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MacT P 56429—2021

MNpeaucnoewne

1 PASPABCTAH OGWecTROM C orpaHdHes Hok oTReTCTEEHHOCTED cMEOWMTECT» (OO0 «MEOWMTECT»)
Ha ocHoBe COBCTBEMMOMD NepeBoda Ha PYCCKME Rabis AHINORIEMHON BEDCHA SOKYMEHTA, YKAIEHHOMD O
MyHETE 4

2 BHECEH TexHHYeCKkHM EOMATETOM N CTasgdapTH3auWMd TK 436 «MelegsmedT KadecToa kW obwwe
ACNEKTB MEJWLWHCKHE HIGENAHY

3 YTBEPHOEH M BBEOEH B JEWMCTBWE Mpwxazom ®enepansHors areHTeTEa No TEXHUYEcKOMY
pEMYMWPOBAHAK: # METRoNonK 0T 19 okTabBpa 2021 r. Ne 1163-cT

4 HacTonwmri cTas| gapT SENAeTCA MOOMEHUMPOBAHKBIM MO OTHOWSHWKD & AokyMenTy Mexoysapogsong
dopyMa peryNATOPOR MeduurHcKkny Magendi (IMDRF) IMDRF MDCE WGE/NSEFINAL: 2019 «Knuuuyecxan
oderias (IMDRF MOCE WGINIEF IMNAL 2019 «Clinical evaluations | myTem HIMEHE WA ero CTRYRTYDb.

MaMaHEHHBIE CTRYETYDHLIE ANeMEHTE B TEKCTS CTAHDADTA BuI0EMNEHE KYPCHBOM,

Caageqna 0 COOTBETCTEMM CChIMOUME HALWOHANEMEY ¥ MEKMCYIAPCTREHHLY CTAHOAPTOR MENY-
HAPOOHBIM CTAHOADTAM WM QOKYMEHTAM, BCOONBAYEMEIM B KAUECTRR CORMNOHHLIX B MDMMEHEHHOM OOKYMEHTE,
NPHBEOEHE B AOMONHATENBEROM NpanoeeHdn I8

ConocTapneHdne CTRYETYPR HBCTOALLEND CTaHOapTa <o CTPYKTYPONR NpUMEHEHHOMD B HEM JOKYMEHTa
APMBEOSHD 8 LONOMHETENEHOM NpUioseHy 0B

3 B3AMEH NOCT P 56428—2015

Mpaguna NPLUMENSHUS HACMoAWE20 cimardanma Yyomakoameks! @ cmamees 26 PedepanbHoss 3aKaHa
aim 28 wions 2015 20 Ne 162-03 « O cmardapmizayull @ Pocculickol Pedepauuis. Hughopmautm ob ua-
MEMHERLAX K HACMOoAWaMY crmandapmy Nybnukyemes & exesodnoM (70 COCMaaruin Ha T ANESRR MERyYLLE S0
2oda) uHgropMaULISHHOM Yrazamens «HayuoHaneHse cimandapmels, 8 GERULUERERED IEKCTT UIMEHEHLIT
U ONpEeck — 8 GWEMECAYHOM UHOpMayUoHHOM Yrasamene «HayuoHanbkbe cmandapmels. B cayuae
ASDECMOMEa [3aMelt) UL GMdesdsl HSCMaAwWeao cmandapima coomaamomeyines yaodouwnaxue Oydam
onybinuroeano e Dnuwadives esiTYCHE BXEBMECAYH0ZC wHibopMauuonyosn yralamens sHayuowansyse
cmandapmes. Coomaememepoias unbopmayun. yeadomaeue o Mekcms! PaIMeLEnmcs MaKme d uH-
chopManuanRol cucmesa oblean NoNLIDEaHUA — Ha diyuaneroM calme PedepansHos0 Saermcmes Mo
MEXHUYECHOMY DSy UDOeaHLID U Memponozuy @ cemu Humeprem [wwaw. rst.gaviu)

Z Odopmnenne, ©IEY «PCT», 2021

HacToAwuil CTAHAAPT HE MOMET BEiTh NONHCCTED WK YACTHYHO DOCTDOMABERGEH, TMRANMOOaaAM W pac-
NEOCTDEaHEN B KAYECTEE GhMUMAanEHorD naganva Ges paspeweHA $enepansHone areHTCTEa No TEXHUHECKD-
MYy CEMYITADOBAHMIO M METDONCTN

]
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Beenenue

KnuHu4eckas oueHKka ABAASTCR PEIYNSTATOM NMPOUSCCa, KOTOPBIN JaKMOYAETCR B AHANWIE W OLUEHW-
BAHAK KNAHHYECKHN JAHHBIX, WMEI0WHY OTHHUEHWE & DACCMaTRUBAEMOMY MEAUUWHCKOMY HIOEMM0 (AN K
AHAMOTHYHLIM MEOMUWHCKWM W3IgenKamM), © 4ensn NDoCESPKA JIaABNSHHOR 8r0 MIFCTOBWTENEM KNWHWYECKOH
PE3YNETATHEHOCTA W KNAHAYECKOA BEaonacHocTh H3genya, NP9 yonoBkK ero NoHMEHEHUA B COOTETCTEMA ©
HIIHAHEHHEM W B YCNOBWAK, NPE0yChMOTPEHHbIX WATOTOSMTENEM.

KnuHueeckas olUeHka ABNASTCA HENPepsIBHEIM NPOYECCOM, KOTORLIA QOMMeH NPOBOSUTECS MITCTOBKMTE-
Nel Ha NPOTRFEEHWA BOETD MHIHEHHOMD LUMENa MegUUMHCKDT H3genwa. MakayansHo oHa NpoBoaMTCA Ha 3Ta-
M OUeHEd COOTBETCTEWA YCTAHOBMEHHEIM TReDoBaHHAM NEped BeINYCKOM HWIGEndA B o0paweHie K B Jank.
HEHLLEM NOBTORASTCA MO MEREe NONYyYeHnA HOBoH WHDoDMAL WK of yPOBHAR KNWHWYECKON Pe3yNuTaTHEHOCTH
W DEI0NacHoCTH NpUMeHeHrs wagenwa. Hosana weibopsMauns WCNoNeIYeTCA 8 KaYeCTEe QONONHHATENLHEIX
OaHHEX B NpoUBCcCe MEHEQMMEHTa pucka no FOCT IS0 14871 1 moxeT NOTPeGoRaThE BHECEHWA MIMEHEHMIA
B YHE NPOBENSHHYID OUSHKY PUCKE, & TAKKE B DOKYMEHTL MO ENWHAHECKAM WCCNeaosasManM, WHCTRYRLWK No
MpAMEHERKID MEIHUWHCKOND WMIGendA Wik B MERINPUATHR MO MOMWTODHHNY DE3ONACHOCTH WAOENWA, Bbily-
LBHHBIX B oDpaLLaHe,

B pameax NpoeegeHds KIHHWHECKOR OUBHEH CRHWOAETCA, YTO HITCTORMTENE NOATEEPIHT WNK ONpoRep-
MHET COOTERTCTEME PaCCMATRHWBIBMOrD MANENMs CROEMY NPEIYCMOTPEHHOMY HAIHAYEHHID B yXAIIHHEIX K-
FOTOBWTENEM YOMOBHAX NPMMEHEHMA W 9T0 WISHTAGHUWDOBARHEIE DUCEM, CEAJAHHBIE © NDHMEHEHWEM K-
O8MWA, 8 TAKKE BOIMOIMHEE HEBNaronpHATHEIE CODRITHA MUHMMWAWDOBAHE W ABNAKTCA JONYCTHMBIMKE N0
CPABHEHHAID C MOMBI0A OT NEEGYCMOTREHHOTD NpMMeHeHnA. Boe 33RENEHWA WIFOTOBWTENA B OTHOLWEHWH ypOoB-
HEW KNWHEYECH0R DeayNbTaTMBHOCTH W SE30NacHoCTH WIOENKWA (B TOM YWCHE YEAIAHHLIE B MAPKWPODEE W CO-
NPCBSOMTENEHON GOEYMEHTALMM] DoNwHE GsiTe NOATREEEIEHE COOTBETCTAYIOWMMK CRMIETENLCTRAMA,

Mocne BeMYCKa WAOens B 0DDaWEHUE HAroTOBHTENE QONHEH B DAMKaX CEOEH CHCTEME MEHELHMEHTA
KAYSCTES BHEADWTE W NOQASPHMEATE NpOTpamMiiel HabNKOeHHA, OTCNEMHEAIOWME YPOBHH KNMHWHECKoW pe-
AYNETATHBHOCTH K DE30NAcCHOCTH HAGENHAA, FCnonkayA MHDOPMALKKD, NOMYYHOHHYID B PEMEAX TAKWX NROrpam
(HANpYMED, OTYETE No GEI0NACHOCTH, B TOM YKWCNE OTYeTe O HEBNArcnpUATHEY CODBITHAX, JaHHEE W3 Ny-
GNHEALME, DaHHbIE ENAHRYECKEE MCCNedoaaHdin B JONMOCposHBE KNTHHAHYECEEE HabmiogeHdiivconegoeamidi),
MATOTOBMTENE JOMKEH PErYNAPHO 3HANWINPOBAaTE YPOBHH KNAHWHECKON DEIYNETATURHOCTH W Dea0nacHoCTH
WAOenwA, a Tatke COOTHOLWEHWA PUCK—MoNe3d, W COHOBNATE KNWHWYECKHE JanHkie. Jaiibid HeEnpepsiaHsii
MPOUBGE KMMHWYECKDH JUEHKN JOMEaEH NOIBNATE WATGTOBMTENI0 CROERPEMEHHD COODLWATE HaMEHWBLLYIOCA
WHRORMALARE N YPOBHAM KNWHHYECKOR PelyNuTaTHEHOCTH ¥ GE30NACHOCTH WIGENWA ORraHam No oueHKe Co-
OTAETCTEMA W PEMNNDYIOWMM OpraHan.

KnuHKYeCKas OusHKa OOMWHA NPOB0OMTRECA ODLEKTMBHO ¥ BKNK4aTe B cebs paccmoTpesue kax Gna-
FONPHAATHE, TAK M HEMATHEHLIY MOMAYYEHHBIX JaHHbE, 4T00R NOOEeMORCTRPMPOEATE QOCTORERHOCTE KITMHW-
YECHHE CEMOETENLCTE. MHEOMWME Wagendn Beink paipaboTads Wid ModrprUHpoBaHEl NYTEM NOCTEMEHHSNS
BHEOREHUA WHHCBALWA 1 NO3TOMY HE SBNRIOTCA COBBPLUSHHD HOBLIME THNAMA WIOenWa. Takkm oBpasom,
HEDEGKD BOIMOMHO MCNONEIOBATE KNAHKYSCKWE JaHHLIE ¥ NyBNAKayWe B OTHOWEHKA MAOENKWR-aHanoros, co-
Kpalan Tpedyemelil oibeM DaHHBK, KOTOPLIE CREOQYET NOMYyHHTE B PaMEaX NONHOMACWTAGHLIX KHHHHECKAK
WCCMNEaoBatdi MagenvA. Tamse GoNyCckasTc) MCNoNeIoeaTe hakT COOTEETCTEMA MIGeNWA TpebopaHuaM npn-
IHAHHBIY PETYMMPYOLWHMKY OprakamMi CTaHdapToR B KaYEcTBd COMOETENLCTEA KNHHWYECKOND COOTEeTCTEHWA
WMIOEnKi (TAKKE CTAHOAPTE Ha NPOSYELKKD AHOM0a WMERYIDT nHaACTHBIE MKW sBEDTHEINbHEIE CTAHAADTE ).
YCTAHOBNESHHEIE B TAKWY cTaHOapTax TpeboBamyA K KOHCTPYELMA WIJENKA MMEI0T X0DoWS HIBECTHEIR YDOBHW
KRHUHECKHE hYHELMOHANLHEIY XAPAKTEDACTAY, PEIYNETATHEHOCTH ¥ BeaonacHoCTi.

KnuHu4eckan cugHia, NpoBoOWMan G0 BLIMYCKE WAOenks B obpawene, BrmoYaeT 8 cela cregyiowme
OCHOBHBIE 3TAMEI.

= AOEHTHEWEALWA 33ABMEHHLIX WIFCTOBWTENEM YPOBHER KNWHWHECKOH pelynsTATHBHOCTH W Beaonac-
HOCTH HIGENHA, TPeOyIoLwWx NOOTRE FHASHWA,

= MOWCK WM OTEOD ONYONWKOBAHHbIX KTAHHYSCEWX SaHHbIX, OTHOCAWMECA K M30ENW0 M 810 NPenyCMoTDe H-
HOY HaIHa4eHHD,

- NPK HEJOCTATOYHOCTH SNYENHKOBAHHLIX SaHHLIX MPOBEOEHWE OONONHRTENEHEK KNHHWYECKHE Koo
O0BAHWA ONA CUSHWBAHKA paHes HE PAcCMOTREHHB KNWHAYECKK acnekToe,

= EPATHUECKHA aHaNK3 JaHHEE # QOpMADCSEIHKE IFRNIOHEHAA B OTHOLWEHWA YPOBHER KNWHWYECKOR pe-
IYyNLTATHEHOCTH W DEI0NACHOCTH MAOEIHE.

PeaynsTaTk KNMHWHECKDR OUEHKK MEQWLMHCKOMD MAOeNHA oML OuiTe ODOpMIERE B BAOE OTYETA.

B
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HacToswKi cTasgapT NogQroToBnNeH Ha ocHoBe fokymedTa Mexogysapoasore dopysa perynATORDE ME-
SUUMHEKKE Magenki (IMDRF), kotopeii pabotaet Had coaganksen obWMy perynaToOpHbIK NO4XGN0E B OTHOLWE-
HHK NPOBBGEHKA WIFOTOBUTENAMA KNAHAYSCHDR OLEBHKK MY METRUWHCKKE Wadenki. Nockonery B HACTOALLES
BREMA NDHHLMTE W 30MHHECTRATHERER NOPALOK NPORESEHHA KNMHAYECHDN OUSHKY ABNAIOTCA WCKMHMTENk-
HOW KOMNETEHUMENR HALMCHANLHOMD PerynUpYIoWEero Oprada, NPUMEHEHHBIR B HACTOALEM CTanganTe OOoKy-

MeHT IMDRF Bein MCnone20BaH B TOW YacTh, TO8 YCTAHABNHWBANTCA TReDOBaHWA K COOSPMaHMI0 OTHYETa No
EMHHBHECROR OLBHKE.
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HAUWMOHANBHBIN CTAHAOAPT POCCHMWMCKOWNW DEOQEPALUMMK

W3IOENKWA MEOWUWHCKME
KnHHAYecKan oleHEa

Meadical devices.,
Clinical evaluation

Oarta egegexdns — 2022—10—01

1 OBnacTe NpUMEHEHMA

HacToswWi cTaHoapT yoTaHaBN#eaeT TEeboRaHqA £ NDOBENEHMME KNMHKYECEON CUBHEN M COOEREAHHID
CTYETA MO KNAHMYECKON OUSHES MEOMUWHCKKE M3OeNKA © LeNk0 COOTRETCTENA DaryNHPpYH MM ToeGoBaHMa.

HacToswwil cTandapT He yoTadaonueasT TReSoBaHMA ¥ KpUTEDHAM OUEHKK YDOBHBR KNMHAYECKMK
hYHELMOHE MEHEE XA0AKTEPUCTIAK MNW PEIYNETATHEHOCTY 1 GE30naScHocTH ANA KOHEPETHESE TIMOBE MEDMLUAH-
CEHX HIDENKA.

23 MCHMIOYSHHEM MEJULMHCKAX MAOeNHA ANE QUArHOCTARY 0 Wire, TpeboBasds HacToALWErD CTaMnapTa
PACNEOCTRAHAKTER HA BOE MEOMLMHCKHME M3OENKHA, BHE JABMCHMOCTH OT MX KNacCHMEaLMK NO CTENSHW No-
TEHLUMANEHOMD DRCKS NPHRMEHEHHA,

2 HopMaTHBHLIE CChINKK

B HacToAWEM CTaHOANTE MCNoNbA0BAHEI HOPMATHEHLIE CCBINKK Ha cNe0ywLlWe CTAMOaPTR.

MOCT 150 1497 1 Magenus sMegdudHcEre. [pRMeHeHe MeEHEQHMMEHTA DHCKS K MEdWUWHCEMM $30EnHAM

MOCT P 54329 (GHTFSG1/MNO11:2008) CEROQHBIN EOMONEKT TEXHAYECKONH OKyMEHTAUMK N8 JeMOkH-
CTRayMyM COCTRETCTEWA CYLLECTREHHEIM NEHMHLMNEM ofecnede kA SeI0nacHoCTH M OCHOBHEIX oy HELKWOHAME=
HEX XAPAKTERWCTHE MELMLMHCKAX WIOEnKiA

MOCT P ACO 14155 Knuuusecike MocnegoeasHdA. Hagnexalwan KNMHW4eckas NpasTHES

MOCT B HOOYTO 15142 Madenus Meduyunckue. Pykododomean nNo esibopy Mewdpnapodnsly cinan-
dapmaos, noddepRUsaiiuy GaXHelWUe TPUHLLTE ODeCcneEanus Dedoiackanimu U SECIAFamanuoHibix
caodcma MeduyusckLx usdenud

FOCT P M3K 60601-1 Madenus Meduliubckue anesmpuveckue. Yacme 1. Obwue mpebosarus bes-
ORACHOCTIU © YYEIToM JCHISHEE (Y HRULCHENEHEIE X0amTioouciTiug

Mpumedarre — TipM NONEI0BEEHMA HACTORLIMM CTAHOAPTOM wWenacoobpaiso nposepdTL SEHACTEMES CobINON-
Hilx CTEHOSPTOE 8 WHEORMALWOHHOR CHOTEME DOWSM NOALIDBEHWA — HE OPWUWE NEHDM CanTE PEOSpEMEHOND ARSHT-
CTEE N TEXHAYSCKOMY PErYNIMPOBAHIE M METPONOrMY B oaTk FIHTEPHET MW Mo BHErcaHomMy MHEOpM ALMOHHDMY yEE3S-
TENE 4 HAUWOHANEHLIE ETEHOSPTE, KOTOPRIA CNYENUKOBEH NO COCTORHAKD Ha 1 AHEBAPA TEKYLWEM roga. M no Bsnyckam
SHEMECAYHDID MHEPORMALMORHDI YEE3aTENA $HALUKOHANEHBIE CTEHNEPTE S 33 TeRyAl rog. Ecny 3ameHed coelno-HsR
CTEHOAPT, HE KOTOPEA SEHE HEJETHPOEAHHER CCRINKA, TO POROMEHSYETCR MCNONBEIOBSTE SEACTEYHIWYH BEQCAK 3TOM0
CTREHOSNTA © YHETOM BESK BHECSHHBIX B OAHHYED BEJCAH MIMEHEHHA. ECNM 38MeHeH CounoYHBIR CTAHOEPT, HE KOTOpPSA
OAHS OSTHPOHAHHER GOLINKA, TO PEXDMEHOYETEA MENONEI0BaTE SBERCHEY 3TOM0 CTAHGADTE © YEAZAHHEM ShILLE MIgan yi-
BERHAEHNE [NPUHRTHAL Ecnn nocne yTEEREOEHNE HBCTOALLEM CTAHOEPTA B CORINOMHER CTAROEPT, HE KOTOpRIR gada
OATWPOBRHHERA CObINKA, BHOCEHD M3MEHEHNE, IATREMMBREILESD NONOHEHNE,. HE KOTOPOE GAHE CORNKE, TO 3T0 NAN0WEHNE
PEROMEHOVETCR NPMMEHATE D23 yUSTE JAHHOIT HaseHERHA. Ecny cosnguHBR CTaHaapt otManan el aamedes, 10 nono-
WEHWE, B HOTOROM QAHA COBINKE HA HEM, DEKOMEHOYETCH NPYMEHATE B YE6TA, HE 3ETRErMBESHWER 3TY CohINky.

Mazganwe ogiiuManbHoe

-
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3 TepMuHEl M onpegeneHnA

B HacToAweM cTAHJaRTE NPAMEHEHSE] CNEOyHILWME TEPMHHEL C COOTRETCTRYIOWLIWMIA QNS ENEHHAMMK:

2.7 knuHKMYeckan ouenka (clinical evaluation), HenpepblBHsid NRpOUECE, COCTOALME B NRHMMEHEHHA Ha-
YUHO ODOCHOBAMHLIX METOOOB ONA AHANWAIA W OUEHWUBAHHA KNHHAYECKHY JaHHBIX, WMEI0WNY OTHOWEHWE K
PACCMATRMBEASMOMY MEAMLWHCKOMY HAZENWD, © LeNk0 NPOREDKK A3ARNSHHON Br0 HATOTORMTENEM KNAHMYE-
CHME PYHELMOHANEHEX XADAKTEPHUCTHE, PEIYNETATHEHOCTI W KNKHWYeckol B2aonacHocTi MAOenna, np| end
NPMMEHEHWY B COOTBETCTEMK C HATHAYEHWEM W B YCIOBMAX, NDEAYCMOTDEHHEEX HATCTORMTENEM.

2.2 OT4YET No KnHHHYeckon oueHke (reporl of clinical evaluation): JokyMedTaneHs 0GopMNeHHBIA pe-
AYNETAT AHANKM3A ¥ DUEHHEAHWA CODDAHHBIK KNMAHHYECKMY aHHBX.

2.3 KNHHWYecKHe PYHEUWOHANLHLIE XapakTepucTHEW (clinical performance). CTengHis SooTRET-
CTEWA peayNETaToR KNMHMYECKOTD NPMMEHEHKE MEQULMHCKOrO HADENWa {(BKNI04an B0CNponaBooMMOCTE De-
AYNLTATOR} IAABMNEHWAM WATOTOBMTENA B DaMEAX ONpeOenaHus NpeqyCcMOTREHHOTO HAAHAYEHIAA TIDIAMEHE-
HAR WADENHA.

I PHAMBYMEHWAE — nﬂ.ﬂ.ﬂUEHm PHIABACHEHME B OTHDLEHAK KEHANECENL IE‘:I'gll'HHCI.I,Ir'lI:I'HE.I'II‘.-»HI:|I.3'G EADEHETEDACTHAE &
FEIYNETATHEHOCTH MEJWUWHCEDIND MIGENHA NPHESQEHD B NPAMOHEHHRHA B

2.4 ENAHMYeckan beaonacHocTe [clinical safety) OTCyToTEME HEMENATENLMBIX SEMESHWA H HEZONY-
CTHMLIXN DHCKOB [BRMNIOYAA OWWEKH NONEI0RATENA} NPW NPAMEHEHNA HADENMA B PAMKAX NPESYCMOTREHHOMD
HAIHAYE HMA.

] PHMEBYdHNAE — nU.D.FILJﬁHDE: PHIRHCHERHE B DTHOLUEHMH ENMHAWHBECKDA DecnnacHooT MEOMUWMHCEDITD wage-
TR NPHESOBHD B MPAMNDEEHMWN A,

2.5 KnnHMyecke gaMHee (clinical data): JosyMeHTHROBaHHBIE PE3YNLTATE KNHHAYECKOND NEKMEHE-
HHA WADENHA, OEMOHCTDHDYVIOWMWE Bro KNKHAYSCKHE DYHELHMOHANEHEE XAPaKTEDMCTHEY, PRIVTETATHEHOCTE ¢
Ge3onNacHOCTER.

2.6 KNHHKWYecKkMe cEMgeTenLCTEA (clinical evidence ), KAMHWYECEHE JaHHEE W OTHETE O KNAHHYECKOM
OLLEHKE, HMEKILLAE OTHOWEHWE K DACCMaTRHBIEMOMY METHLMHCKOMY HADEMAN.

3.7 npeaycMOoTPpEHHOE NpMMeHedde (Hazsavedwne) (intended usedntended purposea): MprMedsHne,
ANA KOTORSrS NPodyKUHAA, NPOLECs MNW YONYyra NpegycMoTpesl B COOTBETCTRHKE O CNelnchHEauMAMI, M-
CTRYELIMAME 1 MHOpMaLMeR, NpenocTARNASMBIMI HATOTORUTEMSM.

r FHMEBYdHWE — ”PED}'CMDTPEHHHE MEQHUMHCEAE MOKd28HMA. KaTEr0pHA NdlUWeEHTOBR., SdacCTh TENa MNH THN
TEEHK, C EDTDPDﬁ el iet iafid by BIAWMOOERCTENE, NPOEAne NONE30BATENA. CRESE NPHMEHEHMA W NRPEHLEKD OEACTRMA ABRMA-
HITCA THOHYHEIMM JNEMEHTIMA NPEOYUMOTREHHDID HHEHH‘-IEHI.'FHI'I'IPHMHHEIHHH.

2.8 KOMNEeTeHTHAA KNHHHWYeCKan opradksauna (competent clinical organizaticn} @ Meguudickas op-
FaHMIaLKA, YNONHOMOYEHHAR B YCTAHOBMNEHHOM NOPAGKE HA NPSREGEHHE KNWHWYECEUX WCCNeZosaH i Megn-
LIMHCKAX MATENMEA ¥ MHTEDNEETALNK KNAHAYETHHY JaHHBE,

4 0bwmMe TpeboBaHMA

4.7 OTHeT No KNMHAYECKDN oUeHKE J0M#eH BTy BRAKHEH B COCTAE CEOOHON TEXHMYECHOM JOKYMEH-
TaUMK HA MEJUUMHCKOR HA0ene, UCNoNsaYeMod ANa oueHKM COOTEETCTOMA DErynEpykKIWKMM TReboaaHnam
(cw. MOCT P 54329).

4.2 MNpopegeqte KNMHUYECKOA CUEHEWM JOMEH0 BENCYaTe B CeGA DAcCCMOToeHKE N0CTATOMHOM 0bhb-
EME KNAHKYECEWY JaHHsX 4nA obecheveHMa TIWATENEHOM ¥ BCeCTOPOHHEND AHANMIA KNHHHYSCEME dyHK-
UHOHANEHLIX X3PAKTEPWUCTHY, DEIYMSTATMEHOCTH W KNWHWYEcKo GelonacHocTH Magenwn. OT4YeT no ene-
HHYECKON OUSHKEe OOMEed BEH0YATE B CeDR NepeducneHds WCTOUHMKOR KNUMHMYSCEMY OAaMHbiX, 3 TaKwe
OGOCHOEAHAE BEDODa 3THE MCTOUHMEOB. O5REM KNMHHYECHNX GaHHbLX, CODpaHHbIX GNA ENHHAYECKOR OLEHKH,
OOMEeH NOIBoNNTE NOOATERROMTE AARBNEHWA MITOTORMTENA B OTHOLWEHMK YPOBHER KNMHWYBCKHMY qryHKLWO-
HAMEHEEY XADAKTERWUCTHE, PEAVIETATUBHOCT M U GEI0NACHOCTA HAOENHa.

Mpuue4aHne — B Ea4SCTEE MCTOHMHWMKDE SAHHE D0NEHL GeTh pPACCMOTREHE:

- OBENPUIHAHHLE CTEHOAPTE Ha NPOAYKLMA, COOSPHELIWE TEXHHHECKHS DEWSHAR W KPHTEOMK PeaynsTaTaH0-
CTH 1 GE30NACHOCTI AR KOHKDETHEIX THMROS M308N0i;

- NPUEHEHHEIE HEYHHBIS TRYOE B COOTEETCTEYEOWER DENacT MEgUUMHE 1 PELEHIMPOBEHHBIE HEYHHLIS CTETER;

- OTHETH M0 KIMHTHECHAM HCCNEQOBAHUAM H3LEms,
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- oUAEREHAEA MHODMALKMA DETYMHNYHNYHY ODIEHOE MO NPORCIWECTERAM W HeBnarcnprATHEM cobueiTeAm o
HANErEARMA.

4.3 OT4eT No KNAHEYEcRoR oUeHEe J0MseH BuiTe BuiNONHEH © yHacTHEM KBaNWGWMUWDOBaHHOMD Nepoo-
Hana !, ecrny uenecoolpaiio, CooTRETCTRYIOWMX KNAHKYECEME OpranMIauna. OTYeT N0 KMHMYEcKoR ougHKR,
BEMHSAA BXOOAWMWE B B0 COCTAR OTYETEl MO KAMHKYECEMM KCCIEO0BaHWARM, JON¥eH BeiTe yTREPHOEH Maro-
TORMTENEM WMAOENMA W, ECIK NPAMEHKMO, KOMMIETEHTHON KNMHWYSCKoR opradki3agnei. Boe ocobbe MHEHMA
KK HATOTOBHTENA HATENAA, TAK W KOMNETEHTHD R KNAHEYECKOR OpraHIayMd JoMeHb BeiTh BRMOYEHL B OTHET.

4.4 OTUeT No KNHHAYSCKOR GUEHEE QOMEEH CONep#aTh IKMOYEHWE, B KOTOROM DOpMYyNHEYETCA BRHBOD
CTHOCHTENBHO KITHHKMYBCKOW PEIYNETATHEHOCTI M BEI0nacHOCTH MEJHLMHCKDMD MAOENHA, 8 TaEe JOnNyCTH=
MOCTH YPOBHA COR0KYNHOM OCTATOMHOM PHUCKE W COOTHOWEHKA PACKNONEIa, YCTAHORNEHHOM B NPOUSCCE
MEHEQHMEHT DUCKa MEQWLKHCKOMD Wagenwa no MOCT ISO 14977,

4.5 B oT4eTe N ENHHWHECHDR OUEHKE OCMEHE GhiTh YEa38HE BCE OMPaHMYEHKMA, KOTODRIE MOTYT OHa3aTh
BNTWAHWE HA GOCTOBEBPHOCTE PE3yNLTAToR. [NA KamOors M3 TAKKE OTRaHUYeHHR GOMKHE ObiTh YEA33HE pELIE-
HAA WANOTORHTENA N0 JaNsHEALLEMY MOHWTODHHIY ¥ GHANWAIY KNWHEHECKWX O3 HHBE,

4.6 VlaroToanTens H3gendd QonseH NpoBoguTe NEPUOLMSECKAR MOHHTODMHT ¥ AHAMKMS HOBBIX W |KIK)
HAMEHMBLLWXCA JAHHBIX K3 HCTONHWED D, ACNONLI0BAHMBIX MK NP (POpMUpoBaHKK oTYeTa. CoGpaHHLie B pan-
K&K MOHMTORMHIE JaHHBE SONHHE SGHANHIMPOBATECA HE COCTRETCTEME WOXOOHBIM JAHHBIM, MCNONBI0BEAH-
HEIM NPW ODMADCEIHHK OTYETA MO KNWHHHECRoN OUSHES, 3 TAKE Ha COOTEETCTEME KpPHTEDWAM YREGOMNE-
HIAA PETYNAPYIOWME CRraHos O NEOUCLISCTEAAX W HEDNaronpHATHER CObbITHAX,

5 CTpyKTypa OTHeTa No KNMHWYECKOW OLEHKe

5.1 OTHeT NO KNMHAYECKOR CUeHKEe Don*eH BulTe COCTABNEH No CNeayowel CTRYKTYDE:

1) aHHOTALKWA OTUYETA! HAMMEHOBAHWE WA0ENHA, HEWMEHOBAHWE W KOMTAKTHRIE OAHHEIE WAroTORMTENA
M {BCnM NPUMEHWRA0) DAIpABOTYNED, HAMMEHOBAHWE W KOHTAKTHES JAHHLIE KOMNETEHTHON KNMHWYeCKon oo-
FAHMISALMNA, THME MCTOMHMEOR KTMHMYECKMY DakHHeX, 0aTk HA4ana M okoHYaHUA CEOpa KNHHWYECKMX SaHHbIX
ANA OUEHHUBAHKA, DEIYNETAT (NONOHMTENLHBINR, NONOXWTENLHER C He0X0IMMOCTEK NPOBE0EHKA QONFOCHOY-
HOM HAOMKOOeHWA KN OTRUMLATENEHEI), HANWYHE OCOSMHE MHEHWA W OrDaAHHYEHKA MO QOCTOREDHOCTH OT-
OENBHLIX AAABNSHHA B OTHOWEHWA YPOBRHER KNAHAYECKOR De3yNETATHEHOCTH 1 BEIONACHOCTH,

2] onpegeneHyde NpenycMoTpeHiorn HaaHaYe W MeguUMHCEOrD WagenHa;

3) MOBHTUDHEAUMA MEOMUMHCKORD MIgenya;

4) nepeyeHs NDUMEHMMEIX CTAHZAPTOR Ha MIOENHE, COOSOMALLNE ONHCAHUA KOHKPETHBEX ODLenpuHa-
ThE TEXHEHSCKWY DEWEHMA 1 TPEBOBAHKA K KOHEDETHBIM CCHOBHEIM EYHELHAOHANEHEIM KADAKTEDACTIAEAM, K
EPUTEDHK KNHHWYSCKoH peayNeTATHEHOCTH M EEa0nacHoCTH H3TEnNHMA,

5) npaswna QopMHUpoEAHKE NEpedHd NATEDATYPHEX MCTOUHMEOR KNHMHAYECKWY JaHHB, BKMNKOYAA Co-
COLWEHKS O NDOHCLIECTEKAX K HEGNAroNPHUATHER CODBITHAX, @ TAKKE CNHMCOK OTODDaHHBX NYSNKKaL M,

B) EpUTHHECKMEA SHANKHE NATERATYDHEX aHHGLIX,

71 aHanua oT4ETOE MO ENMHASSCKAM MCCNeSoBaHHAM,

3 JAKMICHEHWE NO KMWHRYSCKOW OLUESHKES,

9) nanHEE NS ¥BanidUEaLin 3ETOpOE OTYETa.

5.2 MononeaoeavHas Npw QODMAPDEIHKA OTYeTA SPHUMansHan KHPOPMaLKWA HagIopHeIX ¥ peryn-
PYHILLME OPraFoR, 8 TAOKe YTEEQKOEHHBIE OTYETE O KIMWHHUYECKX MCCNegosaHMa} ME0enyid 1omsHel BT
BEMO4EHEl B COCTAR MPWTOEEHWA K OTYETY N0 KNAHAYECKOR OLUSHKE.

& OnpepenedHyWe NpegycMOTPEHHOTO Ha3HavYeHMA MeJUUMHCKOTO Hagenna

6.1 Onpegenaydue NPeOyCMoTDeEHHOND HAIHAYSHNA MEQWULHHCKOID WINENUA OomHO hopMHpOoRaTECH
W3 COBOKYMHOCTW 32ABMEHMA WIFOTOBWTENA B OTHOLLEHHWH YPOBHEH KIWHHHYECKMX YHKLIHOHANBHLIX Xapak-
TEPUCTIK, PEIYTNETATUEHOCTH M BRAONACHOCTH MEOQWULMHCKONS WANENWA, KOTOREE NOONEHAT NPOREDKE B DaM-
KAK NPOBEOSHMA KITHHNHECKDR ousHEM. Mpr aToM dopmynMpoeka NpeqycMoTDeHHOMND HaaHAYeHnA DOomnHHa
BHMF4ETE, N0 MEHBLIEN MEDE, NOKAIZHKA K KNMHAYSCKOMY NEAMEHEHMIO HATEMHA, NDSMUNL NALKEHTOR, 0iHH-
LACMBIA DEIYNETAT KAMHWYSCKOTD NPUMEHEHWA, B TOM YUCNE, BCMH NRPMMEHMMO, CHUIAGMEE NPe0enbHEE
YROoRHK NODoOUHEX Q8RCTEMA W ocnoxHe i, Coqepwanme onNpeneneq1A NoegycMoTReHHOID HAIHAYS HHE Ma-
OWLMHCKOTD MAOENHA AOMEHO BhiTh ADCTATOMHLIM 0NA OPMYNUPOBKA TMNOTEIB, KOTOPYIO MOXHO NPOBEPUTS
B pAMEAX KNUHAYECKHY MCCNegoBaHnii.
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6.2 Miobkie 3aAenNelKs B oNpatene i NoegycMoTReHHOND HAIHAYEHWA Q0MEHEl COOTBETCTROBATE TEM,
KOTODEIE Bk pacchMOTPEHBI NPK CUEHWBAHKK YDOBHA CoOBOKYMHOMNS OCTATONHOMD DUCKE W COOTHOLWEHIWA pRCHS
MoNb3da, YyoTAHOBMEHHEX B DEyNeTATE MEHAIHMEHTa PHCKa JaHHITD H3GEeNHA. COOTEETCTEWE JARBNEHWA K-
FOTOBMTENA YPORHID COROKYNHOMD OCTATOMMOTD PUCKS M COOTHOLWEHWMN PUCKNONL3a JONKHD GeTh NoJTEEDM-
OEHO CCuINKAMW HA ZaNKck Mo MeHEIMMERTY DWCKa B COOTRETCTEMM C TpebosannAamK MOCT ISO 14971,

5.3 B cny4ae ecnk M30Enye NpeaHaHadses o Ona Uenel QMarHocTHEM, ONPeaene e HATHIYeHHE JOH-
HO BEMIOYETE 8 CEbA 3afaneHdA B OTHOLWSHHA NOTPelWHocTA MIMEDEHMA 1, BCNH NEAMEHMMO, OWWEOK Nepeo-
ro W BTORCMD poga NEW NPOBERHE QHarHoCTHYECHROM TMNOTE Ik,

6.4 B cny4ae ecnd H3gende NpeaHazHadeHds ONAa Tepandud, onpedens e HadHaYeH A GOMEHD BrTic-
YaTk B CE0R IARENEHMA MATSTOBMTENRS B OTHOWEHWK TRpaneaTrHeckoro aguberTa, B CpagHe i G Manennan k-
SHAMNOTAMA WK ANBTEQHATHEHBL M MRHIHAHHLIMA METOOAMA MEYEHUA.

6.9 B cny4yae, ecny d3genqe Npeagsaiiaqdeqo Ans GnWTensHorn npdMesedda, 3aAaneH ia WaroToawTennA
OoM#HE BEMKDYETE B Ce0A RapameTpkl HAOE#HOCTA [HANPWMED, HAIHAYEHHER CROoK CNyMGhl HNK COeOHION
HapaboThy Ha oTEal).

T WpeHTuprKauva MeAHLUMHCKOro W3Oenua

7.1 MpenThdWeayka MAOenks, B OTHOWEHKW KOTODOrS NPoBOGWTCA KNMHWYECKARA GUEHKA, OOMKHa no-
ABONATE YETAHOBWTE BCE CCHOBHBIE WHELNOHANLHLIE XaPaKTEPHCTUEA M3OENHE, BNAALME Ha ere peaynb-
TAaTUBHOCTE W GE30NaACHOCTE.

MpumedaHe — HoppEKTHAR HOSHTHEMEIUMA KADENKA Yeped HAGOD OCHOEHEX i HELWMOMANEHEIX XapaKTe-
PHETHE HERDROOMMa ONF COABHEHNA MIOENMA C BHEN0MEMH, B TR NCNONLI0EEHNA KMMHNYECHNE GAHHEY B OTHOWEHNAK
BHEMOrOE NPK NPOBEOSHMH KNMHYECEDA ouaHIM. M3ganus © oguHEs0ELIMY DCHOBHEMMH XapanTepaCTHEAMYE, BNHROWAMK
HE YPOBHH PEIYNETETHEHOCTA W DEG0NACHOCTH, MMEHIT OOEH H TOT BE yPOBEHE PEIyMETATMBHOCTIE 1 BeaonacHos T,

7.2 MgedTvd Mkacsd nagenydA Oorm«Ha BinicdaTs B ceba onucadne BCex IaARNAEMaIN BADHaAHTOR MCNon-
HEHKE W, BCIH NPWMEHMAMO, THROPAIMEDHsR BAA, ONA KOTORONs NPOB0OKTCA KNAHWHECKAA CUEHKa .

MpumedaHme — [pEOEnEHBIE THNOPAIMEDHLIE MOIMUMHK, PAZMEPRHER WEF K KPATAHSCHAE CUBHEPWY NpWAME-
HEHHR, ZARBEMEHHERE HAMTOSHTENEM, S0MHHE BEiTE NOATESRHOSHE EOMMNSTEHTHOR KNWHAHSCKOR DPraHH3aUMeER B DEMEER
HNMHASSCKOE OLEHE,

8 NepevyeHb NPUMEHMMbIX CTAHOAPTOB Ha W3AenWe, COOAePKallMX ONUCAHKUA
KOHKPETHbIX 0BLWEeNPHUHATLIX TEXHUYECKUX PelleHHMA W TpeDoBaHWA K OCHOBHLIM
XapaKTepMcTUKaM H3Oenua

8.1 OTUeT No KNUHUYECKON OUBHEE JOMKEEH COOepMAaTE NENEYEHE CTAHAAPTOR Ha KOHKPETHSIE THME K-
OEnNWiA, K KOTOpEIM OTHOCHTCA paccMaTprBasMoe Magende. Mo Kawnomy Ma cTaHIapToR, BEMOYeHHLIX B Nepe-
YiEHE, HECEXDOMMO YE333Th CTATYC COOTEETCTEWA WINENHA W HANHYME DTNAYMIE B KOHCT Py KWW

Mpume4aHMA

1 HeroTopse T H30ENAR HACTONERD D28HD NPAMEHAKDTCR B KEMHASECHON NPEXTHNE, Y4T0 JAN0MEHHLIE B HHE KOH-
HOBETHEE TEXHMHEDENE PEWEHHR, TPEDI8aHWA K NPOHIB0ICTEEHHEIM NPOUYBCEEM W TRED0EaHNA K KOHKPETHEIM DOHOBHRIM
hyHELHOHANEHEIM KEREETEPHETHEAM MOMyT DbITh CTAH0APTHIAMPOBEHEN YHIEWLHDOESHE! HE HALMOHANEHOM, DEFWOHANE-
HOM AN MENOYHEROOHOM YPOoBHE, K TERAM W308nMAM MoryT Bame OTHECEHLL, HANEPHMED, MHEERUMGHHSE WrNE, Npe3sp-
BATHEL, XAPYDIMHSCHME NepYETEm, DEHT B, CTEpMNMIEToRpE W T M. N8 rams Manenui moryT OTcyToTB0BETE Kakme-nnbo
CAYDNMEAOBAHHEIE GAHHERS MO YDOBHAERM KNEHAYSEKoN PESYNETATUEHOCTH M DEI0NacHoETY 38 ncnegHne aecATunaTia. B
T3 S BpEMA NPOSaIEaHHE KIMHMSEcKIN MCCNEN0BEHWA J11H TAEWE HAOANHA MOMET HE CODTEETCTROBETE KEK NDEKTHYSCHOR
LenaconipasHOcTH, TaKk M aTHHEcKAM acnaeram. B 31om cnyyae cooTESTOTERE MAgEnMA TpEbOBaHWAM SEHHRE CTaHnap-
TOE,  YW<ETOM COOTESTOTEMA TEKYLUSMY YDOEH PEIBMTHRE HEYEA M TECHWHA ¥ OTCYTCTEMA KEKA-NHI0 NMTEpanypHsl DaH-
Hbel M COODWEHMA O NPOMCLWECTENAX C TAEMMHA MIOENWEMH, ABNRETCH OOCTATOMHON OEMOHCTRAUWMERN QOFEHHOM YDOSHA
HAWHWYSCKOR DEIYNETATUBHOCTH 1 DE30nacHoCTI,

2 B HoxniounTensHEX CRyYane ONH uagansi NRocTorg KOHCT DyKTHEHOIT MCTICNHEHHA {HANPHMED, NOEOcHE S4MnH XM-
FYRFHYECEAE MHCTRYMEHToR, BEXHNE 4 T. N.) THNOSOE NPOMBWUNEHHC-PERNMNE0ESHADE TEXHHYECKOE PEWEHNE MawaT Geite
PRCCMOTREHD K2E CTEHOEPT NpW OTCYTCTEMK COOTRETCTEYHILEN HEWWIHANEHDI, PEMMOHAMBHOM WA MEMOYHSPOOHDI

CTAHOARTA.
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9 Mpaeuna popMUPOBAHWA NEpPeYHA NUTEPaTYPHbLIX MCTOMHWUKOB KNMWHWUYECKMX
OaHHBIX M CNUCOK OTOBPaHHBLIX NYBAMKALWA

9.1 NMuTeparypHie QaHHER BKNOYA0T B CEGA KMUTH, NYGNUEALWK B NePUOOMYECKAX HayuHeIX HIZaHWAN,
BEMIO4EA AHANWTHUECKWME HAYUHBIE DEA0DE!, COODLYEHNA O NPOMCILECTBMAX M NOGOYHLIX OEACTEMAK WANEnHA,
OTYETEl O KNUHWHECKWY MCCNeA0RaAHWAX WANENWIE, 8 TAKKE HAYYHLIE CTATEM, CONBDWALIME KAK KOMKDETHEE
KNAMHYBCKWE SaHHBIE, TaK W 0G0BWeHHEe JaKNIOUEHNA O KNAHHYECKOM NPUMEHEHKN MA0ENHA.

Mpumeadarue — JMTEpaTypPHbIE OSHHBIE MOMYT OTHOCHTECH KEY K CAMOMY H30SNAK, B OTHOWEHHA EOTORar
NEOBOGATCA KNEHUHECH2A DUBHED, TE% M K 8r0 aHanaram. KnuHm-eckies QaHHse 8 KH00R myBnigaums MoryT OTHOCTSCH
% OOHOMY KA HECKOMNEXHM 32ABNEHUAM HEMOTOEHTENR B OTHOWEHNN YROBHER BNEHWHECKDA PEayNsTATMEHICTH W Be3onac-
HOGTIA MAGENHA, 8 TAEME K NPOTABDNOKSISHMAM, MPOHCILEcTEHAM, NODIHHEIM QERCTEHREM W O PAHAHSHAKD HITH OTNpOBSpke-
HAH OOCTOREPHOCTH PAHes aNyGNHEDEaHHEY EIWHWSECKHY O8HHE. OTeat No KNUHAHeCKoR oLgsse Q0MHaH Co0e pEETh
OPMANAI0BEHHLIE KPATARHK, HENONLI0BAHHLIE AN ardopa NUTERaTYPHEIE a0, KpeTepud oTDopa 0onkHe npone-
MOHCTPHPOBATE MOMHOTY ¥ HENPENBIRTOCTE NPY BRGops nyGmkauwed .

8.2 KpuTepud oTGopa NyENHEaUWE B NEDHOGHYECKMY HIJaHKRK DJOMEHE BENKYATE B cebn dopMand-
ICEAHHBIE MOWCKOBLIE JATIPOCK M0 HAUHMOHANBHLIE WA MEKIYHADOOKEM HayYHbIM Dazam OauHsE Nyong-
kauWi. Mononsaosaksblie BGaisl JaHHbX J0MKHsl COOTEETCTROEATE TEMATHES NOWCKOBOTS 3anpoca. OT4eT no
KMWHHHECKOR OUEHKE JOMMEH BENDHATE YHAIAHHE WCNONbLI0BaHHBIX Ba3 GaHHbIx, AILEA NyBNKEaUWMiE, gaTy
MOoOWCKa, KNIOYEBHE CROEa NOWCKOBGTD 3anpocd, MyBdHyY NoMCROBCTD 3anpoca (QHanaaoM GaT Buixoda B ceaeT
nySnukagrin). MySHHa kawgoro NoOWCKoOBOrS 3anpoca JOMEHa COCTABNATE HE sMedes 10 NeT © gaTul BeINOM-
HEHWA NoKMCEa,

4.3 PeayneTatel NOMCKA NEAGTHYECKAX MIOSHWA N0 3anpocy OoMsHs DbliTe NDELCTABREHEL B OTYETE
B NonHosM O0LeMe 40 NEKMEHEHWA KEEHX-NAG0 JoNonHATENbHLY KpuTepser oThopa nyBnukagqi. OTtGop
NYSNKKALWA QOAHEH BHNICHaTE B Ce5R A0NoNHWTENEHBIE KPWTEDHK ONA SUSHEW PENEBAHTHOCTA MyCRdKaLkia
KOHKPETHEIM 33ARNEHWAM WIrOToaUTanA. Jonon-UTeNsHBIE EPETepHY oTH0Da AoMHE Bkl Te CTRAMEHE: B OT-
YETe, C YE3IaHWEM pedynbFaTa oToopa No KPUTEDHIo ONA K340 KOHKPETHOW NyGnukaudK. Boe nvGnukal ke
W3 HEDELEHIMPYEMBIX NEPHOOWMYECKHE HAYHHBIX WAOAHKA, 33 WCKMOYEHNERM OChHUMANBHEL MEHROTASSCKAX
H3DAHWA HAUMOHANLHBLIY HAOI0PHLIN KOH DETYTTHPYIOWKY OPrados B OTHOWEHWA COOBLLEHMA O NPOWCLLEC TR
A% W MPOYKME acNekTos BeaonacHoCTH MESWUWHCKNE W3TENHE, JoNAHE BeiTe COSTEETCTEEHHO MASHTHRHLWpO-
BaHE. B gadecTee JONONHATENEHBR EPHTEDHER, KK MHHHMYM, J0MCEHEl GHTE KCNONEIOEAHE!

- CTENeHE COCTEETCTEMA MAAENWA B CTATHE PACCMATPVBASKMOMY WIRMMI0 (MISHTHYHOE UMK aHancr},

= CTEEHL COOTBETCTAMA CMUCAHHOM B CTATHE KNHHWYECKOIS NPMMEHEHMA HIOENAR W CNpeaengHMa
NpeaychMoTpEHHOND HAIHAYEHNA PACCMATDUBAEMOND WAGENKA {IKBHBANEHTHOE MK HEIKBMBANEHTHOS ).

Mp« cnpedeneHdd cTeNeHW COOTEETCTEHA Wadenks HeobxodHMMo YHrTeIBaTe 4, B CMyYas Manenuid-aHa-
Noros, Npd NPOBEIEHWA KPMTUHECKOrD aHanw2a JaHHelx CUeHWDaTE BNHAHKME HA QOCTOBEPHOCTE KMAHWYE-
CEMX JauHBX COCTEBETCTEME NpusHUukna paboTe vagenki, dryHEUMCHANEHEE XapakTepucTHiK, MaTepurank,
CCODEHHOCTH WHTERdeRca, IProHOMWHECKHe OCoDeHHOCTH, NOKAIaTENN HAOEMHOCTH, KOMMNEKTHOCTE. [TpX
ONPaaeneHUd CTENEHK COOTRETCTEMA KNAHHYECKONS NDHMEHEHWA MANENWA TReDYETCA YYUTRIBATE W, B CNyYas
HEIKEABANEHTHOMD NOWMEHEHHRA, NPW NPOBS0CHAK KEPHTHYSCKOND aHanMia gaqHHbly CUEHWBAT: BIMAHWE HA
BOCTOBEPHOCTE ENWMHAYECKWE J3HHEY COOTEETCTBMA HOIONOTHKA, NPOEWNS NALWeHTos, MEeTSOMEN EMAHHYE=
CEOMD NPHMEHEHAA, BLMICYAA, BCNM NPHMEHAMD, NPHMEHSHWE NeKaDCTEEHHLIX CO80CTE W CORMBCTHOR Mpk-
MEHEHWME ODYTHE MEORUWHCKAY WIOENHA 1 NDMHAONEKHOCTEN,

Mpumavdaruwe — [Mpy NpoBS0aHNKE OUEHEW DENSEEHTHOCTA W oTEopa nyGnusauqni cnegyet oOpartiTe BHAME-
HWE Ha BozMOmHoE gyBnuposadwe nyBnnkagwi, T e, onyBnusoBaHBE MCNONEI0SAHAE KNMHHYECHAX OSHHEX, NONYyYSHHBIX
8 DEFYNETETE OOHOM W TN %8 KNEHWHECK DMV HEYSHOND MCENS00BEHAR B paznum-Hs nyinmeayurs. Jnp npegorepalleqHun
HCHEMEHNA oUeHoE {0CoBEHHO NP# HCNONLIOBAHWKM CTATHCTHHECKHE METOO0E BHaNW2E ) cnegyet ofeaguHATe gyfnupy-
OLLME Ny ENUEALMAICONBILERNA (Kax NOZTESRHOBHLLAE, TAK M ONPOBEEPraKLWe JAREMEHHAR HArOTOBWTENR] W PECoMarpW-
BATh B KAHECTEE QOHOMD KNMHWHECKDIT CEBMOBTENLCTES.

10 KpuTHYeCKMIA aHanNW3 NUTEPaTYPHbIX AaHHBLIX

101 KpUTHYECKAR aHaNK3 NATEpaTypHLIX 0aHHLX NPOBCOAT GNA OUEHKM QOCTATOUHOCTH KITHHWHECKX
DAHHLIX W OPMUPOBAHMA 0OKAIATENEHOR Badsl N0 KAKGOMY W3 COBDKYMHOCTH 3AABNEHWA WArOTOBMTENA B OT-
HOLLEHMA YOOBHER KNWHAYRCKMY iy HKUMOHANEMBIX XADAKTENUCTIAK M BRI0NACHOCTI MEIWMLIMHCKOTD MINaNWA
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10,2 KpHTHYECKKA aHANKS NO KasO0MY OTOENEHOMY IAABMNEHHI0 HATOTOBMTENA B OTHOLLEHHH YRPOBHER
KNHHAYECERY DYHELHOHANBHIX $ADAKTERPUCTHE K BeaonacHocT MeddLMHCKEOrD Manenua Q0MeeH BENnoYaTk
B cebA PACCMOTPEHME BCEX OTHOCALUMXCA K HEMY DaHHBIX, C YYETOM NPUMEHHUMOCTH ATUE OaHHEE (B CNy4as
MAOENUHA-aHANoroa UMK HEIKBUBANSHTHOMO NPAMeHEHHA M3aenkid). JanHdee QoMmHsl BENI0YaTE CRMEeTE k-
CTEA, KAk NOGTREQHOAUIME IZABNEHAR MATOTOBWTENA, TaK M, NPH HANUYAUK, ONPOBERIa0WLAE 3TH IARBMNEHUA,
BENOMaA Co0BEHWA O NDOMCLUBCTRMAY © WAMENMARIA.

1005 KpHTHYECKKR SHANKS NO KaWO0MY OTASNEHOMY 33ABMEHHIO HATOTOBMTENA B OTHOLLEHHH YRPOBHER
KNHHAYECERY DYHELMCHANBHLIX $ADAKTEPUCTHE U BEaonacHoOCTH MedULWMHCKOMD Manenua O0MeeH BEnoYaTk
B cedn ApryMEHTHDOBAHHOS AAKMYeHKE O OCCTATOYHOCTH NATEPATYEHEE DaHHLIX, AN NOOTEEOHAEHHS AN
ONQCBEMEKEHMA 3aABNEMWR MaroToBMTENA. Jonike OuiTe YEa3aHs BCE ONpaHWYEH®A NO QOCTOREDHOCTIA M-
TEQATYPHLIY KNAHMYECKAX JaHHBIX (BKMOHaR, Cli NDACYTOTEVICT, NEPCTHECPEYKBEE DEIYRLETATE, NPOWCLEE-
CTEWA. apTedakThl, BHCOKYED HEONDELENEHHOC TR CTATUCTHYSCEYIO NOTPEWLHOCTE].

104 B ciiy4as HeaoccTATOYHOCTH NMTESaTVEHbIX JaHHBIX 4NA NOATEELMOEHMA WY ONPORBS Qe HIME O
HOTO AN HECKONEKMY A3ARNEHWA MEMOTORMTENA O0MHHEl O6ITh CONAHMDOBANE W NDOBEOEHE! KNUHHYECKHE
MCCNenoBaHuA Wanenyid. Nnadvposadde, NPOBSOeHKME M AHANKNI PE3YNETATOR KNHHWYECKKY WCCnedoRaHM
AOMsHB COOTEETCTEORATE TRpebosaMMam paanena 11,

17 AHanNKW3 OTYETORE NO KNWHUYECKMM HCCNegoBaHuAM

11.7 NMNasdupoBaHie M NPOBEOSHKE KNHHEYECKME HCCNEZ0BaAHWE QOMEHD OCYLecTRNATESA B COOTRET-
CTEHK C TpeGoBaHMaAmMK MOCT P MO0 14155,

17.2 OTYeT No KNMHMHECKOR CUEBHES O0MEeH BEN0HaTs 8 CetA aHHOTALMID CROAHOMD OTHRTa NG KNHHK-
HECKMM WCCNBa0BaHKEM, BEMICYARA, N0 MEHbLLER Mepe, DOpMYyTTHPOBKY NDOBERASMOR KNHHWUSCKOA THNOTEb
W oGoBWEHHEE NONYYEHHBIE DEYNSTATE C YEAIAHHEM X CTATHCTUYECHSH JOCTOBEPHOCTH, 8 TAKKE CROOHIX
OAHHEE M0 3A0erMCTRWPOBEHH bIM HEBNAroNPHUATHLIM COBRITHAM.

11.3 B cnyuae HAnKuWa NPoTUBOPEYMNA MEXOY NUTERATYRHBIMM DaHHBRK W PEaYNETATAMK KTMHHYECKMX
WMCCNEOoBRAHMA BOE pEIYNETATE oMt BblTh NDUEEOEHEI M COBMECTHO NPOAHANMMIKPOBAMEl B 3TOR YaCTH
OTHETA MO N0 KNAHAYSCKOH OUEHKE,

11.4 OTUeT No KNAHHYECKOE OUEHES JOMKEH BKMICYaTe B cebs 3aABNeHHs B OTHROWEHAH Moboro sos-
MORHOTD KOHQTMKTS MHTEDECLOR B PAMEAX KNHHWYCKHX MCCNedoBadMi, a Tamke UoeH THEONUUMPOBAT B CIoOHCO-
oA KNAHAYECKIE MCCNenoBaHWi.

12 JaknwoyeHe No KNMHWYECKOW OUeHKe

12. 1 OT48T NO KNWHAYECKOR OUSHKE A0MEEH COOSPMaTE JAKMCHEHNE C BRIBOOOM O ACCTATOYHOCTH CO-
BpaHHEY. KNAHAYECKHY JaHHBE @ YTECDRIEHHEM B OTHOLWEHWK TOM, NOJTEEEHIEHE: N I3ABMNEHIAR WaroTo-
BATENA B OTHOLEHWA YPOBHER KNAHAYECKON DE3yNeTATHOHOCTH ¥ SRICNACHOCTH MEOWUMHCKOTD Wagenua, a
Tae JONYCTHMOCTE YPORHA OCTATOMHOM PUCKE W COOTHOWEHWA PUCKINONE3a, ONpegenei#oro B pesyneTaTe
MEHEHMENTS PHCKS DAHHOTO HIOEMTHA.

122 3akni4eHHe No KNHHKSSCESA OUESHES ACITEHD COAEPMaTE BulB0abl M YTEEEHASHWA ONA KaMO0ro Ha
FAABNSHHEIX BARWAHTOE KCNONHEHWA W, SCMW NDRMEHWKMO, NO3WULKK THNORAIMEPHOTD DAGA.

12.3 B 3asnioyeriy OTYETa NO KNWHWYSCKOR OUeHKe NOMsHL BhiTe YE333He! BCE OTDAHWYEHHA, KOTO-
Polg MOMYT OKE3aTE BNAAMKME Ha JOCTOREPHOCTE PEAYVNLTATOR NPOBEOSHHOMN CUEHWBAMKA, BRMIOHAA 00CTo-
BEQHOCTE WCTOYHAKOR ENMMHAHECKME JaHHBIX, YDOBEHL DIIBMTHA HAYEW M TEXHMKK, OTGANEHHEE PEIyNkETa-
Tl NPHMMEHEHHR A30endA. [NA kawgoro M3 oTfpaHnHe Wi DONKHL DT YE2IaHL PELWSHHR WATGTORWTENR No
OAnsHEAWEMY MOHUTORHHTY W GHANKIY KIAHWHSCKAY JaHHLX, BEMI0YAA, NPW He0BX0gMMOCT, AC0NrocooqH bie
KAWHHYECKHE MCCedonaHiA/ HaBniogeH«a.

12.4 PRlugHWA WArOTOBKMTENR O MOHHTODHHIE OaHHB OOMEHEl BENICYATE, No MEHBLEA MEDE, BXeTod-
Hisli MOHETOPWHE MIMEHEHWE B CTaHOapTax (cM. pasfgen 8), cofepsaldy oNUCAHKa KOHKPETHIX Obwenpr-
HATBIX TEXHHHECKKY DEWSHAA 4 TPeDoBaHMA K KOHKDETHLIM OCHOBHEIM XapakTepHCTHEAM WATENWA, W HOBEIX
OAHHEIK OT MMTEDATYPHBIE ACTOMHKEOR, WCMONBI0BaHHLIX HIFOTOEMTENGM NPpW NPOBEASHAN aHandaa nure-
paTypel (o, paagen 9. MoHWTODHHD NPOWIBSOCTREHHOH W NOCTIPOMABOACTEEHHOH HEDODMAULKK OOIEEEH
OCYWECTENATEA B COOTEETCTEAH C NPOUSAYDOA KaroToBMTenA No FOCT 150 14577,
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713 laHHbIe No KBanudpUKauuM aeTopoB oT4eTa

131 OT4eT No KAMHMUYECKDE OUEHKE NOMEEH COOpKATE O30 HbIE N0 KBANKWDWEILAY RTODOE OTYETA 1,
ECNW NPHMEHHMO, KOMNETEHTHOCT A KNHHASECKOR OpradHaalvs.

Mpumevanwe — ABTOPAEMH OTHETH NO KNHHASECHON OUEHKE REMAKTCA MAUE 1, S00W usnecoabpazHg, kneHe-
YECHME ORMAHNISLENN, COCTARMBLLIME YEETY OTYETA, OTHOCAWHECH K pasaenan 10—12. JaHHss o kEanudideadad astopos
ATHETA HADDNOOMME ONR OEMOHCT FELME M BOIMOEHOCTI GOANaTe QOCTOBSPHEIE BRIBOOL M SRCNEPTHRE 33RNHIHEHEA, B
pamMEay NPoBEESEHUA KIMHWSECHOR DUEHEN, 3 TAME BEMONHEHMA TpebosaHwl HBCTOAWETD CTEHOSPTE W HAUKOHANEHEIX
DEMYNEPYHHLHE TpefoRaHMR.

132 DanHslie No keanndvkanny SeTOpoR GOAMHE BENKYaTE B ceba ceegenna of obpailosankn, Npo-
PeccUoHaNBHOR CEpTHRMEALMANTWUEHIMAR, ONwTe paboTel, BENIOYaA KNAHANECKOE NRUMEHEHRE WADenWn,
HEYHHBIE ¥ KNVHAYECKHE WCCNBA0BaHMA PACCMaTPHUBAEMOND MEJWLWHCKOMD WAGENWA W [MNW) @ro aHanoros.
COOTEETCTBME YPORHA KBANWMEALHA ARTODOE HALWOHANEHEIM DEMYIHEYIOW WM TREhosaHraM K TpoBE0eHI0
EMAH HYECET OUBHRWMCCNEN0B2IHMA JOMKHD BelTe YKa3aHo B JaHHON YacTik OT4eTa.

132 JaHHble MO KOMIETEHTHOCTH KNHHRSSCKSR OPradMIauiy GonkHe BEMEYaTE B CEGA ONUcakipe npo-
una JESTENEHOCTH KAMHWYECKON OprasHMIayMs | HANWYKe PaspeleHil DErYNUpYIoWME ODraHce Ha ocy-
WECTRIEHWE MEJHUWHCKON GeRATENBHOCTA H JSATENLHOCTH MO NPOREOEHAD KMWHWHECKWY MCCNedoBaHwE.
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Mprnomexne A
(CApaeo4YHoe)

PasbAacHeHHe TEPMAHOR 3.3 sKNHHMYECKHE YHEUHOHANbHLIE XapakTepHETHER
iclinical performance)» W 3.4 sHnNUHWYeCKaA BezonacHocTk (clinical safety)s

3.3 knUHM4eCKME Y HEUWOHAMNBHEE XapakTepucTirs (clinical performance)

MpumesaHwA

1 TeprHHbl ¢ pEayNsTATHAHOCTE (effectivenesss |, sfyHXUMOHANEHEE sapakTapUcT s (perdformance s, eaddecme-
HOCTh [EffCEncy e ¥ OsRcTEEHROCTE [Sficacy e, K3K NRAaBKNG, MENOEEIVEDST NRPHMEHNTERLHO K MESHUMHCEAM HAODEnHEM.

B ofwan chyyas, Tapuve opazyneTatiEHOCTs [effectvanass)y Daraqser cTensdHe PRANMIAUMH 33NNaHHDoBAHHOR
SEATEMLHOCTA W QOCTHASHWA J3NNEHWDOBEHHEX DEIYNETATOR, 8 TEPMHH aadedaammeHocTe {efficiancy)» — COOTHOWEHME
MEMOY SUCTHMHYTRM DEIyMETATOM W ACTONLIIESHHEIMK PECypoamd. B HeroTopels MamiyHapoOHeEx CTAHARTEY No TEp-
FAMHONOMAE, B TOM YMCNE B OTHOWEHWK PEIYVNETOE NDMMEHEHWA NEOOYELMA. YOTRHOBMEH TEDMAH 4PEIYNETATE GEATENL-
HOCTH (perfarmanca)s, KOTOPEIA ONPESENSETCR KEY dHaMEDVKEIR WTors. TEpMUH soeAcTeeHHOCT (efficatyle, B oDwemr
CAYYSE, DIHAYSET PRIYVNETATHEHOCTE B MOSAMNLHLE YIPAENHEMEX YCIDEARE,

MMPMMEHHTENEHD K MEQMUMHCKMM lt3genyAmr, SyHRUMOHANEHLIE XAPaKTEpUCTEN ONPedsensakTch KE&r coSaTanie
TEAHMYECKN POAnW30EaHHEIX GVHHUMR HADanvs ¥ Bro PESYNLTETAEHoCTH, KnMHmecks yHELWMOHAENEHLIE 8 pasTapd-
CTHEM MOMYT BRNKOHETE B CO0A HOHKPETHBIE TEXHMYECKE driyHKLKY MZ0S8NMA & ONOAHEHWES K Bro peaynsTatmesocty. Ha-
NoMMED, CHIHANEHAA HYHELNE HE MOHET HENCCPEACTEEHHO BHELTH BENE] 8 Pa3yTETETHEHOCTE, GQOHAKD CRYHEHT OpyTHM
nanezHem usnss. Kpome taro, nerss obseiTiBEHD ¥ EDNMHMECTEEHHD WAMEpATE YHELMOHAENEHSE LAPAKTEIHCTHEA, HEM
pPEIYAETATHEHOCTE, DYHELWOHANEHBIE KADESKTERMETHER TECHD CERISHE & DRaOnachacTeiy. HEnpUmep, MOHMTOD NEUMEHTE,
HATOREIA NAoXNG EYHELWOHHEYET, CROCOGEH NDUEBCTH K CEPEa3HEM Npobnaman g oTHOWESHWH KNEHEHECK 0N DEa0nacHooTH
nagueHTa. Tamm obpazon, GEzonackocTs W dyHELMCHANEHEIE XBARTERMCTIEN MEQMUMHCKMX HIDENMA NEMHATD paccmd-
TPWBETE COEMBCTHO.

2 Tepumwk AhyHELHOHANBHES LHREKTERUCTHEY (pefformance) OnNpegensaTcs KaE CNoCoODHOCTE MEAHLWHCROND W3-
OENHA QOCTHIATE CEOSTD NPSOYCMOTEEHHOM HA3HAYEHWA, JBAENEHHOND HIAMTOENTENSEM, H MIKET BRNK4ETL B ceba kax
HNMHAYSCHAE, TAK W TEXHWYSCKUE BcmekTsl (o, [1]) TepmuH sxnuHn<acs dyHIBOHANEHEIE XapakTeproTire (clinical
performance s CNPE0anAETcA Kak CrocoBHOCTE MEQMUMHCROM H308NMA SOCTRETE KNMHMHECROM|[we] peaynsraralon) g
COOTHETETEMM GO CBOWM HEIHEYEHWEM, JRRENEHHEM WarOTOBMTEMNEM.

MeouunHoKDE MENENME SENAETCA DEIYNETATHBHLIM, KOMOE OHO OSACTEMTENLEHO PEEMMIYET iyHELMED MM LEns,
MPEOHEZHEYEHHYH MATOTOEMTENEM B OTHOWEHWH MEOHUIBHCHAX COCTORHMA NAUMEHTS WM noTpebHotTed nonk3oearsns.
Hanpemep, osMOS8TCR, HTO MA0ENVE, NPESHE3HEYSHHDE ONA oOpardeHiA DonW, Ha camom 0208 YMEHBWNT G0Nk, & wi-
raTOEWTENE, B CBOM OYepads, 0bnagasT ChLeKTHEHEM CEMOBTENLOTEOM (HANPUMED, PaIyNETATAMM KMHHWHBCHHY Moone-
OSOBHHWA}, 4TO HAZENHE OSRCTEVTENEHD HEXTHYSCHA YMeHsWwEST Gonk.

IMOCTPHCO 14155 onpaenAeT TEPMEH  KTHHAYECHAE DY HELHORANBHSE KapagTeprctrid (clinical pedormance )
KK (IYHELMOHADDBAHWE MEQWUMHCRDND M3DENAA MNW PEIKLWA CYDLEXTOR KNMHWHECKDID HOCNEZOBAHMA B OTHOWSHHK
MESWMUMHCKD M WAOENKMA, CERIEHHER © 8ro NPSOycMoTpENHEM HEIHSHEHWEM MPH YoNOBMH NRPEBMNLHOM NEHMEHSHWA K
COOTEETCTEVRIWMM CyDREKTAM, 3 TEpMUH ¢DEIYNETATREHOCT L [eectivenass)s — rar OOCTHHEHHE KNAHAYSCEE JHAYMMO-
ra FEMNEHHPOEAHHOM EEYNETETA ¥ ONPENEnaHHDN YaoTH LENSE0A TPYNINk, KOS WCCMEgyeaMos M L MHCEOE HA0snie
NMPMMEHABTCH N0 HASHSYEHWED B COOTBETCTEMM © WHCTRYELMER N0 NPUMEHEHAD, Powopoi noonedoBaTens v nnaHom
HIMHHHECKOND MCCNEoBEHMA.

4 FOCT P M3K 60607-7 vaenser ocobod BHAMEHWE OCHOBHEM SYHELHOHANEHEM XSpaETEpHCTEEAM, HO-
TOPEIE ONPESENAKITCR KAK XSpakTepUcTARH, DOSCneqHuEsHwWHE NpEgOTEpaIUSHNE HEQOMYCTAMOMD PUcHE. Takse B
FOCT P MEK 60607-1 npreeleHo 0DOCHOBEHWE 3TOTD TEPMAHE.

oHeoMoTpR HA TO, 4TO GAA NPESOTEREWEHHA NPWHMHEHHA BOEOE NBUMEHTY, SNEpaToORY KM SPYTHM NHUSM BEEHE
BCE NEBPAMETOE KT YHELAY, HOTOPSIE JONMHE DEANW30SHBATEEH JOIMEHEM 00paa0M, HE KaH0aR XapaKkTeEpeCTHES MK
diyHEgHA ME sagenss moreT Dbite OTHECEHE § OCHOBHBIM IYHEUMOHANEHEM XE0asTaprcTHREM. Ecny HEBOZMOMHOCTE
OESCNE<EHHA FREM-NHE0 NapaMeaTpos Mnd iy HELWR MOMET NPUECONTE K BO3HWHHOSEHHE HEQONYTTAMODT DICKE 0n8 ma-
LMEHTE, ONSpaTops Wik GEYrHE Nad, 70 B PEMEEX HBCTOALWSN CTAHORPTE UHM JOMmiHEl PACCMETEREATESA KAE DOHOBHBIE
hyHELMOHANEHEIE X3PEKTERHETHEN,

Mpobnerel © OCHOEHEIMK YHELWOHSNEHEMA XEPEKTEPUCTHRAMH BOSHWKAT & CAYYaAX, KIr0a paccMaTpeeae-
MERAER] napametp v dysegen nedo socfue He peanyayvioTcs, MO KX JHEYSHAR CHUMEETCR 00 TAKGH CTEMNEHM,
npw koTopoR ME szgsmie une ME cHcTeEME YHe CTAHOBATCH HENPHIOOHLMN ONA DEANMIELMIA WX NpEOyCMOoTPEHHOM
HAZHIHEHWA.

DoHOBHEE (HYHKLUMOHANBHEE XBRSKTERUCTINN MOBHTHEMUHDYIET, HE NPHHAMER BO BHIMEHWE BEPOATHOCTE BO3-
HHEHOBEHWA (DEKTOPOE, KOTOREE MOTYT NPUBOAKMTE ¥ NOTERS (hyHELHOHANEHLX BOIMOICKHOCTEN, NOCKONLKY 37 dhaxropel
OOMHEHE YHITEIBETECR B NPOLECES MEHSIHMEHTE DHCKE .
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5 B HekoTops: HOPMETRBHO-NPABOBLIX AKTax Poocvincron Ponspagydy BMeCTO TERMHHDE HpE3YNETATHEHOCTh
[effectivanass j», cyHELGHOHANEHLE XApAKTEpHcTHER [parfarmance s 1 «QeRCTESHHOETE (eficacy )y HCRoNBIYETCH Tap-
M asbthexTieaHocTe (efficiancy)s, KOTopRIR B ODWEM CNYYE8 DIHEYEET CEAZL MEHOY OOCTAMHYThIM pE3yNETETOM W 1ME-
NONEICEAHHEMIA PECYDCEMA. 3HPERTHEHOOTE MEAMLWMHCKOITD WAGENMA B HUX ONPE0anASToA K8k COB0KY NHOCTE CBOHCTE ¥
EAPAKTEQWCTAK MEOMLUWHCEDI D W3nenwA, oBacnaqs A SoCTHHEHWE LLEFEA NEE0H3IREHEHAR, YOTEHOEMEHHEX MPOM3-
BOOMTENSM |HIANOTOEWTENEM | M NOITESEHOSHHLD KIMMHW-SECKN.

B Heroropeie CTAHOSPTEL HANPHMED ZATPAMESHOWWE BONPOCE SHCNNYATAUMOHHOE TNPAragHOCTA MEgHLBHCHAX
HANENHE, ONPeOEnFAaT TEPMUH CpE3yNETATHEHOCTL (effeclivanass)s KAk TOHMBOCTE K 3EBEPIWEHHOCTE, C KOTOPOR M-
JOBATENM OOCSTHMRDT YOTEHOBRNBHHEX Uener. B Hdx TepsyH «3bdeTHEHOCTES BENKHEH B ONPEOENSHAE TEPMHAHE o 3HC-
MUTYATAUHOHHER NPWIGOHDGCTEY, 3 CEM TADMAH (3OhEKTHERDCTES ONPENENARTCA KAk PeEayNETATMEHOCTE G YHETOM 2aTpa-
YSEHHLY pECYECoR. CHUTIETCR, 4TO B HEKOTORLI CNYHERY HEQOCTATONHAR ShekTHEHOCTE MEOQWMLMHCKOTT WIZENMA MOKET
CoCoBCTENSATE BOZHMKHOBEHWID HEQDNYCTAMOID pucka. MHora sdubekTEH0CTE HANDAMYK CBAZEHE C BE20N3CHOCTEHE,
BN BREMA BLINDMHEHNA 3804840 RENRETCA KOWTHHHLIM © TOHHA 30EHAA COCTORHWMA nayueHTa. DosdmM ¥ npumepos me-
OMUMHCHON BINENKR, 0N\ 070000 XEpaKTEpUESTHRE 3hhekTABHOCTH BSHHa oA Be30nacHOCTH, HENSETCR ABETOMATM-
HECKMA BHEHWA gedeBpunnaTop. Ol npMmeHRaTcs 8 oBCToRATENLCTEAN,. NPW KOTOPRIE MMEHHD BDEMA MMEET SHS4EHES
ONA CHEACEHAA #H2HK. Hugan e THEHOCTE Taoro 0emBounnaTopa CHIMHEET BEPORTHOCTE BLIMABAHMA NAUMASHTH.
To4HD TEK ®E NAUWMEHTE BO BOSMA WHEBAZMBHOND XMDYDrH-SECHOND EMSLWETENECTEE NOOESEHEHR DroKaM MHprumpoBa-
HAA M anecTaary. MuHAMMEaUWrA BpeMaHd BO3N8RCTEMR HE #HIHEHHD BEHMHLIE OPrads ¥ BREMEHN, B TEHEHHS BITOpOra
NEUWMEHT NOOSEPrEETCA BHECTEINK, BEMKHE Ans obecne<eHnyE DEz0NACHOCTH NAUMeHTa. Taxu cOpazom. MoNonsIyamMess
B AMDYDIMM MEQALHHCEWE HZ0SNME [XHDYEIAHECKE WHOTEYMEHTE) JON#HE DLiTe Kan mospa Gonee sgdarTueHEMY,
4TobE HE CcooCoBCTROBATE YEEMWHEHMHD CYLECTEY LMY DUCKOE, CERISHHEIE C SHECTEIMEH, 3 TEKME DUCKOE. CHRIZHHLIX
& MHGHLIMpOBEHRER.

7 B HeRoTopei: HAUWWODHANLHEX CTaHbapras. Ranpasep 8 FOCT P MOOFTO TET42, Tepmud sy HELHOHAMEHES
LApAKTERWMCTHEN [performance s onpaganes K3k SHcnnyaTALHOHHBIE CEONGTEA.

3.4 knuHWyeckan bezomacHocTe [clinical safety)

MpumevaHus

1 OnresmansHoe obacneqeHre BEIONACHOCTH MESHUWHCEME MIOanyi TpeOyaT yYeTa PROA CREVHILLMY CYLISCTEBEH-
HEIX MOMEHTOE

- dBcomoTHEA BennatHocTe HE MoRET BaiTe FAPAHTHROEAHS,

- BEEONACHOGTE ABNAETCH DEAYNETATOM YNPSENEHHA DRCKOM;

- BEZONACHOGTE HEPE3PEIBHD CEA3AHA © YHEUMOHAMLHEME XApEKTEPUCTHEAME MEOWLHHCHAX H30anwi;

- BEZONACHIGTE QartkHa ofacneYyHBaTe0A HE NPOTAKEHEH BOSTD HMHIHEHHO M UHKNE MEgHUWHCENE WIZENHA;

- DE3ONACHDCTE TPEOYET pacnpEdenEHMA DTESTCTEEHHOCTH MERSY BCEMKM CTOPOHAMM, KOTODLIE YNPARNAKT pa3-
MMHHBIME CTAOMARMM MEIHEHHOM UMKTE MEGALMHCHNX HA08nHA.

2B MOCT PMEK 60607-T mononsayeTon TepMEH s0CHOEHaA SeaonacHooTe [basic safely e, kotopeil onpepanAsTCcA
KAK OTCYTOTEME HEOONYCTHMOM PHOKE, HENOCPEOCTEEHHD BREEAHHOM UMZMSacimMy onacHooTaMM, kornd ME wanenwa
HUNONESYSTOR B HOPMANEHOM COCTORHMH KNW PN PER0SHM SOHHHSHOM OTRE3E.

ZOTA CHNTEETCA, 470 TEPMWHE ©OCHOBHER DEIONACHOCTEN M $0CHIBHEIS (IYHELHOHANBHLE KE0aETEMCTHRMY AENH-
HITCR BIBMMOMCHNEIHARLMMK, CYIUACTEYIOT HEKOTOPEIE BHOM ONSCHOCTEA. HOTOPLE MOMYT OOHOBPEMEHHD KBCSTEOA KEK
QUHOBHOA GEZONACHOCTH, TEK M OCHOBHLIX yHEUMOHEMEHE L XEPESKTEPRSTHERE

MepearadansHed nogxeon M3K cocTorn B NogroToess pazisneHels CTAHASPTOE — CTAHOAPTOE Ha TpeboBaHuR K
QUHOBHOR DEIONACHOCTH 1M CTEHASPTOE Ha TReboEaHMA K (IyHELMOHANbHLIM KEPAETEPHCTIEAN MEJWUMHCKHE SABKTRW-
HECKME M30enUR. 310 crano Bo aCTocTEEHHLM PRCWHPEHHEM NOOXO0S. HCTODH-SECHA NPRHATOIG HE HEUAOHENEHDM
MEFVHEDOOHOM YPOEHAX B OTHOWEHWK O0YTAX CTEHZAPTOE HE 3NesTRVHECKEE Mananvs (Hanpurep, Ha Buiroexa). B max
TREOOBAHKA ¥ OCHOBHOH GE30NACHOCTH PEryNApyTeS 0BA3aTansHeIME CTAHIAETAMH, O0aHak0 TpedosadrA K oy HELMO-
HAMLHEM ¥EPaKTEPUCTARSM PErYIMPYETER EOHBOHETYDON PhiHEE. B 3T0M HOHTEXCTE MOKMD CHEIETE, 4T0 #cnocoisocTh
FMEKTEAHSCHOM YEAHAKE KHNATATE BOOY HE ABNAETCH ONPEOSNAMNWER SNA 870 DE30NSCHOND MCNoNEIoBaHHRS.

B HacTofRlwEse BPEmMA NPHIHAHD, ST0 378 CHTYEUMA HE OTHOCHTER KO MHOTHM MEZULMHCHAM SNeETRAYS CHAM W308nK-
A W OTEETCTEEHHBIE ORTEHWISLNN QIHTHHEl NPMMEHATE CTAHO0APTE. COoAepsawre TpeboBaHA KaK K ccHoBHaR Beaonac-
HOCTHA, TAK M K OCHOBHBIM yHEMOHANEHLIM SEPaKTEpMcTHREM, TSKMM KSE TOHHOOTE PEryNEpOBSHUA OTHESASMOR aHED-
TMH WK BEQOMMBIX TERENESTHSECEMY BEWECTE NSUWEHTY, Wiv 0DpadoTm v oTo0paEseHns [hranonon-eckuy DaHHeIx,
EMMAHILLAX HA NESMBHRE NALWMEHTA. 370 O3HE4EET, 4T0 paaneneHwe TpefoBadwd K CoHOBHOR De30nacHoCTH 1 TREGoEaHHA
¥ OCHOEHEM Oy HKLIMOHANBHBIM XERAETERNCTHREM RENABTCA HEMOOAXOTALLIAM © TOHXM ZPEHWR OUEHEW ONACHOCTEA, BO3HK-
KEILLAX W3-38 HEAZEKBETHOM NPOSKTHROBAHAA MEOHUMHCEAY SNeKTRHSECHAE HA0EMHEA,
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Npunosenwe JA
(CApaeo4YHoe)

CeefeHHA O COOTBETCTENH CChINOYHLIX HAUMOHANLHLIX M MEXTOCYAAPCTRAHHLIN CTAHOARTOR
MeRAYHapoOHLIM CTaHOAPTAM H QOKYMEHTAM, ACAONLIOBAHHEM B K342 CTES CObINOYHBIX
B NpuMeHeHHOM JOKYMEHTE

Tabnwua QA1

COOTESTCTEUA CTAHOApTOR:
- IDT — HAOsHTH4HBIE CTEHOEDTE,

- MOD — rmonawdirUmpoBaHHBIS CTEHOEDTE.

OfganaueEBe CoENOMHDID
CraneHe DIFAHEAYEHAS 1B HAMMEHOEI HAE COR N0 SH 3T
e COOTHETOTEMR MEHNVHADDOEIN: CTAHIA0TS # JJEYESHTA
MERMOCYOAPLTERMHLTD CTAROApTa T 3 Ao oo : : ¥
MOCT =20 1497 1—201 o7 150 14871:2007 «Magenys meprunHceng. NpaMeHeHwe we-
HEOEMEHTS PHCEA K MEOULAHCKHM Magenuans
MOCT P 54329—2011 MOoD GHTF/SG1T/MD 112008 o CaogH e KOMONEET TEXHW-ECKDA 00-
EVMEHTALHKM ONA OSMOHCTREUWH COOTEETCTEMR CYWECTBEH-
Heldd NpHHUAnEan obecneqedHer Ge30nacH0CTH W OCHOBHEX
Y HEUHMOHANBHEX XEPAKTERHCTHE MESHLWHCHNE MIDenHAD
FOCT P WCO 14155—2014 0T 150 141552011 «KnvHv<eckie BOCNe0osaHNA MEDNUMHEMY
HIapani. Hagnesgwas snHHESECEER NpakTHESS
MNpumeyanve — B HacToRwal Tabnyue MocnansiosaqHel CRegyiowme YonoeHsE OD0SHaHeHBA CTEnEHW
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Mpnnoxenne 0B
[cnpaBoyHoE)

ConocrapneHde CTRYKTYPEI HACTOALWErD CTAHOAPTA co CTPYETYPOH NPHMEHEHHOMD B HEM OOKYMEHTA

Tagnwua ObA1

CrpyeTypa HacTORIWETD CTAHMARTA

Crpyerypa goeymekta MDCE WGEKSE FINAL:2018

EpeneHne (1.0)

1.0 Beagerue

1 DGnacrs nprmMeHeHaA (200

2.0 00macts NpsMEHSHMA

2 HoprarveHele coeinks {3.0]

3.0 Corinkn

3 TepauHs v anpeasnadag {4.0)

4.0 Onpepanauys

4 Dowwe Tpabosanar (5.0)

5.0 DBwMe MpuHUMNE KTAHAYSCEGOR OLSHEY

5 Crpyerypa oT4eta no KNuHWHesHoR cusqea (5.0 w 9.0)

B.0 MEoToMHARE DAaHHEIX, HENONBEIPEMEIX MPH KNHHHYSECHOA
DLEHEE

G Onpeganasnse Npagyckar DEHHOM HAIHASEHWR MedH-
LMHEHOM Magamnua [5.0]

7.0 QueHEd KNAHAHSCEAY DAHHEIX

T Mosrmadikaums menuuMHCEOn »anenng (7.0

2.0 AHENNI KNMHASSCHAX QAHHBRIX

G MepaqeHe MPMMEHEMER CTAHDEPTOR HE HINSNWE,
COOSPHALME ANMCEHA KOHKPETHBEG OOLWE NPUHAT I Tex-
HHHECHAL palUeHd 18 TpaBoears © OCHOBHEIM XapEKTE-
DHCTHHER MaaennA (5.0

5.0 OTyeT NO KNMHPSECHONA DUEHES

A Mpasnna PopMApOBRHKMA MEEEYHA TATERATYPHBLE
WMCTOHHMEOE KNAHMYSCEAE OAHHEE ¥ CRMCOL oTobpaHHs
myBnuxaumi (5.0 w 7.0)

10 EpiTHHECHAR 3HANKI IMTERETYPHBIE daHHex (B.0)

11 AHANEI OTYETOR MO KNARASE CHAM HCCTBOOBEHERM
{8.0)

12 JaknuHaHne No ERMHAYEckal oueHRS {5.0)

13 Dadswe no kEanidsrauws astopos armyesa (500

Mprnomasds & (CNpaBo-Hoe )

FPazeAcHaHNEe TepMrHOE 3.3 sHnnEMYeckne hyHE-
UMOHANEHBIE XapakTapucTiim {clinical peformance o
W34 aknuHeHesxaR BazonacHocTs [clinical safely s

Mpenoxadns 04 (cnpasosHos b

CESMEHHA O COOTEETSTEMM COBNOYHLN HEUMOHENEHEX
W MERICYOHPCTEEHHEY CTAHSSPTOR MERSYHIPOGHEM
CTAHOADRTEM 1 QORYMEHTEM, HENONLIOESHHEIM B ESHE-
CTEE CCENTHHBL B NPMMEHE HHOM SOy MEHTE

Mounosanwe Ab (cnpasowoa)
COonacTARNEHWS CTPYRTYPS HECTOALLEN CTAHSAPTS
GO GTREYETYPOR MPHAMEHEHHOM B HER OOHYMEHTE

Euinnorpadgme

MprMeE4BHHE

— MMacne zaranoexos padpanie HaCTORWEND CTAHOSETS NpMBEOEHK B crobrax HOoMepa

SHAMOIM W HEX MM DE3gBNCE NPAMEHEHHOND B HEM OOKYMaHTa.
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Buinuoepaguna

f1 IMORERGRER WGEMNAT FINAL:20T1E  Essenkial Principles of Salety and Performance of Medical Dewices and (VD
Medical Davicasy [Cuecmesnseie MpURYusd cdscnedeHUA Se30nacHoomy
U RN GOHEN BRI KERSHTIERUCITIUN MeduyLHcEuY wI0erud U MeduiyuH-
chux uzdenuld ditd duasrocmusy i wilro)
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KnicHeBble CnoBa. HAZEenuaA MEJHLUWHCKWE, KNWHHWYECKaA oUugHKS
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