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MNpeaucnoewne

1 PAIPABOTAH O6BwecTBomM C OTDaHMYEHHCR OTBETCTEEHHOCTRES « MEOMTECT » (OO0 oMEJWTECT )
Ha ocHoBe COBCTBEMMOMD NepeBoda Ha PYCCKWE Rabis AHINORIBEMHDN BEDCHA SOKYMEHTA, YKAIEHHOMD O
MyHETE 4

2 BHECEH TexHHYSCHHM ROMATETOM MO CTaHGapTHIaykmyd TK 436 «MeHeammenT KadecTea i obwwe
ACNEKTB MEJHWLWHCKHE HIGENAHY

3 YTEBEPHOEH W BBEOEH B OEMCTBWE NMpuxaiom ®enepansHore areHTCTEa No TEXHUYECKOMY
pEMYMWPOBaHAK: ¥ METRCNoneK 0T 19 okTabBpa 2021 r. Ne 1155-cT

4 HacToawsi cTaHdapT ARNSETCA MOoaMduUMpOBaHHEIM MO OTHOWEHWKD K AoRyMedTy MexgyHaponxo-
ro fopyma perynATORCE MeauuMHCENY nagenyd (MDREF) IMDRF/'SaMD WGEIN10FINAL: 201 3 «MporpammAoe
OGECNeYeHHE KaKk MeJWUWHCEoEe Wanenwe. OcHosHsie onpegeneHdas (IMDRFSaMD WEN10FINALZ013
vaoftware as a Medical Device (SalMD): Key Definitions s, MOD) NyTaM MIMBHEHWA M0 CTRYETY Dk,

MameHeHHLe INeMeHTel B TEKCTE HACTOAWETD CTAHAARTS Bl 0eNaknsl KYPCHEOM,

HauMmexoBaHve HACTOALLEND CTAHAALTA WIMEHEHD OTHOCHTENEHO HAMMEHOBIHMA YHAIAHHOTO MENIY-
HAPOQHONS CTaHdapTa Ana NpdeeqeHda B cootaetcTede o MOCT 1.5 (nogpaaaen 3.6).

ConocTapnedne CTRYRTYPR HBCTOALLEN: CTaHMOapTa o CTPYKTYPONR NPUMEHEHHOMD B HEM JOoKYMEHTA
NPHBESOLSH0 8 4ONONHUTENEHOM NRARoEe R A

5 BBEJEH BMNEPBBIE

Mpaeuna NoLUMENSHUS HACMoAWS20 cimardanma YyomanoaTekk! @ cmambee 26 PedepansHoss 3aKaHa
aimr 28 ks 2015 20 Ne 162-03 « O cmardapmuzayull @ Pocculickol Pedepauuis. Hughopmauim ob ua-
MEHERLAX K HACMOAWaMY crmandapmy Nynukyemes & exesodnom (Mo COCMaarLin Ha T ANESNR MERYLLE S0
soda) uHdropMaLLIcHHOM Yrazamenes «HayuoHaneHse cimandapmedis, 8 GPRULUAREREND IEKCT UIMEHEHLIT
U OADEEoK — 8 GWEMECAYHOM LUHhOpMayUoHHOM Yrasamene «HayuoHanbkbe cmandapmels. O ciyuae
ASpEcMOmpa [2aMels) UL amdessl Haomaaweao cmandapima coomaememayaines yaodounaxue Oydam
omybinuroaano e Dnuwadiven esiTYCHE BXEBMECAYN0ZC wHthopMauuosyosn yralamens sHayuowanstse
cmandapmes. Coomaememepoias unbopmayua. veodomienue o MeKcmMy! PaMeLE0mcs MaKme @ uH-
chopMaiuarHol cucmesa oflean NoNLIDEaHUA — Ha diyuaneroM calme CedepansHoso Saenmcmes no
MEXHUHECHOMY DSy UDOeaHLID U Memponozuy @ cemu Huameprem aww rst.gaviu)

Z Odopmnenne, ©IEY «PCT», 2021

HacToAwmi CTAHO3PT HE MOMET GBiTh NONHOCTED WK YACTHHHO BOCTIPOMIBENEH, TMPaMWpORAH W pac-
NPOCTPAHEH B KAYECTEE OPHUMANEHOM WaganvA Gea paspeleHMA PenepansHons aneHTCTaa No TEXHUYeCKo-
Wy PEMYIMPOBAHMIO M METRONCTAN

]

Pa3spaboTka anekTpoHHOW Bepcumn - nopTan GostExpert.ru 2/12
CTpaHuua gokymeHTa - https://GostExpert.ru/gost/gost-59765-2021



https://gostexpert.ru?utm_source=pdf&utm_medium=64480
https://gostexpert.ru/gost/gost-59765-2021?utm_source=pdf&utm_medium=64480&utm_term=page

MyCT P 59765—2021

Copepxanue

1 DENAETE MDMARMHBEWR & e e o e S e e g e e L e s e S |
A T I A R B B e B e e e e T e R e R B R )

Mpunowedke A (cnpasoywce) PaskAcHerns onpefenesss NporgamMaHorg cHecneqeqMa KaK MeguuMHCKoro
HAOEnHA

Mpunomeswe B {cnpasowsce) Mporpammesoe obecnedeHue, paccMarprBaeMos K2k MeSWUHHCKOR Naenme,
8 paMeax FRpasMAckorn IKOHMOMUYeCKOro Colaa _ . .. ... ... ... _...._....5&

Mpunoxexwe C (cnpasoydHoe | Mporpammyce obecnadeHte, paccMaTpUBasMOR K3k MEOHLUMHCKOE HADeMHE,

B PAMKEN ERpGIBTICHEID SO0 R s i e ad s e e e e e A A T e em &
Mpunoxexwe A (cnpagogHoe) ConocTagane HWeE CTRYETYDEI HACTOALETS CTARgapTa C0 CTRVETYROH
MPUMBHEHHOID B HEM MBNOYHADOOMOND BOKYMBHTE . . . oot e e o e T
B D A -0 o e i e e A e R S A R T S R T S S T &
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Beenenue

B HAacToRWEE BPEMSA NPOrpasMMEBIe CDE0CTEA CTAKOBATCA HESTREMNEMON ¥ LWHPOKS PACNPOLTDaEHE H-
HOW COCTaBNAKWENR 8 chepe NPenocTARNEHMA MEJRLMHCKMY Yoyl OOyCcnoBneHibie Hanw4uen Bonewors
KONHYECTEE TEXHONOTHYECKMX NNardopm (HanpyMMep, NepCcoHanuHbly KOMMLIOTERO0E, CMapTPoHOE, CETEBRIX
CEpBENoE W T. 0.), 3 Tak&e NOBLIWEHKEM AOCTYNHOCTH W DACNPoOCTRase kA (HanpHMep, MuTepHeT, obnadHsie
NEANOHMEHAR ), NECrPaMMHbLIE CRPEOCTER, COTAHHLIE KAK ANR MEQULWHCKHX (NporpamMMEce obeCcnedeHHe, Mo-
NoNBIYEMOE ONA NPHHATAA KNHHHMYECKHY DEWEHWA], TAK W HEMBOMUWHCKKE LEnei (agsMuHucTpaTHEHbX, 4=
HAHCOBLIX ), MCNOMNEIYHOTCA B 300aB00XPaHEHKH,

Kar Npasyno, B eAcTEYHWHE HOPMATHEHD-NPAB0ELY AKTaX DACCMOTREHE PUCkd B 0BNacTy anpaso-
OXPaHEHHa B CNY43E NPOrPaMMHLiE CPEdcTa NP dX BEMNKHEHHA B COCTAE TPadWUMoHHOMD MeguuKHCKSTD
WagennA. OOHaKs NPUMERARMEE CHCTEME] DETYAMPOBIRWA WM KOHTPONA MOMYT HE B NONHCA MEPE PACKPHBATE
MK 2ATEArMeaTE MHOWBMOYANEHEE DHCEW, COI0ABIEMENE NDCTPAMMHBIM CORCNEYEHHEM KAk MEIMLNHCKIAM
Wagenwvess, W He 0BECNEYMBaTE JOMEHOR COanaqcHpoBaiHoOCTH 3aLLMTEl NAUWEHTE WK NOTPebMTENA W pase
BATHA CHCTEME 3008B00XPaHEHWA YBDEd DHEgPEHHE MHHCBALWA.

HacToAwmia cTadgapt nogroToanad Ha ockoee IMORF/SaMD WGEMN10FINAL:201 3, xoTopeid AENAETCA
NEQELIM U3 CEPUM DOKYMEHTOR, CoanaHHs MenayHapodHesn opyMomM PeryATOpOs sMEdMUMHCHAX Ma0en9H@d
{MDRF), pafoTaowKx Haa coagaHsen oiled oCHOBRl ANA BHECEHWA BeeolbeMNIowW Wy cpeacTe yrpaene-
HWA B pEryMATORHLIE NOOXOOL B OTHOWEHWA NPOrEaMMHOTS OSeCnNedeHHA Ak MEaHULKMHCKOND 3gensa. 3T1a
CEPWMA JOKYMEHTODR NPedocTannAeT Baloabie COCTARHLE INSMEHTEH W DACKPLIBAET AN DEryNATOPOE oblles
NoHHMAHKE MHOHECTES BUO0S NPOTPAMMHCTS 0BeCNeqYeHHs W WX BAWHOCTE B PAIBEWTHH CHCTEMB! 30paB00x-
paHeHnA. B yencm, NporpasMmMisEe CpegcTea, MMEKLWe MEQVLHHCHEDE HAIHAYEHWE, BENM-RE0T.

a) nporpammHce oDECNeYeHKeE HENOCPEACTERHHD B MEQMUMHCEKOM WAOSNHK [MHOMDE WMMEHVEMOE Kak
HECTROEHHOE: MKW (4ACTES ),

b} nporpasmmuos obecneseHye, KOTORPOE CamMo No cebe ABNASTCA MEQWLMHCKHM HIGEMWE.

HacToawuwia cTaugapT chOEyCHPOBEaH Ha 0GWeM CNpedeneHdiin TOM, Koraa NporpamMMHos oSecnewaHHe
CHATAETCA MEQHLHHCKHM AI0aNHel, W ARNAETCA CROENT DOSa HANOMWHAHKMEM O OPYIHME OCHOBHEIX TEPMHHAX,
paapaboTankbly paHes B gokymedTax Leneech rpynnel mMofansHol rapModdIantE no MegduuMHCEHM Haige-
nan (GHTF) B OTHOWEHWA DROrEamMaMHoro obecnaqdesva Kak MeguUMHCKOND WAnenka. YoTaHoaNeHHLIE B Ha-
CTOALEM CTAHOAPTE OCHOBHEIG TEPMUHE M Onpegdeneina ByayT MCnonk3oEaHe GNA COIgaHHa GOKYMEHTOR,
OEECNEYMBaKWWE 05WYe GCHOBY ONA ONPEqeneHdA THNCE NPoTRaMMHONs OSecnedeHWA Kak MeguuHHCRorD
HAOENWA W CEAIAHHLI C 3THM DHMCKOR, 3 TAKKE CPEACTE YNPABMeHHs AN Wy MUHKMKEIALKN,

HekoTopsie pEMYMPYIOLWKE Opradsl NPMAEHART coDCTREHHEE KHAWBHAYANLHEIR METoAR ANA obecne-
HeHWA DE30NaAcHOCTH, PEIYNETATHEHOCT M dYHELKOHANEHCCTH NPOrpamMmEorn obecnedeH A K3k MESWLLKH-
CKOMD MIOENWA, WMEKLWHe TeM HE MeHes ohwWe ueny GnaA aapaccorpadeHnd. dagaqeid NpeanpuHAMas My
OedAcTerA BYGeT. cOOQeRCTEME NPOrHOIKpYEMBIM PEIYNETATAM OT KWCNONLEIOBEIHNA NporpaMMecrs obecnede-
HAA K3k MEOWLRHCKOMD W30enya; obecnedesde onTHManeHoro ypoeHA SeIonacHocTH NaUuKenTa Npyd BHEORE-
HA K TEXHAYECKDN MHHOBEIUWY, HeobxogumocTe G00MBaTeCA TOro, 4T00kl NAUMEHTE W NPOBAAGEDEI AMENW
MOCTOAHHEIA GOCTYN K HOBWECTEAM 8 TEXHONOTHK DECYPCOE 30pas00xpaHe A,

B MEQMUWHCKOR NPOMBIWNEHHOCTA TakMe CCHOBONONaralow«e OnpgeqencHns, Kak o MegWUlMHCKoe
Wagenues, sMeddUMHCKREe W30enda OnA OWarHocTWeA A Wilion, oHaroToBMTENb W ayIoNHOMOYEHHLIR
ApEe0CTARMTENES, ABNAICTCA WCKMMOYWTENEHOR EOMOETEHUMel perynatopon. MoaTomy goxydedst [MDORF)
SaMD WGENI10FINAL:2013 #ononk3ceas gna paspaboTed HAcTOAWETS CTaHdapTa ToNBKD B TOH YacTW, rge
YCTAHORMEHE ONPELENEHAA, CEAIAHHLIE C NDCTPaMMHBIM ODECTIEYEHWEM, KOTODCE AENARTCH MEQHUMHCKKM
MAenes.

B
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HAUWMOHANBHBIN CTAHAOAPT POCCHMWMCKOWNW DEOQEPALUMMK

NPOrFAMMHOE OBECNEYEHME KAK MEOWUWHCKOE W3OENKWE
OCHOBHLIE TEPMHAHE! ¥ ONPeOENEHHA

Soflware as a madical device. Key terms and definifions

Oata sgeneHns — 2022—10—01

1 OBnacTe NnpUMeHEHWUA

HacToAWWA CTAKOAPT NPegHaIHAYEH 0NA ONpefeneHH s Tor, Karaa Nnporpamioe checnedexie cHuTa-
0T MEQHLMHCKNM HATEMHENM, 3 TAKHE YCTAHABNWBAET OCHOBHBIE TEPMHHE, NPWHATRIE B QokyMenTax Lienesol
rpynnel rNofansHoR rapasordaagyd (GHTF) B OTHOWEHME NPOrpaMaHore OBECnEYeHnA Kak MEdRLMHCKOTD
HANENHA, HEIABKCHMO 0T TEXHONOMWA NPOTEaMMYpoRaHdA WNW MNaTgophel (K NDMMEDY, MOGHMNbHOE NDANG-
HeHue, obnakc).

2 TepmuHbl M onpeneneHua™

B HacToAWEM CTAHOENTE NPHMMEHSHE CREOYIOWME TEOMMWHE G COOTRETCTEYRILLME ONpEOEmnEHAARIA

2.1 nporpaMMmHos obecneYeHHe Kak MeauunEckoe nagenue; MO [Software as a Medical Device
[SaMDN): Nporpassios cHECNEHEHME, HE ABNRIOWEECA COCTABHON YaCTeid MEQWLWHGKOMD WAZENAR W Nped-
HEIHAYSHHOE B0 WATOTORWTENEM ONA NEWMEHEHWA © OOHOR MEdULHHCKOR Lenso 1Ny Bonee.

MNMpumayauus

1 Onpeganssne MegyuMHCKON LENH COOeEMTCH B TERMWHAX (MEOMUAHCKDE HADENHE 1 @ MEQHLWHCEHE MaOenuA
ONA JASrHOETHRK I wilros, YyOCTEHOBMEHHEIX B peweHdA: ESK ¥ HopratvedHo-npasoesis detax Pocoriickon Penapaumy g
OTHOLEEHWA MESHLMHCENE MABmIMA.

2 TMporpadyyos 0DECHEYSHAE KK MEOMUMHONDE WIZANHE — 370 MEZHUMHCEOS MZ08NE, BEIMHIHEHWSE B MEOW-
UMHCKDE HADENWS QN8 QUErH0cTHEd i wilro.

3 TMporparumHos obacneqHeHre K&k MEgMLHHCKOES KANENHE MOKET paloTaTe Ha KOMNEOTERHBEE Nnarthopraas obwe-
I HESHAHEHKA [HEMEDWMLMHCEOD].

4 oHe SENAKESCH COCTEEHONR YACTE Y CAHSYEET CTCY TCTEME HEODXOgHMOCTH B NPOrpasMMHOM 0DECNEYEHME QA
OOCTHREHWR ANNAPETHEIMA CRESCTEAMH METHLIMHCHOND W3OENHMA 4 MEqUUWHCHOND HI3HaMEHHR.

5 MporparsuHos 08ecne4aHHs HE COOTEETCTEYRET ONPENSNaHniD aNporpEMMHISE ODBCTIEHEHVE KEE MEQMUMHCKDE
MADEnves, SCNM 8rd NEPEyCMOTREHHOE HASHEYEHHE — NMPMBOOMTE B O8RCTEME BNNapaTtHelS CREJUTEE MEgWUMHCKOrD
MANENHA.

& MporpamsMics checnEYarne K&K MEOWUMHCKOSE WIgenue moeeT Deime BENONE3nEaHD COBMECTHO (HANPUMBR, K3K
MOGYNE] C OPYrod MPOOYHUAENR, BEMHER MO0HLHHERME MI08nMA.

7 Mporpassdos obecnessHe Kan MEOHUNHEHOE WADAMME MOHET OTe CONDAKEHD © OPYIMKE MO HLIMHCHARE M3-
OEMMRMA WK SEYEHM NROTPEMMHER DOSCneaHen K38 MEOMUMHCKDS WRISNWE, 8 TEKME © NPOrpaMMHeIM 0bacnaysHrem
OOWETD HEAHTHEHKH.

* MpW NoNs30BEHWY HACTOAWMWM CTAHOAPTOM CNEMYeT PYECEBOACTEOEATECA TEPMIHEMA H ONPESENEHMAMH, YOTS-
HOAMEHHEMA B pEWEHWAL EBpEsMRCRON 3R0HOMMHECKOA ROMRECANA [EZK) 1 HODMETHEHG-NDES0ELIXK KT POCCHMRCKOR
Denepali B OTHHLSHWAW MEQMUMHERHY WIZEAHA, DCODEHHD NPH NPAMEHEHA TAEAX NOHATAR, K88 $MS0MLHHGHOE W3-
Oirses, MEIMUHHCKME WIOSNWA AR GHAHSCTIER T wilion, SMarTosuTek | NPOMIE0GATans|», «BeNYCE B ODpEWEaHIeEs,
EYTOAHOMOYSHEEIN NPEOCTABWTENL R, GOHCTERBRITOR 1 anenopTap:.

Mazganwe ogiiuManbHoe

-
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8 MobuneHble NpAno®eHUA. CODTBETUTEYRILLWME HACTORLLEMY CTIPS0ENEHHED, CHMTAKTCA NROTpaMMHLM ohecnee-
HHSM 8% MEOWUMHCEDS M30anie,

A MporpamMriHoe OBECNeqEHE KAK MEOALMHOKOE WISEMWE TS MOKET.

- cNoCOOCTEOEETE OEECNEYEHMH MED ¥ PEROMEHIAUMA ONA DONErdeHWA TedeHrA 3ab00nasaHns;

- NpPESOCTEENATE MHPOPMABUWH ONS ONPENaneHns COBMEcTHMOCTH, DOHADYHaHNH, QMATHOCTHROBAHKE, MORNTO-
PHHIE W NESaHER HaONore=ECckiy COCTOAHKA, COCTORHMA 3000086A, 3a00NeBaHuR KK BROMOEHHEX nethexTos,

- ABAATLCH CPEQCTEOM SUATHOCTAPDEEHNA, CHPHHARIE, MOHWTORHHIE, ONPE0ENEHHA NPSIDECNoNOHEHHDET, Npo-
FHOZMPORAHIASA, NPEOBAMATENLEHOR OUEHEM, ONpEganeHns i asono-ecknio CocTORHUA,

2.2

NpeaycMoTpeHHOS NpUMerHeH e/ npeaycmoTperHes Hasnadere NMNOKMA (Intended uselintended
purpose SaMD}) MNMpuMedeHde, ONA KOTOPOTD NPOrpaMMyoe oGecnedeHMe, SENAKWESSCH MEedHUHCKM
HanendeM, NpenyCMoTLeHD B COOTBETCTEMM C TEXHWUSCKHUMN TPEGOBAHMAME, MHCTRYELMAMA M HHdopMa-
WHER, NPENOCTARNSHHEIMK MArOTOBWTENEM.

[ApanTupoeado Wa TOCT IS0 14971, nyukr 2.5]

Mpime4aHmA

1 B gokymadTax GHTF Tepsmt «npeycMorpeaHHee NPMMEHESHE NRESYCMOTDEHHDE HAZHEMEHE: OaHa4aeT ohb-
EETHEHOE HAMBDEHME WINTTOEMTENR B OTHOLWEHHA WCNONBI0ESHMA WNE NPWMMEHEHHR SM0 APOIYELRK, NPOUSCEE HNN yo-
TIYrA, OTREHEHHDE B TEXHWHECKMY XAPaKTEPUCTAERR., HHCTRYELEMAX # BHIORMEUNK, NPS0OCTAENEHHEL MANITOEH TEMSM.

2 DTEaTCTHEHHOCTE WAFOTOBMTENA N0 JOXYMEHTHEOEAHNED NPESYCMAOTREHHONT MPMMEHEHWA CNWCEHE B PYROBOSA-
W gosymeHTax GHTE. Xora pexnamHeie @ HNNHCTPATHEHLIS MATSPHANSL NO POOEHAM B MEDESTUHTY HE BENEHEHE B
onpagensdwd GHTF. odn moryT BeiTe pRCCMOTREHE] KAE alHIOpMALKS, NPS00CcTARNEHHAR WITDTOSMTENEM ¥, CRES0ES-
TEMNLHD, OQUMEHE OTREXETE 00EEETHEHEIS HEMSPEHRR naroTosnTanA. Maraprant: no NPOOaHEM 1 MAPKETHHIY MPOIPEMM-
HOM COSCNEYaHNA DonxHE DuiTe BCe0fhemnEoEMN W OTDEMATE LErns and NpHMeHEHAR,

2.3 namexedde NMOEMHK (SaMD Changes): NioGans MogudizagWa nporpamMuHcrs cbecnedenda MosM KA,
NpoHIoWLegWaA Ha MoDoA CTAGKK 870 MMIHEHHOMD UMKNS, BEMIOHAR CTAGMH TEXHHYECKOR NogaepssEy.

MpumMeYaHWA

1 Taxwvqeckas noggepska |[obonysveaqsre) nporpaMeHo oDecnesaHns MORET BRAKNATE CREgyHNLEs; apan-
TAUMHK [HanpUMEp, C USENeD COOTEETCTEMA MIMEHRRIWEACH CRE4E NPUMEHSHWR). CORSMUSHCTEOEEHEE (B HALTHOLTA,
NaperdgHDCEEHHE ONR NOSLILLSHWA NPOWMIB0OMTENBHOCTH NporpaMmHore obecneqeHMa). KOpperUM (Hanpamep. Ons
HENPEBNEHAA oOHapyeHHEE Npobnem) Ny NpeaympeXaawne J8ACTEAR [HENPAENEHHEE HE HCNPEENEHWE CRPRITRN
OehERTOR B NPOIPEMMBON NDODOYHTE 00 TOND, KK DHK CTEHYT OTES3SMH NPW SECTYETaUMH ).

2 MpuMepany ModufnEayiy NPomEMmEnrg 0SacnayeH1A. RENAHILETOCA MEOMLWHCENM HAOEMWEM, MOryT Cy-
HHTh: MCMPABENEHWE OEfalToE, SCTETHSECHAE YIYHLWSHAR, YITYHWEHEA NPOA3E0SWUTENEHDICTH WTH YIO0CTED NDMMEHEHHR
¥ MCNPRBNeHNRE 2 0GnacTy BeannacHOCTA M yASEMMOCTH.

2.4

nporpammHan cHeTema (Software System). COBOKYNHOCTE NDOTRPEMMHBIE INEMEHTOR, NPEaHaAIHa-
YEHHEIK GNA BEINOMHEHWA KOHKPETHON dyHELWIA WKW HaBopa dyHELHiE,
[MOCT P M3K 62304—2013, nymeT 3.27)

2.5

nporpamMMid anesmedT (Software [tem ) Mobas noesTudgMuupyeMan (Bul0enAeMan) HacT KoMk
TEPHOA NPOrpamMmM.
[MOCT P M3K 62304—2013, nywkT 3.25]

2.8

MeadUrHekoe Hagenue (medical device) MHCoTpyMEHT, annapar, npuéop, yoTpoWcTes, obopyloBa-
HKE, MMINAHTAT. in Wire PEAreHT, NEPOrpaMMHoE 0GECNadeHWE, MATEDHAN WM HHBEEe NoOobHele HNW CBA-
FAHHEIE © HHMM HE0ENHA, NPEOHAHAYEHHEIE HITOTORMTENEM OMA NEHMEHEHWA K YEN0BEKY N0 OTQ8NLHOCTH
MMM B KOMGAHELENA

= OWATHOCTHER, NPOMKMNAKTHEY, MOHHTODHHTE, NEYEHAA KW oOnerdenda 3aboneBanii,

- GWATHOCTHER, MOHUTODMHIE, NeYeHHA, oONerdeqH s WNK KOMNIEHCALMK NoOCNedcTBXA TDABME,

- HCCNEOoBAHWA, JAMELWEHWA WA HIMEHSHIXA AHATOMUYSCKOND CTROEHWA KN HINONorMYeckss npo-
(El=tatimat= N

2
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= WHIHEOGECNEYeHMA MKW NOQOe DEIHHA BATHERHEX EyHELMIA;

= yNpaBneHHa 3a4aTHen,

= DesnHDerudd MEeQWUMHCKHX HI0enM,

= MONYHEHA HHPOPMaUKK NOCPEICTROM WCCNERoBaHKMA I Wilko Npob, BaATLIX WA TeNa YenoBeka,

a TAKKE He JOCTHTaKLLWE CROETD NEPEMYHOTS NPpedHaIHaYeHHOND Bo3GEACTEWA Ha OPTraHWasM JanocBera
13 cHeT QapMakonOrHEckil, WMMyHONOMMYECKAX MK MeTatoNYeck CPEacTe, HO SYHELMA KOTOpOoro
MOMYT NOALEHKBEATLHCA TAKWMW CPEOCTBaMK.

[MOCT 150 13485—2017, nyHkT 3.11]

MNMpumayanus

1 Onpeganesne paapaboraso Lanesok rpynnon rmobafibHoR Rpmonnaagnd (GHTE).

2 B onpegsansHARK, MCNomsIyesbx B PErynHDYEMER OTDSCMAX DEIHLY CTREH, MOTYT BOIHMEETE DAIMRHMHWA. Pak-
AGHEHNR CTIPRQEnEHHA MPOMPEMMEOrD CDECNEHEHNA K2K MEIMLMKHGEIMN MASeMA NERBSAaHD. B MPMNOHEHRN A MHdopma-
UMA M GEODEHHROCTAM NOOXNO008 K OTHECEHHED NROFPEMMHOND ODECHEYEaHRR K MEOHLMHCEAM MI0ENHEKM B CTRaday EAZC
1 EC npresgaqs 8 npunosseHiss B v C

27

HarotoBdTens (manufacturer). MoGoe EHAKLECKDE MK IVPHGHYECKOE NKUD, OTEETCTREHHOE 33 Npo-
EETHLOBAHME WIANKH NPOMIBCOCTAED MEOMLMHCKOID WANEMKMA & UalNs BhiNYCTHTE B ODDALIEHME METMLH-
CHOR2 HATENME NOS ero COBCTARHHLIM HMEBHEM, HEJARMCHMO OT TOMD, CNROEKTHPOBAHD MKW NPOMABENSHD
N 3TO MEJWUHHCKDE H3Janye Oprad|IauWes MM N0 e NORYHEHKRID DPYyTHM{A) NALOMI3MIA).

NMpuuweavyaHus

1 MaroroedTens HECET ROHEHHYID HPASHHECKYHD OTESTOCTEEHHOCTE 38 obScneEHHE BRINDNHEHHA NRHMEHHMELL
DEFYMAEYHILLAY TREDOBAHMA CTREH MM KDWCOMKELMA B DTHOLWEHKN MEHUMHCAY HIOAEdR, ONA NpDOasy 8 KoTopsix
COHA NPEOHE3HENEHE, S0 TONLED AHDE HE YOTAHOENEHD CNEUMansHEmMKA TREODEAHUAMHE DErYNARYHLWLMY OpTEHoE B
OEHHEDA HEHCIRELMA.

2 DresTeTBEHHOCTS MBMOTOEMTENR ONMCEHE B8 DYROBOORAWME nokyMedTas GHTF. 378 oTeeTCTEBEHHOCTL BRNKMaET
8 ool K8k OTEETCTEEHHOETE N BENOIHEHHED NPESNPOOEHHB TREDoBaHMA, TAK U NDCNEnpOaasHe TREDDBEHMA, T3-
HAX KAk coDDWsEHWA 0 HeGnaronpUATHER COBRITHAY 11 VEESOMMEHNA O EODPEETADVEILMY DeRCTRARY.

3 NMpoekTvpoBaHAE WHAW NPORABOOCTED MOTYT BRAKMNETE B CEDRA pazpaboTiy cnaundmEaumsi, NPodysuMK. mpo-
mazancTes. cbopry, obpaboTxy. YNaKoBRY, NEpeyNaK0BERY, MADKMDORKY, NEPEMIPKMDOEEY, CTEDUIMALMI, MOHTEM KA
repepaboTEy MEOWMUWHCROND MAGENMA, 8 TAXHE BLNyCcH HE0opa MEJUUWHCEHY WEAOSMKMA, BOIMOHEHD B KOMEBMHALWN G
OpYTARG MIZETTHAMKA B MEOWLWHCKWY LSRN,

4 Mago, ooyuecTEANRKLWES B CODTBETCTEMA © AHCTRYHUMER MO NPAMEREHED CGODRY A DECYTMPOERY MEDALMH-
CHOMG H3NENWHE, BRNYLUEHHOND HE DRIHOK MHBM NRUOK 1 IPS0HEIHAHEHHIND O AHONEMSYENEHIND NDEMEHEHAR, HE
REMASTCA WEDTOSATANEM, 8CnM cBopEa W perynWpoBKa HE HIMBEHRET NPEIHEIHAYSHHOTT NPHAMEHEHAA MEIHALMHEHOM
WEOENMA.

5 Mgo, W3IMeHROWSE NPEOH3IHAHEHHDE NMDAMEHEHME MEQWUNHCKDID H3OEMNA MMM MO0 HULMpYEO LSS MEdw-
LMHCHOE Maaenne 582 cormacks MaMmTOEMTENH SMA BeIMYCEE M3OSMTAA Nag CeouMM COBCTEREHHEIM WMEHEM, CNEOYET DEC-
CMETPHBATE KEK HIANOTOEMTENR MOOWDHUAPOBSHHONT MEJWMUAHGEDIT H30ENMA.

6 YNONHOMOHEHHES NEDESCTIENTENL, QHCTRMERHITOD MNK MMNDPDTER, KOTOMN Toneso Nob3anAeT ceol 3npeac
HOHTAKTHES QaHHBIES HE MEOWLMHCKOE M30SNWE WE HE yngeoesy §ea yOaneHns Wi H3MEHEHWA OPHrHHaNEHDA Mapid-
DOEEM, HE RENSETCH HANOTOEMTENEM.

T Ecne nprHagnemHocTa NONAgaE0T Nog peEryNapyowne TpeioBaHWA K MEOWUWMHCEOMY WGensl. NAyd, OTBeT-
CTEEHHLIE 23 NPOEKTAPOBIHAE KWHNK NPOMIBAOCTES TEKHE NMHAGNEHHOCTER, RENROTER HAMOTOSMTENAMEA.

[FOCT 150 13485—2017, nyukT 3.10]

Mpumedadwe — B onpagensqiAx. HononbsyamMbld B PeryTpyEMsXE OTPECNAY PA2HER CTPAH, MOMYT BOIHWEETh
HEROTOPLIE painw=uA. MrdopMagns no ocoSeHH0CTRM MOOXO00E K OTHECSHWED NPOrPamMMHnn OBECREYEHARA K MEIMLMH-
CHMM WINENKAM B CTpadHax EAZC 1 EC npueageHsl B npUncxadmax B w G,
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Mprnomexne A
(CApaeo4YHoe)

PaswacHeHHe onpegeneHia NporpamMmMmHore oBecnede i a Kk MeanuMHCKOrS n3genus

STO MpANDXEHWE 3AUMCTBOBAHOD W2 gpyrorg goxysedTta MesgyHapogHoro diopyma DEFYMATOROE MEOMLHMHCEWY
wagenwd — IMDREFSabD WGEN12 FINAL:Z2014 oflporpammdoe 0DECHEYSHVE KBE MEOALMHCKDE Magenwe. DCHOBHBIE
Mo eobkl K KSTEFSDHMPOEEHHID PUCEa: W NPEgOCTIENRET MEQEYEHE XAPAETEDHE DCoDEHHOCTER M EVHKLROHANEHEEE BO3-
MOMHOCTER, KEY COOTESTCTEYIOWAY, TAK 4 HE COOTERTCTEVEILLME ONPENENEHHID NPOrpaMMEOrD obecneyanis Kax MagH-
UHHCRar wagenud (TTOEMEA). CoHoBHaR UBNEe STOM NEPEYHR COCTONT B DEILACHEHMK TOMD, KOTOS EpaxTapHad ocoben-
HOGCTh W PYHELHOHANEHAR BOIMOKHOC TE NPOrpaMyMHIr 0DecneqeHuA carTasTtor MOxMK. DaHHei nepe<eHe HE ABNRETCR
MAFTHE M.

A Mprrepsl NRoTPaMMHaND obecnedeHuR, RensowsrocH MO

- NparpaMmpHoe obscne<EH e, MMBRILLGE MEOMUAHCKDE HAZHa%EHWS, paboTamwes Ha CTAHOARTHOM KOMNBRTED-
HoM abopynoBaHEM OBWErD HAIHAYEHNE, T 8. HA HOMMEHTERHOR NNaThopMe, HE BMSRWER MEQMUWHCKDI HAZHE4E-
HHA, CHUTRETCH NpOrpamMMHsl odecnesamaan MoK, ranpesep: nporpamreHoe 0DECNEYSHWME, NPRGHAIHEYEHHDE ONR
OWArHOCTHROEEHNA COCTORKWA NYTEM HCNONEI0SaHNA TREXMEDHOM SKCENEROMETDA, pabOTANWEND HA BCTROEHHOM NEO-
weccopa undiposoro oToaNNAPETA MONEI0BATENH;

- NpOrpaMmHoe 0Desne4eHNE, CERIEGHHDE © ANNSPATHEIM ODEGHEHEHIBEM METULHHOROM M30SMAA, HD HE CAA3EHHOS
C MpEyCMOTREHHEM MEQWUHHCEMM HaaHaqyeHnes, RenAaTCA MO, a He npunoEeHwen K annapatHomy 0DecnBYsaHni
MEQVMLHHCHDIT WILENWA. HENPYMED: NDOIRaMMHDS OG8cns~eHss, NOZBANWEE CEPHAHD EbiNyCEaemMoMy craprddomy
MPOCMETOMBATE H200PaMEHUA © OUWArHOCTAHECKAMH LEMAMK, NOMPHEHHEE OT MEIWUHMHCKOM ANnapaTa MardiTHO-De3a0-
HEHCHOR TOMOIEEdHN,

- B NPMMEYAHARY K ONPESENSHED Nporpampon abecnedeHaA MO yrazado, 4ro anporpasuHos 0hecneqdsHne
KEK MEOHLMHCROE N30ande MoseT paboTate Ha RoOMNsoTepHoM OGo0pyOoaEHN 0BWErD HEEHEMBHHR |HEMEOMLUHHCKOD
HAzHaMEHMA R, [porpameedos obacneqequa NOMK, paboramwes Ha koMNeTEPHOR NNaThopses obwsm HazHaSeHrR,
MOHET ObiTh PEZMELWEHO B BNNAPATHDNA H30TA MELMLMHCEO MO KI0ENWA, HENDHMED: NPOrpamMMHes oBscneHeHua, BEINONHA-
tyes nocrobpabony vachpasedwi ¢ yenews Sonee JaTanbkHoM PACNOIHABAHWE Paka MOonNoaHOR xeneasl (CAD — npo-
rpaMMHOE CEScne-<EHrS AETOMATHIMEOBEHHDNTD OEHapwHEHER];

- B NEMMENAHAAE K ONPESEOEHIEO NRorEammHon obecoededan NOMM yxasano, 470 snporparsHos obecneqseHme
KEK MEOWLEMHCHOS HAMENHS MOKET BIMMOOSRCTEOBETE © APYIAMA MEQULMHCHMMK YCTDOACTESMW,. BENHHEA ANNApaTHBEIS
MEQMUAECERE Yo7 poRcTEa 1 apyroe NOMM, 8 Takse nporpammioe abecneqedwe oBIWers HasHa-eHas:. MNporpammeoe
checne4eHHE, NpeOCTAENAOLYES NBPAMAETDE], KOTODEIS CTHHOEATCA BEOSHEMA JAHHEIMA ONF PAZNWHHES SnnaparHesx
MEQNMLUMHCKHE yCTRORCTE mnk ons apyroro NOkbd, AenreTcr nporpamsdes coecnevadnan NxMEA, Hanpumep: npo-
rpamMMHoe GOECNEYEHRE NO MNSHWPOBAHWK NEYSHNR, KOTORO0E NPEgOCTAANAET WHDODMBUMI, HERONBIYEMYH B MSHE-
HOM BECENEDDMETDE.

A2 Mphsapsl NPOFPEMMHOMD 0DECNEYSHWA, HE AEnAWErecA MOk

- anpegenamie MO K yeTaRoenSsHD KBE «NpOPpaMMHDe cOSCnesaHie, HE FARMNARKWSSCH COUTEERON YSCTEH MEIH-
LMHCHIM H3ganys M NPEgHAZHEHEHH0R 8 HIAMTOBWTENEM ONH NPYMMEHEHHA G QGHOR MEOMUMHCEON LEABK AN Donees.
Mpuueps NporpaMMHoG OEECNEYEHUA, HUTAKWWECH COCTABHON YACTRM, BXNMHHEHT NPOrpamMMHos checnesaqne ong
YNPABRNEHHS MPHEGI0M, WK KOHTROMA OSHrETENSE, MW NOOE4W NEXEPCTEEHHBX CRESCTE B MRIPYIMCHEY D nomny, nddo
NPCPEMMHEE ODBCNEYSHAE, NDWMAHASMOS B JAMKHYTOM HOHTYDE yNPAENEHHR B HMINSHTHWEYEMOM EEpOM0CTHMYNATORE
WM OpYTIE TMNAK MEOWLAHCEMY Manemai. Taws Bas6l mporpasaBore ofacneqHeqitA. B 4acTHOCTA HAa2kiBaEMBIE $BCTRO-
EHHODE NporpameHos obecneseHnes, SNporpamMme NOCTORRHDA NEMATHE WY 4 NROTPEMEE] MUEDOROMEHD Y, HE ABMAKTCH
MOk

- NparpareHoe obacneqedwe, NpeOHEIHEHEHHOE DA BNNEPaTHDA H3CTH MEQWMUMHCKON HI0ENHE C LENsH pea-
FE3anAan NPESYCMOTREHHOND HE3HIYEHUA MEQMUMHCKDOM Hagenys, He Aensatcy MO, nase ecny OHO HE BCTRPOEHO B
BNMARETHYH HACTh MESHUHHCHON WISBTMA;

- NpOrpaMMHoE ohecnesaHns, HoNONEIYHILES BblOHEE EHHEE MEGHLMHCROMD WinanHa, Syoyqw npd amoMm He-
MEAALMHCKOID HEFHSHEHKEA, HENPAMED. NPOrpaMHee 00eCne4sHne, KOTOR0E 38WWIPOELIBART NSHHEE MEOMLMHCKOT
WIZBNWA ONA WX NOCNESYHOLER NEQEIa-H,

- NpoarparpHoe obecnedeHne, 00BCNEYMER HWEE NEPSLIHY KHHITHBCKNE JAHHEIX W pESEIYME KNUHMHECHWE Npoyac-
Chi, BEAHMEA PEMGT PEUMKD NEUMEHTOB, 38NAMCE HE NPAEM, rONCGCOERE, BUORCIBOHRK, HE RenRaTcs MM,

- NparpasMeHoe checnevasns, ooy WeCTENANWES MOHHTODRHT DE00TE BNY Hagnewawens GyHEUMOHMPOBEHWA M-
OMLMHEKOTD HAands C Yens oiecre-aHna efo cOcnyHBaHNR, HANDHME[: MORHTORMHN Hapaba Tl pesTTaR0BcKDA TyE-
EH NS 88 CACEBREMEHHON JaMEHBl HAK NPOTRaMMHOE oEacneaHHe, COEMDAKWES W HENKIMPYVIDWES DEHHBIE EOHTRONR
HEYECTEA ONA ONPENENSHAR YEENWHWELLETOCH RONWHECTES CITYHERHBY DWMB0K MK TEHOEHUWA N0 kaNMOpOBES MeguuH-
CHME HAOEMHA ANA QWBrHOCTHEN (0 VN B Me0uurHCHA naboparopuax.
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Mpunosevue B
[cnpasounos)

MporpaMmHoe oSecneYyeHHe, PACCMATPMBEABMOE Kak MEAMLUWHCKOR Haganve,
B paMeax EBpazvickoro aKoHOMMYECHDro coloaa

KonnerwR EBPEInAcHOn 3ROHOMMYSCKDR KOMHCCY B COOTESTCTEMH S0 CTaTeed 31 [1] w nydkrom 2 craten 3 [2] B
pamyzd EBpEasncEoro SHOHOMEHBCROM comag o1 23 neabps 2014 roga, B usnsx yETpasasds paanvdne g tpeboeadnax,
NPEILABNREMEIR NDH OTHECEHKM NPOOYHLWK K MEQRUMHCEMM MEOEnNHEM, PRRoMEHIyeT rocygapcream — «wnexsam Ezpa-
IMACKDID ROHOMMYECKDIT CONEE NPEMEHATE NONOHEHAA JoryMaHTa «0F ipUTeprax OTHECEHHR NPOOYELUMK K MEOMLHH-
CEMM MIOENMAM B paMkax EBpasmicanro 3KoHOMNHSCROM Coraan.

YEAZAHHEIA SUEYMEHT MOEHD HAATH Ha cadte EBpaavichol SEOHOMWHECKONR KomMUcoun no agpecy: htlpodeec.
HABUMION.OMNY B paznens « TaXHMYSEKnE ParymMposaHMes.

B orHowesMy nporpamasord ofecnsqeH A yRAZEHHEIR SOKYRMEHT COOBMEAT HECYSDNBIEEIWLAR NEPe4aHE KpUTEW-
BE, MPA YENOBMK COOTEETCTENA KOTOPEIM NP0 RAMMHDE OBSCHeaqeHUE RENAETCA MEOWUMHCERM Magenmas. [NpHeaseHs
NPUMERE METOSO0E M TEEHONOMHA, MPAMEHREMEIE B (IyHELMAXY MpOMMaMMHorg ofecns<4eHns, ROTOPRIE HE AENRKITEA WH-
TERNPETAUMENA OAHHEX, 3 THOKE NPHMEpE nporpamMMyorn obocnadedsd (B 706 ducne npesMaps dyHELMA, BEToSHrEDE
Halbopa naHHEE, NpEaHaIHaYeHnR, nnathop. cnocoboe NPESCTaENEHKA AGCTYNA W T. 0.}, 0T0P0E OTHOODMTCA K MEOW-
UHMHCEMM MIgenyWAr. TR Nepe-4MciEHE NPMMERE] NEOrpEMMHong OBScnEyHeHrA, KOTOpoE HE OTHROHTCA K MBGHUMHCEHM
MADEMHAM.

KonnemtA EBpazuitciod apaRoMBHECKDN KOMHCCHM BNPAES BHOCHTE MAMEHEHWA K OONCMHEHMA B YES33HHER 00-
EYMEHT MK FPAHAETE PEWSHNS O pazpafaTie W yTESPMOSHWH OTZemsHOM JOKyMEHTE N0 CTHECEHWH NPOTPaMMHONG ohe-
CHNEMEHNA K MEOWLIMHCHAM HADSEMHAM.

ZaMHTEPSCOBEHHEM NWLEM CHE0yST CEOREDEMEHHD OTCNEMWEATE HHIPOPMAUMID HE canTe EBpasMickon SRoHoMEM-
HECKDA KOMACCAN no aopesy: hipfesc easunion.org.
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Mprunomenne C
(CApaeo4YHoe)

Mporpamedos oGecnedYeHne, PACCMATDHEABMOE KIK MEAHUMHEKDE HIOBMHE,
B pamkax EBponedcrors comaa

PyrosoacTea. CBRIAHHBIE C PAIbRCHEHWENM Tpebosarmid esponelisoin paEryNMpOBaHWA NEOrpammMHors obecne+e-
HHA cornacka Jupestaean £C 93042, 9879w 80385, npusagadel B cetH MHTEpHET No agpecy:
bitips:fecauropa swgrowthfisectars/meadical-devices/currant-direchves/guidance_en

PywosogoTes. cERIAHHLIE C pA3LACHEHMEM TREDDEAHMA EBDONBEACKIND DErYMADOSAHAR NPOrpammHong obocness-
HuA cornacka MDOR » VDR, mpeeegeHs & cemie MHTapHET no agpacy:
hips:fecauwropa.awgrowthisectors/madical-davicesinew-ragulations/guidance_en
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Mpunomxerae 04
[cnpaBoyHoE)

MyCT P 59765—2021

ConocTapneH1e cTPYKTYPLl HACTOALWErD CTAHOAPTA GO CTPYETYPOW NPHMEHEHHOMD B HEM

MENKAYHADOOHOMS AOKYMEHTA

TaGnwuya JAT

CroyeTyoa HaoTORILEID CTEHLERTA

CTpysTypl Mk ayRa paaHana
poevmeHTa IMORFSaMD WEM10

Beegedve {1.0]

1.0 Baggoauws

1 Donacts npameHeHR (2.0

2.0 CAnacTe NpHMEHEHAR

3.0 Corinem

2 TeprlHe v anpegensHag (4.0 1 5.0)

4.0 OnpasenaHen

MNpenomadne & (Cnpapo4Hoe | PEIBRCHEHWE CNPE0SneHds NEorpammaon abecne-
YEHWA KEE MEgHYUHCKOrRD waganus {5.0)

5.0 OcHOBHBIE CNPESEnNEHIA

NMpenozedws B (cnpasousos | Nporparmiedoe ofecnessqsve, pACCMaTRHMBAEMOE KK
MEOWMUHHCKDE WAGENWE, B pamiss EEpasmAcxorm SHoHOMWHSDKOMm Cormaa

Mprenoxesns C (cnpaso<doe | MNporpammsoe cbecnedgsre, pAcCMaTpHESEMOE KaK
MEQMUMHCKOR WANENWE, B parkax ERponeickorn comaa

Mpenoxesie A COROCTABNEHAE CTPYKTYPS HACTORLWEID CTAHOEPRTE CO CTOYKTY-
DO MPHMEHEHHOTD B HEM MERUIYHAPDOOHOND ODKYMEHTE

Brfinuoepadius

- FIEH HEIA PRInen HCEMHHEH, T.E 80 NaNOsEHKA HE OTHOCATCA K YCTAHABNMHEdEMbIM TEDPMIEHERM A DNpedsreHaaM .

MpumedaHwe — Mocne 3amMN0EKOE PA3SEN0E (NOOPAZIEN0E) HACTORLWE D CTAHOAPRTA NPHESNaHEl B Ckabrax
HOMSPE AHENOMMYHBIX MM PAZOSN0E (MOgPAINEnog, NYHETOR] MEHOYHEDOOHOND SoEYMEHTE.
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BEuGnuorpadua

f Oozoeop o ESpaauiichos SHOHOMUNEEKOM O am 29 mar 2074 2.

2l Coapawerue o sdursy AoUHUWTEY O Apseunay obpaweHur Meduuurckuy Usdenud [uademui meduliiHeRDaD
HEIHSHEHUA L MEOULUNCROG mexrURy) & pavyax EapaaulchiEo SKoHOMUNECR020 conaa om 23 dexabps 2074 2.

WK 006.83:008.354 S 11 00,01

Knidepee CNoBa. WINenMa MEJdUMHCKME, NOoTpamMMHoe oBacnedsHe, WaroTOBRMTENE, NOeOVCMOTREHHOE
MOAMEHEHNE

Pagarrop JT.C. Jusmumoss
TexHrmecxwd pagartop BH. Mpycanosa
Koppartop FA. Menmoss
Homnesorepran sapotra JTA. Kpyeoeod

Cpanp o mabop 2002021, Moanwcamo B nesars 28102021, Topmar G0x84%. Tapratypa Apaan.
Yor rmeyon 1470, Ye-umagon 1,24,

I'Iunrn'rumleu-: Hll OCTHOBE SNEKT DR e THe, I'I.'EJI".':I:'tHﬂIHIIHﬂI.rI FHJFHECTHHEDM LTEHGQEPTI

Co3aamo o BEGEHHMHOM #enomserdd 8 BrEY «PCTe
ONR KOMAMEKTOBIHHA DeaspansHor HgopE ageaHHara Honas CTakgapTon
117418 Mocked, Haxvmancsad np-1, 4. 31, & 2.
www.gaslinfz.ru  infsfgostnio.u
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