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PEYHUK HA CUMBOJNUTE

CTAHOAPT
Cumson HAMMEHOBAHUE HA CUMBOI OMNUCAHUE HA CUMBON CI'IPIleKA HAMMEHOBAHUE HA CTAHOAPT
EN ISO 15223-1:2021 MeauumHcku nsaenusa — Cumeonu,
u Mpoussoauten MNoka3ea Npon3BoOAMTENS HA MEQULIMHCKOTO usagenve 51.1 KouTO TPAGBA A Ce USNONIBAT 33 STUKETN Ha MEANLIMHCKY
p A p A AL A : o n3genus, AOKyMeHTaums n nHdopmaums, kouto Tpsibea aa
ce npegoctaBaT — Yact 1: O6wm nanckBaHus
EN ISO 15223-1:2021 MeauumHcku nagenus — Cumsonu,
MokasBa gaTtaTa, Ha KOATO € Npom3BedeHo KouTo TpsibBa Aa ce U3non3eaT 3a eTUKETU Ha MeaNLMHCKN
[ata Ha npon3BOACTBO 5.1.3
MEAULMHCKOTO usgenve. n3genusa, 4OKYMEHTaUUs U MHopMaLums, kKouTo Tpsiba aa
ce npegoctaBaT — Yact 1: O6wu n3nckBaHus
EN ISO 15223-1:2021 MeauunHcku nagenus — Cumsonu,
I CTpaHa Ha NPOUIBOACTED 3a npgeHTUdMLmMpaHe Ha cTpaHa Ha NPOV3BOACTBO Ha 5.1.11 KouTo TpsibBa Aa ce 13non3eaT 3a eTUKEeTU Ha MeaVNLMHCKN
NpoAyKTU n3genusa, 4OKYMEHTaUUs U MHopMauus, kKouTto Tpsiba aa
ce npegocTaBaT — Yact 1: O6wm n3nckBaHus
EN ISO 15223-1:2021 MeguumHcku nagenusa — Cumsonu,
YnbnHomoLleH npeactasuTten B EBponelickarta Moka3Ba ynbnHOMOLLEHWS NpeacTaBuTenN B 5.1.2 KouTo TpsibBa Aa ce U3non3eaT 3a eTUKEeTU Ha MeaNLMHCKN
o6LwHocT EBponeiickaTa o6LHOCT T nagenus, 4oOKyMeHTauus n uHdopmaums, kouto Tpsibea aa
ce npepgoctaBaT — Yact 1: O6LM N3UCKBaHWS
@ YnbnHomolueH npegcrasuten B LLsenuapus MNoka3sa ynbnHomoLleH npeactasuten B Lseniuapus npmﬂgxfmmo LLiBeriuapcka aMpekTuBa 3a MeauumnHekn nsgenust 812.213
EN ISO 15223-1:2021 MeauumHcku nagenus — Cumsonu,
BrocuTen 3a nokasBaHe Ha IopVMANYECKOTO N1Le, BHACSLLO 5.1.8 KouTo TpsiGBa Aa ce U3non3BaT 3a eTUKETU Ha MeaULMHCKN
MeAWLIMHCKOTO U3fenve B cTpaHaTta o n3genusa, 4OKYMEHTaUUs U MHopMauus, KouTo Tpsioa aa
ce npegoctaBaT — Yact 1: O6LM N3UCKBaHWS
EN ISO 15223-1:2021 MepnunHcku nsgenust — Cumsonu,
[UCTpUBYTO 3a nokasBaHe Ha lopuaNYECKOTO NuLie, 5.1.9 KouTo TpsiGBa Aa ce U3Non3BaT 3a eTUKETU Ha MeaULMHCKN
pubyTop pasnpocTpaHsiBallo MEAULIMHCKOTO U3aenve B CTpaHaTta o n3genusa, JOKYMEHTaUUs U MHopMaLuus, KouTo Tpsioa aa
ce npegoctaBaT — Yact 1: O6LM N3nCKBaHWS
Mapkuposka CE 3a npoayktu ot Knac 1s, 1m, He & npunoxumo Hee
2797 Ir, lla, l1b, 11l NPUIIOXUMO
Mapkuposka CE 3a npogykt NSO ot Knac 1s, He & npunoxumo Hee
0297 1m, Ir, lla, I1b, 1l NPUIIOXUMO
Mapkmposka CE 3a npoayktu ot Knac | He e npunoxumo Hee
NPUNOXUMO
U K Mapkuposka UKCA 3a npoayky ot Knac | [Noka3Ba CbOTBETCTBME C pErnameHTUTe 3a MeAULIMHCKA Hee He & Npunioxumo
n3penuns B ObeMHEHOTO KpancTeo NPUNoOX1UMo
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UK
ChA

Mapkumposka UKCA 3a npogyktu ot Knac Is,

Moka3Ba CbOTBETCTBME C perfiameHTUTe 3a MEAULIMHCKA
n3penua B ObeaMHEHOTO KpancTeo, Nokassa Homepa Ha
opnobpeHwue ot opraHuTe B O6eAMHEHOTO KpancTeo 3a

Hee
Im, lla, llb n Il — camo npoaykT\ Ha BSI UK. OMAOKAMO He e npunoxwmo
NuVasive Inc. Cawmo 3a ynotpe6a camo c npoayktu Ha NuVasive Inc. He P
0086 n3nonaeavite ¢ npoayktu NuVasive Specialized
Orthopedics.
HanpaBeTe Cnpaeka B MHCTPYKLMNTE 33 EN ISO 15223-1:2021 MeguumHcku usaenusa — Cumsonu,
norp o6a }ZlocaanM na egc}:/T SHMLATA HA Moka3Ba HeobxoanMoCTTa NOTPebUTeNaT Aa Hanpasu 54.3 KouTO TpsibBa Aa ce U3Non3BaT 3a eTUKETU Ha MeONLIMHCKN
- . Kluvgsive‘www nuvasive)t,:om /(gifu cnpaBka B MHCTPyKUUWTE 3a ynoTpeba. o n3genusa, 4OKYMEHTaUUs U nHopMauums, kouTo Tpsiba aa
. : ce npegoctaBaT — Yact 1: O6wu n3nckBaHus
HanpaBeTe Cnpaeka B MHCTPYKLMNTE 33 EN ISO 15223-1:2021 MeguumHcku usaenusa — Cumsonu,
I:Ii:l HOTp o6a Mnmi enexT, 0HHE¥G UHCTDYKLWM 23 Moka3Ba HeobxoanMoCTTa NOTPebUTeNaT Aa Hanpasu 54.3 KouTO TpsibBa Aa ce U3Non3BaT 3a eTUKETU Ha MeONLIMHCKN
ynorpe6a P Py cnpaBka B MHCTPyKUUWTE 3a ynotpeba. o n3genusa, 4OKYMEHTaUuUs U nHopMauums, kouTo Tpsiba aa
ynorp! ce npegoctaBaT — Yact 1: O6LM N3UCKBaHWS
BHumaHue: ®egepanHuTte 3akoHn HanaraT
orpaHuyeHuneTo npopaxbaTa Ha ToBa u3genve ga ce
Cawmo no npegnuncaxHve
Rx M3BBPLUBA OT UMM MO NOpbYKa Ha nekap. He e
ONLY NPUAOXUMO
Cawmo 3a npodpecroHanHa ynortpeba
MokasBa, Ye NPOAyKTHLT € Noka3aH camo 3a
npodpecroHanHa ynorpeba.
1ISO 15223-1:2021 MeaununHcku nsgenusa — Cumeonu,
KouTO TpsiGBa Aa ce U3Non3BaT 3a eTUKETU Ha MeOMLMHCKN
MepamumHcko nsgenue Mokassa, Ye apTUKYNbT € MEAULIMHCKO n3aenune 5.7.7 P A Andy
n3genusa, 4OKYMEHTaUUs U MHopMauus, KouTo Tpsioea aa
ce npegoctasT — Yact 1: O6LM N3UCKBaHWS
EN ISO 15223-1:2021 MeguuuHcku nsgenus — Cumeonu,
KaTanosxeH Homep Moka3Ba kaTanoxHus HoMep Ha npov3BoauTens, 3a Aa 5.1.6 KouTO TpsiGBa Aa ce U3Non3BaT 3a eTUKETU Ha MeOULMHCKN
MOXe a ce naeHTUMLMpa MeAULIMHCKOTO usgenve. o n3aenus, AoOKyMeHTauus n nHdopmauums, kouTo Tpsibea aa
ce npegoctaBaT — Yact 1: O6wm n3nckBaHns
EN ISO 15223-1:2021 MeaunuunHckn nsgenus — Cumeonu,
Mokassa napTMAIHVIs KOA Ha NPOUIBOANTENS, 33 A3 MOXE KouTo TpsiGBa Aa ce msnonisgr 3a eTMI(AeTM Ha MeOVLUMHCKN
LOT MapTnaeH ko Aa ce ngeHTuduumpa napTmaata Ha MeAULMHCKOTO 51.5
nanenme n3aenus, AOKyMeHTauus n nHdopmauums, kouTo Tpsibea aa
. ce npegoctasaT — Yact 1: O6wm n3nckBaHns
MokaaBa CepuiiHMst HOMEP Ha NPOM3BOAMTENS, 33 Aa EN ISO 15223-1:2021 MeanuunHcku nsgenus — Cumsonu,
’ KOUTO TpsiGBa Aa ce U3Mon3BaT 3a eTUKETU Ha MeOVLMHCKN
[sN] CepueH Homep MOXe Aa ce MAeHTUMMNLMPA KOHKPETHO MEANLIMHCKO 517 p A AL
nanenme n3aenus, AoOKyMeHTauus 1 nHdopmauums, kouTo Tpsibea aa
. ce npegoctaBaT — Yact 1: O6wm nanckBaHns
Hee
KonuuecTso Mokassa KONNYECTBOTO.
NPUNOXUMoO
EN ISO 15223-1:2021 MeanuunHcku nsgenus — Cumsonu,
YHUKANEH MOEHTUDMKATOP Ha M3ReNUe MNoka3Ba HocuTen, KOMTO Cbabpxka MHhopMaums 3a 5710 KOMTO TpsIOBa Aa ce M3Non3BaT 3a eTUKETU HA MeOULIMHCKA
P YHVKaneH ngeHTudukaTop Ha nsgenve o n3aenus, AOKyMeHTauus n nHdopmauums, kouTo Tpsibea aa
ce npegoctaBaT — Yact 1: O6Lwm nanckBaHus
ISO 15223-1:2021 MeanumHckn nagenus — Cumsony,
z KOUTO TpsiGBa Aa ce U3Non3BaT 3a eTUKETU Ha MeOVLMHCKN
'ﬂ'l? VpeHTudukaums Ha naumeHTa MNoka3Ba naeHTUUKaLMOHHWUTE AaHHW Ha NaumeHTa 573
n3genus, AOKYMeHTauus 1 nHdopmauums, kouTo Tpsibea aa
ce npegoctaBaT — Yact 1: O6Lwm n3nckBaHus
EN ISO 15223-1:2021 MeauuuHckn nsgenus — Cumsonu,
E Hata Moka3Ba AaTaTa, Ha KOSITO e BbBeAeHa UHdopmauusTa 576 KoWTO TpsiGBa Aa ce M3Mon3BaT 3a eTUKETU Ha MeANLIMHCKN
UK e N3BbpPLLEHA MedMUMHCKaTa npoueaypa o n3aenus, AOKYMeHTauus 1 nHdopmMauums, kouTo Tpsibea aa
ce npegoctaBaT — Yact 1: O6Lwm n3nckBaHus
EN ISO 15223-1:2021 MeauuuHckn nsgenus — Cumsonu,
o+ Mokassa apeca Ha MEAVLIMHCKA USHTLP W nekaps, KouTo TpsibBa Aa ce msnongsgr 3a eTmﬂaTm Ha MeaWLUMHCKN
1%} MeauumHCKku LeHTbp unu nekap KbOETO MOXe a Ce HaMepu MeauLmMHCKa MHopmauns 575 P
n3aenus, AOKYMeHTauus 1 nHdopmMauums, kouTo Tpsibea aa

3a nauneHTa

ce npegocTaBaT — Yact 1: O6wu nanckBaHuns
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MokasBaHe yebcTpaHuua, Kb4eTO NaUMeHTbT MOXe Aa

EN ISO 15223-1:2021 MeguumHcku nagenua — Cumsonu,
KouTO TpsiGBa Aa ce U3Non3BaT 3a eTUKETU Ha MeOMLMHCKN

[#1] YebcTpaHuua ¢ uHdopmaums 3a naumeHTa nonyym AOMbIHUTENHA MHOPMaLMS 33 MeONLIMHCKN 5.7.4
paHunL cpopmaly u 0 oz KT‘D' thopmauy ANy nsgenus, AokyMeHTaums n uHdopmaums, kouto Tpsabea aa
POAYKT. ce npegoctasT — Yact 1: O6LM N3NCKBaHWS
EN ISO 15223-1:2021 MeguumHcku nsgenust — Cumeonu,
Moka3sBa, 4ye opruHanHaTa nHpopmMaums 3a AN A
KouTO TpsiGBa Aa ce U3Non3BaT 3a eTUKETU Ha MeOULMHCKN
@a@ Mpesoa MeAULMHCKOTO n3aenve e npeseaeHa n npesoabt 5.7.8
[1OMLIIBA VM 3aMEHS! OPIMHANHATA UHEOPMALIM n3aenus, AOKyMeHTauus n nHdopmauums, kouTo Tpsibea aa
ce npegoctasaT — Yact 1: O6wm n3nckBaHuns
PRI 3a nokasBaHe Ha npeaHaTa BUCOYMHA Ha He e
{ XXX, I MpeagHa BucovnHa pen
R— MHTepBepTeEGPanHM UMMNNAHTU NpUNoOXnUMo
3a nokasBaHe Ha 3agHaTa BUCOYMHA Ha He e
3agHa BUCOYMHA
MHTepBepTeOpanH MMMNNaHTU NPUNoOX1UMo
3a noka3BaHe Ha MakcMMarHaTa BUCOYMHA Ha He e
MakcumanHa BucoumHa
MHTepBepTEGPAnHU UMMNAHTU NpUNOXUMo
EN ISO 15223-1:2021 MeaunumHcku nsgenus — Cumeonu,
Moka3Ba MeanLUMHCKO n3genme, KOeTo e NpefHa3Ha4YeHo KOWUTO TpsiGBa Aa ce U3NoMn3BaT 3a eTUKETU Ha MeOVLMHCKN
[a He ce n3anonssa NOBTOPHO 542
3a efHoKpaTHa ynoTtpeba. n3aenus, AOKYMeHTauus 1 nHdopmauums, kouTo Tpsibea aa
ce npegoctaBaT — Yact 1: O6wm n3nckBaHns
EN ISO 15223-1:2021 MeauumHcku nsgenus — Cumeonu,
‘g HecTepnnHo Moka3Ba MeanLMHCKO U3genve, KoeTo He e buno 527 KOUTO TpsiGBa Aa ce U3Non3BaT 3a eTUKETU Ha MeOULMHCKN
P nognaraHo Ha NpoLEec Ha cTepunusauus. - n3aenus, AoKyMeHTauus n nHdopmauums, konTo Tpsibea aa
ce npegoctaBaT — Yact 1: O6wm n3nckBaHuns
Moka3Ba MeanLMHCKO n3genve, KoeTo He e buno
‘g R HecTepunHo, cTepunusunpanTe ¢ napa npegu noanaraHo Ha NpoLec Ha cTepunusauus, u aa ce He e
ynoTtpeba nokaxe, 4ye A4aAeHO MeAMLMHCKO U3fienue Moxe Aa ce NPUNoOXnUMo
cTepunuavpa B napeH cTepunmnsarTop.
EN ISO 15223-1:2021 MepanumnHcku nagenus — Cumsonu,
MokasBa MeaULMHCKO U3aenue, KOeTo e CTepUnU3vpaHo KOWTO TpsiGBa Aa ce M3Mon3BaT 3a eTUKETU Ha MeAMLIMHCKN
STERILE | R | CrepunuampaHo ¢ obbysaHe AN a P P 524 P A An
c obnbyBaHe. n3genus, AOKYMeHTauus 1 nHdopmauums, kouTo Tpsibea aa
ce npegoctaBaT — Yact 1: O6Lwm n3nckBaHus
EN ISO 15223-1:2021 MeauumHcku nsaenusa — Cumeonu,
MokasBa MeaULMHCKO U3aenue, KOeTo e CTepUnU3VpaHo KoWTO TpsiGBa Aa ce M3Mon3BaT 3a eTUKETU Ha MeANLIMHCKN
STERILE | EO | CTepnnuanpaHo ¢ eTUneHoB oKeuz AL A P P 5.2.3 p A AL
C ETUNEHOB OKCUA,. n3aenus, AOKYMeHTauus 1 nHdopmMauums, kouTo Tpsibea aa
ce npegoctaBaT — Yact 1: O6Lwm n3nckBaHus
1ISO 15223-1:2021 MeaunuuHcku nsgenus — Cumsonu,
KoWTO TpsibBa Aa ce M3Mon3BaT 3a eTUKeTU Ha MeAMLIMHCKN
EnunHunyna ctepunta 6apvepHa cuctema Moka3Ba egnHnyHa ctepunHa bapuepHa cucrema. 5.2.11 P A AN
n3aenus, AOKYMeHTauus 1 nHdopmMauums, kouTo Tpsibea aa
ce npegocTaBaT — Yact 1: O6wu namckBaHns
sommn. 1ISO 15223-1:2021 MeaunumHckun nagenua — Cumeonu,
EnuvHnuHa ctepunHa 6apyepHa cuctema cbe Moka3sBa eanHMYHa cTepunHa GapuepHa cuctema che 5.2.14 KoWTO TpsiGBa Aa ce M3Mon3BaT 3a eTUKETU Ha MeANLIMHCKN
3aLUMTHa ONaKkoBKa OTBBbH 3aLiMTHa ONakoBKa OTBbH - n3genusa, JOKYMeHTaUus U nHdopMauums, kouTo Tpsiba aa
ce npegoctaBaT — Yact 1: O6wu n3nckBaHus
1ISO 15223-1:2021 MeaununHcku nagenusa — Cumsonu,
[BoriHa cTepunHa 6apuepHa cuctema [Noka3ea ABe ctepunHu GaprepHu cuctemm 5.2.12 KouTO TPAGBA A Ce USNOMNIBAT 38 STUKETH Ha MEANLMHCKM
P puep P puep - n3genusa, 4OKYMEHTaUUs U nHopMauums, kouTo Tpsiba aa
ce npegoctaBaT — Yact 1: O6wm n3nckeaHus
b ‘\l [BoiHa cTepunHa 6apuepHa cuctema B Moka3sa aBe cTepunHy GapuepHy cUCTEMM CbC 3aLUmMTHA Hee
v 3alMTHa onakoBka onakoBKka OTBBbH NPUNOXUMo
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Moka3Ba gaTtara, crnef KosTo MEAVULMHCKOTO M3genuve He

EN ISO 15223-1:2021 MeguuuHcku nsgenus — Cumeonu,
KouTO TpsiGBa Aa ce U3Non3BaT 3a eTUKETU Ha MeaULMHCKN

E [aTa Ha cpok Ha rogHoCT 5.1.4
TpabBa Aa ce u3nonasea. n3genus, AokyMeHTaums n uHdpopmaums, kouto Tpsbea aa
ce npegoctasT — Yact 1: O6LM N3nCKBaHWS
EN ISO 15223-1:2021 MeguuuHcku nsgenus — Cumeonu,
Moka3Ba MeanLMHCKO U3genve, KOeTo He TpsibBa Aa ce KouTo TpsiGBa Aa ce U3Non3BaT 3a eTUKETU Ha MeaULMHCKN
% [a He ce cTepunuavpa NOBTOPHO 5.26
CcTepunuavpa NnoBTOPHO. n3aenus, AOKyMeHTauus 1 nHdopmauums, kouto Tpsibea aa
ce npegoctaeaT — Yact 1: O6Lm n3ncksaHms
MNokassa MeAMLMHCKO W3nenke, KOETo He Tpsbea Aa ce EN ISO 15223-1:2021 MeaunuunHcku nagenus — Cumeonu,
[a He ce n3nonsea, ako onakoBkaTa e M3M0N3Ba, ako OrnakoBKaTa e NoBpefAeHa U oTBopeHa U
KouTo TpsiGBa Aa ce U3Non3BaT 3a eTUKETU Ha MeaULMHCKN
@ noepeaeHa u HanpaeeTe cnpaska B Ye noTpebutenaT Tpsibea Aa Hanpasu cnpaska B 5.2.8
n3genus, JokyMeHTaums n uHdpopmaums, kouto Tpsbea aa
MHCTpYyKUMUTE 3a ynoTpeba MHCTpYKUMUTE 3a ynoTpeba 3a JOMblHUTENHA ;
ce npegoctaBsT — YacTt 1: O6LM n3nCKBaHWS
MHopMauus.
1ISO 7000:2019 / EN ISO 15223-1:2021 MeguuuHcku
MOKA3Ba rOAHULNTE 33 TEMNEDATYDA. HA KOUTO n3penus — Cumsonu, kouto Tpsbea Aa ce U3non3ear 3a
[paHuua 3a Temnepatypa p u patypa, 5.3.7 eTUKETU Ha MEAMLUMHCKN U3aenus, JOKYMEHTauus u
MeAMLMHCKOTO U3genve Moxe Aa ce nanara 6esonacHo. .
MHopMaLuusi, kouTo Tpsabea aa ce npegocTassAT — Yact 1:
O6ww nsncksaHus
1SO 7000:2019 / EN I1SO 15223-1:2021 MeauumHckun
Moka3Ba ropHaTa rpaHuLa Ha TemnepaTypaTa, Ha KOsiTo n3nenus — CumBonv, KouTo Tpsibaa Aa ce U3NON3saT sa
[opHa rpaHuua 3a Temnepartypa 5.3.6 eTUKeTU Ha MEeAVLMHCKN U3aenus, AOKYMeHTauus n
MeAULMHCKOTO 13genve moxe Aa ce uanara 6esonacHo. .
MHdOopMaLuusi, kouTto Tpabea aa ce npegocTassAT — Yact 1:
O6Wwun n3nckeaHus
WN3onauums, cbeTosiwa ce kakto oT OCHOBHA i
3 W3ONALS, Taka v ot JOMBAHUTENHA M30NALMS. IEC 60§01-1.2020 MepguumHcka enekTpuyecka anapartypa —|
|_] [BoliHa n3onauus 3.23 Yact 1: O6wum ncmskeaHusa 3a 6azosa 6e3onacHoCT n
Wwma e Gapuepy Ha enekTpuyecka nsonauus Mexagy
OocHoBHa pabota
noTpebuTens 1 BXoaa 3a 3axpaHBaHe
CumBonsT ,,YcnoBHo 6e3onacHo 3a AMP* n/vnu
TepMUHBT ,YcnoBHo 6e3onacHo 3a AMP* TpsibBa Aa
6be BKMIOYEH B €TUKETUTE Ha U3LenueTo 1 ga ce
1M306poAT yCcroBusTa, Npy KOUTO AaAEHO MEANLMHCKO Guidance for Industry and Food and Drug Administration
& YcnosHo 6e3onacHo 3a AMP n3penve, KoeTo ce ovaksa Aa Bnese B MP cpega (vnu VI Staff: Testing and Labeling Medical Devices for Safety in
nauueHT ¢ UMMNMaHT UM MeaULIMHCKO U3aenne, KOeTo e the Magnetic Resonance (MR) Environment, May 20, 2021
3aKpeneHo KbM UM Ce HOCK OT NauneHTa) Moxe Aa
Bne3e 6e3onacHo B MP cpepgara, KakTo € onucaHo B
ASTM F2503.
3a ngeHTuduumpaHe Ha apTyKyn, KOMTO He Cb3aaBa
m VenosHo GeaonacHo 3a SIMP HEenpuMeMnMBM PUCKOBE B paMKuUTe Ha AednHUpaHuTe 62570-7.3.2 IEC TR 60878:2022 — 'pachmyHy cumBonu 3a
YCroBwsi 3a NaumueHTa, MEAVLIMHCKMS NePCOHan unm eriekTpuyecka anapartypa B MEAMLMHCKaTa NpakTuka
apyrv nuua B cpeaarta Ha AMP.
38 MASHTVIDMUVPAHE Ha 8pTUKY, KOWTO Cb3naBa IEC TR 60878:2022 — [pachyiHi cuMBOAH 3a
He6esonacHo 3a AMP HenpMeMnmBu pUCKOBE 3a NaumneHTa, MeaLMHCKNS 62570-7.3.3
enekTpuyecka anapaTtypa B MeauUMHcKaTa npakTuka
nepcoHan unu apyrv nuua B cpeaata Ha AMP
Moka3Ba, Ye e HyXHO BHUMaHue npu paboTta ¢ nsgenveTo 1SO 7000:2019 / EN 1SO 15223-1:2021 MeauumnHckun
UMK KOHTPOM B GIM30CT A0 MSICTOTO, KbETO € MocTaBeH nsgenus — CumBonu, kouto TpsibBa Aa ce u3nonssat 3a
A BHumanue CMMBOINbLT, UMK Ye HacTosILLaTa CUTyaumst U3nckea 5.4.4 €TMKETU Ha MEeANLMHCKN U3AENUs, AOKYMEHTaUMS U
BHUMaHWETO Ha onepaTopa Wnu AencTBMe Ha onepaTopa, nHbopmauums, kouto Tpsibea Aa ce npepocTassT — YacT 1:
3a fa ce n3berHart HexenaHu nocneacTesns O6Wwwn nsnckeaHus
1ISO 7000:2019 / ISO 7010:2019 Npadn4HM cumBonu —
A 3Hak 3a 0610 npeaynpexaeHne 3a o603HavaBaHe Ha 06LLO NpeaynpexaeHue. WO001 LiBeToBe 3a 6e3onacHOCT 1 cuMBONM 3a 6e3onacHocT —
Peructpupanu 3Haum 3a 6e3onacHocT
3a pa ce nokaxe, Ye 0603HaYEHNST apTHKyn MoXe Aa IEC TR 60878:2022 — MpachuiHin cuMBonH 3a
BHymaHue, Mopella noBbpXHOCT 6bae ropely 1 He TpsibBa fa ce gokocea 6e3 ga ce 5041

[encTBa BHAMATENHO.

enekTpuyecka anapaTtypa B MeauLMHcKaTa npakTuka
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3a nokassaHe Bbpxy Tabenkara ¢ HOMUHaIHK
CTOMHOCTM, Ye anapaTtypaTta e noaxoAsiia camo 3a

IEC TR 60878:2022 — pacn4HM cumBOnu 3a

N\ MpomeHnuB Tok : 5032
NPOMEHIINB TOK; 3@ MAEHTUMULMPaHE Ha CbOTBETHUTE eriekTpuyecka anapartypa B MEAMLMHCKaTa NpakTuka
TepMUHanu.
3a nokaseaHe Bbpxy Tabenkara ¢ HOMUHaNHK
—_ ! pxy IEC TR 60878:2022 — [pachyiHyi cuMBOAM 3a
jp—— MpaB TOK CTOWMHOCTW, Ye anapaTypaTa e noaxoasiia camo 3a npas 5031
. enekTpuyecka anapaTtypa B MeauuMHckaTa npakTmka
TOK; 3a UAEeHTUULMPaHe Ha CbOTBETHUTE TEPMUHAMM.
3a noka3BaHe Ha OCHOBHaTa eMHULA Ha eNeKTPUYECKUs He e
A Amnepax (Amp) AL P
TOK. NPUNOXNUMO
3a ngeHTndmnuMpaHe Ha TepMmMHanuTe, KOUTo, Npu
CBbp3BaHe 3ae[HO, N3paBHSABAT Pa3nNNYHUTE YacTu Ha
p A p P IEC TR 60878:2022 — pacdnyHM cmBonu 3a
ExBunoTeHumnanHoct [afeHa anapaTypa unu cucteMa 0 eQvH U Cbly, 5021
enekTpuyecka anapaTtypa B MeauumMHckaTa npakTmka
noTeHuman, He HenmpemMeHHo NoTeHumana Ha
3a3eMsiBaHeTo (3emMs), Hamp. 3a MECTHO CBbp3BaHe.
3a ngeHTUdMUMpaHe Ha TepMmyHan 3a 3asemMsiBaHe IEC TR 60878:2022 — pacnyHu cmBonu 3a
3asemsBaHe; 3ems A cbuuvp P 5017 pad
(sems) enekTpuyecka anapaTypa B MegMumMHCKaTa npakTuka
IEC TR 60878:2022 — NpadhmyHy cumBonu 3a
MpunoxeHa yact Tn BF 3a ngeHtTuduumpaHe Ha npunoxexa yact Tun BF 5333 pad
enekTpuyecka anapaTtypa B MeauumMHckaTa npakTmka
EN ISO 15223-1:2021 MeauumHcku nagenus — Cumsonu,
MNoka3Ba gnanasoHa Ha aTMOCcEPHOTO HansAraHe, Ha
KouTo TpsiGBa Aa ce U3non3BaT 3a eTUKETU Ha MeaULMHCKN
OrpaHuyeHue 3a aTMocepHO HansraHe KOETO MeaMLMHCKOTO n3fenue moxe 6esonacHo aa ce 5.3.9
nanara n3genus, AokyMeHTaums n uHdopmaums, kouto Tpsbea aa
. ce npegoctaBaT — Yact 1: O6LM N3UCKBaHWS
EN I1SO 15223-1:2021 MeguumHcku nagenusa — Cumeonu,
@ Moka3Ba Anana3oHa Ha BMaXHOCTTa, Ha KOATO KouTo TpsiGBa Aa ce U3non3BaT 3a eTUKETU Ha MeaULMHCKN
OrpaHuyeHue 3a BNaxHOCT 5.3.8
= MeAMLIMHCKOTO usfenue moxe GeaonacHo fa ce uanara. n3genus, JokyMeHTaums n uHdopmaums, kouto Tpsbea aa
ce npegoctaBaT — Yact 1: O6LM N3UCKBaHWS
3a noka3BaHe Ha CBbp3BaHe KbM MpexaTa, NoHe 3a
. p p IEC TR 60878:2022 — MpadiiHm1 CUMBOAY 3a
L,BKI1.“ (3axpaHBaHe) MPEXOBW NPEBKMOYBATENN UNWN TEXHWUTE NOMOXEHUS, U 5007
enekTpuyecka anapaTtypa B MeauUMHcKaTa npakTuka
BCUYKM Cryyau, B KOUTO CTaBa Ayma 3a 6e30macHOCT.
3a nokasBaHe Ha U3KNYBaHe OT MpexaTa, NoHe 3a
« p ’ IEC TR 60878:2022 — pacnyHu cmBonu 3a
LM3KI." (3axpaHBaHe) MPEXOBW NPEBKMOYBATENN UMW TEXHUTE NOMOXEHUS, 1 5008
enekTpuyecka anapaTtypa B MeauuMHckaTa npakTmka
BCUYKU CNyYyau, B KOUTO CTaBa Ayma 3a 6e3omnacHocT.
3a noka3eaHe Ha NPEBKIIOYBATENS UM HEFOBOTO
| pe IEC TR 60878:2022 — 'padhmyHn cumBonu 3a
o [oTOBHOCT NONOXEHNE, Ype3 KOMTO YacT OT anapaTypaTa ce 5009
enekTpuyecka anapaTtypa B MeauumMHckaTa npakTmka
BKITIOYBA, 3@ Aia Brie3e B CbCTOSIHNE HA FOTOBHOCT.
3a npeaynpexaaBaHe 3a paanoakTUBHY MaTepuany unu IEC TR 60878:2022 — pacn4HM cumBonu 3a
& MpeaynpexaeHve, nasepeH nby ©a NPEAyrpexa pan P WO003 pad
MNOHM3MPALLIO TbYEHMe. enekTpuyecka anapaTtypa B MeauumMHckaTa npakTmka
1ISO 7010:2019 MNpadpuyHm cumeonm — LiBeToBe 3a
3a nokaseaHe Ha crneundUYHM ONacHOCTH, CBbP3aHU CbC
MarnHuTHo none WO006 6e3onacHocT 1 cumBonu 3a 6esonacHocT — Pernctpupanu
CUMHUTE MarHUTHU NomneTa, KOUTO ca Hanu4Hu.
3Hauu 3a 6esonacHocT
3a nokasBaHe Ha ONacHOCTU, Bb3HWUKBALLM OT ONacHu IEC TR 60878:2022 — 'padhmyHy cumMBOnU 3a
OnacHo HanpexeHne 5036
HanpexeHusi. eneKkTpuyecka anapaTtypa B MeauuuHcKaTa npakTmka
3a ngeHTndmMumpaHe Ha anaparypa, KOsiTo Cb3daBa puUcK 1ISO 7000:2019 / IEC 60417:2002 — Npadn4HM cumBonu 3a
A BHumaHue, puck oT TOKOB yaap A buuyp patypa, a P 6042 pacp
OT TOKOB yaap. ynoTtpeba Bbpxy anapaTypa
EnekTpoHHa anapartypa: [la ce usxsbprisi no Moka3sBa enekTpoHHa anapatypa, kosito Tpsibea Aa ce EN 50419:2022 ~ Mapkvposka Ha enextpuecka
E n aamﬁeH HaHVIHp ypa: p N3XBBONS MO npasvmeH qumzp ’ P 4.1b)2) anapatypa B cboTBeTCTBME C YneH 11(2) Ha dupekTuBa
— P P p : 2002/96/EC (WEEE)
Moka3Ba, Ye He e ocurypeHa 3awura OT HaBnM3aHe Ha Hee IEC 60529:2019 — CteneHu Ha 3awuTa, ocurypeHa ot
IPX0 HesawuTeHo oT HaBnmn3aHe Ha TeYHOCT
TEYHOCT. npunoxumo | kopnycute (IP kon)
3a noka3BaHe Ha NOBWLLEHW, MOTEHLMAIHO ONAacHU, HMBa
() o o u IEC TR 60878:2022 — pacunyHM cumBonu 3a
HeloHM3MpalLo enekTpoMarHUTHO ibYeHne Ha HEMOHM3MPALLO NTbYEHME UK 3@ NOKa3BaHe Ha 5140
A eriekTpuyecka anapartypa B MEAMLMHCKaTa npakTuka

anapartypa Unm cucTemu.
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To3u cMMBOI NOKa3Ba OpUEHTaLMATA Ha U3LENUETO NO
OTHOLLEHME Ha naumeHTa. MaumeHTbT TpsibBa Aa Moxe Aa
BWXA TO3W CUMBOJ1 CbC CTPENKU, COYELLM KbM KpakaTa My.

t t Hee
& Mo31LUMOHHa OpUeHTauUmMsi CbC CTPENKN LEFT (IABO) noka3Ba, Ye nsiBata cTpaHa Ha Moayna e DAROKAMO
e No3nLMOHMPaHa KbM fisiBaTa CTpaHa Ha nauveHTa. P
RIGHT (OACHO) nokasea, Ye ascHata cTpaHa Ha Moayna e
Nno3nLMOHNPaHa KbM AsicHaTa CTpaHa Ha naumeHTa.
1ISO 7010:2019 NpadmnyHmn cumeonu — LiBeTose 3a
@ [a He ce ByTa 3a 3abpaHsiBaHe Ha OyTaHeTo Ha AadeH npeameT P017 6e3onacHocT 1 cumBonu 3a 6esonacHocT — Pernctpupanu
3Hauu 3a 6GesonacHocT
Jnua ¢ neicmenkbp MNn Nofo6eH akTUBEH UMMNNAHT He 1ISO 7010:2019 NpacmnyHmu cumsonu — LiBeTose 3a
B3abpaHeH JoCTbN 3a N1ua C akTUBHU
TpsbBa ga 6opaBsaT ¢ M3genuneTo unu aa 6baaTt B KOHTAKT P007 6e3onacHocT 1 cumBonu 3a 6esonacHocT — Pernctpupanu
MMNMaHTUPaHW CbpAeYHU n3aenus
C Hero. 3Haum 3a 6e3onacHocT
o JInTneBo-NoHHM KNeTkn nnu 6atepuu, cbabpxaliy ce B
JInTneBo-oHHN GaTepun p AbpXaLl 7155 IATA PernameHT 3a onacHu ToBapu
anaparypara Unm onakoBaHu ¢ Hesl
e a ce AbpXku Aaney oT Bb3fyxonnaBaTeneH kKoMnaceH
- o MarHeTnampaH matepuan A ABRKM A i 7.41 IATA PernameHT 3a onacHu ToBapu
V [eTeKTopeH Moayr
He e 1ISO 7010:2019 NpadpnyHm cumeonm — LiBeToBe 3a
OnacHoCT OT npuLMnBaHe 3a noka3saHe Ha OnNacHOCT OT MpuLLMNBaHe APUNONUMO 6esonacHocT 1 cuMBONK 3a GezonacHocT — Pernctpupanmi
L 3HauM 3a 6esonacHocT
ISO 7010:2019 Npachmunm cumeonu — LiseToBe 3a
® 06wy 3Hak 3a 3abpaHa 3a o6o3HavaBaHe Ha 3abpaHeHo JevicTBre P001 6esonacHoCT 1 cumBonK 3a 6esonacHocT — Pernctpupanmn
3Haum 3a 6e3onacHocT
1ISO 7010:2019 NpadmnyHmn cumeonu — LiBeTose 3a
o 06 3HaK 3a 3aa4bMKUTENHO AencTBme 3a o6o3HayaBaHe Ha 3aQbIMKUTENHO AecTBNE MO0O01 6e3onacHocT 1 cumBonu 3a 6esonacHocT — Pernctpupanu
3HauM 3a 6eaonacHocT
1ISO 7010:2019 NpacmnyHmu cumsonu — LiBeTose 3a
BwxTe pbkoBoacTBOTO/GpOLLYpaTa ¢ 3a o6o3HayaBaHe, Ye TpsibBa fa ce npoyeTe
M002 6esonacHoCT 1 cumBonK 3a 6ezonacHocT — Pernctpupanmn
MHCTPYKLMN pBbKOBOACTBOTO/GpOLLYpaTa C UHCTPYKLMK
3Hauu 3a 6esonacHocT
Moka3Ba CbOTBETCTBUE C perynaTopHUTe N3UCKBaHWS Ha
ACMA (3a ABcTpanus n Hosa 3enaHavsi), eTUKETHT € He e
MapkupoBka 3a cboTBeTcTBME ¢ RCM
MapK1poBKa 3a perynaTtopHo cboTeeTcTBue (Regulatory NPUNOXUMO
Compliance Mark, RCM).
B cvotBeTcTBME C ROHS (OrpaHuyaBaHe Ha PernameHtute Ha ROHS rapaHTupart, 4e npoaykTute ca Hee OrpaHuyeHne Ha onacH1Te BELLECTBA B €MEKTPUYECKO U
onacHuTe BeLLecTBa) 6e3onacHu 3a ynotpeba Ha EBponeiickvTe nasapu NpUNoOXUMo | enekTpoHHo obopyasaHe (RoHS)
NASEPEH NPOAYKT OT KINAC 2
HEBMOWMO NA3EPHO NTbYEHUE HE CE
CLASS 2 LASER PRODUCT Brn E)KHAMTE B anA
Tosu npopykT cboTBeTcTBa Ha IEC 60825-1:
&'“‘"s“‘“ LASERIRANAYION poAy! He e IEC 60825-1:2014- BesonacHOCT Ha fla3epHu NPOaYKTH -
e I GEER IO 2007-03 N31.2.0 n Ha 21CFR 1040.10 n 3a o603Ha4aBaHe Ha ONAcHOCT OT NasepHO NbYeHne npunoxumo | Yact 1: Knacdukaums Ha anapaTypara u uanckeaHus
o 0 H et oo s 1040.11, ¢ n3knoYeHne Ha OTKMOHEHVsTa, p ’ paryp
npousxoxaaLum ot YBe[oMIeHneTo 3a nasep
Ne 50 ot 24 toHun 2007 r. Makc. usxogsiia
motHocT: <1,0 mW, 635,0 nm
Moka3Ba uH Mauus 3a KOHTaKT C oTAen H
@ [opelya NUHWS 3a KOHTaKT OKa3Ba VH(OPMALIMA 38 KOHTAKT C oTAeN 32 e
obcnyxBaHe Ha KINeHTW. NPUNoOX1UMo
o o Hee
[onHa kpainHa nnaka MokasBa gonHa kpanHa nnaka Ha MeauUMHCKO n3aenwve.
NPUNOXNUMo
. o He e
[opHa kpaliHa nnaka MokasBa ropHa kpalHa nnaka Ha MeauLMHCKO nsgenve.
NpUNOX1UMO
w 3a nokasBaHe, Ye anapatypaTa Cbabpxa IEC TR 60878:2022 — pacnyHM cmBonu 3a
' CbabpaHue unu Hanuune Ha dranar y paryp ABD 2725 pad

DEHP

MAEHTUPULMPAHWS MPOLAYKT UMW BELLECTBO.

enekTpuyecka anapaTtypa B MeguLyHcKaTa npakTuka
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Be3 NaTeKc 3a nokasBaHe, 4Ye anapaTtypaTa He Cbabpxka Hee
naeHTUULMpaHns NpoAyKT UK BeLLEeCTBO. NPUNoOXUMo
EN ISO 15223-1:2021 MeguuuHcku nsgenus — Cumeonu,
Cobalt, CAS No. CumBoOn 3a onacHo BeLLecTBO 3a MaTepuarn ot Moka3Ba Ha eTukeTa, Ye MaTepuanbsT € onacHo 5.4.10 KouTo TpsiGBa Aa ce U3Non3BaT 3a eTUKETU Ha MeOULMHCKN
7440-48-4 ko6ant BELLEeCTBO. o n3genus, JOKyMeHTauus 1 MHopMaums, Kouto Tpsibea aa
ce npegoctasT — Yact 1: O6LM N3nCKBaHWS
He e
MATL Martepuan MNoka3Ba Npon3BOACTBEH MaTepuann.
p p a p APMMOXVMO
Matepuan: AHoau3npaH anyMmuHun, Hee
MATL[ 6061-T6AI p AN V! Moka3Ba Npon3BOACTBEH MaTepmarn.
anymMuHueBa cnnas NPUNoOX1UMo
He e
MATL] ABS | Martepuan: AkpunobyTagneHcTmpeH Moka3Ba Npoun3BOACTBEH MaTepuann. HPMMOUMO
o He e
MATL] Al | Martepuan: AnymuHin, anymvHueBa cnnas MNoka3Ba Npon3BoACTBEH MaTepmann. HPMMOUMO
He e
MATL[ AI203 Matepuan: AnymvHnes okeug Mokassa Npon3BOACTBEH MaTepuan. HPMMOUMO
He e
MATL[ AOC Matepuan: Ko-nonvmep Ha ankuneHoB OKCuA, Mokassa Npon3BOACTBEH MaTepuarn. HPMMOUMO
He e
MATL[ CaP Martepuan: Kanumes docdat Mokassa nNpon3BoACTBEH MaTepuan.
NPUNOXNUMo
Matepuan: KobanT-xpom-monubaeHoBa cnnas, Hee
MATL] CoCr | P p A Moka3Ba Npou3BOACTBEH MaTepumarn.
ko6anT-xpom NPUNoOX1UMo
He e
MATL[COL Martepwuan: KonareH MNoka3Ba Npon3BOACTBEH MaTepmarn.
NPUNoOX1UMo
Matepuan: TbproBcku YUCT TUTaH, PasnnyHu He e
[MATL[CP Ti] ’ MNoka3Ba Npon3BOACTBEH MaTepuan.
cTenexHn P H P NPUNoOX1UMo
Martepuan: JuamaHTeHo nofoGHO nokpuTue, He e
MATL[ DLC P A A p Moka3Ba Npou3BOACTBEH MaTepumarn.
avamaHTeHo nogobeH kap6oH NPUNoOX1UMo
He e
MATL] HA | Matepuan: Xvgpokcvuanatut MNoka3Ba Npon3BOACTBEH MaTepuvarn.
NPUNoOX1UMo
Matepwuan: MNonukap6oHaTHa nnacTtMmaca Hee
MATL [Lexan PC P p Moka3Ba Npou3BOACTBEH MaTepmarn.
Lexan NPUNOXUMO
Matepwuan: Huken-ko6anTt-xpom-monubéaeHosa Hee
MATL[ MP35N p p A Moka3Ba Npou3BOACTBEH MaTepmarn.
cnnas NPUNoOX1UMo
o He e
MATL[ Nitronic 60 | Matepuan: Hepbxaaema ctomara Nitronic 60 Moka3ssa NPoV3BOACTBEH MaTepuarn. NPANOKUAMO
- He e
MATL Martepwuan: Huken-tutaHoBa cnnas, HutuHon MNoka3Ba Npon3BoOACTBEH MaTepuann. HPMMOHUMO
He e
MATL] Nylon 11] Matepman: Nylon 11 Moka3ssa NpoV3BOACTBEH MaTepwuarn.
NPUNoOX1UMo
He e
MATL][ Parylene-C Martepwuan: lNnactmaca Parylene-C Mokassa Npon3BOACTBEH MaTepuarn.
NPUNoOX1UMo
He e
MATL] PC | Matepuan: Monukap6oHat Moka3ssa NPoOV3BOACTBEH MaTepuarn.
NPUNoOX1UMo
He e
MATL] PDMS | Matepuan: MonmanmeTuncuiokcaH Moka3ssa NPoOV3BOACTBEH MaTepuarn. NPANOKUAMO
He e
MATL] PEEK | Matepuan: Monuetep-eTep-keToH Moka3ssa NpoV3BOACTBEH MaTepuarn. NPANOKUAMO
- . He e
[MATL] PEEK Optima LT1 | Martepwuan: lNMonuetep-etep-ketoH Optima LT-1 Mokassa Npon3BOACTBEH MaTepuarn. HPMMONUMO
- Matepuan: MNonueTtep-eTep-keTOH, apMupaH c Hee
[MATL] PEEK Optima LT1CA30 | P p p pMUp Moka3Ba Npou3BOACTBEH MaTepmarn.
Kap6OHOBM BrakHa NPUNoOX1UMo
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. He e
MATL] PEEK Scoria | Martepuan: MNonnetep-eTep-keToH Scoria Mokassa NPOM3BOACTBEH MaTepuar.
NPUNoOXUMo
He e
MATL] PEI | Matepuan: Monuetepummng Moka3Ba NPOV3BOACTBEH MaTepuarn.
NPUNoOX1UMo
He e
MATL[ PET Martepwuan: MNonuetunexntepedranat Mokassa Npon3BOACTBEH MaTepuan.
NPUNoOX1UMo
He e
MATL]PMMA] Matepwuan: NonumeTunmeTakpunar MNoka3Ba Nnpon3BoACTBEH MaTepuann.
NPUNOX1UMo
He e
MATL [Polyurethane] Matepwuan: NonuypeTtaH Moka3Ba Npon3BOACTBEH MaTepuann.
[MATL] p yp p il p HPMMOXUMO
He e
MATL][PPSU] Matepuan: MonudeHunncyndgoH Moka3ssa NpoV3BOACTBEH MaTepuarn.
NPUNoOX1UMo
He e
MATL[ PPSU/PEI Martepwuan: Monudennncyndon/MNonnetepumng Mokassa Npon3BOACTBEH MaTepuarn. HPMMOHUMO
He e
MATL[ PVC Martepwuan: MNonuenHun xnopug Mokassa Npon3BoACTBEH MaTepuan.
NPUNoOX1UMo
Martepwuan: MonudenuncyndoH Radel He e
[MATL] Radel | ’ MNoka3Ba Npon3BOACTBEH MaTepuan.
pasnuyHu BuaoBe P H P NPUNoOX1UMo
o He e
MATL Matepuan: Cunuumn MNoka3Ba Npon3BOACTBEH MaTepuann.
p u p A p APMNOXVMO
Matepuan: Hepbxagaema ctomana, He e
MATL] SS | P PBX Moka3Ba Npou3BOACTBEH MaTepumarn.
pasnunyHn cTeneHn NPUNoOX1UMo
He e
MATL[ Ta Martepuan: TaHtan MNoka3Ba Npon3BoACTBEH MaTepuann.
p p bt p APMNOXVMO
Martepwuan: Tpukanumes docdar, He e
MATL[ TCP p P u tocp Moka3Ba Npou3BOACTBEH MaTepumarn.
kanuues docdart NPUNOXUMO
He e
MATL Martepwuan: TutaH MNoka3Ba Npon3BOACTBEH MaTepuann.
p p bt p APMMOXVMO
- He e
MATL] Ti-6AI-4V Martepuan: TutaHoBa cnnas Moka3Ba Npon3BoOACTBEH MaTepmarn.
NPUNoOX1UMo
- He e
MATL| Ti-6Al-4V ELI Martepuan: TutaHoBa cnnas Moka3Ba Npon3BoOACTBEH MaTepmarn.
NPUNoOX1UMo
, He e
MATL] TPS Martepwuan: TutaHoBa nna3ma-cnpew Mokassa Npon3BoACTBEH MaTepumarn.
NPUNoOX1UMo
Martepwuan: MNonuetunex ¢ ynTpaBUcoKO He e
[MATL] UHMWPE | MNoka3Ba Npon3BoACTBEH MaTepuan.
MOJEKYITHO Terno P H P NPUNOXUMo
He e
MATL Martepwuan: LjupkoHreB Qnokewy, MNoka3Ba Npon3BOACTBEH MaTepuan.
[zro2 ] p Livpi A il p il p HPMMONUMO
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