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Mpeagucnoewne

Li@nu v NpMHLMNE CTaHaapTAsagan B Foccliickod Penepanmu yoeTaHoanaHs Gaaapanst e 3aK0H0M 0T
27 nekabpr 2002 r. Ne 184-03 0 TEXHWYECKOM DEMYMMRCBAHMHAY, 3 NPEBWNA NPHUMEHEHWA HALWOHANEHE X
craHgapToe Poccwickod @egepagks — NOCT P 1.0—=2004 «CravgapTHaauys B PoccHiickod Deaepauid.
DCHOBHBIE NONOKEHHAD

CerepeHnA o cTaHOapTe

1 NOOMDTOBNEH 3akpeTei aKUMoHepHbs obwacTeomM «MeuTecTs Ha OCHOBE ayTeHTUYHOTD Nepe-
BOOA CTAHOAPTA, YHA3aAHHOro B NyHKTa 4

2 BHECEH TexHHYeCKMM KOMWUTETOM NG CTAHZAPTHIAUMK TE 436 «¥npaeneHHde Ka4ecTeoM ¥ COOTES-
TCTBEYIOLIME ACNEKTE ANA MEQWLWHCKHX M3geniiis

3 YTEEPMOEH W BBEOEH B OEWMCTEMWE Mpwkaizom DegepansHoOro aredTcTBEa N0 TRXHUYECKDMY
PETYNMPOBAHNKD W METPONOTMK oT 29 caxTAGpA 2008 r. Me 226-c1

4 HacToAWMA CTaHOapT MaeHTHYEH MamdyHapoasomy ctasgapty MCOMO 16142:2006 «Manenua
meqMuMHckKe. PynosoacTeo no sebopy cTaHAapTos, NOAOe PHHEAIOLMX BEXHERLLIME NPHHUMNE 0BecnaveHHA
Be30nNacHOCTH ¥ IECNNYATALMOHHED XAPaKTepUcTHE MEQUUMHCEME nagenuias (ISO/TR 16142:2006 «Medical
devices — Guidance on the selection of standards in support of recognized essential principles of safety and
performance of medical devicess)

5 BBEJEH BMNEFELIE

Hughopsauus of uaMeHeHUAX K HACMOALWEMY cmamdapmy MyGnuKyemcs & exezo0dH0 uadasaemon
UHbopMAaLUOMHOM Yradamens « HauyuoHankHbie CMaxdammsis, 8 MEKCT UIMeMeHUT U NOMDSe0K — 8 EMeMe-
CAYHO Lizdaaaembix UHChopMaLUUoHHLLX yNalamenax «Haluosanssbie cmakdapmeis. B cnyyvae nepecMompa
(3ameHb) LU OmMeHs HECMoALe20 cmaxdapma coomesmemayowes yeedomnanue Gydem omyinuxoaaso
& EHEMECAYHD UITa8a8MOM UHDODMaLUOHKROM YEa3amene « HaluoraNsLH6Ie cMandapmes. CoOOmeaamomaly-
MIULYAA URPOPMALUA, yaed0MNeHUE I MEKCME! DA IMBLLSIMCA MaKye & ukthopMayuonkod cucmena obljezo
TOALIOEGaHUA — Ha CPUYLansHoM calime TedepansHo20 a2elmcmaa Mo MExXHUYSoKoM )y De2yuposanuo u
Memponozuy & cemu HumepHem

B CrangapTirdops, 2008

HacTORWWA CTAHOAPT HE MOMET BT NONHOCTE MNKH YACTUYHO BOCNPOMABENEH, THDAKWDORAH W pac-
NPOCTPaHEH B KAYECTBE OduUHaNLHOro Hananua Gea paspewerna PegepansHoro areHTcTea No TEXHWYECHD-
MY PEMYNHPOBAHHIO W METRONOTMM
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Mpodamsenus madauge A1

B mssiurs npRELHne afacneueHrn Ga30nacHacTil i SHCNNYATAUWOHHEE CApARTEAHSTHE
MEDHHHCERX H3gEnAn

1
CoMnaYHBIE CTaHAapTE

A8 OcofeHH00TH EOHCTRYRLHA W BIAHMOOeRCTENA C OKPYHaENIWER Cpenod

MCO 14871;

MCO 13485,

MCOHTO 14968,

M3 G060 {Boa HacTH)

(1] 5] —[7]

A1 Ecnw wigenwe npaiHa3IHaYveds ana npEMeHeHia g koMBHHEaERHE © OPYTHMHM
HADENHEAMKA BT Dﬁﬂ-pj‘ﬂ.ﬂ-BEHHEH, TO BCA TAKAER KoMOGWHELWA, BENEYaA CHCTEMY COE O~
HeHKWA, AonkHa ORTe BE3I0NAGHOR W HE Oonx#eHA YayOWaTe l:h'_lll'HI'il.llu'II:Il'Il-'lﬂl:l BEHWE W30e-
nua. Mobue SrpaHUY4eHUA NPUMEHEH WA O0NEHE fisiTh YEAZOHEI HE MBPEAROBES UMK B
HMHCTRYEUHAX N0 NDAMSHEHRKD

M 3K G060 {Bce HBCTH);
HMCO 594 (ace dacTu);
MCO/M33nN 11073 (ece
sacti); [1); [20]; [21]

ASZE WMagenvsa QonsHe SsiTe CNROSKTHROEAHB! U WITOTORNEHE TAK, YTOOR WoKN-
WATE WA CEOOWTE K MUHEMYMY, HECKONBED BO3MOKHD

- PHCH NONYYeHHA TPAEME, CEAIAHHEA © GH3NSECHAMY XAPAKTERWCTHHEME Wage-
AW#A, BENKYER co0THOWEHHE chbamMa W aaeneHan, rafapeTHEE pAIMEPL W, NpE Heob-
MOQWMOCTH, SPMOHOMMYECEME XEDEETE PRCT KR,

- PHCHW, CEAIaHHEE © 0BOCHOBEHHD NPOTHOIHEYEMEIME FCNOBHAME DEpYESOWEd
CRebl, TEEMME KBE MATHATHEIE NONA, BHEWHWES 3NSKTPRYECHWE BOANEACTEWR, ANEKTpo-
CTATHYECKHA PRIPAL, ARENSH®E, TEMNEDATYRE WNH KOAEBaHHA ABBNEHWA W YCHOPEHKR,

- puckM, DOYCNoBNexHBIS BIAWMOOSACTEHEM © OPYIHMW A30ENHRME, NpAMEHAE-
MERH OBRMHD ANA ACCNEO0BEHHA WIH NEYEHAR;

- PHCHH, CEA3AHHEE © HEBOIMOMHOCTEH obonysneasdn wnd kanabpoBon (Hanps-
MED, RMIOAGHTETOR) W3-38 CTEREHWA NPHMEHASM X MATERREN0E HNA NOTEPW TOYHOCTH
CPEgCTE HAMEPEHWA HNK YyNPaBNSHUA

MCO 14871,

M 3K G060 {Bce HBCTH);
MCOMHM33N 11073 (Bce
HACTH]

[1]; (5% [21)

AS83 WMagenna gon#Hel BRTe CNpOSKTHROEE HE! 4 W3MOTOBNEHSE! TAK, YTOSH CROOMTE
K MHHMM YRy PHCKE BOIHMKHOSEHWA NOHERE WK BIPLIEE NP HOPM BNEHOM NPHMEHEHHH
M E YCNOBAAYX SOWHUYHORD 0TEE38. Ocoboe BHAMaHWE CNegyeT yHenfaTe WIGennam,
NEEgHAIHEYSHHDE NDPAMEBHEHHWE ROTOPRX NPEIAORAraeT BOAQERACTEME CO CTODOIHE
NEFKDBOCINEMEHRIDWMECH BRWECTE N BELECTE, CNOCOEHEY BH3BEATE BOATGDAHWE

MECO 14871,
M 3K 60601 {Boa wACTH)

[1]; (5]

A0 HMagenui © @aMepRTENbHEIMA §yHEYWRMA

MCO 14871,

MCO 13485,

MCOHTO 14968,

M3 G060 {Boa HacTH)

(1] 5] —[7]

A0 HMzaagenws o HIMEPHTENEH LM A [ PHELHARME QO HLI fkiTh CNpREETHPOBAHE] M
HaroTosneds Tak, YTolue ofecneydEaTes QOCTATOMHEE TOMHOGTE, OOCTOEEDHOCTE W
H‘Emﬁ"'\-ﬂ.‘lﬂ-ﬂﬂl’h HIMEDEHHH B YOTAHDENBHHBIE NPEASNAE TOMHICTHA G YHETOM HAZHEYEHWA
HMIgen«n. ﬂp—anenm TOMHOCTH A0NHEHE BrTe YE338HEl WATOTOEWTEMEM

WSO 14871

HCOME30N 11073 (ece
MACTHY;

[5]: 21]

A10.2 Weanb #3MBpEHAR, MOHMTODHHFE @ WHOWKBUMH OOMEHL BhiTh COQOBETH-
poBESHE B COOTESTCTEMW © BRTOHOMANECKHMW TPHHLUHNAMA W C YH4ETOM HEFHEMEHWRA W3-
OEndA

MCO 14871, [5]

A0.3 PesyneTATH HMEMEPEHHRA, BEMNCMHBHHEE WILENHAMH C HIMEBPETENEHEMA
Y HELHAMM, JON#HE BEiTh BHPAHEHH B BQWHELEY, O UYRANEHD YOTEHOBNEHHLIX HOD-
METHEHEIMA AOKYMEHTAMK TEX CTPAH, HA PRIHOE 0TOPLIX NOCTYNAKT QAaHHEE HAOSNWA

Chi. TAKEE NDAMEMEHWE K
A3

A1 3EwWMTAa OT WanyYeHKA

MCO 14871

MCO 13485;

MCOITO 14960

M 3K 0601 {pce yacTr);

[1): 5] — [7]

A1 Ofwwe nonoxeHya Cm. A
Magenua gonkHel G=iTh CNPOSKTMROEEHE W WIrOTOBNSHS Tak, «“Tobsl Kaxk MowHO

MEHbLE NO0SEPraTe BO3AeACTEHD WANYHEHNA (B CODTEETCTEMM ¢ HESHAYSHMEM Wige-

MW} NELWEHTOE, NONBACEATENed W QPYTUR NEU, HE YMEHBWSA NPY 3TOM YCTAHOB-

NesHele YPOEHA MEMYHaHKA, Heolxoiimsla ANA JOCTHHEHAR TEPANEETHYSCKUY W QWar-

HOCTHUECKHY Lanak
A 11.2 HamepesHD reHEDMPYEMOE HANyHeH®E Cm. &11
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Npodonwenus mafnuys A1

BamHeine NAAHYUKMME pEEcnessinn BEIDMRALHEETA B Elﬁ'l.'.l'll-'l:f'-a Tl W FHHEL o IHFHETEPHE THiH

Cemnousme crangapTe’ |
MEGULIMHCEAT 143 A8 Wi

A.11.21 Ecne Wz0envA NpedHaIsaweHe QNA reHepUpoBaHWA ONACHEX YpoBHEd Cwm. &1
HANYHEHHR, HEOEXOOMMEX B KOHEPETHEIE MEIHYHHCKAE WENRAX, 4 NONEIE oT 3TORD WEny-
HYEHWA NPEELIWAET DUCK, ROTOPHIE HECST Ao NPHMEHEHWE, TO NONLIOBETENE QDTHEH
HMETh BOZMOMHOCTE YIPEENATE TAKMM HanysesdeM. MogodHee nagenia QonwHe GeTe
COPoEKTHPOEEHE M HITOTOENEHs TagE, “Tobu ofecne4vBETE BOCNPOMIE0OMMODCTE M
OonycTHMES NPEGens COOTEETETEVIOWHY W3MEHASME X NAPAMETPOE

A11.2.2 Ecne W3gendn NpagsEa3HAYSHL ONA FEHEUDOBEHUA NOTEHUMANEHY OREC- Cu. AT
HOMD BHOUMOID MIANK HEBMOEMOID WENYSEHWA, OHH, N0 BOZMOMHOCTH, DOMHHE BeTe
cHaliMeHsl BASYANBHEIMA WWNE 3BYEOERIMH CPSLCTEAMAE NPEOYNPERDEHEA O HEN M- HAE
TAKOMD WENYHEHNR

A.11.3 HenpeaHamepeHHD MEHEDHDYEMOE HANYYSHHE Cwm. &1

Mapenun gom#Hel GeiTe CNPOEETWPOBAHEI W MAMOTOBNSHE TAE, 4Todb CEOOWTE &
MEHEMYMY BOIQENCTEWE HE NAUWBHTOR, NONs3CE3ATENEl ¥ OpYrdE NWY HEnpegHa-
MEREHHD MEHSpUpYEM O NEREINTHOD WAK BPECCAAHASID WANYHEHUR

A 114 MHCTRYELAK MO DPWMEHEHNED Cm. AT

MHCTPYHUHA MO NPpHMEHEHWID WIZeNWR, TEHepUPYOLWME WANYHeHHa, SOnNEHE
CoAepekaTh nogpoBHyl WHOOPMaYWD O XEPAKTEPE TEHEDHPYEMOMD HANYYEHWRA,
CREOCTEAN 3AWMTE NAYHEHTS W NONL30BETENA W cnocofia:, © NOMOWBH KOTOREX
MOoWHO WIBEMATE HENPABUNEHOMD NPHMEHEHUAE TAKUX WINEN@E W WCKNKOYATE PRCK,
CEAZAHHEE C WX YCTEHOBKOR

A 115 HoHMsMpyHillEs HaNYYaHre L. &1

A 1151 Mapends, NpeLHE3HANEHHEIE ONA MEHEDHPOBEHWA MOHHIMpYRILL BNy MANY- Cwm. &1
“EHWR, Qon#Hel slTe CNpOSKTUDOEAHE ¥ WIATDTOENBHE TaK, 4Tobn ofecneynBaaTs, No
BOIMOEHOCTH, HIMEHEHME KONMYECTEEHHLIE M TEOMETPHYSCKHE NOKA3ATENSA reHEDH-
PYEMOND MAMYHEHWE, 8 TAkHe 20 IHEPreTHHEcEoro pacnpeiensHA [N KaMecTEEH-
HEIX NOKE3aTensd) ¥ YNPEENSHHA UMK C YYaTOM HEIHEYSHHA Wigenui

811,52 Magenda, reHERUPYIDWNE WOHASADYIDWEE HANYYEHWE W NPeOHaIHEYEH- Cwm. A1
HEE GNA QUATHOCTAYECKDH PEAWONOTHMY, TonEHL BeiTe CIPOSKTHPOBEHE W MATOTOBME-
He TEE, HT006 OfecnevMEETE NONYHEHWE COOTEETOTEYHOIWErD @30BpaHeH A NIHNK aro
EOMEMHOTD EEHECTES, HeofXooWMOors ONA BENONHEHAA NOCTEENeHHOR MeOWuHHCEDR
330844, NPW MAHNMANEHOM BOZARRCTENE MANYYSHWR HE NAUWEHTE W NONb3GEATEN

A 11.53 Mapenua, reHepUpyRWHE HOHAZADYHWES HANYYEHHE ¥ NPe0HIIHEYMSH- Cu. &1
HE2 GNA TEpEnesTHYeckol pPAgnonoriy, JonmsEe OeiTe CNPOSKTUPOBEHE M WATOTOENA-
Hibl Tak, wTobe ofecneqMeaTs HEOEXHEA HOHTRONE M YNPEENEHHAE J030A odnyyeHim,
THNGM NY43 W IHERTHERA W, N0 BOIMOXHOCTH, PACIpedeNaHHaM IHERTHY NYHa

A.12 TpebSoBaHWA £ MEOWLMHOKEM WADSNHAM, MOOKNHDYESMaIM K ACTOMHUKY NHTa- MCO 14971,
HUA ANW MMBIDLWEM HCTOMHWE NUTaHHEA WCO 134858;
HMCOITO 148969,
KO 14155 (Bce wacTu);
MUK G001 (Boe YacTH).
MK 61010 (Bce vacTu);
(11 [5] — 18] [22]

A 121 HMagenna, B COCTAE HOTORE X BX0QAT SNEETPOHHEES NPOTRaMMADYEME B CHG- BIK S0801-1-4, (23]
TEMEl, QoM#HE BuiTe COpoe<THpoBaHE= Tak, 4700w obeCnevMBETE NOBTORREMOCTE Cma. b 12
OEACTERA, B TREHE HEQEWHOCTE W 3KCNNYATAUAIHHES XAREETEPHCTHEN Q3 HHE CHCTEM
B COOTRETCTEMW © #X H3lHa4eHWeM. B cny«as aJWHWYHOrO OTEE3E CHCTEME HeoBxo-
OuMO NDHHATE COOTESTCTEYHILWE MEDE ONA BKCENKNYEHWA MINW MBKCHMANSHOI0 YMEHE-
WEHNA CONYTCTEYHUME QHECKOE

A12.2 Magenka, npe NPHMEHEHRR EoTOpsx G830N3acHOCTE NALUMEHTOR 3ABHCHT OT Caa, A, 12
BHYTPEHHEID HCTOMHMES NETEHWA, JonEHs SwiTe ofopyooease CPEOCTEAMKA ONpese-
NEHHAA COCTORHWA QaHHOID HCTOMHUKR NHTEHUA

AA2.3 HMagenks, nps NPHMEHEHAK KoTOpsx S230NacHOCTE NAUHEHTOE 3ABHCHT OT . AL 12
BHEWHEND WCTOMHMES NHTAHWA, O0MEHE BENDYETh 8 cefa CHoTEsMY TPEBOXHON CHIHA-
N#3dLHW ONA NpegynpemngeHda o nodes HEPYLWEBHWAY SAEETRONWTEHKR
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Mpodamsenus madauge A1

[EESSR T RTTE S MNP HELHATHE afacneyeEHne BaIaonNACHOST W HHCNNYATAUMOHHE X LD TEORCTHE

~ Comnaysma GTAHIApPTE 1
MEAHUHHCER HAGEAA

A2 A M3nendA, NpefHEIHAYEHHEE ONA MOHETODWHTS OQHOMD WNW HECEDN LR Cri. A2
KNHHWHECKAY M3PaMET poB NALWEHTE, O0MN#HE GeiTe cHOpyOOREHE COOTESTLTBYED LW MK
CHCTEMEMM TPEEMHHOR CHIHANMIALWA ANA NpeldynNpEEIEHWA NONE30BATENA O CHTYE-
LUM#AX, BOTOPRE 8OMYT NPHSECTH § CMEPTH NEUWEHTS HNK CEPREIHOMY YAYOWLEHWD CO0-
TOAKWA B0 300P0ELA

A12.5 HMzgenus gondne GelTe CNPOEETHPOBEHE U HWATOTOENEHE TaK, STobe MidHE- Cw. A2
MUIMPOESTE PUCKM CO3Z0EHNAA 3NEKTROMATHMTHEYE NONeR, BE0TOPRIS MOTYT STPUUATENEHD
CHE3aTECA #a pafoTe gpyrex yoTPoACTE wnv abopynoes=na B oluuHEX YCNOBWAX OKpY-
MEHLEA Cpens

AA2.6 JawnTa OT NOPaEEHHA ANBETRWMACEMM TOKOM Con. A2
Magenws gonwHe GuTe CIPOEETAQOBEHE M WIrOTOBNEH: Tak, “Tolw WCENEDYaTh,
HACHOMLRD BOSMONHD, PMCE CAYHBRHOND NOpPEMEHWA 3INEETPWHECKNM TOKOM NDM HOp-
MENEHOM NEHMEHEHHW | B YCNOBWAE 80WHWHSHOTO 0TES3E NPH NPEEENEHOE YOTEHOBEE

Mamen#i
AAET 3awKTa OT PUCKOE MEXSHMHSCKRE NOBREHASHAR W TEDMWHECOAE NODEHEHNA Cra. A2
A2.7 1 Magens#s gomedel BeiTe COPOBKTHROBEHE M HAMOTOBNEHS TaK, 4Tobsl 38- G, A2

WHILATE MAYHEHTE W NONLI0BEATENA OT PHCEOE MEXEHHHECKAE NDEPEXAEHHN, CBAZAH-
HelX, HANpAMED, C CONPOTUENEHNEM LEWHKEHHAK, HEYCTORYNMBOCTER M HENHYHER Y W3ge-
nui# g BMEYLHICA YaCTEel

AA2T.2 Wapenss pomsHsl BeTe CNDOSKTUPOBAHE! W MEMOTOANEHS! TAK, YTolk Max- Cr. A2
CHMANEHD YMEHELWATE PUCKN, GEAIAHHEE ¢ BeBpauned, coagaeaeMoRl MIOENWAMH, C
WHETOM OOCTHEEHAA TEXHWYETKOTE NPOTPECCE W CPeAcTs, QOCTYNHBY ANA YMEHEWSHMA
eufpauyru, ocoBerHo BEANZA 0T &8 WCTOMHWUES, 8CNA TONBKD EWOpaYHA HE ABNAETCA
WACTRS FKCANYATALMOHHEIX XAPAKTEDHCTHE WEOENWA

AA2.7.3 WMagenss oomsHs BelTe CNPOSKTHPOBAHE W METOTOBNEHE TakK, 4Tolk Mak- O A2
CHMAMNBHD YMEHBLLIET: PUCKM, CERZAHHBIS C LW YMOM, COINABESMEM W30SNUAMA, © yya-
TOM SOCTHREHHA TEXHWMSCKOMND NPOTReCcCa W CPelCTE, AOCTYNHEX ONA YMEeHBLISHMA
wymMa, ocofbesdHo BENMIM OT B0 MCTOYHWED, SCAW TONEEOD COINAEIEMEIR LIYM HEe ABNAET-
CA YBCTRH BHCANYATAUHOHHEIX XBPAKTE PHCTHE WILENHA

AA2.7.4 TepMadans W COBOWHHTENH, NPMMEHAEMES NA NOAKNOYEeHRA £ Heolio- Con. A2
OMMEIM NENsI0EATSMND MCTOYHWEAM 3INEETPEO- M FA30CHEEHEHHWA WNK THEDERNWHSCKOA 1
NHEESMETHYECHDN IHERIMK, OONHHE BeTE CNPOSKTHROEEHE MW WAFOTOBNEHE: TAK, YTobk
MUHWMHIAPOEETE Ninbue BO3MOKHEIE DHCHA

AA2TS Te wacTd wagenn@d [38 WCKNOWEHWEM NPESHASHAYSHHEY ONA NOGEYMH Cre. A2
TENMNE W QOCTHEEHWA 3A03HHO0R TEMNBDETYPL ), K KOTOpEM BOIMOKEH OOCTYN, U DHPY-
WEHIMLLAS WX NPOCTRPEHCTED HE QON#HbEL HArPEEATECA 00 NOTAHLHANEHD ONACHOW TEM-
MNepaTypsl NPpW HOPMENsHTM NRHMEHEHRA

ATE2E 3aWKHTA NEYHEHTS OT PUCKOE, BRIZEAHHE X NOOAYEl IHEDMMA WNY BELSCTE G, A2

A28 Wagenss, NpegjHasHAYMEHHEE ONA NO43YA NEBUHEHTY IHERTHA W4 B8- Ce. 812
WecTs, JonwHe BeTe CNPOoeKTHPOBAHE] W WAFOTOEMNEHE TaK, 4Tofu konmuecTeD noga-
EB2EMOM SHEPIME MNH BEWSCTEA MO¥HD BriNo yOTAHAENMEETE M NOOOSpEMEATE © TOY-
HOGTEH, AOCTETOMHOW ANA FADEHTHY Se30NaCcHOCTH NAUMEHTA W NONe30BATENR

A12.8.2 Wanenan pomkHsl GeTe cHaB®eH CRBOCTEAMM NPEOYNPEEAEHHA WIWNW Crd. A2
MHEHEAYHH NioBbix HECO0TERTCTEMA B NogaYs HeobxogMMoro EONHYECTES IHERTAK WA
BEWECTE, KOTOPRIE MOTYT NPEGCTARNATE ONACHOCTE. MALENMA Q0N HL, HACKONEE0 BO3-
MOEHO, BERDHETE HAAQNSKELEE CREQCTES NPESOTEPAWEHHA CNYHARHOMND BRQENEHEA
OMACHOMD KONHYACTEE SHEPIHA W3 HCTOMHWES SHEQTHEW WIANK BEWECTE

A12.8.3 Ha vwigenday HeoBloOumMo YeTed yEEieBETe PyHELWY CReacTE YNDEaNe- Cré. A2
HHA  WHOMKETOROE. ECnM Ha WIDEnNMK WMESNTCA WHCTPYELWW N0 NPUMEHEHER WO
BWIVANEHER CPEOCTES ONA MEAWKALKE IKCNNYATAUWOHH BX MNE PEMNYNHPOBOYHER NEPE-
METROR, TO TAEER WHEOPMALUEA 40NEHE BeiTe NOHATHA NONL30BATENS W, NpW Haob-
KOOWMOCTH, NELMEHTY
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Orayvasue madnuys 4.1

Bammaawae npanane obecnausinm GEa0nacHocTa n IKCANFATANRDHEHEL XADAKTBPACT HE
MEOALAHCEEE W30l

CEmnousme crangapTe’ |

A3 MuadopMauks, npeaocTEENAEMan HITDTOEMTENEM

MCO 14971,
WMo 13485,
MEQITO 14969,

15 — 7]

A3 Kewaos @308nde OOMEHE CONpOBOMAATECA WHPOpMAUMEH, HeobionnmMon
On# AEHTHEHEALUEA MAroTOEWTENA, obecnedeHdn Gea0nN3cHOMD NPHMEHEHWRA @ HAGNE-
WELLMY SHCONYETEUWOHHEIY X3QEKTEPMCTHEE WIOENWA C yNETOM YPOBHA NOOTCTORKA W
IHEHMA NOTEHUHMANEHBIE NONE30BETENSA. 3TE WHOORMELWA OONKHE BKNHYATE B CeBR
nogpoafsocTH, CO0epwalLHEcH HA STHEATHS, W JAHHEIE, WMEHWWECA B WHCTPYELHAY NO
NPMMEHEHHID, 0HA GON®HE BeTe MOHA THOR.

MNMpumedvadse— MNogpobHas AHMOODMAYAA O TRESOEAHWAN ¥ MADEWDOBEHND
RENAETCA NPEAMAETOM OTOENEHOID GONYMEHTE

WCO 7000; M3K 60417,
MAKITO GO8TS:
MEO 15223, [24) — [27]

A4 KnWHWYeckaR OYaHKa

MCDO 14871,

WCD 13485

WMCOTO 14065,

WMECO 14158 (ace vacTul,
15] — [B]

A 141 Ecne COOTESTOTEME BESHEHEWWM NPMHUKMNAM A0NEHS BRiTe GCHOBAHO HE
O3HHBIY ENWHAHSCKON OLEHEE, TO TEHME OSHHLI® A0N#HE ObiTe MONyY4SHE B COOT-
BETCTEMM C HEOBXOOMMEIMM, 38K0HOSETENEHD YCTAHOBNEHHEIMK B KAEA0A KOHEPETHOR
cTpass TpeboBaHAAME.

EnmdHW4eckME WCNBITEHWA HE NogRx HeclxoguMo NPpoBOOWTE B COOTEETCTEMH O
fexnapaunei, NpUHATIA B Xenboudks (Puanasnua) Ha 18-3 Beewmspdon MeguysHeod
Accambnes B 1064 r., ¢ yusToM Gonee NOZAHAE WIMEBHSHUN, BHECEHHBIX H2 41-8
BoemupHon MeanuuHckod AccamBnes B Modkodre B 19848 r. Boe Mepl, CBRI3HHER C
AFWMTON 300PCERA NEORR, SONEHE BrTE NPHHATEN B 4y58 yNoMeHyTod Jesnapagun.
3TO OTHOCHTCA KO BOSM 3TENEM KNHHEYECKWYE MCNEITEHAR, HAYHHAA ¢ NEPEOHAYANEHOD
ONpEaenEHUA HEOGX00MMOCTH HCNBITIHWA W WX OpHIWHMRCKOrD oOOCHOBAEHHA W K0HYaR
nyBnMKaLMSd pesyneTaToE. KpoME TOro, HEKDTOPEE CTPEHE MOMYT HMETs HOHKQPETHEIS
perynMpysode TpeBoBEHAA KACATENEHD NPedEapPUTENEHOMND H3Y4EHHA MNPOTOKONE
MCMETAHWAE @ NONYYSHHAA WHPOPMHAPOEEHHOTS COTNECHA.

Mpumedanwe —B Byaywes momeT GeiTe paipaloTaHe KOHERSTHOE PYEO-
BOOCTED MO ENWHAHECEDA OUEHES

MCO 14158 (aoe wacTa),
(8]

OM. TaKke CTEHOERTE HE SDHEpETHRE WI0BNHA.
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NpunoxeHse B
(cnpaBouHOeR)

np“lllﬂ-hl CCLUNOK Ha OCHOBONONAramWMe CTAHOADTLI

B.1 Npumep HOPMATHBHOW CCBINKA HA OCHOBONONATANWMEA CTEAHRAPT

Mpumep — Heolxodume yemavosume u aedpums cucmesy, ofecneyusan iyl MAakoee YNDaEneHus
EOCMORHUEM cMepunuiyedMoss uldenun, sRMOYER €20 Mukpodnopy, komopoe He nodeepeane Obl pUEKy
JghgheRMUSHOCM & ADOYECCE CMEpURUIaLUL. Jpgermuarocme cucmeMel donxHa Seme NpodeMoHcm pupoaa-
HE U KM yuams & ceda onpedenerue Mukpodnope cognacHo [13].

Mpumedadswe— HacToRWwWA NpUmep B3AT 1a [12].
B.2 Mpusep HOPMATHEHOA COBINKH HA WAEHTHROWUHPOBAHHBIE TREGOBAHRA, NYHKTEL WA K NOONYHKThI

Mpusep — AHaMUI PUCKE WTUH Y8CMbs BHATUIE PUCKE, NOCEALLGHHAR INCAAyamayusHHol npueodroemu,
donwib Suims 8kIMOAHEHE! 8 COOMeememeds ¢ [5], pazden 4.

MprMmadaHdre— HacToRWw WA NPHMap 80anTHPOBaH W3 [23).

B.3 MNpumep ioHEpeTHOro(wx) TpeboBannA(A], noagepEaHHONo| LX) MHPOPMATHBHON CCbINKOR HA OCHOBO -
MonarauWe cCTAHAARTHI '

fMpusep — OpeaHusayun donxHa FemMaHaenuaames doRYMarMUpoEaHHE e Mpedoaahun Kk MeredmAeHm
pUcRa dAA GceX Npoyece0a RUIHEHHOED ukTa npodyRyuy. Janucy Mo wededxaMedm  puciks donmhs moddepw -
gamech g pafoven cocmoRnuy (car. 4.2.4 u npumeyardue 3.

NMpumevaHua
1 Cwa. [5] 8 KAMECTEE PYKOBOOCTES MG MeHE ] EMEHTY PHCKE.
2 BriLenpHaageHHEI® NpUMER, BENKYEA NEMMeYaHse 1, BaAT M3 [6],
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NpunoseHwe C
{cnpaBovHoe)

Wab-caiTkl € NepevyHAMA APYrdX CTAHOAPTOR, OTHOCALMWXCA K CEKTODY MEOHLHHCHKMY HaOenHiA
H NPHMEHARMEIX C LESMNLH OLUeHEH

Crnegyowwe web-cadTe COQepHaT NEpeYHl GDYIME CTAHAEPTOE, OTHOCALWECA K CEKTORY Me0MUMHCERE WA0en@E 1
NEAMEHASM B G LLENBH G H R

http leuropa_eu inticommientarprise/newapproachistandard izationdharm stda/reflet'meddavic. html

nttp:fiwww. aceessdeta.fda . goviscriptelcdrhicfdoca/ctStandards/search.cfm

http:Mfwww. tga.gov.aw'docs/himi/devsidord.him

hitp.ffwww.hc-sc.gc.ca

http-/www.jlsc.go jpindex himl_or_hitp2www. jsa.orjp/defaull english.asp
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NpunoxeHse D
(cnpaBouHOe)

Wudopmauwn o Lenesok rpynne rnoSansHod rapmornaauuu (GHTF)

Uensw opradiiausd GHTF [29]aepnasaTos OHAZEHWE NOMOLWLW B TEpMOHHIELW M HE MEMOYHAPOAHOM YPOBHE DErynu-
PYHIL MY CHOTEM QNA Ma0HUMHCKEY W3TENHA C Uen bl ofneryaHuA TORProBex O THOW BHHER, HO © COKPAHBHAER NEW 3TOM Npa-
BA WNEHOE OpTAHM3BUMW HE 33WWTY 0BLScTEEHHOMD 300P0BLEA C NOMOWED HEWG0NEes NPUIOOHEY, © e TOMEE 3DEHUA,
PETyNHp VLW CRpegeTa.

B GHTF y4acTEYRT NEEGCTABHTENA PEryNHp YL KE ¥ NPCMBLNSHHEIE OPTaAHW3EUMA CTPAH W PETHOHDE, WM e LMY
ONET COIOEHAR PETYNHPYIDLEE HOPMAETHEHE QOKyMeHTOE B 0GnacTi paspaBoTHW W H3TOTOBNEHWA MELWLRHCKNY WaLe-
R

Uenu GHTF pocTWram ToR nocpeAcTEDM ONpEedeneHdA M paapaboTiy ofnecTef MesayHBpOgHOTD COTRYAHHYECTES,
HeofxoanMsx gnR ofnerdeHWa NpoYecca NPOrPeCCHp YHLIErD CONPE WAHHA PESNWYMHA B TEXHWYS CHIEXE M [HE My Py R0 R
BCMNENTAE CHOTEM, PErNAMEHTHPYIOLWH: pazpaloriy. NPOWIBOOCTED M NPUMEHEHHE MEAKLWHCKAY nagennid. CywecTayer
Memopasay o BI8UMOnoHMMaHHs meckay GHTF & MCOUTE 210, npuadass wdn, 4To paspadoTis MesnyHAROOHEY CTAH-
BapToR NOA e pEYBEIET npouece rnofansHof rapMOHHIALHW DETYNWPY0 LML HOPMBTHEHEX A0KYMEHTOR,

O QoCTHIHYTEIX PEAYALTATAN WHPOPMAPYHT CTRPEHL, 3AMHTEDECOBAHHEIE B PR3pEG0TES PErynypyH WHE HOPMATHE-
Hial¥ QOHYSEHT 8.

Ana BeINCNHEHWA NOCTABNEHHLX yenad SHTF wenonsayeT cnegyiude cpeacTaa:

- HEBNWOEH e 38 CHCTEMAMW, DETYNHPYIO WAMA pRapaBoTey, NPOWIECACTED M NPHMEHEHRE MEIHLRHCEHY Haganni
8 GONBWHHCTEE TORTYHIWWE MWK CTREH W PEFWOHOE

- ONPEGENEHWE CHOEEOTH M DAINMIWA MEKAY MHAMBHOYANEHEME DEMYNTADY LW AMA CHETSMAEMA;

- BEIAENEHWE TEX CHOTEM, KOTODEE WMer T oy ocHoBY, HD PEINNYAA B NPAMEHEHHK|

- CO3GAHME NpefnocelNos ONA FTApMOHW3AUNY TEXHAMBCEHY B PEryNEpYRWNE HODMATHEHEE OOKYMEHTOR, 4TO
NOIBONRT NPASNMIATECA & A0CTHHEHWH (MM QOCTHYE | BEIWE0IHAYEHHEE LBNER;

- coofujeHre o QOCTHIHYTEIX PEIYNETATAL N0 BH LW AYEKEABHHBIM NYHETEM BCSM A8MHTEPECOBIHHEM CTODOHEM.

Mp# COCTAENEHWM NPOSKTE HACTOAW MY BEMHEAL MY NPHHUHNOE BeN0 SEABNEHD MHEOTS 0B Lysx BCNEKTOS B GeRCTaY-
ML M pE3paBATHEASMEIN PEMYNWDYIOWHY JOKYMEHTAY rocyaapcTe — 4nedos GHTF. HexoTopsie M3 BTHX SCNEKTOE
BHIpEEEHE B PEIMWHHEE PEMYIHEPYIRLME GORYMEHTEY passeiMy cnocofamu.

FazpafoTes HECTORLY MG BEMHEALWE NPMEUMNOE NpWaBEHE oBecneudTs CYWACTEEHHEIA BXNA0 B SEONKILWED NE0-
yecod cOnuHeHWA CHOTEM, PEFYNUPYHILWE paspafioTey, NPOMIBOLCTES W TPHMEHEHHE MeHLWHCHNY HIQEMHA.

Danesefwysn uHpopraysn o GHTFE » gocTyn € nocnegsum pazpaBoTadHeid @0 QOEYMEHTEM MOKHD NONYYETE HE
caiTe hitp feww . ghtf.arg.
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(1]

[2]

(3]

[4]

15]

[E]

(7]

(8]

2]

M3K 0801 (aoe wacTu)
{IEC 60601 — all parta)
FyroBcacTeo WCO 51:1999
(150 Guide 511994}
PyrkoecacTeo WCO 631993

(IS0 Guide §3.1998)

M3IK 605131084

(IEC 50513:1604)
MCO 1497 1:2000

(IS0 14871:2000)
GO 13485.2003

(IS0 13485:2003)

MCOITO 149692004

(ISCHTR 14968:2004)

MO 14155 (Boe wacTr)
(IS0 14155 — all paris]
MCO 109093 (Boe wacT)
(IS0 10893 — all parts)

[10] MCO 118607 (Boa vyacTr)

(150 11807 — all parts]

[11] MCO 11135 (pos wacTu]

(50 11135 — all parts)

[12] MO0 11137 (Boe wacTu}

(150 11137 — all paris)

[13] MCO 11737 (Boe yacTu)

(153 11737 — all pars)

[14] MCO 13408 (poe yacTu)

(S0 13408 — all parts)

[15] MCO 14160:1908

(IS0 14160:1098)

[16] WCO 149372000

14

(IS0 14837:2000)

EuSnuorpadgun

HMzgenun MEgHUAHCKKME 3NEKTRHYECEHS

{Medical electrical egquipment)

AcnekTe BezonacHocT. PexoMeHaUsd No WY BKNKYEHHED B CTAHGARTH
iSafety aspects — Guidelings for their snclusion in standards)

F‘j‘HﬂED.EIE-THEI no PEBP-BHIEI'I’I{E' W BENYeHHD ScnexTos SeasnacHoCTH 8 MEMOYHA-
POOQHEIE CTAHOBDTE MO MeOWUHMHCKHM AZ0EBENRHAM

{Gulde to the development and inclusion of safety aspects in International Standards
for medical devices)

OoHOBHEE ACTEKTH CTaHABRToR Mo BE30nacHOLTH ana MeSWYWHCHEWE SNesTRi-
HECKHE M30endA

{Fundamenial espects of safaty standards for medical etectrcal equipment)

Flagenun MequyEHCEHE. I'IpH MEHEHNS MEHEOEMEHTE PHCEA K MEQWUWHCKHM HMage-
NA-AM

iMedical devices — Applcation of ek management o medical devices]

Mzgenun MegeumHckie. CHMCcTEMB MeEHEZHMEHTS kauacTea. TpelBosaHsa gna ye-
ned perynvposEHAa

iMedical devices — Quality menagement systems — Requirements for regulatory
pUFpOERS)

HMagenda Meguu@HCKne. CACTEMEl MEHEOEMEHTE KAYRCTRS. PYKOBOOCTES N0 NPW-
MedeH D MCO 134852003

iMedical deveces — Quality management aystems — Guidance on the appbeation of
150 134852003 )

PyHoBGOCTES NG NPOBSOAHHE KNWHAMECEHY HCNEITAHWA MEgHUWHSEAY W30S nHi
{Clinical investigation of medcal devices for human subjects)

DueHkd SHoNoMEYSckons AsACTENA Me0NLWHCKHE W30enKi

{Blolegical evaluation of medical devices)

YNakogka ANA MedMUMHCHEE W30ENHA, NoOANERauiny hEHEWHOR CTEpUIMIELEHN
{Packaging for terminally sterilized medical devices)

CTepUNM3aYHA MeJUUMHCKOA Npogy U, CTEpUNHIELWA DECHAOM 3THNSHA
(Steribzation of health care produects — Ethylens oxide)

CTEpUNMZELHA MEQHURHCKOR NPpOgYEU#Y. PASUELWOHHEA CTEREANKIZUARA

i Sterllzation of health care products — radiation )

CTEpPUNMZEUMA MEQHURHCEME Hagennd. MuEpolaonoriecems MeTo gk
{Starlization of madical devices — Microbiclogical methods)

ACENTHYSCHOE NPOMEECOCTES MEJUUHHCEDR NPOSYELHA

iAseplc processing of health care products)

E'I'E'FII.'I]'I HIEUMA OOH0PAICELIX MEOWULHHCKHRY HAOENWA, COSERKELLHWE MATERUANE] ¥HKH-
BOTHIND NPOWCXOMOEHAR. Banugauwa W 'FEHI!,I'LLI_Hﬂ HOHTRONE CTEpANWIAURN C Mo-
ML B EHOKHX CTERPHNHEIYDLWHEY CpenoTe

{Sterilzation of single-use medical devices incorporating materlats of animal origin —
“Walldation and routine control of stenlization by llqued chamecal sterllants}

CTapunAzauMe Me 0 UHHCKOA npoayiwin. Obwxe TpeloBaHWA K XBREETEDWCTHERM
CTEPMNWIVIOWEND BEUYECTEA W K PaIpafoTHE, BANWAAUNM U TEEYWEMY KOHTRONK
NPOUECCE CTERHMMIEUMA METHLAHCKUN BE0enna

Sterilization of health care products — General requreameants for characterization of a
sterllzing agent and the development, validation and routing control of & sterilization
process for medical devices



[17]

[18]

[19]

[20]

[21]

[£2]

(23]

[24]

[25]

|26]

[27]

[28]

[29]

WCO 17665 {BCe HBCTH)
(IS0 17665 — all parta)

MICO 22442 {Boa HECTH)

(150 22442 — &l parta)
WCO 14644 {Boa SECTH)
(150 14644 — all parta)
MO 554 | Boe YacTH]

(IS0 584 — all parts)
MRS 11073

[BCe qaCTH)
(ISOAEEE 11073 —

&l parts)
MIKEG1010 (Boe HEcTH]
[IEC 61010 — all pans)

MK BOG0T-1-4:2000

[IEC GO601-1-4:2000)

MCO TO00:2004

(IS0 7000:2004)
M3K B0417:2002
(IEC 60417:2002)
M2KTO BO8TA:2003

(IEC/TR GOETB:2003)
MCO 15223:2000

(IS0 16223:2000)

MK G0601-1-6:2004

(IEC BOB01-1-6:2004)

GHTF—5G1—MN41RE:2005

[(GHTF—SG1—M41RO:2008)
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CTepenMIauda MEQEUAHCKSR NEodyElAe. CTEpUNMEALWA BNAXHEM TENHIM
Sterilization of health care products — Molst heat

Menonsaceadws TREHEN HWBOTHOMD: NPFOHECCOMISHHA 4 MX NPOARIB0OHEIX B MaOw-
YHHCEHRE HagenHdax

iMedical devices utiizing animal tissues and their derivatives)
YWCThIE NOMELYSHHA MW CEAZAHHEE C HAMW KOHTRPONUPYSMBE CPEgs

Cleanrooms and associated controlled environmenis

KOHEHECKHE (hUTHEM © % -HetM cyednen [No Noepy) Ona WnpUyes, Wi @ Heko-
TOPLIE SPYIWE MEAWYHHCKAE WILeNHA

Conical fittmgs with & 6 % {Luer) taper for synnges, needles and cerlain other
medical equepment

Muopmaters 8 ofnactd agpeepoxpadedsEn. Mpofnems, CEAZEBHHEE ¢ Nepeas-
HEd HHEOPMEYWH O MEIRYMHCKNE WALENHAN

{Health mformatics — Point-of-care medical device communicathon

BRACNACHICTE ANEKTPHYECKME KOHTRONEHO-HAMEBRHTENEHLIX NpUGopos v natopa-
TopHoro ofopyQoBaHKA

(Safety requirements for elecirical equipment for measurement, control and labo-
ralory uas)

HMagen«a wegdydHckne aneTpudeckne, Yacts 1-4. Ofwue Tpelosanma teao-
nacsocTw. JononHETeneHEA cTaHAapT. MporpasMMHpyeMEE SNSKTPHWYECHHE M-
OHLUHHCKEWE CHETaME

Medical ekectncal equipment — Part 1-: General requiremants for safety —
Colleteral standard: Programrmakble electrical medical systems

Mpatuveciie CHMBONE , NpEMEHASM e HE 0BopyqoBaHMA. YE33aTENE W KDATEWA
afiaop

{Graphical symbols for use on eguipment — Index and synopsis)
Fpaduyeckie CHMBONG, NpAMEHAEMEIS Ha ofopyaoBEHR
{Graphical symbols for use on eguipment)

Mpaduyecke CHMBONE, NPUMEHASMEE ONA INSKTRHYSCKUY WI0enHi 8 MagwM-
YUHCKOA NpaKTHEE

{Graphical symbols for electrical equipment in medical practice)

Meguysncene dagenna. CasMBonk, NEAMSHABMSE NDA MBpEHDOBEEHMA HE ME M-
YMHCOKWE HADENWAX, STHEETHKAX W B CONPOBIOMTANSHIA QOEYMEHTRLAK

{Medical dewices — Symbols i be uaed with medical device labels, labeklling and
mnformation to be supplied)

Manen«n MeauygdycEMa aneTpudecede, Yacts 1-6. O8wue tpefosanka deao-
nacHocTH. JononHEMTensHBIR CTAHGAPT. SXCNNYATALMOHHER NPWI0GH0CTE

Medical eblectrical equipment — Part 1-6: General reguirements for safety —
Collateral standard: Usability

Uenesans rpynna rmofaneHol raprosdaagsd (GHTF ). Wocnegoeatenscykas ngyn-
ne 1 (531). BauHedwre npuHunng Se30nacsocTi W OYHEUSOHUPOBAHKA Me0H-
WHHCKWE Wagen«i

{Global Harmonlzation Tesk Force — Study Group 1 — Essental principles of
safety and performance of medical devices)
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Beeaexnue

TexHuueckri oTueT MCOITO 16142 Gein pazpaboTad TexHuuecsim komuTeToM MOOITK 210 «¥Ynpasne-
HHE KA4YBCTEOM W COOTEETCTRYIOWWE 06LLME ACNeKTE 4NA MERULMHCIHY WA08NHiAn

HacToAWEs BTOPOE W3aHME OTMEHAET W 3aMEHAET Nepase Magadwe (MCOTO 16142:1999), TexHusac-
K3A CTOROHE KOTOpOro BeiNa nepecMoTpaHa.

MocToRHHoe obHOBNEHHE ABNASTCA OCHOBOW NPOMPEcca MEeOuUWMHCEMX TeXHONOMMA M NOBBILLEHHMA
pPeIYNETATHEHOCTH 34paBooxpadeHnA. CTAHOAPTh, NOAASQMMBAKILWE PErynupyowMe TpaboBaHuA unw
ARNKINWWECH CCbINOYHBIMA ANA aHHeEY Tpeboaarui, Heobxooumo paipataTelBaTe W NPHMEHATE TaKKM obpa-
0M, YTOOE! HOBLIE MAOENKWA MOMHD DBN0 CCRAKBATE B NPOMIB0ACTREE, FTAQAHTUDYA NPKH 3ToM BE30NACHOCTE M
PEIYNETATHEHOCTE MX MCNOMNLI0BAHIAA.

CeosppesaHHan pazpaboTea W NepuogHMYecElil NepecMoTp CTAHOAPTOR HA MEOHUWHCEWE M3nenvs
RBNAIOTCA A0MDEKTUBHLIMK W PEIYNETATUBHLIMA COBACTEAMN NOAOBDHKA PETYNMPYIOWKX TPEGoRAHWA U pas-
BUTHA TNoDANEHOA rApMoHM3aLHH.

MpuMeHeHte CTAHO0aPTOR W PYKOBOOCTE NOMOTa8T MAroTOBTENAM COOTBETCTEOBA Th JAK0OHOAAT BMNEHEIM
Tpebosannam. COOTEETCTEME CTAHOADTAM, YTEEDHASHHEIM B PAMKAX KOHKDETHOWA PEryNHDYIOLWEH CHCTEMB,
NO3BOMNAET YOOBNETEROPATE YCTAMOBNEHHEM TpebosadnAm. COOTEETCTEME JaHHbLIX CTAHOAPTOR PEryNHpYIo-
LM TpeBoBaAHKAM Camo No cebe He 0aHaYaRT, YTO ATH CTAHOAPTR ABNAKITCA 00AIATENEHEIRN.

CrannapTsl Ha MEBJWUMUHCKKUE MIOENWA NPEACTAANAIT COS0H pesynLTaT QOCTHMEHWA Cornacks ¢ Tpebo-
BaHMAMK, GRarcnpUATCTEVIOWMMA DAIBWTHIO WHHOBAUME, NP rApaHTHPOBAHHOR 331WWTe A00p0BELA ob-
LiaCTRa.

MapMOoHWIAUMA COOTEETCTEMA HODMETHEHEIM JOKYMEHTaM ABNASTCA MABHEM YCNOBHEM CEOSBDEMEH-
HOTO NPOOBHEEHWA HA DEHOE NPOTEPECCHBHBIX TEXHONOMAR M O0CTHIAETCH HAONEHALHM NDHMEHEHKWEM COOT-
BETCTEYIOWMHE CTAHOADTOR Ha MEQWUHHCKHE HIQENWA.

Ona aToro WMENTCA CNEaYIoWKe MNpeaqnocs nKK:

= CTAHQAPTH OCHOBAHE| Ha MMEHNLWKCH IHAHWAX, MK, GPYTAMK CNORAMMK, OHW ABMAKTCA DETROCNEKTHE-
HiIBAIA;

= HHHOBAL WA MOTYT CTATh HCTOUHMKOM HENpeaBiaatte NPoGnNamM ¢ y4aToM MMEIOWMNCA IHAHWA;

= CcTporoe oBA3aTensHoE NPHMEHERWE CTAHOAPTOE MOMET CTaTk NDENATCTEWERM 0NA HHHOBALMWA,

= MPMMEHBHWE CHCTEM MEHEINMEHTA KAYECTRA WHPOKD 3aperkome L a0Bano cebn Kak PyHijamMeHTansHoe
W pEaynNeTAaTHEHOE COEOCTEO 3N TR 300p0BER OBILBCTRAE;

= CHCTEME! MEHEIHMEHTA KA4YECTEA BHAKYAIOT B Caa NONOHMEHKHR, CNOCOGCTRYIOWME KaK BHEODEHMD
MHHOBALMA, TAK W COXDAHBHWIO MMEINLLAXCA IHAHWA. K TAKWM NONCEEeHWAM CHCTEM MEHEKMERTA KaYecTea
OTHOCATCA MCNBITAHWA B D8aANsHEIX YCNOBMAX, SHANKS PUCKA, MEHEOKMEHT PHMCES, NO3TANHLR AHANKA, XpaHe-
HIE OOKYMEHTOR 1 3aNKCEA, 3 TAIKE NDUMEHEHAE CTAHOAPTOR HA MAAENMA U NPOUECCE:.
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HAUWOHANBHBIW CTAHOAPT POCCHMWUCKOW SEOEPAUMM

W3OENKA MEOWUMHCKME

PykoBoacTeo No BLIGopy CTAHAAPTOR, NOAASDMHBADLMXY BANHERLWE NPHHLANL
oBecnevyenna Be20NACHOCTH M SKCNNYATALWOHHLIX XAPAKTEPMCTHE MEAMLMHCKWX MaOenvi

bedical devices.
Guldance onthe selection of standards In support of recognized essentlal principles of safety and performancs
of medical devices

Oate eeepgerddn — 2008—03—04

1 OBnacTe NpUMeHEHWUA

HacToAWMA cTavnapT paccMaTpUBEaeT ¥ WASHTWOMUMDYET HeKOTOpBIE CTAHOADTEl W DYKOROOCTES,
NonNesHsie 4nA GUEHKM COOTBETCTEMR MEAHLMHCKAY HANSNWH BaxHe AWM NpuHUMnam obecnedyemua Geaonac-
HOCTHA I AKCINYATALWOHH D XAPaKTEDUCTHE JaHHB WANENHA.

HacToAwmWA cTasaapT NPeaHasHaYeH ANA MaroToBUTENai MedHUMHCKNN HIAENHH, OPraHHMaaLMA No CTaH-
OANTUIALMKA, PEMYIHDYIOWAY ODTraHdoR, A TAKKE ANA OUBHEN COOTEETCTRHA.

2 TepMHHbLI M ONpegeneHnA

B HacToAWwesM CTAaHOADTE NPUMEHEHE CNEOVIOLWHE TEDMUHE C COOTBETCTEYIOLLMMIA ONpeaenaHuamM.

2.1 ocHOoOBONONArawWwMiA crangapT (basic standard): CravgapT, cogepwawmdd YHIAMEHTANBHLIE
MOHATHA, NPUHLMME 1 TPEG0BAHKA, OTHOCALLWECA K OCHOBHEIM SCNEKTaM WHPOKOR HOMBHENATY DR WATENWA,
MPOUSCCOoB WK YCnyr.

MpumedaHds s — JCHOBCNONANE0WHS CTAHABRTE MHGOTQE OTHOCAT H TAH HAIHBEEMBIM GrOPUI0HTANEHEI G
CTaHAanTakm.

2.2 ctamgapTt Ha rpynny wagenwi (group standard). Crasgaprt, axnioYawiwki B cefa saxHedwwe
acnekTw obecneseHna DE20NACHOCTH # IKCNNYATALWMOHHBIX XapakTepUCTHE MpYTHE aHaNONYHEBX HAOENHA,
HECKOMNLKMX NPOLECCOB WK YCITYyT K OXBaTHBaKwWHA obnacTe JeRTENEHOCTA JBYX HNK BoNee TeXHHYeCkHx
KOMMHTETOR MK NOOKOMWTETOR, CO CCRINKaMK, HACKONLKD 3TO BOIMOMKHD, HA OCHOBONONAraKWHMe CTAHAADThL.

Mpumuedadse— CTaHaapTs HA TRYANY W308NMA WHOTOE OTHOICAT K TEK HAALIBESME M £ NONYMOPHZ0HTAENEHEIM S
CTAHGARTAM.

2.3 crampgapTt Ha vagenwe (product standard). CraqgapT, BENKHEWWHA B cebA Bce HEDDXOMMEIE
acnekTs obecnedeHina BEaonacHOCTH M 3KCNNYATAUMOHHLIX XaPaKTEPHCTHE KOHKDETHOMD H3OEMHA MIA Moy Nk
HAOENMA, NPpoUeCCca (NPOUBCCOB) MK YCNyM (YCNYT) M OXBATHEAKWMA 0BNacTe ASATENEHOCTH JBYX MMM
Dones TEXHWYSCKAX KOMATETOE MM NOOKOMHATETOR, CO CChINEAMEN, HACKONBED 3TO BOAMOKHO, H3 OCHOBONGNA-
ramwmwe CTAHOaPTe M CTAKOAP TR Ha MPYINY K30,

M PHAMEaYaHAR— CTaHg BpTH HE AEAENHE WHOTABOTHOCATE TAK HBIR BIEMBIM ¥ EEDTUEANEHeIM  CTEHOBETAM.

3 BaxHe#WlWwMWe NPpHHUWNLI obecneveHWA Be30NACHOCTH W IKCNNYaTaUMOHHbIX
XapaKTepUCTHK MEOQULMHCKUX M30enuiA

Bawmedluwe NpMHUMne obecnedednA Ge30nacHoCTH W KCNNYaTALUMOHHBIX XapakTepHCTHE MEaHLMH-
CEMX MAOENHA (JaNes — BAMHEALLIWE NPUHLMNE ) oBecneYMeatT BeiNanHedus oMy TpefoBaHui K NposKT M-
POBAHMID W NPOMABOOCTEY BCEX MEOMUWHCEWK Wagendik, obecnevuean Takkum obpaszos vx De30onacHocTe W
ARCNNYATAYMOHHEE XapakTeprcTHEN. KoHUENUWA BakHadWwWy npruHuMnog Gena paapabotasda Lenesorn rpyn-
NoR rNoGankHoR rapModszaudme (GHTF, npunoxedde D). 37a soHUeny\a NpedsaaHadesa gna nogaepsaniia

MapaHHe GPHLMEN LHOE
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IBOMOLUMOHHOTD npoyecca CcONMMEeHHA CUCTEM, YCTAHABNUBAWWME Perynipyilwe TpedopBadvA «
MEDHUAHCKHM HIOENNAM.

Ona ofecnedyeHis CoODTEETCTEMA BAXHEHLMM NPHHUMNAM HArOTOBMTEM: MOMET, NpW HeobxoaMmocTi,
NEAMMEHAT s OOWENDUIHAHHEIE CTAHOAPTE, NO0OEMKHERIOWHE YIOMAHYT I E BEKHEALWE NDUHLMNE. 3T CTaK-
napTel oBecneunsanT GONsWYD CTENEHE AETANUIALMA, YEM Ta, KOTOPaA MOMET BkiTh BEpANEHE B BAMHBHE-
LWAX NpUHLUNax. Kpome Toro, BasHeRiLm9e NpUHLWNE A o008 DEMBAI0WME WX CTAHAAD T MOryT GsiTh NONE3HLI
JAKOHOOATENAM B OTHOLLEHHH CHCTEM, YCTAHABNWBAMLLWY PErYIHDYIWKE TRe6oBaHWMA K MeQWLWHCKAM H30e-
NHAM.

4 MNpumMmeHeHWe CTaHOAPTOBE M PYKOBOACTE, NOAAEPMUBAIOWMX PErYNUPYIOLWMe
TpeboBaHuA

4.1 OCHOBONONArAKWILWE CTAHAAPTE

OcHoBononaraKwmMe cTasaapTel paipabaTelBai0T, pYKOBOOCTEYACE BAKHERLWMMK NPUHUWNAMK, NPUME-
HABMBIME KO BCEM BIOAM MK LUMPOKDH HOMEHKNATYDE MEOWUMHCHKY Magenwi. OcHoBononaraniLWe ctaspap-
Tel COOBPMAT TeXHWYecKkMe noApobHocTH, HeobXoluMbie ANA OGeCNeYeHWA COOTEETCTEMA BaWHENLLKM
ApMHUMNEaM. PaspaboTika M NpUMEHEHKE OCHOBONONAraiKiUMy CTAHAARTOR OYeHs BANHE, TAK KAK OHW CBOOAT K
MUHHMYMY BLICTROS pa3pacTaqWe KONUYBCTEa CTAMAAPTOR U NPEMYNPENNANT NOABNEHNE MMEIOWKY DACKON-
OBHWA UMK NPOTHBODEYHEBRD TpeBoBaHKMA NUES NoNoXxeHHA. OCHOBONONAr AW ME CTAHIADTE NOAASHHBIKT
paapafoTiy NONOKEHWA, COMrMacoBaHHBX C TREDOBAHWAMKA KaK PEryNHPYIOLLWY OPraqos, TaKk W MIroToOBUTaNEA.
B yanom TakMe cTaHOAPTE PEKOMEHAYETCA rApMOHMaMpoBaTe Bea nameHeHHA.

OcHoBononarawwHMe cTaHlapTel MOMHEO Pa3OenTe Ha CNeayowMe GoNbIIWE KATENopuK:

= CTAHOAPTE CHCTEM MEHEKMENTA, HANDHMED CHCTEM MEHEKMEHTA KAYECTRA, MEHEIMMEHTa DMCKA,

- BaMHERLKe cTangapTel, ofecneddBanwme Ge30NacHOCTs, UMK CTAKOAPTH, YCTAHABNUEBAIOWWE Tpe-
BoBaHMA KNPOUECCan, HanpHMep k Bonorudeckol GeaonacHocTi, obwMe TpeBoBaHUA KBRI0NacHOCTH M Baw-
HEALLIWM MCANYaTauHOHHBIM X3paKTEpUCTHRaM MBOJHLWHCKWX INSKTDHYECKHY HAOENWA, K CTeprnMaanydn 1
IHCNNYaTAUWOHHOW NPHIOOHOCTH.

4.2 MpuvanaHvKe cTaHQapTOB

B HeKoTOpRX CTpasax perynupyiolKue opradel AonyckanT gobposonsHoe npuMesesne obenpruadanx-
HblX MEXQYHAPOOHB CTAHOAPTOR B KAYECTEE CPEACTEA OBMOHCTPALMN COOTEETCTEMA BaMHERLLIMM NPUHLIK-
nam ocbecneyesus Be3IONACHOCTH M IKCINYATAUMOHHEX XADAKTEDHUCTHE MEQUUWHCKAX MIgenuid. ECnd Takon
cTaHgapT:

a) He NpHMEeHRETCR;

b} HEBOOCTYNEH MNM

C) NpHMEHAETCR HE B NONHOM Obheme,

TO 3TO QONYCTHMO TOFAA, KOrga HeobxoauMeld YPOBEHE COOTEETCTBHA BAMHERLLAM NPUHUMNaM obecne-
HEHUA GE30NacHOCTA U SKCMNYATAUMOHHBIX Xa3paKTEPUCTHE MOMET ObiTh QOCTUMHYT K NPOJEMOHCTPUPOBAH
OApYTHMK cpeacTEamMu. [NpW OTCYTCTEMM ODWENpUIHAHHBIX MEXOYHADOOHLIX CTAHGADTOR DerynApyRILLMM
OpraHas, Bo3MORHO, UenecoobpasHo NpUMaKaTe NprMesesne 0BWenpruataHHsiX DeroHansHsX Wk HauWo-
HaNBHBX CTAHOAPTORE NMMG0 NDOMBILNEHHBIX CTAHOAPTOR.

CTavpapTel, NOASSPMUBAKILLAE BAXHERLIWE NPUHLMNE, 00NHKHE GaIWpOBATECA:

= Ha TECHOW BIAMMOCEAIM 0DNacTH NDMMEHEHHA CTAHO0APTA C OOHWM WK HECKOITEHHMKM BANHEALLHMK
MEAHLMTE MK,

= ACHOCTH M NONHOTE TEXHWYECKUK TpeGoBaHWi, CONepMallMXCA B CTanaapTe,

= HAMHYMK METOQOB CNpedenadins COOTRETCTEHA KAMOOMY U3 TeXHrYecknx Tpeboranuih cTangapTa;

= HAMHYHMH YETENX KDHTEPHWER ONpedeneaHia CoOOTBETCTEMA TeXHWYSCkMM TpeboBaHnAM.

4.3 OueHKa COOTEETCTEMA

OnA cueHKH COOTEATCTEWA MEOHLMHCKOTD HAAENHA BAXHEAWWM NPHHLANaM K3rcTOBUTENL KOHKPETHOM
MEIHLHHCKOND HAOSNHA MOMET HCNONBIOBATE HEKOTOPRLIE CTAHAAPTE YACTHYHO, 3 TAKKE HOMOWHHDOBATE WX
cnocoboM, HauBones NpUeEMNeMLIM ONA PACCMAaTPUBAEMOTD HAAENWA. HacTHYHOE NPHMEHEHWE CTAHAAPTOR,
a Tawe Ux KOMOKHHPOBAHWE DEKOMEHAYETCA MCNONL30BATE ANA OLeHKH COOTBETCTRHA.

CTaHpapTel HA KOHKPETHEIE HAOENHA HEoBX0OKMMO NDHMEHATE TOMOE, KOraa OCHOBONOMNAraowHMe cTax-
OAapTel WHNK CTAXOAPTE Ha TPYNNE HAAENWA HE NOAOEDHHWAAINT BCE HE0DX0OMMBIE BAMHEALLWE NPHHLMI
ofecneseHHA GeIoNacHOCTA ¥ IKCNNYATAUWOHHBIX XaPaKT 8LHMCTHE MEQWLMHCKMY Wa0enui.

4.4 CChINKKHa GCHOBONONArAKLHE CTAHAAPTEL

MNpwu paspaboTre CTAHAAPTE MOMET BOIHHKHYT b H200X0OMMOCTE B CCBINKE HA OCHOBONONArA0W WA CTaH-
AapT C Genko 0BecnevyeHHa Hagnexawero asnonHesns Tpebosadvi. Takke CorniM pekoMeHgyeTca JenaTk

2
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OCTOPOWHGO, YTOGE! HE ONPAHWYHTE BOIMOMHOCTA, NPEA0CTABNABMEIE DErYNHDYIOWUMA TPEGOBaHUAMA M Npa-
UedypaMHi OUEHKA COOTEBETCTEMA, 0CoDeHHO B TEX CNYYaax, Korda B cTaddapTas Ha Hagenua HeobxodkMa #op-
MATWEHAA CCbINKA HA OCHOBONONArawwne cTaHjapTel ANA CHCTEM MedHedwmewTa (oM. 4.1). Cywecrayer
ofwes nonoxaswe, YTO YNpapneHna HEKOTOPEIMKN NPOLBCCAMM ABNABTCA HAMNYHLLIMM UNW BOWHCTBEHHEIM
cnocobom obecneseHyA COOTBETCTEMA MOTOBOW NPOOYEUMK Perynupyiowne Tpebosannam. Knaccuyackmia
NprsEpaMi ABNAKTCA CTEPUNbHLIE MAOENWA W NPOrpaMMHse CPEOCcTER, NOATOMY CTAHAAPTE Ha CTEPUNbHE
HINEn9A M HINaNMA C HCNoNLI0BAHWUEM NPONPaMMHoro 0BecnedYe A NpegcTaananT cobod NpUMepL| Lenaco-
ofpaskore ofpalleHnA K OCHOBONONAaraiowHMK cTadgapram. OaMako cnedyet cofnoiars oCTOpOMHOCTE,
TpabyA NpHMeHEHWA CTAHAANTOR HA CHCTEMbl MaHaKMEHTa NOCPEACT BOM BBE0EHKA HOPMATHBHBLLX CCBINOK B
CTAHOART HA WAOENHe.

HMaroTopuTEnK, NPUMEHAKILLME CTaHOAPTE ANA ofecneaYyeHnn COOTBETCTEBWA PErynnpywum rpeboaa-
HHAM, MOMYT MCNONEI0BaTE CTAHOADT B NONHOM OB BEME MNH YacTHYHO (CM. 4 3).

CcHoBOoNONaramil e cTadaapTsl MOryT GbiTh HCNONL3I0BAKE B OPYIMX CTAHAAPTAX PAINWYHBIMKW CNOCO-
GamM, HanpHUMep:

- yCTanoBNaHKeM TpeboBsaHui K CHCTEMAaM MNK CEORCTBAM, NOA0&DMaHHbIX WHDOPMATHEHLIMK CCBIMNKa-
MK HAa OCHOBOMONAarakWKkh cTaHgapT,

= BEMMOHEHWERM HODMATWEHLIX CCRNOK Ha MOSHTUGHUMPOBAHHEIE TRED0BAHKA, MYHETE KNM NONYHET B
OCHOBRONONAranWers cTaLnapTa,

= yCTanoBNeHKeM Tpefosanti, MCNonsL3yA QOCNOBHO TEKCT OCHOBONONATAMWLETo CTAKOAPTA U LMTHDYA
WHDOPMALWID, BIATYIO M3 MCXOAHOTD AOKYRMEHTA, MNK

- BEMMUEHAEM HODMATHEHLIX CCRINOK HA OCHOBONGMArAOWMA CTaHOapT.

MpsrMeps HCHoONEICEIHWA BLILWEYKA3aHHB X CNOCOD0E NpHBEEdEHSE] B NPUNTHEHH B.

Momer Tase BOIHNEHYTE HB0GX0QUMOCTE NPHBOOWTE B OOHOM CTAHOAPTE HA HAOANWE HOPMATHBHYIO
CCBNKY HA APYIoA CTAKOAPT Ha WAOENKE, HCNONBIYA BbLUSYKAIAHHLIE PEXOMEH JaLMA.

5 BamHeHwWe NPUHUMNBI M CCLINKKW HA COOTBETCTBYIOWKWE CTAHOAPThI
W pyKkoBOACTEA

Mpewae 4em BNYCTHTE HA DhiHOK MEOWLUWHCKDE MAA8NWE, MIMOTOBMTENL JOIKEH YCTAHOBHTE, YTO BAM-
HEALWWE NPUHLKMNE ofecnedyeHnn Ge3onacHoCTH K CANYaTAUHOHHEX XapaKTEpHCTHE YO0BNETEOPEHE! HA-
NEewalyyn obpason.

CyLECTEYET MHOTO CNOCOG0B, KOTOPLIE NOIBONAKT WAMOTOBUTEN NDOOEMOHCTPUPOBATE COOTEETCTEME
BAHERLLAM NPHHLMNAM.

B npunomerad A NpHEeOe s HAWEOoNee JHaYMMENE CTAHOAPTE, NPUMEHE HME KOTOPEIX NO3BONAST Npoge-
MOHCTPUPOBATE COOTEETCTEME KOHEPETHBIM NPHIHAKAM BARHEALINY NPUHLUKNOE, NepedYeHt 3THX CTaHgapTos
aad e Tabnuue A1,

Mpw ebope CTAHOARTOR K3 NPHAOHEHHA A BAMHO YYHTHIBATE THN (BUO) pACCMATPMBAEMOTD MIAENWA K
NPOUBCCa, TAK KAK HEKOTOPEIE M3 NPUBEASHHLIX CTAHAAPTOR OTHOCATCA K ONpPedenesHbiM rpYNnam Magendi
WM Npoueccos (HanpuuMep, [1] oTHOCHTCA K MEIHUMHCKHM INeETRHYSCEMM H3OenHam). MasecTHo, 4T Tpebo-
BAHWA, COOBDMALMECA B OQHOM CTAHJAPTE, MOMYT HE YOOBNETROPATE BCEM NPHIHAKAM KOHKDETHOMD BaMHEN-
Wero NpUHLWMNG, OTHOCAWErOCR K pACCMAaTPMEAEMOMY MEduUWHCKOMY Magendio. B aToM cnyyae cnegyert
obpawarsca ¥ ApyrvM cTasgapram, QeACTEYOWMM MNK paspabaTteieaembiM, KOTOPRIE NOMOMYT NpogemMo-
HCTPUPOBATE COOTBETCTBWE QAHHOMO HAAENWA BCEM HAANEMALMM BAMHERLLKWM NPUHLMNZM.

CravgapTel. NPUBEOEHHBLIE B NDANOTHEHMA A, MOTYT BT MCNONLIOBAH B KAYECTER OTNDABHON TOYKM, K
NKDBIE CCBINMOYHEIE MATEDHANB, NPEOHAIHAYESHHEIE ANA NPHMEHEHWA, DEKOMESHOYETCA NPOBePATE HA COOTRE-
TCTEWE NEPBOMCTOMHUEAM ONA M NOCNEQYIOWEro PEIYNLTATHEHONO NEpacMoTpa.

B HacToAlleM cTaHjapTe HeROIMOMHO WOEHTWDWUWPOBATE BCE CTAMOAPTEL, HOTODLIE MOTYT GeiTh
HCNONBI0BAHE ANA YAOBNETEOPEHHA KOHKDETHBI BEMHE ALY NPHHYKNOE,

6 Kak HailTu HeoBXxOQUMEIE CTAHOAPTHI

Mpw noucke HecbXoOMMBIX CTAHAARTOR NOMOrYT CNeayolWe aapeca B CeTn MHTepHeT:

=GO hittp:ffensw iso.org

= M3K  hifp:/fwwwiiac.ch

HauWoHaneHeg Opradiaagrd — dnede MCO W M3K MoryT MMeTe HAUHOHANBHBE CTAHOAPTh, IKBUBE-
NEHTHEE NPHES0eHHEIM B NPHNOKBHHA A, XOTA HOMEBDA 3THX CTAHAAPTOR MOTYT BbiTe APYMAMA.
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MpunoseHd We A
[{cnpaBEoYvHOR)

TaGnuua B3aUMMOCBAIN BAMHEALLMX NPHHLMNOE K CTAHOAPTOR

Nepeyess CTAHGAPTOR, NPHESAEHHEA B TAGNwUe AT, RENABTCR 0TNRAEHOE Towko A, M G e counNOMHE e MATERWHE-
NEi, NPEOHATHEYEHHES ONA NEHMEHEHWA, PEKOMEHOYETCA NPOESARTE HE COOTEETCTEHE NEPEOWCTOMHHEAM NA WX NOCNE-
AYHLEID pAIYNETETHEHOMD Ne@E CMOTRA.

CTaHRapTel, HA KO TOPEIE CORNAVTCA NPW ol ecneveH i HaNBoNEWaR YACTH BAXHEALLIWY NPEHUMNOE, NOTEHUARNEHD
NEWMEHHME €& BoNBWMHETEY, BCNW HE KO BCEM YNOMAHYTEM NPUMHUMNAM. ECnd NpUMEHEHWE CTAHOEPTOR OFPAHWYEHD
OOHHM WM HECKONERHMWA BARHSAWHEMA NPUHLANAMA, CoBINKW A0NEHE BeiTh GaHBI H3 3TOT (3TA) KOHKPETHE R[BE] Np®-
HLyea {1 ).

MoryT BeTe NONe3Hs # EYrHe Bi0s LoKyMaHToE, coofieHdo aNA paspadoTHWEDE CTAHGEPTOE, B YACTHOCTH JOKy-
MEHTH [2] — [4].

B #acToAWEM NPMACHEH HH YEB3AHE CTAHOADTH , KOTOPRE MOTYT OKAZETE NOMOLL B O8MOHCTRALUN COOTEETCTEWA
ONpEReneHH M NPWIHALEM HOHKPETHEE BAMHEA WA NPRHYRNoE . Jpynde CTAHOSPTE, GERCTEYHILME W HEX00ALWECR B
pazpafoTEe, MOMYT NOMOY4ME NPOAEMOHC TREHPOES T COOTEETCTEWE MAOENAA BCEM HAOMEMA LM BARHEHWWM NPHHLMNEM.

Tatnwusa Al — BIaimocERis BaxsaluMy npuHusnos alecnevednn Ge30nBcHOCTH W SECNNYATALWOHHE X X8 DAKTE-

PHCTHE MEOWNYHHCENE M30BNH#A W CTAHEapTOR

Bawnedwne nprAuune obecnesensn BEIORACHOETA 1 SRCAAFATIUROHHE N KAPAKTEPMETHE
MEQALWHCEAR 13 38 1HH

Crrinousese crangmpre '

I OCHOBHBIE NPHUHLUMNBI

A1 MenwuWHCKHE HAZENKHA (Qanes — Wa0enua) QomHHE BeTE CIPOEETHROBAHE W
MATOTOENEHL TaE, YToBE NpW MCNONL308EHWE HE N0 HEIHEYEBHWK B H3ONSHEL W
YENOBWARR W (NPH HeoloaHMocTH) C NPHMEHEHHEM TEXHAMBCEWYE IHAHWA, oneiTa, obpa-
SOBEHWA WNW NOAMOTORKW NOTEHYWAENLHEX NONEI0BEITENER OHE HE NOOBSPIANE PUCKY
ENAHMYECHME YCNOEWA WNK GeaonacHocTs naywesTos nulo Gez0nacHocTs W AQ0pOELS
NONE30BATENSE AW QPyTHE My Nofeie pUCKK, CBASEHHEIE G WX NPAMEHEH M, [Q00H-
Hb ShiTh QONYCTUMEIME B MEHDLWWMKA, 988 NPHHOCHMER NOMAL3IE NALWEHTY. 3 TAKKE
COOTEETCTAOBATE BECOKOMY YDOBHK 381K TR 300p0e6A B ofacnevasnn BesonacHOCTH

HMCO 14971,

MCD 13485,

HMCOmo 14085,

MCO 14155 (Bos wacTi),
M3K 60601 (Boce vacTH),

[k [5) — (8]

A2 PelwgHWA, NPUHATEE WMITOTORMTENEM NpW NpoesTHpoeEHie W paspalorke
H3OSNWi, AOEHHE COOTESTCTEORATE MPUHYWNEM G230NAcHOCTA C YYeTOM COBREMEH-
HOTD COCTORAHWA HEYHR 0 TEXHWEN.

Hrobe swfpate Hawbones npaevneHble PREWEHWA, HATOTOBNATENE B CRSOYOWEM
MoOpAGKE OOMEEH.

- FABHTHPUUAPOBEETE ONECHOSTH W CONYTCTEYIOWME WM PUCEW, CBRIEHHLIE G Npea-
HEIHEYSHHBIM NPWMEHEHHEM WMWY NPOTHOIMPYEMEIM HENPIBRAEHEIM HCNONBI0EEHHEM
MEAHLMHCKOND Wagenwa;

- MCKNHYETE WM YMEH LI ETh, HECHONLHD BOAMOEHO, pHckd {ofecnavenre Beaonac-
HOCTH WIOSNWA HA 3TANSX NPOSKTHROBAHNAR W paspadoTen);

- MPEHAMETE, N BO3MOEHOCTH, COOTERTCTEYHWHE 33WNWTHE 8 MEPkL!, BENOYaR, TH&
secfxoguMo. cpalaTeEaHME TREBOWHOE CWIHANW3ELWH B CAyY3e HEB0IMOMHOTTH
RCHMNIOYEHWR PHECKOE,

- FHPOpPMHMPOEETE NONE30EATENSR 00 OCTATOMHEIE PHCHEX, BOIHMERDLIKY OpW
HENHYMA HEGOCTATEOE B NPeANPMHATEY CNOCoSay 3awnTe

HMED 14871,
MCO 13485,
HMCOTO 140659,

(5] —[7]

A3 WMagenus Qo Hbl I:l!l}'l'!Hl.lI.'ll:lH AROBATE B COOTEESTCTEWK CO CEBOMM HAB3HBMEHHEM
W BETs CNPOEETHPOBAHR, WATOTOENEHE W YNEBKDBAHEl TEK, yTefs BRNoNHATE a0 HY MM
HECEONBKD @YHEUWA M3 OPWLHANEHD ¥TERRPHABHHOA afnacTa NPpHEMEHEHNA EOHEpET-
HONF MEOMYUHHCEOrO Hagenna

HMCD 14971,
MCD 13485,
MCOITO 14969,

(5] — [7]

A TexHHYSCENE W FKCANYATEUWOHHLEIS XAPaXTERHCTHEM Ma0HUHHCENE W3OSnun,
CnHcadHee 8 &1 — A3 HacToAwed Talinuysl, HE JONEHE OHEZHBATE BPEOHOE BO3-
OEACTEME HACTONBKD, YTolk NOGESPIaTs PHCKY KNWHWHSCKHE YONoBWA, & Taoke Bezo-
MNACHOCTE MAYKEHMTOR W OPYrax NEl B TEYEHWE CpoKa cnywBsl HW3Oenua, yYHaZEHHOMD
HITOTOEMTEMEM, BCAK HINENNE HAXDAUTCA B HOPMANLHEY YCNOEMAY IECNNYATAUNE W
nogoepxHaasTcl B pafoqden coOCTOAHWK HEZNEEAWWS o0pasoM W B COOTEETCTEHE ©
HHCTRYELUMAMKA HaroTOEMTENA

HMCD 14971,

HMCO 13485,

HMCOITO 14869,

HMCO 14155 {Boe wacTi);

(5] — [&]
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Mpodamsenus madauge A1

B amsnatiirss ApuEgEinm afacnsusHne Ge30nacnacTs i Mo iyaTaUMoHHe L SpasTapns THE
ME HHHHEEAY HAGEAA

Cepnaunoia cTquap'ru"'

AS HMagenuA OomKHs fiuiTh CNPO2KTHDOBEHE, WIrOTOEMNEHE W YNEWDBEHE TaK,
UTOOEl HE TEXHEHSCKRE M IHCNNYAETAYWDHHBE CaDAaETEPRCTHEA NP ACNONLEICEIHWA N0
HEFHAMEHND HE HCNeTeIBENA BEEQHOr0 BOA0AMCTINA NgA TREHCASPTHRPOEAEHHKA W Xpa-
HEHWW, OCYLECTENAEMEIMHE E COOTEETCTENH © HHCTRYELUMAMA K © YY8TOM MHEDODMALWI
WAroToeaMTENA

MCO 14071,
MCO 13485,
MCOTO 14968,

151 —17]

AG MpW DYHKUAOHHPOBAHWA B COOTEETETEWH & HEIHAUSHUEM NONL3E OT NPHME-
HEHHA MEOULUMHCKOTD WAOENWA OONWHE NPEEHWAT: BPE] 0T HEXSNATaNLHuY nofioy-
Helx adeKTOR

MCO 14871;
MCO 13485,
MCOHTO 14968;
2] — 7]

I TPEEOBAHWA K NPOERKTHPOBAHWIO W PAIPABOTHKE

ALY KumEdeckne, randeckie W SHOnNoMMYecEHe CEBOACTES

MO 14871,

MCO 13485,

MCOTO 14069,

MCO 10993 (Boa HacTK)

[5] — (7). [9]

AT 1 WMagenwa gonsde BeiTe COPORETEROBAHE W WITOTORBREHE Tak, 4Tobu ofec-
NEYMEaTh TEXHWYRECKWE M IKCNNYATALUACHHEE APAKTSPHCTHEN B COOTRSTCTEMH C DAS-
aenow 1 HacToRwed Tabnuue . Ocofioe BHUMEHWS CNeayeT YOENATE:

- BRiBOpyY MCMONBIYEMEX METEPWAN0E, ocobeHHD WX TORCHYHOCTH W, NpW Heod-
KOQWMOCTH, BOCNNAMEHASMOCTH;

- COBMECTHMOCTE MCNONbIYEMBlY MATEPHANGE ¢ DHONOMMYSCcKUMA TESHAME, ENET-
KESMH M PHIA0N0MMHSCHRHMNE HALKOCTAMMW DDraHM3ME © Y4STOM NESHAIHSYEHHOMND NPH-
MEHEHWA MIOBNWA,

- BEeifiapy MCTIONBIYEMEIX M3TERHAN0E C YHeTomM, NpY HecliofwmocTi, ¥x TeEp-
ADCTH, MAHOCA W YCTANGCTHOR NpOYMHOCTH

MCOITO 14969
HMCOM0983 (Bce HaCTH],

[71: 1=

ATZ2 Wagenwa aomkdsl SsiTe cpoesTHROBEHE, MEMOTOEMSHE W YyNALoBEHE Tak,
WTOOEI CEBCTH B MAHRMYMY DHCH, KOTOPRIA MOMAT ObiTh NpWYAHEH 3ETERZHADLHMMH
BSWECTEAMH W NPoYH@EME OTXOQ8MH NMPOMSECOCTES NALAEM, 3JAHATHM TREHCNOR-
THPOEEHWEM, XPEHEHWSM W 3ECNNYATIUMEA HIABNWA B NPOLSCoE NEYSHEA C VHETOM M
HaZHAMEHHA.

Dcofioe BHUMEHWE CNeAYeT yIeNATE SWONOIAYECKUM TEIHAM, HOTOpRIE NoOBEpD-
reTcd kaEomMy-nedo Bo30elCTREN, 8 TAKEe OANWTENBHOCTH W YACTOTE 3TOMD BOS-
ABRCTEMA

MCOITO 14969,

MG 10993 (sce vacTh);
MCO 11607 (Boca vacThl;
[7]. 19k (10}

AT Hagenwa gonsHe OwiTe COPOSKTHROBEHE W H3roTOBMNEHE TaK, ¥Tofbb OHW
Morny ofecne-neaTe De30nEcHN KOHTERT C MATEDWANAEMN, BEWSCTEEME M TA3EMH NPK
HOpMaNEHOM WCNONEACEAHHA WNHA NPOEEOSHAW PYTHHHBIX NPoOUSYP; SCNH JEHHLE
HIZen«A NpeAHa3HI4EHE ONA SEE0SHHA NSK3PCTASHHBD CPECTE, OHY A0MMHLl OsiTh
CNPOSKTHPOESHE] ¥ H3TOTOENEHE © YHETOM COEMBCTHMOCTH C YNOMAHYTEMH NeK3peT-
EBSHHBIMW COEeLCTESMHE B COOTESTCTEMM © NONOMEHMAMA M OTREHHYEHWAMMW, OTHOLR-
WHMHCH £ QAaHHBIM A30ENWAM, B W OYHEUMOHUPOBAHEE ADMEHO OCYLWSCTENATECA Cor-
NacHo NPEOHEIHEYEHHIMY NRHMEHEHA D

MCO 14871,

MG 10993 (sce vacTh);
MCO 11607 (Boca vacThl;
[5]: (9], 10}

AT 4 Ecnv B MAOENWE B KAYSCTES HEOTHEMNEMON HACTH BROAWT BEWECTED, ROTO-
P NPH CAMOCTOATENEHOM NPHMEeEHBHWE MOWET PECCMATDHEAETECH KBK NEKERCTEEHHDE
CRegCTED, WMERUWEs COOTESTCTEYEILEE COHYHANLHOE ONpEegensHMe B COoOTEETOT-
BY¥HILWE ZEE0HAX W OKA3xIBAKILGE HE DDraHAZM NAYHeEHTE OONONHEATaNLEHDS BOaAER-
CTEME MOMHEMO BOIOSWCTEWA CAMOND WI028nWA, TO CNenayeT NpoEepATE fE30nacHocTs,
KE24aCTED W NONEIH0CTE ABHHOND B2 LIBCTES © VHETOM HEIHAYMEHWA W3JeN#A

Cn. TaKe DEPMAKDNSW
# chuyuanesee nySnaea-
LMK, COSEQHAUIME NEpeqH
NEkapeTESHHE X CpeacTa

ATS Wagenws aonsHsl OeiTe CNPOSKTHPOEEHE W HArOTOENEHE TAE, YTOGE MUHE-
MHIMPOEATE PHCEN, BOAMOMHBE NPH YTEYHE BRWEBCTE WA HAGenHa

MCO 14071,

MG 10983 (soca vacTh)
MCO 11607 (Bca vacTh);
M 3K G060 {Boa waCTH),
[1); ISE [9]: [10]

ATE Magenwa non#He GeiTe CNpOSKTUROSAHE W UATOTOBNEHE T, YTOGE MWH®-
MUIHPOESTE PHCKW, BOIMOMHEIE NPY HENDEOHAMEDEHHDM NONA0EHWW BSWECTE B
MALENHE WNW BRBEIEHWA BELWSCTE W3 MAZENHA © YHETOM HEIHEHEHWA GEAHHOMD WAOENWR
W peAncnEraeMe s YCNOEMA oRPYRERIWLER Cpede

MCO 14871,
MCO 100853 (Boce JYacTH),

[5]; 1=




rMocT P ICOIMTO 16142—2008

Npodanwenus mafnuys A1

BamHamuns NOAFHLMIME pEscnesswen GEIDnACHGETA B SRSy TALUHIHHE K KAparKTERHCTHE

CERmoYHs B CTaHg &
MEGNLWHERAT 1308 e

AE MudedysosHoe B MapodHoe 38rpRadeHns HMCO 14971,

MO 13485,

HMCOITO 148859,

WSO 11135 (Bce wacTu);
HCO 11137 (Boe wacTu);
HMCO 11807 (Boe wacTu);
WMCO 11737 (aoe wacTu),
MCO 13408 (Bos wacTu),
HMCO 14160,

HMCD 14937,

WSO 17865 (Boe wacTu);
(5] — [7} [10] — [17]

AE 1 WapendR M NPOYSCoHE WX KAFOTOCENEHAA OOMHHE BHTE CAPOBKTHROBEHE TaK, Cwm. &8
HTDOE YMEHEWATE, HECKONEKD BOIMOWHD, PUCE WHOALMDPOBEHWA NAUKWeHTE, NoONLao-
BETEMNA W, NpH HaoBxogumocTy, gpyrax nuy. Npd npoekTipoeasnk secbxoguuMo npaay-
CMOTRETE NROCTOTY YXOAE 28 H308NMEM W MHEHHMW3HPOEATE BOSMOEHOCTE 33MPAIHEHW
MIOSNUA NAYREHTOM (3 TAKHME NALMEHTE H3OSNKMeM ] B NPOYSCoE SECNAYATALMK

ABA.1 TeEasn HWBOTHOND NPORCEKOMIEHHUA, NPUMESHREMEIE B ESYECTEE METHLKH- MCO 22442 (Boe wacTr),
CHOMND WINENWA, SO0NsHE BRTE NOMYYeHE OT HEBEOTHEE, NPOWESUIWYE BEATERHHAPHEIA [1E].
EOHTRONE W HAXOOAWWYECA Nod HEBnmgeHwesM, ¢ yHaToM NpeinNonaraesord Wonons- Cwi. Takse AR

AGBAHMA 3THX THAHEA. B HAUWOHANEHSIX PEryMEpYIDLIME LOKYMEHTEY MOMeT CoO8p-
®aATecH TpeBogaHme, HToOLI ME3FOTOBMTENL WWAW KOMNATEHTHER/pEryNnupyow Ml opras
COXPAHANK CREJEHWA O FE0TPaMHSECH0M NPOECLOH JEHHH HHBOTHRIX.

OfpaloTed, COXDAHBHKE, MCNETAHEE W NOA0EDHAHNE B pESOYMEM COCTORHWH TKA-
HEA, KNETOE W BELWECTE BMUEOTHOMD NPOMCLOHIEHHA QONKEE NPOBOIMTeCR ¢ ofacne-
YEHWEM onTHManeHoR BezonacHocTw. OcofieHso Heobxonmmo ofecnedveHwe Beao-
NacHOCTH B CTHOWSHHW BMPYCOE W JpYIEY Nepes0cd ME0E 3apa3HeY Bonessel nocpan-
CTEOM BHEQPEHNA BANWIHPOEIHHEY METOLOE YHAMTOXEHWA WNH MHAKTHEAYWWW BUDYCOE
B NpOUBCCe® MArOTORMNEHEA

AE1.2 B HeEOTOPLIY HOPMATHEHEY AOCYMEHTIX MAZENHA, BRnoYa0wne 8 celia Cu. &8
THAHM, KNETEW M BELBCTES YENOBEMECKOND NPOMCEORISHWRA, MOMYT PACCMAETPUEAT LA
KEE MeJUUHHCKHE Wagendd. B atom cnyvae otiop, oclGpadoTey, COXpAHEHWE, NCNEH TAHNRE
¥ nogoepwadie & palfoves COCTORHMM TaKMEX TEEHEA, KNETOK @ BEWECTE Chegyer
BEHNOAHATE ¢ obecnedesvend onTHMansHon GeacnachiocTd. OcolfesHo Heobxoguso
ofecnedeHne Ga30NacHoCTH B OTHOWEHWA BHERYCOE W OPYIHE NepeHOC4HEOR 3apaaHE X
fionesHad NoOCpECTEOM BHEJPEHWA BaNWOWPDBEHHLIX METOACH YHHHTOESHWA MIW
HHBHTUBALHA BMPYCOE B NPOUSCcSE HANOTOBNSHEA

A2 MapenuA, NOCTEENAEMEIS B CTEPMNEHOM COCTOAHMA, JONEHE BRTe CNpOoek- Cm. &B
THPOBAHE], MAFOTORNEHE # YN3KOEAHLl B OGHODA30BYH YNEKOBKY WIAMH COrMacHd YyoTa-
HOEMNEHHSIM NpOULESYREM, OBSCNaMHERELLAM @Y CTEPHMNEHOCTE NpE BEIMELEHAW Ha
peHEAY cBEITE, 8 TEOHKE COXPEHEHWE CTEPUNEHOCTH & YCTEHOBNSHHEIN YONOBWAN Xpa-
HEHWA W TPAHCNORTHPOBEHMA 00 NOBPEXOEHNA MNHW BCKPRITHA IBLWTHON YNAKOBKK

AE S Magenus, NOCTAENASMEE B CTEDWNEHOM COCTOAMMM, OOMKHL BRTE HAMOTOR- Cu. &B
MNEHsl W CTEPRNHACEEHE NOOXOAAWL WM BANHOWPOBAHHEM Cnocofom

ABEd Mapenus, NPpeOHAIHAYSHHEE ONA CTERWNW3AUWE, QonsEHE BelTs MAr0TOE- HMCO 14844 [Bos wacTi);
NeHsl 8 COOTRSTETRYMILMWY YNPEENASMEIE (HANPEMED. NPOWIBONCTEEHHEYK] YENOBWAK [14].

Cm. Takse A8

AE S CHOTEMB YNAKOBRIBEHWA HECTEPWNEHRE MEOWEUMHCHHE W3QENWA JONEHH . A8
ofecneqdBaTE COXPIHHOCTE MIAENHA HE YCTAHOBNEHHOM YPOBHS YHCTOTH M CECOMTE K
MEHERMYMY DHCE MUAEpEiHOr 3arpAIHEHHA NP HeoBcoguMOcTH CTERUNHEIBLME Wage-
N Nepe] @cnoNE3I0E3HHEN, CHCTEMY YNAKOEHBAHEA cnegyeT BnBWpaTe © y4STOM
METOAE CTERMNMIALME, YEKBIAHHOD WITGTOBMTE MNamM

ABE Ynagosra WWnK MapEMpoBRE MAJENHEA QoNKHE BeTe pa3ndYHEIMA ONA WOSH- CM. NpUMEYaHHE KACA-
THHHBIK MNW AHANOMAYHEIY WA0SNWE, NPOOEEAEMEIX KK B CTEPRNEHOM, TEK H B HECTE- | TENEHD MADKAPOBAHWA B
PHNsHOM BEpHEHTAX A3




