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SRN  DE-MF-000005588
1 BaxHa nHcdopmauusa

lMpoyememe eHUMamesiHO ma3su
UHCmMpykyus 3a ynompeba npedu
8CSIKO MPUIIOXKEHUE U 51
cbxpaHsagalime Ha 1eCHOO0CMbITHO
MSICMO 3a 8CUYKU mompebumenu
unu 3a cbomeemHusi
creyuanu3upaH rnepcoHar.

BHumamerHo npoyememe
npedynpexdeHusima, 0603Ha4YeHuU ¢
moau cumeorn. HenpasunHama
ynompeba Ha npodykmume Moxe
Oa dosede 00 cepuo3HU
HapaHsi8aHUsi Ha nayueHma,
nompebumenume unu mpemu
nuya.

2 OG6xBaTt

WHCTpymMeHTUTE TpsibBa Aa ce M3nonasat cropes
npefHa3HaYeHNeTo UM B MeAULIMHCKUTE 06nacTu u
caMo OT CbOTBETHO 0BYy4eH 1 KBanubuLumpaH
nepcoHan. JlekyBalmsT nekap n/vnm
noTpebuTensT e OTrOBOpeH 3a usbopa Ha
obopyaBaHeTo 3a crneumduyH NPUNoXeHnUsa u/mnu
onepaTtuBHa ynotpeba, 3a noAxoasLoTo obyyeHne
1 UH(OpMaLUs, KakTo 1 3a OCTaTbYHUSA ONUT Npu
paboTa c ob6opyaBaHeTo.

3 NpopykTu / NpeaHa3HavyeHune

WHCTpyMeHTUTE 3a pascTunaHe, 3agbpxaHe ca
npefHa3HayYeHn 3a XUPYpruiyeckn MHBa3MBHU 1
0T4aCTM 3a HEXVPYPIUYECKU MHBA3UBHYM NpoLieaypu
B pasnuyHu obnactu Ha meauuuHaTa (¢
npoabImKMTENHOCT nofd 60 MuH.). Te oTroBapsiT Ha
puckoB knac I/lr.

MpoaykroBo ceMencTBo KbpTtuua 3a ycra

Ha3zaneH cnekynym

WHCTpyMeHT, KonTo ce

Ha KOCTU B NMLETO, ycTaTa
U/Mnu YencTuTe no
BPEME Ha NULEBO-
YEnCTHA XUPYPrus.

4049216353508A BKapBa B HO3JpaTa 1 ce
pasLwupsiBa pbyHo, 3a Aa
ce 0TBOPU MakcUmariHo
HospapaTa Ypes pasTsiraHe
Ha TbkaHTa OKOJIO Hoca.

PektaneH WHCTpyMEHT,

crnekynym npefHasHayeH fa ce

4049216353518C 13nonsea 3a

paswmpasaHe unu
pa3TtdraHe Ha pektanHusa
0TBOp/KaHaJ’I cnen
NoCTaBAHETO MYy

MpoaykroBa dhamunus Kyku (*nskniodenn
cbpaoBe: arteriae pulmonales, aorta ascendens, arcus
aortae, aorta descendens o bifurcatio aortae,
arteriae coronariae, arteria carotis communis, arteria
carotis externa, arteria carotis interna, arteriae
cerebrales, truncus brachiocephalicus, venae cordis,
venae pulmonales, vena cava superior 1 vena cava

inferior)

(OcHoBeH UDI-DI)

MpeaBugeHa ynotpe6a

CewmeiicTBO npoaykTu PasnpbckBay /
npubupau, MexaHM3bM

(OcHogeH UDI-DI)

MpeaBugeHa ynotpe6a

PbyeH

WHCTpyMEHT,

Ckoba 3a oyeH
MYCKyI
4049216327748P

WHCTpyMEHT,
npefHasHayeH 3a
aTpaBMaTW4YHO 3axBallaHe
1 3afbpxaHe Ha
eKcTpaokynapHuTe
myckynu (EOM) no Bpeme
Ha odbTanMonormyHa
XUPYPruyHa MHTEpBEHLUS

PeTpakTop 3a
TbKaHW Ha oyHaTa
abbnka
4049216133817H

WHCTpyMEHT,
npefHasHayeH fa ce
13ron3sa U3pu4Ho 3a
BPEMEHHO MEXaHW4HO
nsternsiHe/pasiunpsisaHe
Ha TbKaHUTe Ha oYHaTa
sa6brka no Bpeme Ha
odTanmonornyHa
onepauus

Kyka 3a dwuctyna
4049216425938U

WHCTpYMeHT, nanonssaH
3a 3aKayaHe BbB U1
okono dmcTyna

XUPYpruyecku npegHasHaveH ja ce
peTpakTop 13nonsea 3a
4049216459189P oTaensiHe/oTCTpaHsaBaHe
Ha pbboBeTe Ha
paHa/pa3pes, 3a fa ce
ocurypu gocTsbn Jo
TbkaHu/opraHuamu no
BpeEMe Ha OTBOpeHa
onepauums.
PbyeH VHCTpyMeHT 3a
3b6onekapcku M3MeCTBaHe Ha MekuTe
peTpakTop TbKaHU Ha ycTHaTa
4049216133807F KyXvHa, 3a Aa ce nogobpu
BU3yanusauusTa u
OOCTBMBT A0 THAX, KAKTO U
[a 1M ce ocurypu 3awuta
o BpeMe Ha oparHu
XVPYPrUYHU Npoueaypu.
Camo3zagbpaly, WHCTpyMEHT,
ce Xupypruyecku npegHasHaveH fa ce
peTpakTop 13nonsea 3a
4049216451828Q oTaensiHe/oTCTpaHsaBaHe

Ha pbboBeTe Ha
paHa/paspes, 3a fa ce
OCUIypU AOCTBI 4O
TbkaHu/opraHuamu no
Bpeme Ha oTBopeHa
onepauusi.

PekTanHa kyka

WHCTpyMEHT,

4049216156738F npegHasHayeH 3a
npunaraHe Ha Tsira BbpXy
pekTanHarta
TbkaH/uctynm
TpaxeanHa kyka WHCTpyMEHT,

4049216351127Q

npegHasHavyeH aa obpxu
TpaxedTta crabunHo no
BpeMe Ha Cb3[jaBaHETO Ha
TpaxeocToma n/vnu 3a
oTaensiHe/nsternsiHe
HacTpaHu

(OcHoBeH UDI-DI)

MpeaBugeHa ynotpe6a

Kbpnuuka 3a ycTa,
Heperynupyema
4049216161978B

YcTpoicteo 6e3
perynmpyemm yactv,
nocTaBsiHO Mexay 3bbuTe
Ha ropHaTta u JonHarta
YerocT Ha NauueHT 3a
nogAbpXaHe Ha OTBOpeHa
YCTHa KyXuHa, 0GUKHOBEHO
Npw CNEeLLUHO NocTaBsiHe Ha
M3KyCTBEH AnxaTeneH mbT
UnK Npu oparsHa
XUPYPruyHa MHTEPBEHLUS.

KocTHa kyka
40492163354287

MHCTpyMeHT, n3nonasaH
3a 3aKayaHe OKOJo U B
KOCTTa, 06UKHOBEHO 3a
XBallaHe, 3aabpxaHe n
NPUBMWYaHe Ha KOCTTa Mo
BPEME Ha XMpypruyecka

W36op Ha cpeaHo
yXxo
40492161303973

WHCTpyMEHT,
npefHasHayeH fJa ce
n3nonasea 3a
MaHunynvpaHe Ha
CTPYKTYpUTE Ha CpefHOTO
yX0

Kbpnuuka 3a ycTa,
perynupyema
4049216350858E

YCcTponcTBo ¢
perynmpyemm yactv,
npefHa3HayeHo 3a
nocTtassiHe Mexay 3bbuTe
Ha ropHaTta u JonHarta
YeniocT Ha nauueHTa 3a
nogAbpXaHe Ha OTBOpeHa
YCTHa KyXuHa, 0GUKHOBEHO
Npu CNEeLLHO NocTaBsiHe Ha
M3KyCTBEH AnXaTeneH mbT
Unu npu
oparnHa/cTomaTonornyHa
XUPYPruyHa MHTEPBEHLUS.

PeTpakTop 3a
HepBu/cbaoBe
404921646768A3

WHCTpyMEHT,
npefHasHayeH 3a
n3TernsiHe Ha HepB.,
cyxoxunue unu
KPBBOHOCEH Cbf C Lien
oTAensiHeTo My oT
OKoInHaTa ThKaH.

MHTEPBEHLMSI.
Cnekynym 3a WHCTpyMEHT,
Knenaym npefHasHayeH fa ce
4049216353498R 13nona3ea 3a npubupaHe
Ha KrenayuTte rno Bpeme
Ha obTanMonormyeH
npernej unv npoueaypa
Camo3safbpxaly, WHCTpYMeHT, nanonssaH
ce XuUpypruvecku 3a OTAensiHe Ha kpavwaTa
peTpakTop UNK OTAPBINBaHE Ha
4049216L0399GD pbboBeTE Ha XUpPYypruyeH

paspes, 3a Aa ce no3Bosin
n3ps3BaHe.

AxyLuepcka Kyka 3a
obesrnaessBaHe
4049216326017P

WHCTpyMEHT,
npefHasHayeH 3a
obesrnassiBaHe Ha Nnog

PasnpbckBay Ha
OTNNBKU

WHCTpYMEHT cbC
creuuanHo npoekTupaHu

MpoaykroBa rpyna LUnaTtyna (*uskniouequ
cbpaoBe: arteriae pulmonales, aorta ascendens, arcus
aortae, aorta descendens go bifurcatio aortae,
arteriae coronariae, arteria carotis communis, arteria
carotis externa, arteria carotis interna, arteriae
cerebrales, truncus brachiocephalicus, venae cordis,

MpoaykroBo cemencTBo Finger-stall

(OcHoBeH UDI-DI)

MpeaBugeHa ynotpe6a

MpbcTOBa CTeHa
4049216117197J

YCTponcTBo,
npegHa3HavyeHo 3a HoceHe
Ha npbCcTa Ha
M3NuTBaLLMs, 3a fa ce
npegoTepaTu
3aMbpCABAHETO MeXay
nauveHTa 1 M3nuMTBaLLus.

CemeincTBO NpoaykTy Speculum

(OcHoeeH UDI-DI) | NpenBuneHa ynotpeba
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4049216137087T ocTpueTa, U3nonasaH 3a venae pulmonales, vena cava superior 1 vena cava
pasgensHe u pasHacsHe inferior)
Ha BTBbpAEHa Masunka (OcHoBeH UDI-DI) NpensuaeHa ynotpeba
Kneww 3a MHCTpyMeHT cbe 3apaBu Xupypruyecka NHCTpyMeHT,
pa3sceviBaHe Ha OPBXKA U 4EMoCTy, lwnaTyna c obLwo npegHasHaveH 3a
KOCTU nogobHu Ha ocTpueTta, npegHasHaveHne MaHVnynmnpaHe Ha
40492164437894 npegHasHayeH 3a 40492163961099 TbKaHUTe Nno Bpeme Ha
OTBMMYaHe (pa3mMunHaBaHe) pasnuyHn BMOOBE
Ha [Be KOCTHU XUpYypruyeckn
NMOBBPXHOCTK, 3a Aa ce MHTEPBEHLUMN.
[afe Bb3MOXHOCT 3a CbpoBa wnaTtyna WHCTpyMEHT,

XUpyprudHa npoueaypa,
Hanp. ABa npeLusieHa rno
BpPeMe Ha XupyprdHa
MHTEPBEHLMS Ha
rpbbHaYHus cTbNO.

v03

4049216381278S

npeaHasHayeH ga ce
13ronaBea B KpbBOHOCHATa
cuctema (KpbBOHOCEH
Cbfl) 3@ OCTbprBaHe,
MaHWnynupaHe un
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OTCTpaHABaHe Ha TbKaH B

Hero.
OpTtonegnyHa WHCTpyMEHT,
wnaTyna 3a npefHasHayeH 3a
LIMMEHT pasHacsiHe Ha
4049216353448F opToneanyeH KOCTeH
LIMMEHT BbpXy
NOBBPXHOCT.
BenogpobHa VHCTpyMEHT,
wnaTyna npefHasHayeH 3a
4049216353458H MaHunynupaHe Ha

6enogpobHaTa
TbKaH/MOBbPXHOCTU Ha
6enuTte gpobose no
BpEME Ha XMpypruyHa
MHTEPBEHLUWS B IPbOHUS
KoL

MpoaykToBa rpyna Jiunaratopm (*uskmiouequ

aortae, aorta descendens go bifurcatio aortae,
arteriae coronariae, arteria carotis communis, arteria
carotis externa, arteria carotis interna, arteriae
cerebrales, truncus brachiocephalicus, venae cordis,
venae pulmonales, vena cava superior 1 vena cava
inferior)

cbpaoBe: arteriae pulmonales, aorta ascendens, arcus

(OcHoBeH UDI-DI) NpenBuaeHa ynotpeba

Paswwuputen 3a WHCTpyMEHT,

Ha LepBUKanHua kaHan
cnepn nocrtaBsHe npes
LuniikaTa Ha MaTkaTa

TpaxeanHa npefHasHayeH fa ce

XUpyprus 13ronasa rno Bpeme Ha

4049216112636U XVpYpruyHa NHTepBeEHLUUS
Ha TpaxesiTa 3a
pasluvpsiBaHe Ha
TpaxesTta

YpeTpaneH VHCTpyMEHT,

paswmputen npefHasHayeH 3a

4049216112656Y paswmpsiBaHe Ha
ypeTparta, rnaBHo 3a
fie4eHne Ha CTeCHeHUs Ha
ypeTtpata

YTepuHeH TBbPA XMPYPrudecku

aunartaTtop MHCTPYMEHT ¢ chopma Ha

40492161126774 npbyka 3a paswmpsiBaHe

Cbpaos gunaratop
40492161126876

VHCTpyMEHT,
npefHasHayeH 3a
nocTaBsiHe B KPbBOHOCEH
cbf (Backynatypa), 3a aa
ce oTbnokvpa

Paswwuputen Ha WHCTpyMEHT,
obLMs XbyeH npefHasHayeH 3a
KaHan pasLuvpsiBaHe Ha obLwus

4049216112566X XITbYEH KaHan

CewmeiicTBO npoaykTy fenpecop

(OcHoBeH UDI-DI) NpenBuaeHa ynotpeba

[Oenpecop 3a e3nk WHCTpyMEHT,

HaCTpaHI/I) Ha mMaTkaTa, 3a
Aa ce ynecHu
n3cnengBaHeTo

4049216140667D npegHasHayeH 3a
n3mecTBaHe u
nogAbpXaHe Ha e3vka BbB
hUKCMpPaHO NosioxXeHne
MaTtoueH WHCTpyMeEHT, nanonasaH
fAenpecop 3a n3mecTBaHe (Aenpecus
4049216425368G - MPUTUCKaHE Hagony unu

MpoaykroBa amunus Mpokrockon

(OcHoeeH UDI-DI) NpenBuneHa ynotpeba

MpokTockon EHpockon ¢ TBbpaa vacTt
4049216352558F 3a nocrtassiHe,
npegHasHaveH 3a
BU3yarHo U3cneaBaHe u
TleYeHne Ha pekTyma u
aHyca

4 MpotuBonokasaHus

WHCTpyMeHTUTe MoraT fa ce U3nonasart no
npeaHa3HayYeHne camo OT NoAXoAsLLO oByyeH K
KBanuduumpaH nepcoxan. MpoaykTute He ca
npeaHa3HayYeHn 3a U3Non3BaHe BbPXY CbpLETO U
LieHTparHaTta KpbBOHOCHa U HEPBHA cUCTEMA.

I'Ipo,quTMTe He Ca npefHa3Ha4YeHn 3a CBbp3BaHe
KbM aKTUBHN MeOULMHCKU U3fenua. |-|pl/l
€0HOBPEMEHHO N3Nnon3BaHe Ha pagnovYeCTOTHH,
pPaguo4eCcTOTHU UNKn NasepHn yCTpOIZCTBa
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CbLLECTBYBA PUCK OT HapaHsiBaHe Ha nauueHTuTe n
notpeburenure.

I'Ipo,quTMTe Ca NpoT1UBONOKa3aHW 3a BCAKaKBU
apyrun yn0Tpe6V|, OCBE€H 3a TEXHUKUTE, NOCOYEHU B
I'Ipe,ElHaiSHa‘-leHMeTO/I'IOKaBaHI/IFITa.

CneundmyHm 3a NpoaAyKTa NPOTUBONOKa3aHUA

He ca nsBecTtHun NpOTUBOMNOKa3aHUA

5 YcnoxHeHus /| CTpaHuyeH ecdekt

&Oﬁu.m NOJIOXKEHUSA:

Mpu NaUMEHTN C HEMOHOCUMOCT KbM MaTepuan ot
HepbXaaema CToMaHa Cref, KOHTaKT ¢
MHCTPYMEHTa MoraT fa ce Npeaus3BuKaT peakumum
Ha CBPbX4YyBCTBUTENHOCT. B cnyyaii Ha TakaBsa
peakuusi npoueaypata TpsibBa Aa ce npekpaTm
HesabaBHO v Aa ce npeanpuemar HeobxoauMuTe
MepKu.

u| CyynBaHe Ha UHCTPYMEHTUTE

u| YBpexpaHe Ha CbAoBe, TbKaHW U HEpPBU

O NHEeKUMN

u| Mepdopaumsi Ha TbKkaHW, CbAOBE W KYXUHW
O Cnep kbpBeHe

O Hekponosu

O Tpom6o3un

B xopa Ha HabnilogeHneTo Ha nasapa morart Aa
6bAaT yCTaHOBEHW JOMbIHUTENTHW NOTEHLUMaHm
YCMNOXHEHUS/CTPaHNYHN edDeKTU:

A\ CBBbp3aHU C NIeYeHUeTo ycroxHeHus /
CTpaHU4HU edpeKTH / puckose
KbpTHua 3a ycra

O HapaHsiBaHusi Ha 3b6uTe
u| HapaHsiBaHWsi Ha MekuTe TbKaHu
Speculum

O KbpBeHe

Paswwupurenu

O Mepdopauusi Ha cbaoBe
MpokTockonu

O KbpBeHe

A CBbp3aHu ¢ NpoAyKTa yCroXHeHus /
CTpaHU4HU edpeKTH / puckoBe

B xopa Ha HabnilogeHneTo Ha nasapa morart Aa
6bAaT yCTaHOBEHW JOMbIHUTENTHW NOTEHLMAHN
YCMNOXHEHUS/CTPaHNYHN edeKTu:

KbpTuua 3a ycra

O dpakTypa
Peakumsi Ha MeknTe TbKaHK
O WHdekunsa
u| YabmkaBaHe Ha onuusita
PasnpbckBay / npubupallo ycTpoMcTBo

O WHdekunsa

0 Peakuusi Ha MekMTe TbkaHu nopaam
M3TMYaHe Ha TEYHOCTM

O PaskbcBaHe

Paswwupurenu
O dpakTypa
OcTaHanu dparMeHTn
O Oedopmauns Ha KOMNOHEHTUTE
Oenpecop
O dpakTypa
MornbluaHe Ha KOMMOHEHTH
6 MNpeana3Hu mepku u
npeaynpexaeHus

&Bﬂwmaﬂue!

WHCTpyMeHTUTE ca npeaHasHayeHn camo 3a
xupyprudHa ynotpeba v He Tpabsa ga ce
13nonssar 3a gpyru uenu. HenpasunHoTto
6opaBeHe 1 rpydku, KaKTo U HempaswunHaTa
ynotpe6a moraT Aa foBedart A0 NPexaeBpeMeHHo
M3HOCBAHE Ha MHCTPYMEHTUTE.

Zh HenoHocumocT KbM MaTepuanu

B HukakbB cnyyan He TpsbBa aa ce nanonseat
MHCTPYMEHTMTE, aKko NoTpedmTenaT unm
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cneunann3vpaHuaT nepcoHan ca HadacHo, 4e
naunveHTbT MMa HENOHOCUMOCT KbM MaTepuana.

AN DYHKUMOHANHO yBpexaaHe

XUpYpruyeckuTe UHCTPYMEHTW KOpPO3upaT u
BrioLIaBaT (OyHKLMOHANHOCTTa CH, ako BNs3aT B
KOHTaKT C arpecyBHU BellecTBa. 3aToBa €
Heo6X0AMMO Aa Ce Cna3BaT UHCTPYKLMUTE 3a
CbXpaHeHWe 1 CTepunu3auus.

A Pa6oTHu ycnoBus

FopecnomeHaTVTe NPOAYKTU U3NCKBAT NpaBuIiHa
noafpbKKa U rpvkuy, 3a Aa ce rapaHTupa
6e3onacHaTa um pabota. B gonbnHeHne Kbm ToBa,
npeau BCSIKO NpurioxeHue TpsibBa Aa ce M3BbpLUBA
TecTBaHe Ha (PyHKLMOHAINHOCTTa 1 Bu3yarHa
npoBepka. [Mopaau Tasv npuunHa, Mons, oGbpHeTe
BHMMaHVe Ha CbOTBETHWUTE rMaBu B Tasn
WHcTpykums 3a ynotpeba.

AN Kom6uHauus c apyru npoayktu

Ako npoaykTuTe ce crrobsiBaT 0THOBO cref
pasrrnobsiBaHe, OTAENHUTE YacTu He TpsiGBa da ce
3aMeHsIT € YacTu oT Apyrv npoussoauTenu! Ako
npefHa3HayeHUeTo Ha NpoAykTa npeanonara
3amsiHa Ha ornpefeneHn YacTy (Hanp. pasnuyHu
npucTaBku), He TpsibBa Aa ce U3nonssaT 4acTu ot
pasnuunu nponasoautenu! MNpenopbyBame BY Aa
3aKynyBaTe 1 ApYru akcecoapu (Hamnp. noyYmcTeaLLm
npenapatu) B CM Instrumente GmbH.

& CbxpaHeHue

Hsima cneummryHM U3NCKBaHMS 3a CbXpaHeHWe Ha
npoaykTMTe. Bbnpeku ToBa npenopbyBame
MeaMLMHCKUTE NPOAYKTU ia CE CbXpaHsiBaT B
4yucTa v cyxa cpega.

& BonecTt Ha Kpowudena Ako6

Mo oTHoLeHe Ha npepaboTkaTa Ha MeaNLIMHCKY
13aenus, KouTo ca Gunn n3nonasaHy npu
nauueHT! unu npeanonaraemMm nauneHTu,
cTpapaluym unu npegnonaraemu 3a 6onectra Ha
Kponudena-Akob (CJD) nnu HeHaTa
pasHoBugHocT (vCJD), TpsibBa Aa ce cnassat
M3KCKBAHMSITA, MOCOYEHN B CbOTBETHOTO
NpUIIOXEHNE KbM HAacokuTe 3a GONHMYHa XurneHa
1 NpeBeHUVsi Ha UHAEKUMUTE, KaKTo U1
M3KCKBaHMSITA, MOCOYEHM B NyGnnkauumte BbB
depepanHus 3apaBeH BeCTHUK. MeanUMHCKUTE
13aenus, KouTo ca Guny N3Non3BaHN Npu Tasm
rpyna naumeHTu, Tpsibea Aa 6bAaT M3XBbprieHn
ypes nsrapsiHe (EBponericku kaTanor 3a oTnagbLm
EAK 18 01 03) 6e3 puck. CyxaTta TonnuHa,
eTaHoNbT, hopMangexuabT v ryTapangexmabT
nmaTt puKkcupall, HO He U UHaKTUBMpaLL, epekT
BbpXxy natoreHute Ha TCE. OT HanuyHuTe MeToamn
3a CTepunusaumsi caMmo ctepunusaumsita ¢ napa
(ocobeHo 134 °C, 18 MUHYTM) MMa OrpaHnyeH
edexkT.

& 3aocTpeHU/oCcTpU MHCTPYMEHTH

Tpabsa ga ce BHMMaBa, koraTo ce pabotu ¢
MHCTPYMEHTM C OCTPU BbpPXOBE Unu pbGoBe.

7 KomGuHUpaHu NpoayKTU U akcecoapu

MpoayKTuTe He ce Npunarat ¢ Apyry NPOAYKTU U ce
npeanarat 6e3 akcecoapu.

8 OTroBOpHOCT M rapaHuus

Kato npoussoguten CM Instrumente GmbH He
HOCW OTFOBOPHOCT 3a MocreABalLy LWeTH,
Bb3HUKHaNM B pe3ynTaT Ha HenpaswmnHa ynotpeba
unu 6opaBeHe. ToBa ce oTHacsi 0cobeHo 3a
ynoTpe6a, kosaTo He CbOTBETCTBA Ha
onpeaeneHoTo NpefHa3Ha4YeHue, unm 3a
HecrasBaHe Ha MHCTPYKLMUTE 3a MOATOTOBKa U
cTepunusauusi. ToBa ce OTHacs ¥ 3a PEMOHTU UK
NPOMEHW MO NPOAYKTa, KOUTO He Ca U3BBLPLLEHN OT
oTOpU3UpaH NnepcoHan Ha npomasoauTens. Teau
0TKa3u OT OTTOBOPHOCT Ce OTHACAT U 3a
rapaHUMOHHOTO 06CnyXBaHe.
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9 CrepunHocTt

A CbcTofiHMe npu goctaBKa

MeauumHckUTe NPoayKTY ce AOCTaBAT B
HEeCTepUIHO CbCTosIHME 1 TpsiGBa Aa 6baar
MOATOTBEHM M CTEPUNMU3MPAHM OT noTpebuTtens
npeam MbPBOTO MPUIIOKEHME M BCSKO CrieABaLlo
MPUIIOKEHNE CITIACHO CrIEAHNUTE UHCTPYKLUMN.

10 lMpepaboTBaHe

& MpeaynpexpeHus

[l YectoTo npepaboTBaHe BnoLiaBa
Ka4ecTBOTO Ha NpoAdyKTUTE.

[ [papckata BoAa, KOSITO LU Ce M3NOon3ea,
TpsibBa Aa OTroBapsi Ha U3UCKBaHUSATa Ha
AOVNPEKTUBA 98/83/EO HA CbBETA ot 3
HoemBpu 1998 r. OTHOCHO Ka4ecTBOTO Ha
BOAaTa, NpefHa3HayYeHa 3a KOHCymaLmsi oT
YoBeka.

[ Tasu MHCTPYKUMs 3a TpeTupaHe onpeaens
fAeTepreHTUTe U Ae3nHMbeKTaHTUTe,
13nonssaHu 3a BanugupaHe. Ako ce
13ron3ssa anTepHaTUBEH AETEPreHT 1
ne3nHdekTaHT (B cnncbka Ha RKI nnmn
VAH), oTroBopHOCTTa € Ha obpaboTBaLyus.

[l CrnobeTe OTHOBO pa3rnobeHnTe NpoayKTH
npeau crepunmaauus.

MpepaboTkaTta MoXe Aa ce M3BbpLUBA Camo
OT kBanurUMpaH MeaLMHCKN NepcoHarn.
MawwuHHaTa obpaboTka TpsbBa ga 6bvae
KBanuduumpaHa v BanuampaHa ot
notpebutens. MawuHUTe 3a n3MuBaHe 1
AesnHdekuus Tpsbea Aa otroBapsAT
HambnHO Ha nanckeanusTa Ha DIN EN ISO
15883.

& M3non3BaHe Ha cainTa

MbpBUTE CTHNKK 3a NpaBunHa obpaboTka ce
M3BbpLUBAT B OnepauuoHHaTa 3ana. Ako e
BB3MOXHO, rpybute 3ambpcsiBaHus TpsioBa aa
6bAaT OTCTPaHEHN Npean CbXpaHeHNEeTo Ha
MHCTpYMEeHTUTe. 3a Tasu Len MHCTPYMeHTUTe
TpsbBa Aa ce u3nnakHaT noA CTyAeHa YelumsiHa
Boaa (<40°C). Ako Ta3u npoueaypa He e
focTaTbyHa 3a OTCTPaHsIBaHe Ha sIBHUTE
3amMbpCsiBaHUsA, MOXe [a ce U3ron3ea Meka
nnacTMacoBa YeTka 3a OTCTpaHsiBaHe Ha
3ambpcsiBaHUATA.

BuHaru, korato e Bb3MOXHO, TpsibBa Aa ce usbepe
MeTOAbT Ha Cyx0 OTCTpaHsiBaHe (HaBnaxHeHa,
3aTBOpeHa cuctema). Tpsibea Aa ce n3bsarea
M3cyllaBaHeTo Ha BCsikakBu ocTaTbuy! Buxary,
KoraTo e Bb3MOXHO, TpsiGBa Aa ce npeanoynTa
CyXOTO OTCTpaHsiBaHe, Thii KaTo Npyu MOKPOTO
OTCTpaHsiBaHe NPOABLIMKUTENHOTO NPEeCTosiBaHe Ha
MeAVLMHCKUTE U3LENnUs B pa3TBOPU MOXe Aa
foBefe A0 yBpexaaHe Ha maTepuana (Hanp.
kopo3swus). M npu gBata Buga otcTpaHsiBaHe TpsibBa
fa ce u3bsireat AbNrn NepYoan Ha n34yaksaHe Ao
npepa6oTkaTta, HanpuMep npe3 HoLLTa Un npes
yvkeHaa (<60 MuHyTm).

ATpchnopT

MpopykTute TpsbBa Aa ce U3XBBLPMST B CYX0
CbCTOsIHME BegHara (<60 muH.) cneg ynotpeba,
ako e Bb3MOXHO. ToBa 03HayaBa, Ye NpoaykTuTe
TpsbBa Aa ce TpaHCcnopTMpaT B 3aTBOPEH
KOHTENHEP OT MSICTOTO Ha NPUMNOXeHKe A0
MSICTOTO Ha NpeYncTBaHe, 3a Ja He U3CbXHaT.

MoprotoBka Ha o6e33apa3saBaHeTo

MpoaykTute Tpsi6Ba Aa 6bAaT pasrnobeHun npean
crieABaluuTe eTanu Ha npepaboTka u/unu ga
6bAaT N3NoXeHN Ha cneaBalyuTe eTanm Ha
npepaboTka B OTKPUTO CbCTOSIHWE, KOraTo TOBa e
BB3MOXHO. OcTaTbLMTE OT M3NnakBaHeTo Tpsibea
na ce nsbarear. MpoagyktuTe Tpsbea aa ce
npepa6oTBaT B NOAXOASILLM KOLIHWLM 32 CUTa UIn
LMTOBE 3a U3nnaksaHe (M3bepeTe pa3mepa B
3aBUCKMMOCT OT npoaykTa). MNpoayktute TpsbBa ga
6bAaT pa3nosioxeHn B KOLHULATa 3a NOYNCTBaHE
Ha MUHUMAaMHO Pa3scTosiHWE eVH OT ApPYr.
W3bsreaite npunokprBaHe, 3a Aa ce U3KI4vmn
Bb3MOXHOCTTa 3a NoBpeXaaHe Ha NPoAyKTUTe no
BpeMe Ha rnpoLieca Ha nouvcTeaHe.
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MpepBapuTenHo no4yncTBaHe

1. MpenBapuTenHO NoYMcTeTe NPOAYKTUTE U3LSANO
nog cTyaeHa Boga (rpaacka Bofa € kKavyecTBO Ha
nuTerHaTa Boga <40°C) ¢ meka yeTka.

2. MNpomMuiiTe KyXMHUTE U TPYAHOAOCTbMHUTE
MecTa, NPonyKkUTe U NPOpPe3nTe Ha UHCTPYMEHTA
CbC CTyAeHa Boaa (rpafcka nuteiiHa Boga ¢
ka4ecTBO <40°C) 3a 60 cek. c nomoLyTa Ha
nucTorneT nog HansiraHe.

3. HakucHeTe npofyKTuTe B ankaneH nouvcraaly
npenapar (0,5 % Neodisher Mediclean forte) B
ynTtpa3sykoBa BaHa npu 35 kHz 3a 5 muH.

4. M3nnakHeTe NpoAyKTuTe Nof CTyaeHa Boja
(rpapcka nuTenHa Boga ¢ kavecTBo <40°C) 3a 15
Ccek.

5. MNpomuiiTe KyXMHUTE U TPYAHOAOCTbMHUTE
MecTa, NPonyKkUTe U NPOpPe3nTe Ha UHCTPYMEHTa
CbC CTyAeHa Boaa (rpafcka nuTeiiHa Boga ¢
ka4ecTBO <40°C) 3a 30 cek. c nomoLLTa Ha
nucTorneT nog HansiraHe.

MouncTBaHe/ae3nHdeKkumns
ABTOMaTU3MpPaH NPOLLEC HA NOYNCTBAHE W/WUNU

QSBMHQSKI;I,VIH

(desuHgpexkmop Miele G7835 CD cbenacHo ISO
15883):

O 1 MpeaBapuTenHo noyncTBaHe 3a 1 MMHyTa

u| OTBOAHsIBaHe Ha BojaTta

u| MpepBapuTenHo noyncTBaHe 3a 4 MUHYTU

u| OTBOAHsIBaHe Ha BojaTta

O MouncTeanTe B NnpoabmKeHne Ha 6 MUHYTH
npu 58°C +/- 1°C, kaTo nsnonssare 0,5 %
ankaneH getepreHT (0,5 % Neodisher
Mediclean forte)

u| OTBOAHsIBaHe Ha BojaTta

O 3 MuHyTM Heytpanusaums (0,1 %
NeodisherZ) cbc cTyaeHa Boga

u| OTBOAHsIBaHe Ha BojaTta

O MouncTBanTe B NpoabImMKEHNE HA 2 MUHYTHU C
Boaa FD <40°C.

ABTOMaTusnpaHa gesvHdekunsa

ABTOMaTMU3MpaHa TepMUYHa Ae3NHMbeKLms B
YCTPOWCTBO 3a NouncTBaHe U Ae3nHMEKLS, KaTo
ce B3emart npeABwzA HaLMOHAIHNUTE U3NCKBAHWS 3a
crovHocTTa AO; Hanpumep ctonHocT A0 3000:

< 5 MuHyTUK npu >95 C.”

ABTOMaTU3MpaHo cyuieHe

ABTOMATUYHO CyLLEHE B CbOTBETCTBME C
onepauuaTa 3a CyLleHe Ha yCTPOWCTBOTO 3a
noymcTBaHe u ae3nHdekums 3a Har-manko 30
MUHYTV nNpun 92°C +/- 2°C.

11 Crepunusauus

(Twvn B AsToknaB ot Tuttmauer cbrnacHo DIN EN
13060

CTepunusauus Ha NpoayKTU No MeTofa Ha
dpakunoHunpaH npeasakyym (cbrnacHo DIN EN
ISO 17665-1), kaTo ce B3emaT npeasug
CbOTBETHWUTE HALMOHAHW U3UCKBaHUSI.
CTepunusauusita Ha NpodyKkTUTe TpsibBa Aa ce
M3BBbPLUBA B NOAXOASLLA CTEPUIM3ALMOHHA
onakoBka cbrnacHo DIN EN ISO 11607-1 n EN
868.

Crepunusaumsita Tpsabsa ga 6bae 3aBbpLueHa ¢
nomoLLTa Ha ppakUMOHNPaH NpeaBakyyMeH MeTos
CbC CriegHUTE NapameTpu:

u| 134°C,

u| 5 MUHYTK Bpeme 3a 3afbpxaHe

u| 3 uMKbNa 3a NpeaBapuUTENHO BakyyMupaHe

u| CylueHe BbB BakyyM B NpOAbIKEHNE Ha
noHe 20 MUHyTH

Tpabsa ga ce cnasBaT MHCTPyKUMUTE 3a ynoTpeba
Ha Npou3BOAMTENS Ha aBTOKIaBa u
npenopbYUTENHUTE YKa3aHUs 3@ MakCUMarnHo
HaToBapBaHe CbC CTEPUNMU3NPaHN CTOKY.
ABTOKNaBbLT TPSIGBa Aa ce MHCTanupa, NoaAbPXa,
Banuavpa u kanuépupa B CbOTBETCTBUE C
M3KCKBaHMSITA.

AN\ [OonbnHuTtenHa nHdgopmaums

O6paboTBalLmsT OTroBaps 3a ToBa, 4e
nencTBuTenHata obpaboTka, BKIOYMTENHO
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13ron3saHoTo obopyABaHe, MaTepuanure u
nepcoHanbT, y4acTBaLl, B CbOPBXEHNETO 3a
obpaboTka, nocTura xenaHuTte pesyntatu. Toea
06MKHOBEHO M3NCKBA BanuavpaHe v pyTUHeH
MOHUTOPUHT HAa METOAA U U3MNON3BaHOTO
obopyagaHe.

12 Nopapbxka-KoHTpon-UHcnekuus

OxnapeTe MHCTPYMEHTUTE 0 cTaiHa
Temnepatypal

BusyanHa npoBepka (npeau crnobsBaHe):

MpoBepeTe NOBbLPXHOCTTa HA MHCTPYMEHTUTE UK
Ha OTAEeNHWTEe KOMMOHEHTU Npeau crinobsiBaHe.
O6bpHeTe cneuyanHo BHUMaHWe Ha npoBepkaTta
Ha cbeauHeHusTa (KpavHaTa 4acT), npocunure,
xne6oBeTe v Apyru CTPYKTYypH, KOUTO ca TPYAHO
OOCTBIHU:

Mma nu ocTaTbyHM 3aMbpCsBaHUS UK

ocTartbLUu?

AKo e Taka, ce U3BbpLUBA PHYHO NOBTOPHO

NMOYNCTBAHE U NMOAHOBSIBaHE Ha MbIHOTO

MEXaHUYHO MOYUCTBaHE U Ae3UHMDEKLUS.

0 Bwxgat nv ce cneam ot koposus (pbxaa,
NUTKHT)?

0 MoBbPXHOCTTa MMa N MyKHATUHU
(BKITIOYUTENHO NYKHATUHW HA KOCbM) U
OpYrv Npu3Haum Ha U3HOCBaHe?

0 ETUKETBT Ha MHCTPYMEHTa BeYe He €
yetnue?

AKo TOBa € Taka, BbNPOCHUSIT MHCTPYMEHT TpsibBa

na 6bae mapkvpaH 1 He3abaBHo Aa 6bae

COpPTMPaH U 3aMeHeH.

MoHTax u noaApbKKa

O CrnobeTe pa3rnobeHnTe MHCTPYMEHTU No
hYHKLMOHATHO NpaBUneH HaumH.

O O6paboTBainTe ABMKELLWTE Ce YacTu, KaTo
Hanpumep CbeAUHEHMS!, pe3bu 1 Nibaralm
ce NMOBBPXHOCTU, PbYHO C MOAXOASALLO,
ofobpeHo OT MeauLMHaTa Macno 3a
MHCTPYMEHTU (CTepunmamnpaLy ce ¢ napa
npoayKT 3a rpuxa Ha 6asaTa Ha
napacuH/6sno macno, 6oCbLBMeCTUM
cbrnacHo ctaHgapTa Ha EC). CtaHgapT Ha
EC)

u| PasnpegeneTte MacnoTo B CbeUHEHUETO,
KaTo ro OTBOPUTE ¥ 3aTBOPUTE HSIKOMKO MbTH,
OTCTPaHeTe U3NULLHWS NPOAYKT C YncTa
Kbpna 6e3 BrnacuHKu.

He u3nonssaiite MMHepanHo macno unu

cunukoHoB NybpukaHT! He notansiTe

MHCTPYMEHTUTE M3LANO B MPOAYKTa 3a rpwxal

®DyYHKUMOHaneH TecTt

Mo Bpeme Ha npoBepkaTta Ha OYHKLMOHANHOCTTa

obbpHeTe creunanHo BHUMaHue Ha criegHuTe

acnekTu 1 Bb3MOXHW HEU3MPaBHOCTU:

u| Hsima noBpeau, kaTo cHyneHn HakpanHuLm,
orbHaTV unu pasxnabeHu YacTu (BUHTOBE).

u| MpaBurHo 3aTBapsiHe Ha YenocTuTe

O MpaBunHo n 6e3onacHo yHKUMOHMPaHe Ha
huKcaTopuTe U Kntoyankute

u| JlecHo 1 paBHOMEpHO ABVKEHWE Ha
OPBXKKATE, Bb3MOXHO Han-6e3 xnabuHu

u| MpaBunHa yHKLWS 3a psisaHe Ha HOXULMTE

u| Pe- 1 npyxuHeH HaTUCK B pef
(nepdpopaTopw, knewm 3a nsgbnbasaHe n
Aap.)

u| HenpekbcHaTOCT Ha cBETNMHATA

u| Hsima gpyrv npuaHaum Ha 3HocBaHe, Hanp.
no yNibTHEHUSITa, U3onauusiTa unm
nokpuTusita

Ako Mo Bpeme Ha (pyHKLIMOHANHOTO U3nuTBaHe

6baaT oTkpuTK aedekTn, BeHute Tpsibea aa

6bAaT MapkvpaHu 1 U3KMIOYeHN OT No-HaTaTbLUHA
ynotpeba.

13 XXuBoT Ha npoaykTuTe
EkcnnoataunoHHUST XMBOT Ha NPOAYKTUTE e
pesynTaT OT TsXHaTa (PyHKLIMOHAMHOCT, Wwaasia
obpaboTka B CbOTBETCTBUE C TE3U UHCTPYKLMN U
BHUMaTenHo 6opaseHe ¢ MHCTpyMeHTUTE. Mopaaun
TOBa He MOXe fia ce onpeaeny obLo orpaHuyeHne
3a 6pos Ha uuknuTe Ha obpaboTka. Bbnpeku ToBa
6sxa cumynupanu 100 uukbna Ha obpaboTka,
KOWTO He Mokasaxa HapyluaBaHe Ha
hyHKLMOHANHOCTTa, BUOCHLBMECTUMOCTTA U
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MHcTpyKuma 3a ynotpeba

PasnpocTpaHeHue, 3aabpXKaHe Ha UHCTPYMEHTH

BanuaHo or: | 14.11.2023

| Bepcus: | 03

M

naeHTudukaumsTa Ha npogyktute. MoTpebutensT
pasnosHaBa kpasi Ha LuuKbna Ha ynotpeba no
Bb3MOXHUTE AeeKTU N orpaHnYaBaLmTe
CBOWCTBA Ha NPOAYKTUTE, MOCOYEHU Npn
nogApwXKKaTta, npoBepkaTa 1 UsnuTBaHeTo.

14 CepBu3 U PEMOHT

A CepBuU3 U PeMOHT

He n3BbpLUBaliTE CaMU HUKAKBY PEMOHTU UK
npomeHu no npoaykta. OTOpU3UPaHUAT NepcoHan
Ha NPOU3BOANTENS HOCU MbHA OTTOBOPHOCT 3a
Te3n AenHocTH. AKO XXenaeTe a HanpasuTe
OnnakBaHUs U 3anuTBaHusi, UNu Aa Hu
NPEANOXUTE CbBET OTHOCHO HaLLUTE MPOAYKTH,
Morisi, He ce konebaliTe Aa ce CBbPXKETE C Hac

ABp‘bma

[edekTHUTE NNM HeCbLOTBETCTBALLM Ha
M3KCKBaHMSITa NPOAYKTW TpsibBa Aa npeMuHat npes
Lienus npotec Ha npepa6oTka, npeau Aa 6vaat
n3npaTeHu obpaTHo 3a peMoHT/o6cnyxBaHe.

15 OnakoBaHe, CbXpaHeHue u
U3XBBbpPIIAHe

CTtaHfapTHa onakoBka Ha NpoayKTuTe 3a
cTtepunusauusi cernacHo 1ISO 11607 n EN 868.

CbXpaHsiBaiiTe CTEPUINHUTE NPOAYKTU B CyXa,
yucta v 6eanpaluHa cpeaa, obesonaceHu cpeLly
noBpeAa, NpU yMepeHa Temnepartypa.

MeanumHckUTe NpoAyKTV Ha NPOU3BOANUTENS
TpsibBa Aa ce CbXpaHsBaT M NassiT B €AMHUYHM
OMakoBKM, KyTUW WM 3aLUUTHU KOHTelHepwy. Monsi,
6opaBeTe BHUMATENHO C UHCTPYMEHTUTE MO Bpeme
Ha TpaHcnopTupaHe, CbxpaHeHue u npepaboTka.
MoTpebutensaTt n/unu cneunanmanpaHnaT
nepcoHan, npefHa3Ha4eH 3a ToBa, € OTrOBOPeH Aa
rapaHTupa, 4e CTEPUITHOTO CbCTOsIHUE Ce 3ana3Ba
crnep cTepunusauusiTa.

MBXB'pr'IﬂHeTO Ha NpoayKTUTe, ONakoBKUTE U
akcecoapute TpﬂﬁBa Aa ce n3sbpLiBa B
CbOTBETCTBME C AelCTBaLLUTE npasuna u 3akoHU.
npOMSBO,D,I/ITeJ'IHT He npenocTtaBsA KOHKPETHU
WHCTPYKL MM NO TO3U BBMNPOC.

16 3agblkeHUs 3a AoKnagBaHe

HedekTnte Ha NpoAyKTa, Bb3HWKHANM npuv
npaBunHaTa ynotpeba Ha HalwuTe NPoayKTH,
TpsibBa Aa ce cbobLLaBaT AMPEKTHO HA HAC KaTo
NpOM3BOAMTEN UMK Ha BaLLUS cneuuanuaupaH
Tbprosew,.

OedexTute, npu KOUTO NaumMeHTn, notTpebuTenn
UM TPeTU CTpaHu ca Gunv yBpeaeHu ot
npoaykTuTe (T.Hap. MHUMAEHTU, NOANEXALUM Ha
noknaggaxe), Tpsbea Aa 6baaT goknagBaHu
He3abaBHO Ha MPOU3BOAUTENS U, KO €
Heo6X0oAMMO, Ha BaluWsl KOMMNETEHTEH, OTFTOBOPEH
opraH. ToBa foknaaBaHe Ha MHUMAEHTU TpsiGBa aa
ce M3BbPLUN He3abaBHO crief Bb3HWKBAHETO UM, 3a
[a Morart [a ce CnassiT BaXHUTe CPOKOBeE 3a
[oknagBaHe.

B3acerHatuTe NpoaykTu TpsibBa aa ce UXBbPIST,
a ce npepaboTAT U fja ce M3npaTsaT Ha
npou3BoaMTEnNa 3a nNpoBepka. BawwmsaT cepeuaeH
OVnbp C YOOBOJICTBUE LUe BU MOMOTHE 32 TOBa.
Cnep kaTo nosyyvm BalleTo yBeaOMIIEHME, Lie BU
MHopMMpame B pasyMeH Cpok 3a HeobxoaumuTe
OOMBbIAHUTENHU MEPKK.

17 JonbnHuTenHa uHdopmauus

Ako onucanute TYK XUMUKaNM n MmallnHn He ca
HalM4yHM U ako npouecsbT Ha npepa60TKa HEe MOXe
na 6vae WU3BBPLLUEH MO ONUCaHUA HaYUH,
I'IOTpeGI/ITeJ'IFIT € OTroBOpPEH 3a CbOTBETHOTO
BanugupaHe Ha cBoA npouec.

[onbnHutenHa nHcopmaums 3a npepaboTkata Ha
MeAVLMHCKN n3aenus:

O WHTepHeT: http://www.rki.de

O WHTepHeT: http://www.a-k-i.org

O XvrneHHu nanckBaHus 3a obpaboTka Ha
MeauuMHCku usgenus MNpenopbka Ha
Komucusita no 6onHuyHa xurmeHa n
npeBeHUMst Ha HdekuuuTe kbM NHCTUTYTa
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"PobepTt Kox" (RKI) n ®egepanHuns nHcTuTyT
3a nlekapcTBa U MeAULMHCKN n3genusi
(BfArM) oTHOCHO "XWUrmeHHU n3nckBaHusi 3a
obpaboTka Ha MeguuUUHCKK nsgenus"”

O DIN 96298-4 ®yHKUMOHaNEeH KOHTpon B
npoteca Ha npepaGoTeaHe

18 [Opyru npunoxumMm OKyMeHTU

MHCTpyKUMK 32 NpaBUITHOTO pasrnobsBaHe Ha
136POEHUTE NPOAYKTV MOXKETE [a HaMepuTe Ha
HalaTta HavarnHa cTpaHuua:

www.cm-instrumente.de/ifu

O WHcTpykuun 3a pasrnobsiBaHe Ha
MHCTPYMEHTU

19 OnucaHue Ha U3NON3BaHUTE CUMBOIU

BHumaHue!

CnasBalite MHCTpyKUuMTE 3a
ynotpeba

Homep Ha apTukyna

& = B

O6o3HavaBaHe Ha napTvaarta

m VI,EleHTVICbVIKaLlVIOHeH HOMEp

ETtuket CE, ako e Heob6xoammo
C Exxxx
Ha HOTUMLMPAHUS OpraH.

.g WHavKaums 3a HecTepuneH
npoaykT

I Wwve n agpec Ha
npousBoaMTEnNs

& [ata Ha npon3BoACTBO

MeauumnHCcKo yCTporicTBO

YHuKanHa nageHtudmkaums Ha

YCTPOWCTBOTO, KOZ 3a

VOEHTUUUMPAHE Ha NPOAYKT

PervucrtpauvoHeH Homep Ha
SRN npounssoguTens B 6asaTa
nanHHn EUDAMED
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