,

g
rf ; e
Il 2
i L ! STERALE
NA-1C-1 MAJ-64 MAJ-65

- Reusable otter metal sheath combined with single-usa nner neadle

- Effective farce fransmisston it penpheral areas

- Two-way safety stop for easy handling and to protect the enaoscops channe!
- Quter sheath (MAJ-64; to be comizined with inner needle (MAJ-65)

« One set containg ons auter sheath (MAJ-84) and six innar needles (MAJ-85)

Articte Article Gomponent  Quantity M. working  Waorking Needles  Needie For use Area
narne aumber of channel 2 length length with compatibiity
NA-1C-1 026650 1 set 2.0 mm 1050mm 211G 13 mm oD
MAJ-64 026472 NA-1C-3 I sheath 2.0 min 1050 mm MAJ-65 @
MAJ-65 026551 NA-1G-1 6 needles 2.0mm 1080 rm 21G 13 mm MAJ-G4 GD
7

BAPHO C
— | OPUTNHATIA |
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AEKTIAPALINA 3A CROTBETCTBUME (MDD)

L. Tlpoussonures OLYMPUS MEDICAL SYSTEMS CORP.
2. Aapec 29351 Ishikawa-cho, Hachioji-shi, Toxne 192-8507, Slionns
3. Moaen NA-1C-1 NA-2C-1
4. Hapmesopanue na NpogyKra ACITMPALIMOHHA HIJIA
5. Cepuert No wan napruga Ne oT 79R 1o 93K, o1 95K no
6. Kaacudurauus Knac [la
7. Oropusupany npencrapurent 8 Esponefickus Cpioa

= Hme Olympus Europa Holding GmbH

Ajspec Wendenstr. 14-18 20097 XamOypr, I epmanis

(' HACTOMLOTO SKAapupaMe, de TOpenoCOuSHMAT NPOAYKT OTrosaps Ha wiucxkBanuara Ha EC Jupextusa
93/42/EEC (MDD).

Hacrosinara Jexaapalis e OCHORAaRA Ha: MDD, Ipunoxenue [l

8, Cepruduraumsg Ha Cucrema 3a xkadectso: Mapasena or TUV Rheinland LGA Products GmbH (0197)

Macto 29351 Ishikawa-cho, Hachioji-shi, Toxuo, Simonus
{toanne (e ce veme)

Heue Celis Paiimxy

HoavimHocT Fenepanen AupeKkrop

Oraen , KOHTpOIHA AGHHOCT ¥ OCHIYPABAHE HA KA4LCTROTO

Jlara 2010/05/12 /roanua, mecen, aen/ :

[N-OIS D2800T Ipuaoxenue 31
Tiposepra 1 :2010/03/12 froguna. mecen. zen/




JEKJAPALVIST 3A CBOTBETCTBUE (MDD)

AHEKC (CITACHK CBC CBEP3AHH ITPOIAYKTH) Crpammia 1 o1

Cporsercravero obriacuo BEC dupextupsa 953/42/EEC (MDD} anexe [ ce aexaapupa © HacTOAWOTO CHIMG 34
caeaHua(Te) ceupan(n) 0pomyKT(M), KOHTO(KOUTO) ce AoCTaBA(T) 38CIHO, KATO HAcT OT AEKJApALMSTa 34
CHOTRETCTBHC Ha;

{(Moagit 1 HaMMeNOBaHKE HA MERMUHIICKKWA anapar) NA-I1C-1 NA-2C-1  ACIHHPALIMOHHA MM JiA

{Moaen w HanMeHOBANKE HA NPOJYKTA, CBHP3AH ¢ HETO) Knac  Cepuen Ne uan [Napruga No
MAT-64 (NA-KOWYX) Ha or 8XR a0 95R, or 6YK 1o
MAJ-65 (NA-HTITTTA) Ha ot 79R j0 93R, or 95K no
MAJ-66 (NA-MTTIA)Y Iia ot 79R a0 95R, or 95K no
[Hoanue fue ce vene)

Hve Celts Paiimpxy

Hirbacnoer ['erepanen mupexkTop

Oraen ,KoHTponia feHHOCT H OCUTYpPsBaHE HA KAYECTBOTO

Hata 2010/05/12 /roauna, mecew, aen/

IN-OIS D28001 Hpnaomenne 6]
ITposepka 2 2010/05/12 /roanna, mecew, nen/

Aorvnodnucanama Fanana booxcudaposa Topbosa, yoocmosepagam 6epHOCHIMG N UIGLPUEHUA OM MCH APCGU)
OB GUETUIICKH @3UR WA Bbazapery e3ux Ha npuiolcerys ooxymenm (Hexaapayus). Hpesodwm ce coemou am

foge) cmptiilic.
fInecoday. wiana bosewoapoea Topbosa

| OPUTMIHANA |
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OLYMrua

DECLARATION OF CONFORMITY(MDD)

\J

1. Manufacturer OLYMPUS MEDICAL SYSTEMS CORP.

2. Address 2951 Ishikawa-cho, Hachioji-shi, Tokyo 192-8507 Japan
3. Model NA-1C-1 NA-2C-1

4. Name of product ASPIRATION NEEDLE

5. Serial or Lot Ne. from 79R to 95R from 95K to

6. Classification Class IIa

7. Authorized representatives in EU

B Name Olympus Europa Holding GmbH

Address Wendenstr, 14-18 20097 Hamburg,Germany

We herewith declare that the above mentioned product complies with the requirements of EC
Directive 93 / 42 / EEC (MDD).

This declaration is based on : MDD, Annex II
8. Certification of a quality system : Issued by TUV Rheinland LGA Preducts GmbH (0197)

Place 2951 Ishikay-~ -~ TT~-hiaf2 oLS MaTeees Toooo
Signature - —_—
Name Seiya Raiju ;

Title General Manager, .

Regulatory Affairs & Quality Assurance Department

Date 2010/05/12¢yyyy.mm.dd)

[N-OIS D28001 Appendix 3]
Revision 1 :2010/05/12 tyyyy.mm.dd)

BIPHO O
CPVINIHATIA

T . N e o ar———
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DECLARATION OF- CONFORMITY(MDD)

OLYMPUS

ANNEX (RELATED ITEM LIST)

pagelofl
The conformity in accordance with the EC directive 93/42/EEC (MDD) annex I
is declared herewith also for the follwing related item/s that is/are provided together, as a part of the

declaration of conformity of ;

{model and name of the medical device) NA-1C-1 NA-2C-1 ASPIRATION NEEDLE

Model and Name of the related item Class Serial or Lot Ne.
MAJ-64(NA-SHEATH) 1Ia from 8XR to 95R,from 6YXK to
MAJ-65(NA-NEEDLE) Ila from 79R to 95R, from 95K to
MAJ-66(NA-NEEDLE) IIa from 79R te 95R,from 95K to

Signature

Name Seiya Raiju L

Title General Manager,

Regulatory Affairs & Quality Assurance Department

Date 2010/05/12(yyyy.mm.dd)

BAPHO C !@‘/
 OPUIrViHANY o

[N-OIS D28001 Appendix 6]
Revision 2 :2010/05/12 {yyyy.mm.dd)

3¢



TUVRha%nlaﬁd

£C Ceprudukar
Hupexrapa 93/4U/EEC Anexe I, ¢ usionouense na Pasgen 4
HﬂHOCTHK CHCTEMA 342 GCHIYPABAHC HA KAYMICCTEO
MeanmuneRy H3eIHA

Perncrpaunonen N2 HD 60123878 0001
Iiporoxoa Ne 12018179 002

lpomsonuren: OLYMPUS MEDICAL SYSTEMS CORP.
JOJUMITYC MEAHKBJ CACTEMC KOPIL/
2051, Hmnkasa~10
Xamuoxu-my, Toxao 192-8507
Hoouna

IIpoayxra: ITpoexTapane 1 pa3padoTBaHe, LIPOHIBOICTRO HA MEIUIHHCKN
EHJIOCKOIICKE CHCTEMH, HPOIYKTH 33 AHATHOCTHKA, ONepalus ¥ JcucHHe

{BHIKTE NPUNOKEHHETO 32 BKIIOMSHHTE TPOAYKTH 1 A0 BJIHHTEHHA
00CKTH)

3amens Onodpenne ¢ Perucrpaioner Ne HD 60078827 0001
Hata ua

HATHIIHE HA
BaIHAHOCTTA: 02.11.2022 1.

VeegomMennarT opra@ ¢ HACTOAIIOTY JeKJaapupa, de¢ 3a nibpoenmre npexykrd ca
H3OLIHeNH m3nckBaHuATa Ha Anexc II, ¢ msxawuensne wa paznen 4 na @apexTHsa
93/42/EEC. TopenmocoueHndT NPOHIBOANTEX € I3FPAINT M FPHIAra cuereMa 3a
OCHTYPSBAHE HA KAYCCTBOTO, KOATO NOLIEKH Ha fepHOIHYEH HAI3OD, GIPENCICH B
Anexce 11, pasgen 5 pa ropenocodenata JHpeKruBa. 3a MyCKaHe HA NAIAp3 HA H

or xuac III, nmoxpurn or T1o3m cepruduxar, ¢ weodxogmm  EC cepradus
H3CedBaHe Ha JH3alH, chbriacHo Anexe I, pasgea 4.

Jlata Ba Bmazaze B cuna: (03.11.2017 1, YBenomen opray
Hara: 12.102017 r. {Hoonuc — ne ce ueme)

Maructep M. Alixapa
[Kpwrea nevar aa TUV Rbeinland 1.GA Products GmbH)]

TUV Rheinland LGA Products GmbH — Twaunpace 2 — 90431 Hiopubepr

UV Rheinland LGA Producf‘; GmbH e ¥renoaen opran CLEAREHO ,_hl amm.‘)%/si’!EEC 3a

A0

39PHO C | |
OPWIMHANA
OPl g\




TUVRheintand

. - Hox. 1/}, npoe.0
TUV Rheinland
LGA Produocis GmbH
Tumunpace 2, 90431 Hwpubepr

Hpuaoxenne xem Ceprudnxar
Perucrpanmones Ne  HD 60123878 0001
Hporoxoa Ne 12018179 022

Hpoussoauren: OLYMPUS MEDICAL SYSTEMS CORP.
OMNMAOYC MEAHKELJ CUCTEMC KOPIL/
2951, Himnkasa-10
Xamuoxn-mn, Toxmo 192-8507
HAnonun

Brirodend npoaykTa:

Memumusacxn Binrockoncxy CHCTEME:
- Emzaockonn
- EHI[OTEQ&HSBTH"IHH N3A2NKEA
- Buzeo npouecopn
Ttomiin 32 eHIOCKOIINS
CreTauHHN HITOIHUUH
Ana.pa’m 33 BUIVAIH3AIHA Ha NO3RIMITE
ATapaTs 3a eJIeKTPOTePMANIia KayTCpH3aIas
- MaterpupaHu eHRO-XHPYPIrHUHHE CHOTEMH
- AnapaTH 3a peryilypale/KOHTPON Ha eHIOCKON
Enexrpoxupypratecko obopyasane
CoHH 1 TPAHCHIOCEPH 38 YATPa3BYKOBH JIHTOTPHIITOPH
JlanapoCKOTICKH HHCY(:1aT0pH
Varpassykoso XHpypraiecko obopyasane
Manpad 33 2e3uaeKuys
KaricyiHi €H710CKOIH H CHCTEMIL
Varpassykosn Juarsoctnuns CHcreMy 3a BH3yalda3upane wa 00pash

Hata: 12.10.2017 r Yeejomed opran
{Hodnuc — ne ce weme)
Maructep M. Alixapa
[Kpsres sresar na TUY Rheinland LGA Products GmbH]

Hosynodrueanuan: Hvuezap Caagetikos Moudes, ¢ RACMORMOMO pOOCHOCEPREAMN ERPHOCTING U TEGLPRICHIR Ol MEH
: . - . M S ITE A
HPesod oM aueANICKY HO FLALARCKU K VK APUTCHCERUA JOKVMERI EC CEPTHDHKAT Hpesocem ce cvcmon om
2(0ge} cmpaniygi, SKAKNEMEIRG MAasi.
Fipesagay: Heyesap Cagesinos Mandes -
TN z{ f:?' .
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EC Certificate TOVRReinland
Directive 93/42/EEC Annex iI, excluding Section 4
Full Quality Assurance System
Medical Devicss

Registration No.: HD 60123878 0001

Report No.: 12018179 022

Manufacturer: OLYMPUS MEDICAL SYSTEMS CORP
2851 ishikawa-cho,
Hachioji-shi, Tokyo 192-8507
Japan

Products: Design and Development . Manufacture of Medizal Endoscopy
Sysrteins, Dlagnostic, Operation and Treatment 2roducts

vJee attachments for product.s and add:  sional sites inciuded;

Replaces Approval, Registrat.on Mo, : HD 80778837 000

Expiry Date: 2022-11-02

The Notified Body hereby deciares that the requirements of Annex Hl, excluding section 4 of the directive
93/42/EEC have been met for the listed products. The above named manufactirer has established

) and applies a quality assurance system, which is subject to periodic survaillance, defined by Annex H,

! section 5 of the aforementioned directive. For placing on the market of slass 1l devices covered by

’ this certificate an EC design-examination certificate according o Annex ! section 4 is required.

CadlEA e
REEUS .'% L me v e e

Effective Date: 2077-31-03
A

Date: 20,7 i0-a2

TUV Rheinland LGA Products Govwes - nnysuens < - guso 1 edimberg

TUV Bheinland LGA Products GmbH is 3 Notified Body according to Directive S3/42/FEC
_~etRCerning medical devices with the identification number 0197,
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TUV Rheinland bea.

LGA Products GmbH
TillystraRe 2, 90431 Nirnberg

Attachment to

Certificate

Registration No . : HD 60123878 0001

Report No.: 12018179 022

Manufacturer: OLYMPUS MEDICAL SYSTEMS CORP.

2951 Ishikawa- cho,
Hachioji-shi, Tokye 192-8507

Japan

Products sincluded:

Medica’ Endcoscopy Systems .
-Endoscopes

-Endotherapy Devices
-Imaging Processors

-Pumps for Endoscopy
~Light Sources

-Posaition Detecting imice

-Electrothermal Cautery Unitg
-integraced Endesurgery Systems
" Endoscopic RegulationsContrel Unints

Electrosurgical Eguipment
Preobes and Transducers ¢
Laparaoscopic Insuff ators

for Ultrasonic Lithotr.ptors

Ultrasound Surgicai Egquipment

Disinfecti ing Unacs

Capsule Endcscopes and Svatamg
Ultrasound Diagnostin Imaging Systems

)

Date: 2017-10-12
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IIponssoanrei:

Ipoaykra:

Hara na
HITHYAHE Ha
BAJIHIHOCTTA:

-:nnix
TUVRheiniand

EC Ceprudurar
Hapexrusa 93/42/EEC Anexe V
Ocnrypsiane KavecTso HA NPONIBOICTBOTO
MenHIHHCKE H3aeaIns

Perucrpanmenen Ne DD 60123877 9001
Hporoxoa Ne 12018179 022

OLYMPUS MEDICAL SYSTEMS CORP.
/JOTUMITYC MEJUKBJ CHCTEMC KOPIL/
2951, Huruxara-go

Xamuoxu-my, Toxuo 192-8507

Hnonnga

CrepunBy eRA0TEPANEBTHYLH W3AETH, H3IOJ3BANHT 3aeIHO C
eHIOCKOIH, CTEPIUTHA HEaKTHRHE HHCTPYMEHTH, H3OT3BAHE 338HO C
erpockony ¥ CTepHIHY HEAKTHBHY HHCTPYMEHTH, H3NON3BAKH 32 XHO
¢ MEAHLHHCKH YATPA3BYKORH JHATHOCTHYHI CHCTCMH 38 BHIYAIH3ANUS
Jamensa Onobpenne ¢ Pernetpaunoncs Ne DD 60116725 0001

02.11.2022 1.

YBetoMEHHAT Opranm ¢ HACTOSIIOTO [eKAApHpa, “ie 3a n3bpoennTe NPOAYKTH ca
HIDbJIHEHH H3HCKBaHuATa Ha Anexke V Ha gupexrasa 9342/EEC. I'openocovenust
OPOHIBOANTEN € HITPATHI ¥ MPHNAYA CHCTEMA 33 OCHTYDABAHE HA KAYECTROTO, KOWTO
HOLTEKH HA MePHOXHYCH HAX30D, onpeledeH B AHere V, pasaen 4 Ha ropenocodenaTa
AHPEKTHBA. 32 yCKaHe Ha nazapa Ha H3aeaus or xaace ITb i xoae I, noxpure ot Toim
ceprudurar, e Heobxoum EC cepruduxar 3a HicaenRane Ha An3aiH, CbIIACHO AHEKC

1I1.

Jlata Ha Banzane 8 ciura: 03.11.2017
T

Hara: 12.10.2017 1.

YRBenoMeH oprag

{{Ioonuc — ne ce yeme)
Marucrep M.Aiixapa
perea newat #a TUY Rheinland LGA Products G

TUV Rheinla [ - Taamwmpace 2 ~ 90431 HiopaGepr
TOV Rheinland Lo... . . ovees vommnn v v wenens€H OPTAH ceraacty Qupexinsa S3/42/EEC 3a

MEIFFHHYCKH HIAeINA ¢ HienTudHRAnNORM Ha

pep IHY,
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Hozynodnucaruan ouesop Crasetvos Muaxdern, ¢ nacmosniomo _1’()(2‘{1;09?;?5165141 a.ﬁrpzsoﬁé}m_ ‘J{La HBEBDHWHUS G MeH
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Manufacturer: OLYMPUS MEDICAL SYSTEMS CORP.

EC Certificate R e
Birective 93/42/EEC Annex V 7
Production Quality Assurance

Medical Devices

Registration No.: DD 60123877 0001

Report No.: 12018179 022

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

Products: Sterile Endotherapy Devices used in cenjunction with

fndoszscopes, Sterile Non Active Tnst ruments used in
conjunction with Endoscopes and Sterile Non Act ive
Instruments used .n CONjunction with Med:ical Jicrasouud
Diagnost.ic Imaging Systems

Repiaces Approval, Registration No.: DD 60116735 0doL

Expiry Date: 2022-11-02

The Notified Body hereby declares that the requirements of Annex ¥ of the directive 93/42/EEC have
been met for the listed products. The above named manufacturer has established and applies « quality
assurance system, which is subject to periodic surveiliance, defined by Annex V, section 4 of the
aforementioned directive. For placing on the market of class ilb and class Wl devices covered by this
certificate an EC type-examination certificate according to Annex I is required.

a0 G 5.
e
Effective Date: 2017-.1-03 Y

p)

‘Notifisd Body f
(5

Date: 2037-16-12

e ! |

e

TUV Rheiniand LGA Pr____._ _...... ...igsira:ae £ - YU431 Nurnberg

TUV Rheintand LGA Products GmbH is @ Notified Body according to Directive 93/42/EEC
concerning medical devices with the identification number 0797,
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Inf@med

Medical Visual Systems \ ]
BuzHec menThp ,,Cepauka”, 6y1. " Axan. Hean Temos” 2E , 1330 Codng o Ten. 4891-700/ Pakc 491-88-18 eF-mail: office@infomed.bg

JEKJIAPALIUA
3A OCTATHYHISA CPOK HA TOHOCT HA MEUIMHCKUTE H3/EJHSI

Honynonmwcanara Ilets Iltamenosa CiaBkoBa,
B KagecTBOTC ¢H Ha Thproecku Aupektop Ha UTHOOME]] EOOU,

JNEKJIAPUPAM, ue:

OcTaThuHHMAT CPOK Ha TomHocT Ha odepupanute ot MUHOOME]]
EOO]I Mmeauuuncku m3aenns 3a Hy:kaure Ha Y CbAJI o Onkonorus EAJ] -
Codusa kpM [JaTara Ha JgocTaBKa HAMa JAa ObIe HO-MambK OT 75%
(cemempecer W MeT MPOLEHTa) OT O0ABEHHS CPOK OT NPOHM3BOJMTEINS BBPXY

OIIaKOBKAaTa.

\
24.02.2020 rogz. Hexmnapa
I'p. Codnsn

Trproscku Jdup:



O6paszey Ne 8

MepuOAUYHO NOBTAPALIX Ce A0CTaBKU Ha oBIL MegUUWHCKN
KOHCYMaTtuB 3a HyXQuTe Ha ,YCEAINO" EAJl 3a cPOK OT 24 meceLa

L{EHOBO NPEANOXEHNE

otT UHOOMEQ EOOM
(HaUMeHOsaHUe Ha YYaCMHUKAE)

- =
[ ' croiuoq:ra o
OF je HAMMEHOBAHWE Mapxa (fipors. g-80 Ges BKR. crofscsT bea
anc axn. BAC
180 |Ennoxpaten meTaneH winxowrop 3a PEBuoncHa @ 1.8 mmt Hpoit 2 1251700 250.34
MpeanoxeHa obla CTOMHOCT 33 U3NLAIHeHKE HA nopbukara 6e3 exn. AAC: 250.34 ne
{nBecTa W NeTASCET Nesa U TPMASCET U HETURN CTOTWHKW) {uucbpom u crioeom)

Mpearoxena oGwa CTOMHOCT 32 WTLNHeHUE Ha NopLUKaTa ¢ BKA. Anc: 300.41 ne
(TpWcTa nesa W YeTMPULECET M EAHA CTOTUHKW} (Uughpom u crioeam)

B 0\

Oara: 24.022020ro08. e

Meta A
(ume u t

THproe
{kavec

MHPOMED ECOL
(HAUMBHOSaHUS Ha yHaCTIHUKa, nevart)




Obpasey Ne 4

TEXHWYECKO NPEANOXEHUI
Do ,,YCBANO” EAL]
rp. Cocduna 1756,
yn. ,MnosauBcko none” Ne 6 —

Or UHOOMEL EOOA
npeAcTaBnABaHo OT ynpasutens (U3MbNHUTENHWA gupekTop) fera Apcosa — Twproecku JupekTop

ENK/BYINICTAT kop 121155656, cvc cepanuile u agpec Ha ynpaenexue rp.Codus,
Byn.Butowa Ne 81-83, Tenedon 02/4891-700, chakc 02/491-88-18 u enekTpoHHa nowya

office@infomed.bg 3a kopecnoHaeHUUA O HacTosLLaTa NOPBYKA.

YBAXAEMW OJAMU U TOCMOJA,

1. Cnep 3anosuaBaHe ¢ BCUYKW JOKYMEHTU 1M 06pasuy OT yTBLpaeHaTa JOKYMEHTauus 3a
yyactue n obsiBeHa oT Bac oTkpuTta npouepypa 3a BbanaraHe Ha obLWecTBeHa nopbyka ¢
npegMeT:. ,llepMoaMyHo NMOBTapsILM ce AOCTABKM Ha 06 MeOULMHCKM KOHCYMaTHB 3a
HyxauTe Ha ,,YCBAJIO” EA]l 3a cpok ot 24 meceua”, feknapupame, 4Ye cMe 3ano3HaTh ¢
yKasaHusiTa u ycrioBUATa 3a yYacTue, CbrnacHi cMe ¢ noctaseHuTe oT Bac ycnosust n rm
npuemame 6e3 8b3paxeHWs, KaTo NPeACTAaBsIME HALWETO TeXHWYEcKo npeanoXeHwe 3a

U3NbIHEHWE HA NopbYKaTa.
2. Cpok Ha OTNTOXeHO NnatuaHe Ha CNyrute — B Cpok Ao 60 (wectaeceT) kanengapHu
AHW, No HaHKoBa CMETKa Ha U3NLIHWTENSN, Cned U3gasaHe Ha dakrypa U NoANUCBaHe Ha
npveMo-npegasaTeneHd NPOTOKON 3a AOCTABKA, CHATAHO OT JaTara Ha noslyyasaHe Ha

dakTypaTa.
3. Cpok 3a u3nbnHeHWe Ha nopbuykata — 24 (4ABageceT U 4YeTUpU) Meceua
noannuceaHe Ha [orosopa.
4. Cpox Ha BanugHocT Ha odpeprara — 180 (cmo u ocemdecem) kaneHgapHu At
CYUTEHO OT AaTtaTa, onpegerneHa 3a kpaeH CPOK 3a nogasaHe Ha ocdepTu.
5. CpoK Ha rogHOCT Ha npeAnoXeHUTe U3AENUA — He No-KpaTeK oT 75 (cedemdecern. .
nem) % oT oBsABEeHUA OT NPOV3BOAUTENS BbPXY ORAKOBKAaTa, CUATAHO KbM gaTara Ha
JocTtaBkara.
6. Cpok Ha U3NbITHeHNEe HA AOCTaBKUTE:

* perynsapHu [ocTaBku — Ao 3 (Tpu) paboTHM OHKU, CYMTAHO OT rnogaBaHe Ha

NACMEHa 3asiBKa OT CTpaHa Ha Bb3NOXUTens;
* CMELIHN 3asBKn — A0 24 (ABageceT u YeTUpM) Yaca, CHUTAHO OT nojaraHe Ha

3aABKa OT CTpaHa Ha BL3NOXuUTensd no TeﬂeCtJOH nnn cbaKc.

7. 3anosHaTn cme ¢ NnPoeKTa Ha goroeop 3a Bb3naraHe Ha ofBlyecTBeHaTta nopb4Kka u cme
CbrNacHu ¢ Knaysute B Hero, kato rm npuemame Hes Bb3paXKeHWA.

R
8. I'apaHTmpame, ‘-IE/QMQ B CbCTOAHKNE Aa N3NBEIHUM NOopbYKaTa B NbNH g\ TBET! ,
coousl

* *
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U3UCKBAHUATA, NocoYeHn B TexHuYeckaTa cneuwdmxau,vm.

9. Bcuuku npegnaraHA o1 Hac CTOKW OTroBapAT Ha HOPMaTWUBH
A3UCKBEHNA 3a Ka4decTBO U EBDOFIGIZCKM craHgapTu, onakoBaHu ca ¢

MapKUpoBKa 3a Npou3BoaUTeN U NapTUAHU HOMEpPA. \m)(

10. Bevuku npeanaraHw oT Hac CTOKK e 6bAaT AOCTaBAHU B opurMHanHaTa OBKa Ha
NMPOW3BOAUTENA, KOATO € ¢ HeHapylleHa uanocT uim mokpa. CTokuTe ca onakosaHu no
HA4YMH, KOWTO rK 3anasBa OT BCAKAKBW YBPEXAAHUA, AbIDKAWM Cce Ha aTMocdepHu
YCNOBUS 1 TpaHCNopTUpaHe.

11. B cnyyaid, Yye npeanaraHuTe OT HAC NPOAYKTW ca OMpeAeneHn OT NPoU3BOAUTENUTE
KaTo MeOWUWHCKUTE W3AEenuA, v ca BHECEHW OT TPETW ObpXaBW Ha TepuTopuATa Ha
EBponeiickna cblo3 N1 Ha TepuTopusaTa Ha EBPONENCKOTO MKOHOMUYECKO MPOCTPaHCTBO,

BbpPXY ONAKOBKUTE M B UHCTPYKUMATa 3a ynoTpeba we 6bae noco4eHo AONBMHUTENHO
MMETO W aApechbT HA YMBLAHOMOLEHUS NPEeAcTaBUTEN U Ha BHOCUTENS, Cbra. 4n.16, an.2

oT 3akoHa 3a MegULMHCKUTE N3gernus.
12. B cnyyai, 4e 6baem onpegenenun 3a U3NbIHUTENW U CKNIOYMM SOroBop 3a focTaska,

e ocurypuMm, W LWe nogabpxame CKnajoBa HanuMyHOCT OT odhepupaHna npoaykT oT
obocobenara nosuuus/noanoauuna, B pasmep Ha 1/12 vacT oF 0BWoTG AoroBopeHo

NPOrHO3HO KONUYECTBO.
13. B cnyuaid, ye 6baem onpeaeneHn 3a W3NLIHUTENM Ce 3aAbilKaBame fa JOCTABUM
APOAYKTU, CLOTBETCTBALLUM Ha NpefcTaBeHuTe KaTanor, OpoLwypu, NPOCnekTi, UNu NMcMa,
AeKnapauun unu gpyrn ouUManHy OOKYMEHTU OT NPOU3BOAUTENWTE Ha CbOTBETHUTE
NPOAYKTN.
14. MNpremam nnawaHeTo Aa ce U3BHLPLIBA C NNATEXHO HapeXaaHe no chiefHaTa 6aHkosa
cMeTKa:

BaHka: PANOGAU3EHEAHK (Eb/TTAPUA) EALL - Codust

IBAN: BG50RZBB91551061006415

BIC: RZBBBGSF

B cpok go 60 AHw, cneg uv3BbplieHa fgocTaBka, usgadeHa hakTypa v ABYCTPAHHO
nognucaH Npuemo-npeaasaTeneH NPOTOKON 3a BCAKa efgHa JoCTaBKa.

15. Ako Obaem onpeaeneHu 3a U3NbLAHUTEN, HACTOSALLOTO NPeaSIOKEHMEe Lie OoCTaHe
068HLP3BALYO 33 HAG U NPU CKNIOYBAHETO HA AOrOBOP U LLe NMpeAcTaBnAsa HejenvMa |YacT
OT Hero.

an U3MbJIHEHUETO Ha nopeHKaTa APYKEeCTBOTO tHe-ReR3Ba/HaMa Aa Nonssa (HeHy}KHOI
ce 3aqepmasa) yCcrnyrute Ha cnegHute nogmnsnbiHUTENn:

C YBAXXEHME Oata: 24.02.2020 r.
T p Ha MHOOMEL ECOL/

s
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lpunoxenus:

1. TexHWyecko npeanoOXeHue 3a CbOTBETCTBME C  TEXHUYECKUTE
uanbnHeHue Ha nopwvykata (Obpaseuy Ne 4.1.) — NOMBLAHEHO U NOLMNUCAHO.

2, Karanosu, Opowypu, NPOTOKONM, TexHW4YecKa WHGOpMauns W AP/
AEKNApUPHOTO CHLOTBETCTBUE, KAKTO U OPUIMHAN UMY 3aBEepPEHO OT YYacTHMKa Konue Ha

npesos Ha OBLArapckk €31k B YacTTa Ha ohepupaHoTo.
3. MokasaTtenciso 3a& CbOTBETCTBME HA MeAUUWHCKW #3genusa ¢ HaHeceHa ,CcE’
MapKUpOBKa (KOraTto € NpunoXitmo):

3.1. BanungHa geknapauusa 3a chortBeTcTBUE ¢ HaHeceHa ,CE” mapkupoBKa usgageHa oT
npoussoAuTENns WNKU YyNbnHOMOWeEH npeactasuten (4n.14, an.2 ot 3akoHa 3a
MeAULWHCKUTE U3AENuUs) 3a BCAKO MEBULMHCKO U3Lenve/KOHCYMaTUB, NpefnioXeHO OT
yYacTHUKA - 3aBEPEHO OT Y4acTHUKA KONWe Ha OpuriuHana n saBepeHo OT y4YacTHUKa Konue
OT ohvLManHna npesos Ha Hwxrapcku esnk nmnu:

3.2. BanugeH ceptucukar s3a ,CE" Mapka, nsgaaeH oT HOTUUUUPAH OpraH 3a BCUYKK
MeAULMHCKM M3Oenuns, 3a KOUTO ce M3uMcKBa ckrn. 4n. 18 ot 3akoHa 3a MeauLMHCKUTE
uspenust 1 Hapeabute 3a CbLWECTBEHUTE U3MEHEHVS 33 OLEHsBAHE Ha CbOTBETCTBMETO
CbC CbLIECTBEHUTE U3UCKBAHUA HA MeguUMHCKUTE nagenma noyn. 2, an. 1, 7. 1 u 1. 3 ot
3akoHa 3a MEOUUMHCKATE W3Aenusl - 3aBEPEeHO OT yyacTHMKA KOMMEe Ha opurvHana u
3aBepeHO OT yJacTHUKA Konve oT ouumanHus NpeBos Ha 6birapckn esuk.

3.3. B cnyvait, ye npeanaraHuTe npodykTw, NO CLOTBETHWTE 00ocOGEeHU NO3uuUn, pecn.
noano3vuuMM He ca MeguuMHCKM u3aenus, no cMmucbna Ha 3MW, npeacrtabsm
yAOCTOBEPEHUE/AOKYMEHT OT NPOU3BOAUTENA/YYACTHUKA, OT KOETO Aa € BUOHOo, 4e
CbWMAT & onpefenun CbLOTBETHUTE MPOAYKTU HE KaTo MESULUMHCKM U3Oenus, a KaTto
pesepBHU YacTu WK KaTo ApYrv NPOAYKTU - 3aBepPeHO OT YYacTHUKa Konve Ha opuriHana
U 3aBEPEHO OT yY4aCcTHKUKA Konue oT ohuUManHus npesog Ha Bbrapcku esnk.

CKBaHWA 3a
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OLYMPUS o Therapy

Your Vision, Qur Future

HdoopMaLMOHEH JTUC

KWrna 3a acnupaunoHHa Buoncwsa nod eHO40CKONCKN YyNTPpa3BYKOB KOHTPOMN - e4HOKpaTHa yrnotpeba

« HacTpofigawa ce Surmkuna Ha urnara - oT 20 My g0 40 MM

« JBynocours Harmacryg ce GesonacHs APLRKE 38 3AUUTE Ha EHAGCKOACKUS Kahan

« OvemeTep Ha wnara 210G

nl Breku CeT ChaLPMA. BAHE KIRE, 6aHa 20 mi 3aKMoYBaita ce aCTMPAUNDHHE WA ChC f

e OBpaboren AucTaneH kpal 38 NOROBPEeHE BIFMMOCT NOR YATPASEYX \2\
STERRE

4 cronep v agantep 3a BucncuueH karan MAJ-1414)
* &
" i
Hae Ha Howep DBpoissyTHa MeuHumaneH PabotHa AuaMeTbpe  Mogsen 3aynotpefac  30Ma HE NEUNDKESHUE
apTHRYR paboTeH Kauan @ MLMUHE
5 i 2.0 MM. 700 mmt, 21G ViziShot MAJ-1474 = D )

‘NA-2015X-4021 N5413030

8FPHO C
OPUTMHATIA
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OLYMPUS \ EndoTherapy

Your Vision, Our Future

Product-lnformation-Si@?t

Single-Use EBUS-TBNA Aspiration Needles

 Treated distal end for improved needie echogenicity ‘
e Adjustaple needle length fom 20 mm to 40 mm \2 p—
> = Two-way adistable safety handte to promect endoscope channst
4 » Noedles avalable m 21 and 22G f
rd s Each nepdia sat moluides one needle, one 20 mil lockable aspiration synnge with
r stopcock. and one biopsy adapter valve MAJ-1414]
F
/s

Article Article number  Quantity Min. Working Working Needleg brand name ForUse Area Compatibility

Name Ghannel o Length With

NA-2018X-4021 N5413030C Sneedlesets @ 2.0mm 700 mm 21G ViziShot MAJ-1414 D
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Bnanka na OLYMPUS

AEKNAPALINA 3A CBOTBETCTBUE (MDD)

1. MpoussoauTen OLYMPUS MEDICAL SYSTEMS CORP.
2. Agpec 2951 Mwukasa-uo, Xavuoxu-wu, Tokuo 192-8507, Anouusa
3. Moaen NA-2015X-4021
4. Ame Ha npoaykTa ACMMPALMOHHA UIia 32 eHOKPATHA yrnoTpeba NA-201SX-4021
5. Cepued HoMep Wi naptuaa ot 95K Ao
6. Knacupukayus Knac IIa
7. Qropusupaxu npeactasutenu s EC
s  UMe u agpec Olympus Medical Systems Europa GmbH

BergHewpace 14-18 20097 Xambypr, MepManus

C HacToAOTO AekNapupame, Ye NOCOYEHUS f0-rope NPpoAYyKT € B ChOTBETCTEHE ¢
UshcksaHunaTa Ha EC pupekTusa 93/42/EEC (MDD)

HacTosawara aexnapaumws ce ocHosaga Ha: MDD, MpunoxeHue II

8. CepTuchukaums Ha CucTeMa 3a KayecTso
U3nageHa ot  TUV Rheinland LGA Products GmbH {0197)

Msacro: 2951 Nuimkasa-o, Xa4umoxmn-wm, Tokuo, SNoHus
Moanuc He ce yete
Nme Ceiist Paiigxy
AnbxHocT FeHepaned anpekTop,
Otaen ,KoHTponHa aeiHoCT ¢ OCUTypABaHe Ha KayecTBoTo”
Hara 2009/06/02 fronuHa, mecew, aeH/

[N-OIS D28001 MpunoxeHue 31

donynognucanvsa Sluuesap Cnasesikos Maunes YAOCTOBEPABAM AOCTOBEPHOCTTE HA IPEBOAS Ha
fipunoxennsa gokyment (AEKAAPALIMA 3A CBOTBETCTBME ) OT axrauniickn Ha Gvarapcku
€3uK. fipeBogsT ce cucTom o 1 (eama ) CTpaHuya.

fipesogay: jivueszap Cnaselicos Mavzes

PHOC |
CPUTVIHATIA

e e e o




oLYMPUS

DECLARATION OF CONF ORMITY(MDD)

1., Manufacturer
2. Address

3. Model

4. Name of product
S. Serial or Lot No.

&. Classification

OLYMPUS MEDICAL SYSTEMS CORP.

2951 Ishikawa-cho, Hachioji-shi, Tokyo 192-8307 Japan

NA-201SX-4021

Single Use Aspiration Needle NA-2018X-4021

from 95K to

Class Ha

7. Authorized representatives in EU

® Name
Address

Olympus Medical Systems Europa GmbH

Wendenstr. 14-18 20097 Hamburg,Germany

We herewith declare that the above mentioned product complies with the requirements of EC
Directive 93 /42 / EEC (MDD),

This declaration is based on : MDD, Annex IT

8. Certification of a quality system : Issued by TUV Rheinland Product Safety GmbH {0197)

Place
Signature

Name

Title

Date

2951 Ishikawa-che, Hachioii-shi. Tokvo. Janan

Po=—can)
e

Seiya Raiju

General Manage_,
Regulatory Affairs & Quality Assurance Department

2009/06/02(yyyy.mm.dd)

(N-OIS D28001 Appendix 3]
\
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TOVRhelnland

EC Ceprudgmkar
Hdupexrusa 93/42/FEC Anexe V
OcurypaBaHe Ka4ecTRO HA NPON3IBOXCTBOTO
Meannuneka u3geans

Peracrpannounen Ne DD 60123877 0001
Ilporowoa Ne 12018179 022

Hpowussoauren: OLYMPUS MEDICAL SYSTEMS CGRP.
/OJIHMITYC MEJHKBJ CHCTEMC KOPIL/
2951, Humakapa-4o
Xamunozxu-mu, Tokuoe 192-8507
Hoonua

Hpoayxra: CrepHian eRI0TepaneRTHYHH H3ACTHS, H3NOI3BARH 328 THO ¢
SHIOCKONH, CTEPHITHY HEaKTHRHI HHCTPYMEHTH, HAMONIBAHM 30€IHO ©
eryockorns ¥ CrepuiiHm HeaKTHBEY HHCTPYMENTH, H3HON3BANH 3aC/IHO
€ MEAHIMHCKH YITPa3BYKOBH NHAIHOCTUYHA CHUTEMH 34 BU3YANH3ALIHS
3amens Onobpenue ¢ Peructparnmonen Ne DD 60116725 0001

Hata ua
AITHYANE HA
BaJHAHOCTTA: 02.11.2022 r,

YBenoMeHHAT OPraH ¢ HACTOSINOTO AEKAADHpPA, He 32 H30poeHNUTe NPOAYKTH ca
H3NBIHCHE H3ACKBAHEATA Ha AHexce V ma aupextusa 93/42/EEC, Topenocogennsr
NPOHIBOAHTE! € HITPATAL B HPHJIATA CHCTEMA 32 OCHIYPHBARHE HA KAMECTBOTO, KOSTC
HOAIERH HA NEPHOARYICH HANIOP, oupedelen B Axexc V, pasaer 4 ma ropenocogenars
AHPEKTHBA. 32 MycKaHe Ha Na3apa Ha usgeans o7 kiac b u xuiac I3, DOKPHTH OT T03H
cepTaurart, e HeoGxognv EC ceprrukar 3a aiciensane pa AH3AHH, CBIIaCHO AHEKE

IIL

Jlarta Ha Bjumane Yeeaonmen opran
Hara: 12.10.2017 {{loonuc — e ce veme)
Maructep M. A#ixapa
L/V( J IKpersn neqar sa TUV Rheintand LGA Products GmbH}

TUV Rheinland LGA Products GmbH - Taanmpace 2 — 90431 Hiopadepr

TUV Rheinland LGA Products GmbH e Yrezomen opran ehraacao dupewrusa 93/42/EEC 3a

‘ «F
Henmodnucanuam Jlvwesap Craseiiicon Manoes, ¢ sacmoniyomo ydaofigo®pason eﬁpf{o@? & HISDPRICHIS OmM Mey
i
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EC Certificat. UVRheiniand
Directive 93/42/EEC Annex V
Production Quality Assurance
Medical Devices

Registration No.: DD 60123877 0001
Report No.: 12018179 022

Manufacturer: OLYMPUS MEDICAL SYSTEMS CORP,
2951 Ishikawa-cho,
Hachioji-shi, Tokyo 192-8507
Japan

Pl’OdUCtSI Sterilie Endotherapy Devices used in conjunction with
Endoscopes, Sterile Non Active Instruments used in
conjunction with Endogcopes and Stevrile Non Active
Instruments used in conjuncrion with Medical Ultrasound
Piagnostic Imaging Systems
Replaces Approval, Registration No. : DD 601316725 gool

Expiry Date: 2022-11-02

The Notified Body hereby declares that the requirements of Annex V of the directive 93/42/EEC have
been met for the listed products. The above named manufacturer has established and applies a quality
assurance system, which is subject to periodic surveillance, defined by Annex V, section 4 of the
aforementioned directive. For placing on the market of class b and class il devices coverad by this
certificate an EC type-examination certificate according to Annex Il is required.

Effective Date: 2017-11-03

Date: 2017-10-12

TOV Rheinlan GA! Products GmbH is a Notified Body according to Directive Q3/42/EEC
oncephing medical devices with the identification number 0197.
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Inf@med

Medical Visual Systems | I —
Busnec nenrsp ,,Cepanka”, 6ya.” Axan. Msan Temos” 2E » 1330 Codra o Tey, 489@ Dakc 491-88-18 @ E-mail: office@infomed. bg

JEKJIAPALIHAST

3A OCTATBYHMSI CPOK HA T'OJHOCT HA MEMHIIUHCKUTE U3IEJTHUS

Honynonnucanara ITets [Tnamenosa CrnaBkoBa,
B Ka4eCTBOTO cH Ha Tvproseku Jupekrop va THOOME]] EOQOL,

JAEKJIAPUPAM, ye:

OCTaTBYHUAT CPOK Ha TOJHOCT Ha odepuparute or MTHOOME]]
EOO]] menuuuncku u3zemus 3a nyxaute na YCBAJ o OHKoTorHs EAJ -
Codma xbM parata Ha mocTaBka HsMa Ia Opage mo-Marrsk ot 75%
(cemempaeceT u neT nporneHTa) oT 06SIBeHU CPOK OT NPOU3BOAUTENS BBPXY
OIaKOBKaTa.

24.02.2020 rop. Hexnapatop:
I'p. Codua

Teproeeku

57




Obpazey Ne 8

Meps#oanuHo noBTapsWM ce AocTaBKY Ha o061 MeguLMHCKK
KOHCYMaTuB 3a HyxauTe Ha ,,YCBAJIO” EAJ] 3a CPOK OT 24 Meceula

LEHOBO NIPEQIIOXXEHNVE

oT UHGOMEL ECOL
(HaumeHosaHue 12 YuaCmHUKS)

Epunnyna | 06
CTORKHOCT |
Ofn Ne HAKMEHORAHIKE Mapka [Mpory. x-80 Ge3 Bicr croiHocT Gez
EB c sen. AAC
: Ennoxpaten wikexrop 3a P5Buonens nox exorpadhicke r;
= KOHTROR G ABAKHHE HA MINIaTa 20 - 40 MM ¥ 2106; 0 2,0 um e v TR0 T

Mpegnoxena obwa cToifHoCT 32 M3NLNHenWe Ha nopbykara Ges skn. JNC: 1289.00 ne
{xunfna neecra ocemgeceT u peset 1 0.00 neea) {uugbpom u cricaom)

MNpepnoxena 06wa cToMHOCT 33 U3NBNHeHKe Ha NopbykaTa ¢ Bkn. [C: 1546.80 ne
(xunsga neTcToTHH HETUDUAECeT U LUECT NeBa u ocemaeceT CTOTHHKM) (Uugbpom u criceom)

Asra:24.022020r0. N
{nadnuc Ha niyemo

MNeTa Ap

(ume u ¢b HUO YyacmHt
Toeprosck

(kavecme aCmHuUKa)
WHDOME

(haumero B i

e e
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