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Npegucnoawe

Liens 1 npasusng: cTasgapTuiaurd 8 Poccricroh Panepausy yoTanoanewss Tegepanssibii JaKoHom oT
27 pexalbpr 2002 r. N2 184-03 «0 TeXHUMECEOM PEMYNHPOBAHWM S, 8 NPABUNS NPAMEHEHHA HAUWOHANBHLIX
cTamfapTons Poccwitcnon Segepaigei — MOCT P 1.0==2004 sCTangapTiialma a PoccHacson DaaospaLmi.
OcHoasIe NONOMEHNAS

CeogeHun o cTaHAAPTE
1 NOAMSTOBNEH 3akpuimuin axumouweprnin obuecTaom «MEOHMTECT» va ocose coBCTReHHOM ay-
TEHTIHOND NepPeBoa Ha PYCCKMA RILK QOKYMENTS, YRAIAHNOIO B MyHxTe 4

2 BHECEH ToxHe<acaM KOMATETOM No cCTangapTviagian TK 436 «YnpaaneHss Ea=acTeom WNegnumn-
CEMX HADBMHAD

3 YTREPHAOEH W BBEOEH B OEWCTEME Mpuxalom SoAspansHond areHTCTEa N0 TEXHASECKOMY
PENYTHPOEaHVED M MeTponoras oT 13 gexalpa 2011 r Ne 1189.cr

4 HacToRLWMA CTAMZAET RBNSETCA MOQWPHLMPOSAHHBLIM N0 OTHOWEHRD K GoRyMmenTy Lianesci rpynne
no rnobansHol rapuoHraausn (Global Harmonization Task Force — GHTF) «PyroeogcTeo no ayaMTy CHCTEM
MEHBMMENTA KSOCTEA MANOTOBHTENEN MEIMLHHCKR HATAMWR HA COOTBOTCTRWE DEryIMDYIOWMM TpeGoaaHse-
i, YacTe 2. Crparendn ayoutas (GHTF/SGAMNIORZ0:2008 «Guidelnes for regulatory auditing of gualdy
management sysiems of medical device manufacturers — Part 2 Regulatory auditing sirategys ) myTes mise-
HEHWRA BT0 CTRYKTYDL!, B TAIKKE NyTEK WAKEHSHRA CO08DHAHNR OTNENEHBN CTRYKT YL INSMEHTOS (Tepimm-
nomsecisx cTatand 3.1, 3.3, 3.7), ¥oTopee BLOEnGHE BEPTHKANBHOR NAHRER, pAacNOonOoMBHHONR Cheaa oT
TogcTa. Mpe IToM MCEMoNEH pasnen 4 aO60CHOBaHNES NPRMEHDHHOTD OPMIMHANEHOND QOKYMEHTE, KOTOPEA
HEWENECOOBPAIHN0 NPHMEHATE B HALMOHINEHOM CTAHOAPTE 0 CEAIM C TPEOOBIHHAMM K CTRVETYRE HLMOHI M-
HOMG CTaHOapTa Poccuickon degepaywd, yoTasoane e 8 NOCT P 1.0—2004, a Taes 8 CAAIM C TEM, YTD
COOeQHaHMe JaHHOND painena oyGnupyeTrca cOJepsaHren BeafeHuA i paigena 1 «DBNacTs NPHMEHEHURS.
Taoks WIMEHEHD OB0IHALEHNE NPANOEKEHHA HACTORALBND CTANGANTA B CARIN ¢ TPOBOBAHMAMMN, PCTAHOBME-
Hbidid B FOCT P 1.0=2004 (0 OpHriHansHOM J0KyWoHTe NpMnoseidn oBoaHaseHe apabcimmi bpan).
CpagHeHHe CTRYETYPE HaCTOALETD CTANGARTA CO CTRYETYROR YEAIAHHOID ORWMHANEHOND JOKYMEHTS NpHEe-
ABHO B SONCNHATENHOM Npunoke ks A

OpHraHanbHLER TEXCT Sy TEHTHUHOMD NAPSBONA MIMEHEHHEY CTPYVETYDHLL ANOMEHTOR NDUMEHEHHON
AoiyoHTa GHTF ¥ obbAcHEHHS NPHYHH BHBCOHWA TEXHUYECKIX OTENOHEHWA NPHBENEHE B SONOMNMHATEN b0
npranosaiiie 0B,

Mp# Npst@HEHKH HACTORWETD CTAHIARTA PEKOMENQYETCR HCNONLI0BATE BMECTO COBINOMHBLI MERTYHR-
POSHLLK (PErHOHANEHLE ] CTAHAAPTOR COOTBETCTEYIOLME MM HALUMOHANLHEIG CTAMAAPTH Poccuicxon Pegepa-
Lk, CROADHHA O KOTOPEX NPUBENGHE B DONONHWTENLMOM Apwnoaes 08,

B conav c pumyceos B 2010 £, B neproa nyGneysorn by = aesua 0s0HaTaNbHOR PE1IKLMA HACTORLUGND
CTAHAARTA, HOBOR PEOAKUMH NPHMBHEHHOND OPWIMHANLGHOND SoKyMeHTa GHTF, oTnMauenca Hanw-Hes
NpANOEEHWA E « AYOMT NPOrpaMsaHoin olecnesennas, HacTORILES NpHNoEENWe J00aENSH0 K TEKCTY HACTOR-
LWEr0 CTAHAAPTA W BLUIENEH0 OBOANOR BERTHEAMNEHON NHHBEA, DACNONOHEHNON CNpaaa OT TEkcTa

5 BBE[JEH ENEPBLIE

HHDODMBULR 08 USMEBHEHLIAX K HACTMORWEMY Cmandapmy AyGNuKyemcs @ axasodno UI0aeaemonM Li-
PODMIUUOHHOM YRAIIMENE *HAULUOHANBNLG CMANOIPMbs, & MEXCHT UIMEHEHU U NONDAGOK — & SHOME-
CAUMO UICAGHEMEY UHDODMBLUONNGIX YKEIaMenay « Haluonansisg cmandapmisie. B cmyvae nepecyompa
(FBMEHET] LT OMIMSNS HECIMOAWES0 CMaMdapma CODMmaamomayioilyes yeodomnanue Spdaem onyGnusoaano
8 QNEMECAYND LIN086MOM LnDODMABLLOHNOM yxazameane s Hayuowansxe cmandapmed s, Coomeamemeay-
MOLLAR UNDODMALLUA, YEeO0MMBMLIE U MEKETMb PAIMELLLAOMCR MAKKe & UMDODMBLUOHHOE CUCMEME OBLLI6 20
NONBIGIMUR — N HPULLaNEHOM Calme DedapansMosD S2eHMCITIES M0 MEXHUYBCKOMY DESYNUDOEANLIG U
MEempono2uy 8 cemu Humephem

© Crangaprwndrops, 2012

HacToRwsMiA cTasaapT ke MOSET BuTh NONHOCTHIO MWNM YACTHWYHD BOCNPOMIBEREH, THPAAUPORAH 1 Pac-
MPOCTPAHEH B KAYECTEE CHULHANEHOD nanaHia Gea paspewerua DeepansHOND ATEHTCTEA NO TEXHWHECHKD-
My DEFYRIMPORANMKD W MATHONOMMI
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Beegenne

LoxymenT «Pykosoacteo nNo ayauTy CHCTEM MEHEORMENHTA KBHECTEa HANOTOBNTENSR MEQMNLMHCKNX W3-
AENWA HA COOTRETCTEHE ParynUpyIunKM Tpeboaarmwan. Yacte 2. Crparerva ayguras paspaboran Lleneaod
rpynnod no rnolansHoR rapaosnaaugsm (GHTF) — pobpoponesibis cOOBLISCTROM, COCTOALIMM M3 NPASCTa0M-
TENER PENYNMPYILHE OPrados MeSHUHMHCEDR NPOMBILLINEHHOCTH,

HacToAwMA CTAHAAPT ABNAGTCA PYXOBOOCTEOM ANA PEryMMDYIOWMX OPralos W OPFaHnialni, NPoBoaR-
LLMX BYANTE CACTEM MOHEIMMEHTS KIHOCTED HINOTOBMTENGR MESHLMHCKAX HARENHA H3 OCHOBE NPOUBCCHOND
noAxoaa ¥ TpefosanuAM CHCTEME MEHEIEMEHTE KAHNECTES,

Mpuseusd e — B LONTEECTE HASTORUIETD CTAHOAPTA “AYSHT CIHAEERET AEYAAT HA CODTRATCTENS DTy Y-
g TPpeSoRarARME,

MpsMeneHHe KACTORLWEND CTaKaAPTa 0BecNeyHDaeT CNEaYIOLME MPEMMYLLECTES PETyNHPYVIOLINM Opra-
HEM W OPFaHMIALMAM, NPOBOGALLIMM aYAMTh:

= YOYULEHWE KA4OCTEA NPOBEIEHHA AYAHTOD, BEOYLLES K YNY-AUSHMK CHOTEM MEHEINMEHTA KAYECTEA
M YIYSLLEHD KEANECTBA NPOaYNUMH,

- QOCTHEEHHE BONLWeR COMAacoBaHHOCTH NPW NPOBEAEHHN AYANTA KaK MEXTY SYANTODAMA BHYTDH 04-
MO OPraMMIALLM, POBOARUIEA AYANT, TAK ¥ MEXIY AYAHTOPAMM DadkX OPrAHMIAUMA, NPOBOLALIMX Y QMT;

= QoCTHseHWe Bonee NPOSYKTHBHOID COTPYAMMHECTE MEXIY DEryMDYIOLMMK ODFaHANM B OTHOLLIEHMA
ayanTos,
- HIE AOBEDWA K ayOWTaM, OCYLECTENSGMEM ODFaHHIALMENR, NDOBOOALWIERA aYOMTE, 1 NDMIHD-
WA PEIYNLTATOR QaHHLIX 3YSMTOS ODYIHME PENYNADYIOLIMME OPranamiL,

- Gonee hHeKTHBHOE KCNONLIOBAHKE PECYPCOE ORTAHNIALIWA, NPOBOSALLER AYANTH;

- NPEACCTARNEHWE DYKOBOOSLIMK YKAZAHMWA ANA CTPaM, HaMepeEaWwWXch paspaforare cTpaTeno
MPOBELEHWA AYAUTOR CHCTEM MEHELXMENTE KIYECTER Ha COOTRETCTEWE DErynMpyiowmmM Tpebosanuam,

MpHMEHEHHE HACTORWETD CTAHAAPTA ODECNeYHMBABT CREQVIOWME NPEHMYLIECTEa HITOTOBMTAMNAM M-
FHLIAHCEMK HADSMMR:

- YITYHLEHHE KANECTEA NPOBEAEHHMA YINTOS, BEAYLIES K YITYIUEHNIO CUCTEM MEHEIKMEHTS KaYecTea
M Y NYSLEEHAD KAYECTEA NEOYKLUMK,

- GONBLWYIO COMMACOBAHMOCTE B NPOLEIYPaX NPOBEOEHAR Ay QHTOR ¥ B CCYLIECTRNGHMM OBDATHOR CBRIN
C HANOTOBMTENAMK B OTHOLEHHN HX CHCTEM MEHEINMMEHTA KAYeCTRA, YTO INDHOMKUT pecypcl, obnersas nog-
FOTOBKY K ayanTam,

- CONPALIOHIE YHMCNA AYOMTOR, NDOBOIMMEX DEIMLIMK DENYNHDYCLIMMEA ODTAHIMK Y OOHON MIMOTOBM-
Tens;

- YBENWHEHHAES QOBEDHA K AYOMTAM, OCYLUSCTENREMEIM ORIAHMIALUAMK, NPOBOOALIWMA 3y OHTE, W M-
IHAHME DEIYNLTATOR AAHHLX AYANTOD PAIHLMK DEYIMDYIOWMME ODFaHaMM.

K nsuam, NOMySaicuiMs BuINaY, MOXHO TRICNE OTHECTH NAUMENTOS K NONLICBATENER MEQMLMHCKNX Ka-
Denuit, RCNBITHBAKLME BONBWYD CTENEH: A0BEDMA K BEICNACHOCTH M KNHHUSECKOR ek THEHOCTH Ma®-
LHHCKHX MADENHA, PASMEWEHNX HA DiHKE.
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HAUWOHANBLHBIN CTAHOAPT POCCUHUCKOW EQNEPALMM

PYKOBOLCTBO NO AYAUTY
CUCTEM MEHE[MMEHTA KAMECTBA W3IMOTOBUTENEN MEOWLIMHCKWX W3LENWUA
HA COOTBETCTBME PEMYNUPYIOLWWM TPEEOBAHUAM

YacTe 2
CrpaTerda ayanta

Gusdelnes for reguiaiorny auditing of quakty managemaent systoms of medical device mandaciurers
Pan 2. Regulatory auditing atralegy

HAava soegeanns — 201 3—01—01

1 OBnacTe NPUMEHEHHA

HacToAwWA CTANGADT NPEIMAIHIYEH LA Dery TMPYIOLWWE OPF3HOB W OPTaHMIALMA, NPODBOOALLME Sy ar-
Tl CHCTEM MEHSORWEHTS KIHBCTES WINOTOBHTENEN MEOHUMNHCEHE HALENEA Ha OCHOBE NPOLECCHOTD NOAXoAA
K TREO0aSHIEAM K CHETEMAM MBHBANMENTA KidecTEa (Cu. MOCT PMCO 13485). Ecny geATaNLHOCTL GPIaHw-
JALEWA, NPOBOOALIM Y 0T, POTHAMEHTUDYDOTCH pEryNMpYIoWAMKE TpeGobasAMK Wi TpebolaHAMK K K-
KpeOQMTaLWe, T0 CTPaTerwo ayaWTa, NpeacTaBneHHys B HBCTOAWEeM CTaHOSPTE, PexoMeHOyeTcR
PACCMATPHBATE KaK AONOMHEHWE K Parynapyolrm ToeboBaHHAM HNK TREGOBIHMAM K AEKDEANTALMI, BCNin
ugnecoobpais. HecuoTpa Ha TO Y4TO ayQWT HINOTOBWTENA MEOHLMHEKHE WADENHR MOMET BEMOYaTs B cala
8YOWT Ha COOTBETCTEWE PETYNApYIsLIWM TREEoBIHHAM, HE CEAIAHNBIM HENOCPEACTREHHD © MEHERMEHTOM
KaqecTEa, OBNACT: NPUMEHEHWA HACTORUE D CTAMAADTA OIPaHHYEH TPEGOBAHWAMW K CHCTEMAM MaHea-
WAIHTA KAYECTBA. Mpd Kanwudi OONGNHETENBHLE PErYTRMpYIoWNE TpeboadHMd, ALNAIWWKCA YaCTh
ocfinacTe aygWTa, ayguTop SONEeH PECCMOTPETH, HOSHTHMUMDOBATE W SOSYMEHTHDOBAT: OAHHLE
TpefoaaHnn, HHTErPUPOBAE WX B LONK W KDATERMA AYAWTa.

HacToAWWA CTAHAAPT NPUMEHAM K NEPBOHIYANGHLM W NOJTHEDHLIMULMM Y 0WTIM, HO MIEST TaDKe
NPHMEHATECA K ADYIMM BUAM BYOATOB, ONUCaHHLEs 8 TOCT P 54427, pumodan ace gononHesss, paipabo-
TaHHed GHTF 5G4 B ka4ecTae pyEOBOACTES ANA OQTAHHIALMA, NPOBOARLIME 3yAMTE. LIeNK ApyiH Sy aHToE
CNPREGENAOTER ANEMEHTIME MOLCHCTIMN MEHEOMMENTE KIVSCTED, DGIaRHEMK ANA NDODESMHMHR Y QKT

2 HopmaTHBEHbLIE CCLINKMK

B HacTOAWEeM CTAHAADTE MCNONLI0EAHE HODMATHEHEIE CCLINKY HA CNEOYIOWWe CTINIAPTE.

MOCT P 40.003—2008 Cucmeuma copmuchusayuy MOCT P Pazucmp cucmen kavecmas. Mopadox
CODMUPURTLEL CUCMEM MoHOdNLOHTE KOYW0Cmas wa coomaemcmawe MOCT P HCO 90071—2008
(HCO G001 :2008)

MOCT P539158—2010 M3denus MaduyuncEis. Pysoacdcman No UMMEeS0aunil NPUHLLINGS MeHEdREH-
T DUCKE 8 CLUCMBMTy Modediatanma kavacmes [GHTR/ESGINTSRE 2005, I1DT)

FOCT P54421—2011 Pyxosodcman no Gydumy cUCMEM MEHeMEHTE KAYECEs uisomoaumanal
MEdUyLMCKUY U3denUl HE CODMBNMCIMaUs Da3yMUDOLLM Mpeloeaiuam. Yacms 1. Obiive MDoBoadHLA
(GHTF/SG4NZBR4: 2008, MOD)

MOCT P HCO S000—2008 Cucmaksd Manodsiuesma sauetmasd. Oonoaisd AONOWEHUR U CROGEHS
(HCO 9000:2008, IDT)

FOCT P HCO 13485—2004 Hadenus medutunckue, Cucmesss uengdwugnma xavecmeaa, Cucmen-
Mee mpafoaarun dnR yeneld peaynupoaasus (MCO 13485:2003, IDT)

FOCT P HCOTO 14965-2007 Hadenus medugumcxue. Cucmoss: moqpdssonms kavocmes. Pyxoeo-
domeo no pusesenwe HCO 13485 2003 (MOOTO 14569, 2004, 1DT)

Hiaamee ofeysanssos
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MOCT P HCO 1497 1—=2010 Hadanus meduyunckue, TTpusadenus MeHedamMenma pucks & MeduyLH-
cKuM uadenusw (HCO 14971:2007, 1IDT)

FOCT P HCOMIK 17021—2008 Ouonxa coomapmomaur, Tpeloaiiua Kk Op2anas, NpoaodaiuiM ay-
Sum U copMUGhURELLNG Cucmen menedxenma (MCOMIK 170212006, IDT)

FOCT P HCO 190112003 Pysopodmiiing yralanua o aydumy CUCTEM HeHedXieHma saiocmaes
WANY CUCMSM JKQNO2UMECcKO2D Menedwaenma (HCO 190112002, 1DT)

Mp e s due— Npu NonsMEaSMUL HBCMORAILUM CMaHIARMoN Yenecoodpaisg Npoaspums dadomaud oo
AosMEE CMAROSDMOE & UNODMAYLONROE CUEMBLe OOWAFD FONLIIRANUS — il DEUULINLNIL CRime Pedepansnosg
AXeNMOMAl N0 MBFSUECHOMY DEIYAUPORENIND U MEMPONDILY 4 Comy HemagHem uay no axerodns uidadasuouny ww-
DOPASHUGNNOM Y FKATSM A0 & Mlfudsdis et ORTaN0S0me e, xOrmopal oRydaneodn 00 COCMORIG 8 T RRad o M-
fpEdd FdE. U A0 CHOM ST SME 0L LY SNSHEEAYHD URBIE0MAY JRD 00U SEPDHHES FAaIATE AN, SNpEALNGaS AL 8
medyidu 2ody, Ecni ceaiNovrend Cnasdanm JaMaHEs [UTMEREH]. M0 MEU NONER0EAHLIU M CITORL UM cmandapmo che-
dyem Pyweacdcin SEEETACA JLEAIOLILA (riserernaM | cmardapmon. Ecnu comnovned CmaRdapm amueses S 5a-
MR, MG POACEONUS, § SOMOPoU JikE COMANE B MOS0, TLUMAHTSNCE & WO, Wi JAMpEIUaRD ol 2Ty CoRimey.

3 TepMuHLI W ONpegeneHua

B HactonueM ETaHgapTe NpwiieHaHe CRsfyoling TapMidib ¢ COOTBETETEYIOLMMN ONPeasnauiiEmMM

3.1 ayaur (npooepka) (audil) CHCTEMATHYSCKHA, HEIIDMCHMEH M SOSYMEHTHRODIHHBIA NPOUESCS No-
Ny4eHAR CBMABTENLCTE SyaNTa i OB EEKTHBHOTD WX OLUBHWBAHHA C LENkD YCTAHDBNEHMA CTENSHA BRNOMHE-
HHA COMMACOBAHMELE KDUTEDHEE ayamTa (2aumcTecean wa FOCT P HCO 2000, mynst 3.9.1)

3.2 aygWT Ha COOTBETCTEWE pOrynupyoilws Tpebopanwam (regulatory audill AYOHT CHCTEME M-
HELEMEHTE KFHECTEA © LENLI GEMOHCTRALNN 88 COOTBETCTEMA DEryNHpIoWHM TReGoaaramM,

Mpwuesn e s —0 ectiotyen CTARGAPTE s@yZaTs OIHIIA0T “AYANT Ml COOTESTCTEME POryNEpyOERY THo-
LT T ES

3.3 xpwrepum ayawta (audit criteria). COBOEYNHOCTE MONWTHIA, NPOLGAYD UMK TpeGOaAHHA, KOTODLE
MPHMEHADT B BALD COBNOK [IAUMCTRORAHD U3 FOCT P OO 2000, myvsr 3.9.3).

3.4 caMgeTensCcTEo ayaMTa (audl evidence): Janucu, winoxenHe GasToa WM Gpyran HHgopaalma,
KOTOPEIS CORIAHE & KPUTEDHAMA BYANTE M MOTYT BuiTe NpoBepaHE [3aMwcTaoaaHd W3 MOCT P HCOD 8000,
myHET 3.9.4].

Mpuweéwd Are— CEALETEALCTED By QATE MOKET Db Te CEUECTRRHHN WANK EDMNSETEEHRRM B AENONeYYET-
CA ANA S0LaIATRNRCTES HESNOIeHA By OATE

3.5 opraHMIaUMA, NPODOOALLAA Ay aWTel [avdiing organization): Cpras, NpegHaIHadeHHLR QNA Npo-
BEQEHHA aYyOHToR Ha GA3e KoOHEDE THEIX DeryNUpYIoWHME JOyMEHTOS M B COOTBETCTEMA C NOCTARNEHHLIMA 33-
LECETIR
3.6 ycranaenWeaTe (establish) Onpagenate (yWpesnaTte), AOKYMEHTHDOBATE (B NWCHMBHRON WM
INSETPOHHOA POPAE) M BHEAPRATE.

Mpwsewn s =— HICTOAL M ORPELENGHNE OTNEYRETCA OT MONoRLIyeuone o FOCT P MCD 13488 («onpede-

AATH, PAIDSGS TRaDATES ), (04 HE NDUBESEH0 OPHUEALARKOE ORPEJENAHNE JARHOMD TEREGIHE # 800 DDHEAE HE HEE HOCHT M-
HE&E .ﬁuplm'l'ul-hluﬁ HEGALTER.

3.7 maguuHHcKkos Hagenwae (medical device): ONpanonadme SaHHOMD TEPMHHA NPABENEHD B COOTBAT-
CTEYSOUWBA HOPMATHEHON BOKYMGHTILMH,

3.8 npoyecc (process) CoBokyNHOCTE BIAHMOCERIAHHLX MNK BABMMOABRCTEYIOW MY BUAOE ABATEML-
HOCTH, NPS0BRane0lLLAA BXOSEL B BLXOAR [IAMMCTEOBAHE W3 MOCT P MCOD 9000, nywer 3.4.1)

3.9 ocrarouHbiA prck (residual risk). PHce, oCTaruWeic NoCNe BuMONHEHHR MER NG YNPAENE A PUc-
KOM [3aMmcTeoano M3 MOCT P HCO 14871, nyuer 2.15).

3.10 monexMeHT pHeKa (risk management): CHcTEMATHYECKOE NPHMEHEHHE NONUTHEM, NPOUGAYE #
MPAKTA-ECIMX METOO08 MEHBIMMEHTE QNA PEWEHWA 3A04Y AHANHIA, OUBHNBAHMA, YNIDIANEHAR W MOHHTD-
PHHIA pHcKOB (AauMcTeoaano 3 MOCT P HCO 14977, nyver 2.22).

311 DOXYMOHTIALWA Ha NpoaykuWe (product documentation). Doxyseimed, NpaacTasnaowme oobod
BREOOHEE OANHED NPOUGCCE NPOSKTMROAAHMR W PAIpABOTIN KOHKDETHOMD HASBMNMA HEIAEMCHMD OT TOMD,
BEMIOEH N GaHHER NROWECE B OGMACTE NPHAEHEHMA CHETEME MEHOKAAEHTE KI4HSCTES OPFaHNIALMA.

MepwmeanHee — B pAINMIHEE OPMEANIMAL MENOMEIYOTEN PASHWE TEHMMHL B O PELERAEHNE.
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4 OBwmMe 3aMe4aHuA NO CTPATENAK aYAMTa HA COOTEBETCTBHE PEryNHPYIOWMM
TpeboBaHuAM

Mpi NpOBSAEHRA aYOMTa RIMOTOBMTEMA MEORUMHCKHY RAGENHR HE0GKOOHMO OUBHHTE M0 CHETEMY M-
HEIHFMEHTS KEHECTEA HI COOTRBTCTEND POy MM pyoILMm TeGoBaHMaM K CHCTOMIM MEHEIKMIHTA Ka4eCTEa W
NPOUBZYPaM, YOTaHOMTEHHEM HINOToRRTaneM, CHCTEMS MENSKMEHTA KINOCTEA MORET BuiTe OCHOBAHA Ha
NPHMEHMMEX CTAHOAPTAX B OTHOWEHMM CHCTEM MEHaEMaHTa KadecTea (cm. FTOCT P HCO 13485} wnw Ha
APYTHE POTYNARYKIUME QOKYMOHTIX.

Mpwu NpoBefeHAR ayO0MTa PEXKOMEHOYETCA KCNONSI0BATE NPOWBCCHEN NOOXOL, NPW 3TOM EENaTEMEHD
CAEO0BATE GROK-CROME NPOUBCCON HNOTORHTEMNA MEIHLMHCKHK ML0EMHA.

MposegeHWa ByGWTE SONMHO GTh OCHOBAMD HE MEHBIKMENTE DUCER W CROXYCHPOBAND HE DCHOBHBIX
NPOUBCCAX CHCTEME MEHEAMMOHTE KOMECTES, HEOOXOAMMEIRX ONA HITOTOMNGHMR METMUMHEKK HIZEMWA,
OXBATHODS MK OGNACTEED AYQWUTA. AYGWTODY CREOYET COCMUROTOMMTE CHOR BHUMEHNE Ha HaKTODaX, B Haw-
Bonsiwed CTENEHE BOIQeRCTBYRULIMN A GeIONACHOCTE MBORLMHCEMY HIOENWR, TARAHTHRYA B TO %8 BReMA
HAANERALYI0 MONHOTY OXBATA BCAX KNACCHE MESWLMHCEMY HADEMHA, NOANANMOoWHE Nog 0BNacTs ayauTa.

4.1 Uenw

AYONHT PEKOMEHIVETCA NNARMPOBATE W NPOBOOMTE TaK, 4To0M AOCTHYE CNBIROLLIWE Wanen:

* DLIBHWBAHWA PEXYNETATHEBHCCTH CHCTEMEL MEHOIRMEHTA KAMACTRA MITOTOBMTENA, BRMKMAR CHCTaMAE:
THSBERDE H BOIYMETATHOHOE UGHMBIHNE DRNOAHEHMA DONY ARV N TREG00HIA B DAy MHO HBOGXOIMMER
MRG0 BRELE K,

- COFMBCOBAHHGETH POIYALTATOD AYANTA HEIABWCHIMG OF TOM0, KAKAR OPFAMMIALIAA WM KHKAE HHERBH-
Ayl Oy EHTODL NPOBOIAT Sy 0T, KObirimioN WenksD ABRMAOTCA FADMOMEIILMA M BEAMMHOD NP XHaHEE Di-
IYNLTATOR SYAMTA;

- DNPBOANEHAR C NOMOWBE aYaHTa TONRS, KaK MIeHTREHUMEYIOTCA M PEWARTCA NPoBNesl, COAIAMHEIG
© MEAHLMHCKAM KIOENWEM MM CHCTEMOR MOHQIEMEHTS KIYeCTEa,

= MPOXPAYHOCTH BYQMTA AMA NpOBEDAEMONR ODTaHNIALMH,

4.2 MNpoBepREMAR CHCTEMA MOHEAMMOHTS E3YSCTES

Mp# NPOBEIEHEAR aYOHT PEXOMEHEYETCA COCPRA0TOMWTE DHIEMANWE HO CTONLED Ha BENONHOHAN KO-
HpeTHL TPeBOBAMWA, CRONEKD HA PEIYNGTATHEHOCTH CHCTEME MEHEBIRMEHTE KBYECTEE MIOTOBHTENA B Le-
nost. flns Toro yrofisl pasbute ayaut Ha Ganee yNpasnAeMse 43CTH, HEOGXOAMMO MASHTHOMUMPOBATS
NOSCHCTEMB, NPWBBOoHHME B TanHwE 1.

TaGbnuwuga 11— NoScHcTeME WAH BX00 AERTEALHOCTH W CAREERHBIS C HItMA DA B

Mogcwcrewes I":ﬂ-;:;:; rﬂﬁ‘:
1 Buitises pyROBONCTED 4.5 6.T. 8
2 NMpossTepoasane @ paapaiorea T
3 NokydedTagicl HE NEoEyRU#D 4.7
4 Ynpasnedne APoAyEUHER H NPOUESCCEMM (BErMyaE CTEDMNALELNG, FoE 4.6, 7.8
M ibE HR D )
E KoppedTmpytuine b ey s fsume ST aen 4. 56T 8
B ¥NOaE N SRR T
T [ocysanTiwes | Aaniece d
B Mpoudcos, ChAIaHFES & AoTRedaTandN T

Bonoes noapobueit CoRNEM HA pa3aens W noapaanens FTOCT PHCD 13485 npueegome 8 pasgens 5 Ha-

CTOAMUEre CTasgapta, OCHOBHBIG NOOCHCTEM HaeHTWRRWMpOBdH B Tabnaue 1 nog Hosepase 1—5. Daw-
HEEM NOQCHCTEMAM DEKOMEHIYETCA YOENATL NEPBOCTENEHHOS BAMMAKWe B Npouecce ayguta, B xasmx-To
KOHEDE THEI CHTYSLMAK MOXET ROHARCENTLER PACCMOTPETE B KAHOCTEE OEHOBHLIX NOACHETEM SDYTWE ROQCHE-

3
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Tomel, Hanpusmep, yNpaanasue Janyiaums PeisMesIyoTcA PACCMaTPUBATE KaK CCHOBHY NOOCHCTeMYy B
CRELyROLAR CITyan

- GBI WITOTORNTENE JIKYNGET MOTOBLE MO HLHHCKWES MIENWA;

= GCNHW WIOTOBMTENL NEPEAAET CTOPOHHEMY MCNONHWTEND BRENONHEHME TAKWX OCHOBMHLEE NPOLECCOE
W YENYT, kK MpOOKTHRODDHWG M PadpaboTed, RPOUGCoE MMIHOHHOND WK NPOOYILHK, CTERNNMIALNA
Hoap.

- @AW MAMOTOBMTANE JAKYNAET OCHOBNLE KOMBOMENTEL I YA

4.3 Nogxoa K ayauTy

CylscTayioT BasHee NOAXOAE K NPOBEAEHAKR AYANTA, HANPHMED, aCHERXY BHWIE, SCHEAY BESRKS, KOM-
BHHHEPOBAHHEIE NOAX0N W 3YOHT KDHEPETHOTD MALGNHA.

Hagnesawil nogran cnegyaT Bubpars B JaBMCHMOCTE OT WaNM ¥ NPWYHHE NPOBEASHAR BYANTA,
Ecns B NPOLUSCes AyANTA HE DACCMATRMBAMKTEA KAKHE-NNGO MHLWABHTE, TO NPEARSUTHTONLHOE DbpaTh
NOAXoS «CBepxy BHA3s, Takod noaxon obLvHD NPEKTHEYIOT NPH NPOBEISHWH NEPEoHIMNINBHOTD AYOWTE,
Ecne ayauT BLnoYaeT B cebn pacCMOTPEHHE BOIMOMHON CYLWECTEeHHOR npobnes BEIoNACHOCTH, TO
BBk NPAKTHKYIT MOLN00 aCHESY BBepxX s, NG NpOBoSeHHA NOSTEODXAMOWOTE Ay AHTH MOMHO HEMOML-
I0EATE KOMBMHUPOBIHHBIA NOAX0N. AYOWT EOHEDETHOMD HISENHA NOIBONAEST OUEHHTE BISHMOOSACTEHE
MERAY MOJCHCTEMAMM.

MNonxon «ChiEKy Bbde, BENOMNuIYEkbin L0 NEODELEHWA Sy 0T, HE4HHIOTCA & OUBHIBAHRA CTPVKTYDR
CHETEME! MEHEIFMEHT S KIYSCTRE MINOTODMTENA W &0 NOJCACTEM: BLICWETD PYNDBOOCTEA, NPOEETHROBAHMA W
paapaboTion, BOKYMENTALAN Ha RPOOYKAMG, YIPABAGHMA NPOAYHLHER W RPOUGECaMN, KODDEKTHRYOULAK W
PP YT AN UH AEACTEWA. BuifpaiHbid NOOCHCTEMb SHANMIMPYIOTCA ONA TOM0 JYTobbl YCTAHOBMTL, KaK
WIMOTOBWTENL BENONHAST OCHOBHLIE TREGOBIHWA NOCDEACTEOM ONPENENEHHA, DOOMEHTUDOBIRHKA W GHEApE-
WA SOOTBOTETEVIOWMY APOLeAYD. Bkt OTCAGRMBATE NDMMBHEHRE MPOUBECHOND NOAXOAS KEK K CHETEME
S HEINAEHT S KIUECTES B LONOM, TAK M K KMO0H 08 NOSCHETEMWE, HANPHMOPD, KCNONLIYA wHkn PDCA (nnakss-
POBIHWE — DCYLWBCTANEHWE — NPOBEPES — AeAcToMe ) (Ca, 4.4), Mpusénan NOOX00 CCBEPXY BHWI® Y QUTOD
AGnEN NOATEERAM L, HTH RIMOTOEWT &ML PasPAGOTAN HAANBNGELWE NPOLAYDE M RORWTIY. [IRA ATOM Sy Hw-
TOD GOMEEH NPOAHINKIKMDOBATe COWOOTENECTRA aYOWTS, BEMHOYAA JANWCH, 0 WONAK BepeERaLWH
PEIyNETATUBHOCTH BHEADEHMA WITOTOBMTENeM palpaloTaHHLX NONMTHGE W NPOUBaYP W COOTBETCTEMA
CHETEME MEHAIRMEHTE KIHOCTEA DaryNMpYIOLIHM TREBOBANMAN,

DnucaHHLA NO0X00 ABNASTCA & QMHEEM QMR BoRX CTOR0H, YYaCTRYIOWMX B CHCTEMATHYECKOM W NPOIpay-
HOM NDOUBSCCSE Ay QWTE. PENYNHDYRUAX ODTakos, OprasuIauwi, NposogAlHx ayauTe, u karoToauTaned, Oaxa-
KO fEsHbA DOANON i NOIBONRET CHOKYCHPOBATE BrilaNHHE A KOHEDETHOM HIFaMTNA.

MNoaxon «CHUIY DESPXs, HCNONLIVEMLN ONA NPODEeHUA SYINTE, MOEET HMETE B KINeCTDE OTNPasHoN
To4KM NpoGnesty 8 0GNACTH KaYECTea, Hanpumep coobienre O HeBNAroNPUATHOM COBBITHH, NPOHIOLWE LM
© MEIMLMHCKAM KBMHEM, WNH O HECOOTBETCTEVOLWERA NpadywuMin. Tame oBpasosM, ayauTop HaMMHIET pa-
GOTaTe SCHHIY® W NPOXOGMT BECE MYyTh *BREDXE YSPE3 CACTEMY MEHEPKMENTA EKIYeCTEa WITOTORHTANA
BANOTE A0 OTEETCTBEHHOCTH BLICLUSND pyRoaoqcTea. [anHeih Nogxod No3eonaeT SRcTpo NoNysMTs NpeqcTan-
NEHWE O PEIYNLTATHEHOCTH BLGpanHHRE ONA ayQWTa NOOCHCTEM H NPOWEoCoE, Ha GHKLHOHADOBAHAE KOTO-
PhiX NOANMANS E3xaf-T0 KoMkpeTHan npobnewa o obnacT EaYecTea, ¥ o NpusuHe(ax) BOIMMEHOBEHMA
npobrems 8 obnactk sadecTea, [pe WENONBICBAHWW QAHHOND NOOXOAA TPYAHee ONpedJendTh
PEIYNETATHEHOC T CHCTOME MEHEIIEMENTA KIYESCTED B LENoM.

Tpetwd nogxog npeactagnaeT cofol xomBuHaUM NepaLx QBYX, AYSHTOR HAYHHAAT C AHANMIA BEPXHE-
O CNOA CHCTEME! MEHEANMEHTE KaMeCTEa (COBpXY BHMA), JaTeM NPOBOSNT ayaHT HEKOTODLIN ANSMEHTOR CHC-
Tédis (HANDHMED, NPOUSCCA NPOHIBOACTRA] M B WTONS BEpWEMUMEYET COOTBOTCTRME NpOBGNEHHRX NDSUSLYD
(cHuay paepx). MpuserHene KoMBUHEpoBaHHOre Noaxoaa acTo Gonee HxpexTHenD, YoM NOSXOS0E sCRERXY
BHIIE WM SCHATY BOOPXE N0 OTOENEH0CTH. [aMHeRA NOOX0N TAKKE YACTO ARNAATCRA Gonee ruBoimM nps weene-
OCBAHWH EOHKDETHEX NPOGNeM, COAIAMHLX © OUEHHEIHWEM DeIYNETATHOHOCTH CHCToME MEHEIHMIHTA
ESYECTRA HITOTORBHTENA,

Mp# ayauTe KOHKPETHON MIAANWA BYANTOD BGUPAET OOHO MEOWLIMHCKOD HIAONME, NADTUID WNK CEPM0
W HIYHEET HCTOPHED AauHore ofpasua (BaHHOR BSopKM) H NPHMEPE PAIHLIX NPOUSCCOR CHCTEMb MOHEL-
MMEHTA E3YECTEE (NNaHBPOBIHMA, NPORKTUPOBAHAA W paIpaboTed, 3aKyNoK, NPOMIBOACTES, YNaK0aLIBIHMA,
pacnpageneH a1 T, 4.). 270 weobrogumt genate Nwho HEYHHAR CO CTAOMH MNAHKPOBAHHA M NPOOBUIBACE
pneped, NHio NPOARHIAACH HAIAN OT CTAOMM pacnpegenatva, Kpowe Toro, swbupan obpaiey ¢ HIDECTHON
npoGemMod, ayaMTop MOXET TKKE BRNEOYUTE B ayQHTOPCKOS IRKMGYENRE NOOCHCTEMY KOPPERTHDYIOWLMK W
Mpeqynpesfaniun ASRCTEMN.

4
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4.4 MpoueccHLIA NOQXON E 3y OMTY

PewynuTaTHBHAR CHCTEME MEHEIMMENTE KaYOCTES AONPATCH MEXaHMIMOM YNPIBNEHMA, cnocobisig
NPEayPERaaTh W BEABNATE OTHNOHEHEA W ADeHTIDHLKPOBATE NpHYHHE ITHX OTENCHeHHR, Janee peaynsTa-
THEHDA CHCTEME MEHBIRMENTA KANGCTER CRodyeT oBacNEYHTE HOBHTHDHKALMD, OCYLUGCTENEHNRE M DEIYNL-
TATHBHOCTE  KOPDESTHRYVIOWME W NPEOYNPOsQaKUNE  OERCTEAR, AyaHTopy PEKOMEFOIYOTCRA  OUEHWTE,
CTRYETYPHPOBAHE! MA NPAMEHASMES NOGCHCTEME! M NDOUBCCE! CACTEME MEHEINMEHTA KA4ECTEA KaK CaMopa-
FYNHEYEMES, YNDABNREMEME NPOUSCCH M RBMAKTCA MM OHK pesyNsTaTnexsse. FTOCT P HCO 134585 noMoraaT
COHOpMYNMPOBATE CReOYKHUME OCHOBONOMNAraUIWe BONPOCH, OTHETH Ha KOTORE MOTYT uiTe NOMyYaHs &
npouUacoe w,ﬂ,lﬂ'l'ﬂ-.

4.4.1 NnanupoBarwo

PaspaboTan n #3roTORMTENE B COOTBETCTEMW C PENYNHDYWOLIHMA TDSG0BaHMAMA LENH W NPOLECCH, HE-
oiroauMele ONA QOCTHESHMA 60 CHCTEMON MEHEDEMEHTE awaCTEa Tpeby e padynsTaToa?

4.4.2 OcyuecTaneHWe

PyrROBOACTEYETCA N HITDTOBWTENL B CHOER JORTENGHOCTH CHCTEMON MEHEIRMEHTE KE-eCTEa 7

4.4.3 Mpoaopua

FerynapHo N OUSHHBIOT HEOTOENTEN: NPOLECCH CHCTEME! MEHRIEMEHTE KFYSCTRE W PEIyNbTaTs M-
MODEHEA B COOTEBTCTEMN C PAa3paboTaHHLIMM LENAMA W Perynupyouirmn Tpebosanuamm T OueniaasT rm ui-
FOTOBMTENE POIYVNLTATHENOCTE CHCTEME MOHDAMUWGHTA KOUOCTAA SOpO3 IANNAHMDOBAHHEE MODWOTE
BPEMEHA NOCPEACTROM NEHBAGEHHA BHYTDEHHMX Y QHTON, SHANNI CO CTOPOHL PYROBOOCTES ¥ T. 0.7

4.4.4 Nencrane

Ceyl@cTONAGT M MINOTOBNTENE DOIYNETATHEHLMN KODDEKTHDYIOWWE MW NSV IaMLbM JORACTREA §
Uenax GOeCN e eHIRR BRICOKDND KIYECTED MELHLHHCWE WANENMA W HX COOTHETCTEMA NpAMEHWMLIM JRR0HONE-
TEMuHLN W DACYMDVIOLMM ASKySEHTMT

4.5 Buwibopra

AYNWTODE MOMYT OCYLUACTRRATE BeGOpRY, OCHOBRBARCE HA DANTOPAX, € HAWGONBWEN BOPORTHOCTEIO
BOXASACTBYIOWMK Ha GEICNICHOCTE NPHMEHEHKA MaORUHMHCKOTD Magenws. MNP NNaMIDORIHKA ayORTOR CHE-
TEM MEHAIMMEHTE KBSECTEA (CM. Taxe 4.6) ayauTopau HeoGX0OWMe PACCMATPHESTE MHOMWE (DAKTODE! (Ha-
npusep, obNacTs ayaMTa, KNACCHDMEELMI0 MBLMLMHCKONS WABAMAA, CROWHOCTE MESMLMHCKOND MIQeNKA,
NPEayCMOTReHHOE NPHMEHEHNE, NPHMEHUMBIE PErynApyiouse TpefoBanHa, PEIYNETATH NPENLEOYIME 3y as-
TOB M T. A ). MOSST BOIHMIGYTE HEODNOMMOCTL B8 NPOBAREHMM BGODI BHYTDH KAXA0R NOACKETEME, AN
TOMD YTOGE OLEMATE PEIYNLETATHBHOCTE BHEADEHNA JAHHOR NOSCHCTEME (M CERIANHED © MEA NOOCHCTEM).
Ona onpegeneqss COOTROTCTEYIOWMY PaIMEpol CTATHCTMMECKDR BufopEr MONHO WCNONLI0BATE Tabnw.
i AL AR A2, NPEEETAHHES B NPANCHEHMA A

4.6 MNNasdpoBaHAE 3y aHTS

B aononmdHe K Tpeboaarmam, npuaafesivsid B FOCT P 54427, penoMasdyeTcn paccMoTDeTs CRaay-
WMo hakTopel:

= MHEOPMALW0, NOMMEHHYRD OT MITOTOBMTENR;

= MPONOLEATENEHOCTE Y LHTA, B0 MNEDHoOMYHOCTE W NDAMEDHER DACHET BPRMEHH NEODANEHAR Y OHTS
HI MECTE,

OcTansnss QaKropl, KOTORES HEOBXOAWMD PACCMOTDETE, NPMBSAEHE B PAIGENE 5 HACTORLWGIO CTakH:
Aapra.
4.6.1 Huiropuauwn, KoTopyo HEoBX0OHMO NONYYMTE 0T HITOTOBHTENA

Ha cranmy ARaHHPOBaAHIAA PEKOMEHIYETER IANPOCHTE CNEAYIOLWII0 MHDODMALIWIG OT NANOTORWYT G, [
Torg YTobl ONPEOENHTE NPOOOMEHTENGHOCTE JYOMTa @ paipaloTaTe NNas ayoWTa § COOTRETCTHMHA C
FMOCT P 54429, mpar 7.1.2:

= OHHLHANTLHGE HAWMEHOBIHRG OPIFAHMIALKW-MINOTOBMTONSA W BOD G0 NPOYME HAMMBHROBAHWA, &8 Af-
PEC. & TAKKE CTRYRTYDY Oprasiaaumu,

-« HAMMEHOBAHWE NPEACTABNTANS, KOMTAKTHLIA Tanedon, hart n A0PEac INaKTPOHHOR NOYTEI,

= OBugee YHCND COTPYAHHESD (B0 BOBX CMAHAX), NoNagarMx nog onacTe ayauTa;

= HOMEHENATYRY W KNacc SeIonacHOCTH MANOTEBNHBASMEIX MEOHLMHCEMX HIgenHi (xnacs Ge2onacHoc-
TH MEQHLMHCEOND MADENHA MOXET OTHRMATECA ¥ PAIHLIX PETYMMDYILAX Opranoa);

= DO NPOSAHHL WA NNaHHEYEMBX K NPOOaWE 0 CTPaHE WANH PETHOHE MOTHUMHCERK HIDQENHA,
perynvpyiowre TReBoBaHMA KOTOPSI JOMKHE BbiTh OUBHEHL, BENIQYAR MNONHLE CNUCOK 3BTORHIZUMEA (HanpW-
MG, MALEHIMA), BLfaMHBX KA PACCMATHWBAE MBS MEAMLHWHCKNE MATENNSE (F06 NPHMEHMMO)
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= MBCTONONDHEHWE W PyHLUMWY K308 NPOUIBOACTESHHON NNOWALKM, BEMMHEHHON B BYOMT,

- CNO0E BAOOE BEATENLHOCTH, GOVILBCTRNAGMX Ha KAMAOH MPGLSNKE,

- CEUMANGHEE NPOWIBOECTREHHLE NPOUBCCH, KaNpUMEP paspaloTia NporpaMMHone obecnewaHmna,
CTEPWNMIALAR ¥ T. 0.

= NEpERiib MATERAAN0E 1 YCNYT, NOCTARMASMEE HAWGONEE IHTMMBIME NOCTABUAKEMN, H X MECTOHD-
XOWOBHWE, B TACKE CNOCOD YyNpaBNeHHA NPoUSCCamME, NEPaSEHHEIMK CTOROHHEA CPraHW3ayWmn9,

= BOE WMIHLLWOCA DEIYTIETATE AYIMTOR, NDOBENEHMEDX EDYTHIAR ODIEHH SALAAMK, NDH HANWYHH COOTROT:
CTEYHALEND PAIPeWOHU,

= BOIMOSHOCTE MOHTAHS MNK OGCNYHHEAHAA MESHMLIHHCEAY HAGEIWA,

- CRBREHHR 050 BoX KIMBHEBHWAX, NPOMICLSILME 0O BPGMEHN NPOBELSHWR NOCNENWEND SYaWMTa, BN
TaROEBO0E MMERW MBCETO,

4.6.2 OnpegeneHHe NPOSOMEHTONLHOCTH AYOHTAE, 80 NOPHOOHYHOCTH H NPHMOPHBIA PacYoT
BPEMOHH NPOBCATHHA AYAMTA HA MECTE

4.6.2.1 MeproaMaHOcTE yaMTE

MeprOaW-HOCTE AYOWTA JABWMCHT OT (DaKToP0s, NpreegenHex B MOCT P 54421, nogpainen 7.2, 8 Taowa
OT ParyNUpYDLMK TREGOBAHMA ¥ NPAALICTODNR MNOTORMTANA.

4.6.2.2 NposomerTencHOCTE ayIMTa

MpooomEHTENEHOCTE YANTE OXa3LIBIAT CYLUBCTEAHNOE BOAOARCTEME HA DEryrMPYIOWIHE OPFaHE W Npo-
M LNSHNBE CTRYETYDE B EBRACHMOCTH OT WCHOMbEI G DECYDCOD, & TAKKES OT MOMNHO T GXBNTE SYTIMTOM W
TLWATENLEHOCTH &0 NPOBED SHMA.

MpoSOMEHTANEHOCTE SYOHTA J3BMCHT OT TakHX DAKTOR0S, KaK OONACTE aYANTa, UMM M EDHKDOTHEN [d-
FYFpyYIOWHe TREboBaHHA, CODTRETCTRWE KOTOPGM HeOBXODMM0 OUSHHTE, 3 TAXHE OT HOMEHENATYRL, KNacca
BE3ONACHOCTH, CNOEHOCTH MEBOMUMHCKKE MANENNA, DAIMER0E W CIIORHOCTH CTPYETYDM OpfaHHIaLMH-HIrOTO-
BNTanA. ECN cNewuMansHo i Oroaopens, TO NEpEuMCNeHHEE GaKTopw OTHOCATCA K NEDBOHIMANuMBIM M Hog-
TEERWEAOLMM FYOHTAM,

4.6.2.3 BIavmochais MERTY NEDRGIAHOCTRI0 W MDOAOMEATENEHOCT B ST

MpoQomeHTansHBCTEL SYIATE JAEUCAT OT aro NePWoQUUHOCTH. Hanpuuep, Bai0ouiM ypoaHEM RENASTCA
BHEMOAHD NPOBOAMMEE ayauT (csa. MOCT P MCO/M3K 17021).

4624 Mool onpegensiiin NpOIONHATENLHOCTH YT

Ecnn opraMiaaums, NpoBoARUIAR aYONTH, NNaHKPYET NPOBAAEHKE AYOMTA, TO SyAMTOPCKDN rpyNNe cne-
AyeT NPEAOCTaE Te SOCTATOHMO BPEMEHN N8 TOM, YTobu oNPegenHTE COOTBOTCTEME CHCTE M MEHEINMEHTA
ESMECTRA MITOTORMTENA NPHMEHHMEM parynupyiouas Tpefoaanman, Ecny neofxogumo SONONHHTENGHOS
BOEMA ONA TON, 4T00M OUBHATE COOTBETCT BHE HALMOHANEHLIN MMTH PETMOHATEHBM pEryHpyiownm Tpeboa-
HIHAM, TO 373 Heof0aHMOCTE Somera SwTe obocHonaHa,

Hanpuwep, ana onpegenensa Gai080A NPOOOMEHTENEHOCTH NEPBOMANANEHLI SYQMTOR HA COOTBET-
CToWE CTaMgapTam copwi MOCT P HCO 5000, vaMopaaelion 0 wanoBano-0Mmax, MOsHD WCHONLI083Te Talnwiy
w3 FMOCT P 40.003, Nockonery 0anan Tabneya 1we npegHaHaNesa HenoCpencTeeHHD AN My ¥ SyauTopos
MEOMLMHEKHE  MANGNHMA, pexOMeHOYeTcR  A0GABMTE JONOAHMTONLHOS BPSMA © yudTom Tpoboaaswa
FOCT P HCO 13485 w perymipysou iy Tpebonarsd, Janynii CTAHISDT MONG0 TH0EE PECCMaTRHBETE KaK DyHo-
BOACTEO ANA ONPAAENEHHRA NPOACNKHTENEHOCTH GPYTHX BHO0E AYIHTOR, HANDUMED NOATEGMKAAI0LWG Sy0K-
TOW,

Yoenwsannoe Gazoece spema Bumaet B celia BpeMA ONA NOOROToBKH K 2yauTy, NpegBapHTensHong
AHANMAA QOKYMEHTALMN CHOCTEME! MENEIMNMEHTE KA4ECTEA W COCTARNEHHA OTYETA. B HEMD HE BXOOMT BREMA,
HEOBXOOHMOS INA &HANKIE NaKDTH NPOSKTHOM DOKYMEHTILIME, WIyUaHiR THNE, NPOBERM oaobpe A DuInycka
HMA0ENKA B NPOAANY W APYIAE NOO0DHLN BHI08 JEATENEHOCTH, KO BXOQNT BpeMA, meolxaaMMos 4NA OUSHRBE-
HHA SOKYIABHTOn Ha mpoayrLwRe 4a Baoe obpasua, exbpanHoro ona ayanTa. Yoanuiexnoo Basonos opovAa qna
NEPBOHIMANEHOTD JYOHNTS PEKOMEHIVETCR KOPPes THROBETE C YYaTOM APYTHX BHI0E AYOMTOR W DaKTOpOR, mps-
BOAGHHL B NPMNOMeHA B, K0TODLE MOCYT YBENWMMESTE KNI YMEHBWATL YCTAHORNEHHYIO NPOOOMEATANL-
HOCTE AYOMTE, HO TONRKS echv TpeboBaHWe yuWoTa OaMHLY DIKTOPOR COJEMEEMTCA [ PPN HWMEBX
PErYMMPVIOLNE OOKyMEHTAX.

4.6.2.5 MpUMepHBR PRCHET BPEMOHY NPOBENGHAR AYIMTA HI MECTE (B NPOUGHTIN)

MpHMepHO PACCHMTATE BPEMA NPOBEOEHUA SYOUTA HA MecTe (B NPoUeHTAX) ANA PAIHBIX NOSCHCTEM
MCHHO & NOMOWLEK TABMMUL 2.
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Tabdnuwga 2= Npeuepedi PRCHET DROUWEHN NPOERSEHER AYARTE B MOCTE (B RPoURSTAN)

Mpuwenwos
WpEE,
Mascwsreus PR e Mgisidg=amns
HE wecTe, %
Budiuss pyiosogcTng B 10 -
MpoaTepoasFHEs @ paIpataTin =20 FamUcwT OT pEryNEpyowEE 1peBona i
DoeyndsT Ryita Ha nog W £=20 =
¥NpABNO=HD NPOSYLGEEH 0 NE0UBCs B 20—30 _
KoppesTHEYRUMIEE 0 FIREE T S A g A e T—30 —
AwdcTanA
FNpaRneHHa 80y ease 5320 3aBEcHT OT NPOWSSTHIND CODTHOUWRHER W BAXHOCTE
BHOON SEATONEHOCTE BESWMNEI0 WITOTORNTENA, © EDTD-
PRs IR KOHTREKT
BoxymanTagies v J6nEcy 1 —
Mpousccd. CEAIAHEWEG © NOTREBHTONE 5 —

MNpusapHos BREMA NPOBASEHWA BYIHTA HA MECTS, PACCUMTAMNDS W BHPAKBHHOS B NpousHTax, Gyaert
AINHYATRCR D JBBWCHMOETH OT CHEEY0WMY FarTopon:

- pinacTe ayguTa;

= WINEHEHA TpadgiiEa;

= HECHXNOQMMOCTIA NOMyYeHHA rHODAELINE HA VOaNSHHED NNOWAsKax.

4.7 Pysosogorio no MaTepHansHO-TEXHHYGCKOMY 0Becnoue Mo ayauTa

[N oEasayn NOMOLUW SYOWTORGM B HAANOKILL NpODETEHIE AYINTE PEXOMOHOYETER DICCMOTEETE
CIG YOS MOMEH T

- WkEHEHAA, NPOMIBAAEHHLE HAMOTOBWTENEM, GEAN OHM OTAIWNYAITEA OF PaHbe JAABMBHMEBX (HARDW-
MED, HAMBHEHAA O CTRYETYPE OpraHMIauuy, I CHCTEME MEHDIMMEHTS KaYeCTED, B TOXHIYGCKHE COROCTEax,
NPOUBCCAX, MATENMAK], NPEOCTAGNEHHE HA NPEIBADHTENLHDM COBSLIANNN,

= COMAtOBaHWE MPachHEd NPOBEOGHR W NPOOOMEATENGHOCTH JYQNTA MEKLY WCIONHATETEHRM PyROmOg-
CTBOM NpOSELREMON ODTaHM3ALMA M OTBETCTBEHHEIM NPEICTABMTENEM ODIAHUAALHM, NDOBOLALIEN ayOMT,

~ GEMCTIArATEMNLHbIR KOHTPOME PAGOTE A HOCOOTBATCT BHAMK, BLSIBMGHHBIMN NDW NPOBRODHKN NOCHED-
HEM SYOWTE, ANA GPENENSHER DENNETATHEHOCTH NPOBELEHAA WIrOTOSH TENSM EODPEKTHDVIOUMY OaRCTRMA,

= @YOMT CKNANA rOTOBOA NPOOYKUMK HA NEPBOHINANLHOM ITANE NDOBEASHEA ayaHTa onA swbopom of-
PAIUCE C LENED OCYLUSCTRNEHRA SaNbHEALSH NPOCTIEHHBISMOCTH (HANPAMED, HECOOTRATCTBYRRUNY MaTepW-
ANOE, JAMWCOR, OTHOCALYMRER K NAPTHN WANGMMR, ¥ T. 4.

« DCYLUBCTRNEHHE NPOCNEMMBISMOCTH HA NEPECHIMANBHOM ITANE NPOBSEHHA AYAWTE, NOIBONAKLEES
BuGpaTE HANPAENAHWE NPOCNOEMEISMOCTH — BNGEREST MW KA — W CHECNoMMEINNLIGE HINOTOBMTEND O0C-
TATOWHD BOGMEHIA NS OUBHABIHAA NOCTY N0 REDODILINN,

= NOATBEPWOSHOWME SYIWTE MONYT BT CROKYCHpOBaHE NWGO KA NpoeKTHpoBaHMM, NWbo Ha Npoua-
BOAETEE W CERAHHLIX & HAMA BRGAX JEATENMBHOCTH, OHW GOMMMH TAOKES YT LB Te TAKWE DHAKTONN, KIK HO-
MEHKNATYRS Hagenud whinu obnacte ceprrdmEaumm,

= MW NPOBASLHKA K40 ayOHTa CREAYET PACCMATDHEATE BHYTDEHHME AYOMTH, ¥anohl, KOPPEKTH-
PYROLLMAE W NPE0YTDEHOIKHLHE DeRCTEMA W AHANKI 00 CTOPOHE DYROBOICTED,

= OGKYMEHTALAR M0 PEIYNETATAM ay0NATA § TREHIHT N0 OXOWYAHMW AYINTA MOIBONAOT NY-LLIG ROHATE CH-
TYALIME0 Ha NPAMEDAN, PICCMITDHIIBWEN 0 X008 AYINTI.

= DLEHMBANME CHCTEME BHYTDEMHEND SYOWTE K ROULY ayAMTa NolaonAeT waibasats npaaybeuns s co
CTOROH Sy ANTOROR,

= CHTYALMA H3 MECTE MORET OKAJETEH BNHANKE H3 NOCNEACEATENEHOCTE JERACTEMR NP NDOBEASHIAN 3Yy-
AWTa, &b CREFYET YIMTHBATE BO WIBaXAHKE NOTOPM BREMEHN.
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Nepeurcneribie BulWe QAmopsl PEKOMEHIYETCH YHHTHEATE, HO AYAMTOPCEAR MPYNNA MOMET NpPOBo-
AMTh SYANT NOACHCTEM CHETOMB MEHAANMEHTA KAYECTRA MIMOTOBKTENA B MOGOH NOCNBAOBATANEHOCTH.

4.8 Canaw

TOGEHETIN bl, COMIGHHbE © TPCLUOCTE MR ENIHSHHOM LM KA NPAIyELMH

| — I — S i Tt
o pcspencmean I“ [ T T "I Iw

AT

PucyHor 1 — MNpavEpu CEAIMEE MERY NOLEHCTEMAMM

Mpuveud e — Ha pecy s | NPEQCTRRNEHE QCHOR WS CESIM MEEDY NOGoRCTEMAME, CYURCTEYET MHDIQ
ApyTAx cCamISH (wanpissp, SSpatran CARLE C NPOYSCCAME HH Bs0sHOn0 LIHEME AROS LN | CHRXA M@y BOMNOSIE TE M-
Helkip ABOyaSCalm )

HecasoTpa Ha To 4To BONBLAR YACETL BPAMEHA SYAMTOROE YHOQWT A HCCNeA0BAHWE NPOUBCCOE BHYTEM
MOECHCTEM, Bkl NOMHWTE O CRAIRK MENTY NOOCACTEMIMA @ CRASAX MESOY DRINMYEBME MDOURCCIMA.

Mpusepid

1 Koo s w0 eo iid e b e edynpesdi i ue dedemaun U dbidiwes pynosodeman dosedenue do casdenun
AECWeE0 pysoaodcmas UnPODMEYUY O KODDEEMLUDPOW LY ¢ npedyapewdsow oy Jedcmauay AR AHATUIE CO
CMOPOHE §WCRIEN0 pyvoaodomaa.

2 Fapaanenue NDOSmupod dned O palpafomeod o prpaanenue TANY AN U WEAOMET08 NS 8k X OOH B X
danueEr NpoEnmE JAR CUENTSINUA §01MOMALIE MO0 UNoa MEMEDURTOE U FDMITERT U o dogedesus
do cosdeNun NOCMBBU UNOD KOHEDEMNLE Mpefoaanul & JaKynEau,

3 Baympy Easdoso ApOUSCCa 820 IMans ok Yo CaRIaME Memdy cofol, mak kas swrrod odnoEo ApOUEC:
ca oGpaiyem axod cAedyra e ApoOWeCEa.

d Huommos maswe HeEomopsEe vt rdns e CORIU semdy NPoURCCRME, SWK0d MPOUSECE AP0 ONM UDOaE-
wuw Sydem ayodom npoyecca npoulgsodemas; amy caniy meodroduwo npoaepRims e ofour smanar aydums (a
dENHOM CAYYEE ~ ADOENMUPORANLUSE U ApouIaodcmad) € yeAsm Nodmaspadenul HAANYUR JERHO 0 CaRIU U gyeri-
UUONEPOSINUE CUCT B WeHedEu BHma FaVEciad Kax edusoso Ueaoio.

5 Opytue camiu sosym S Sesdd oveal Wiy, N0 X Marss neobxodune nodaspeame aydumy. Wa-
Apudep, npy ofwapywenun yecoomaememayow el npodyayuy cpedy somonod npofaens yecoomosmomans
MOREM JIALAOYAMLBCR & NDANSHUL, np-u-unn&:mu-, OEOHYAMENsNO D ADOEEpNE WAL ADORSMUDOSSNLL.

§ Cywecmayom macme camiy HI‘H"’ NodCUCMBMAMNE. NANDUEMED, SCMy e eNm AL KO TN8ET I e
AOCMyNIRm @ NEoUISodcMasHsLe IOMEReMUR, Sydem Ay ApUTUNSD IMOMY NOCMASLUR, RONMBOLE NPY DR
awre, ownlovne e denkea e, npedocMIANEnNMEE NOCMAISUWUEY, UAy nposemupoaanue? B manow cayvse mpedy-
SMEN AU O CUCHTEME WenedaMENT S SFNECMaR UIFOMAdmEns oSn1amensHsl OMyEant O E5008ET LD MW Lx U
apedynpesd s us dedemauax?

5 NMposepReMbie NOACHCTEMbI

Nposeperre ayauTa Kasnod NOSCKHCTEME NPECNeayaT KOHKPETHYIO Uerns. NMnax aygquTa kawgod nog-
CHCTEME DONOMBHOYETCA PalpalaTupaTs HE OCHODE NPOUSCCHOND Nogxoga (ca. 4.4) Tax, yrobu oM yao00-
NeTEopRN NOCTABNEHHBM wenAm. B gadHMi nnad cnegyet Bxnos-aTs NogTeepsgoHue COoOTRaTCTRMA
tp-aﬁuaamnu, fipaabRAMRGMEM K HEI:IE,I'.'I.EI-H NOOCHCTOME.
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Mpu NpoBegessH ayauTa Ha COOTEETCTEME PerynupyowMM TRe0oBaHAM HA NPOTRXEHWA NPOUSCCOn
HAIHEHHOND LHENA MEJHUMHCKOND HARBMAR NDEMEHI0T NPHAHLIMNGL MEHSKMEHTS DUCKE, KOTODLIG CReayeT
HCNONBIOBATE ANA MIeHTHDHKaUMA B powenud npobnes GeIonacHoCTH. AyOUT BHODE SOATENGHOCTH N0 Ma-
HEWMEHTY DHCKS DEKDMEHIYETCA NPOBOANTL NAPANNENLHD C ayaMTOM COOTBETCTBYRILHY NOACHCTEM.,

Lianssd ayQnTa NPOWSCE MOHEIEMEHTS DUCKS ABNAGTCA 0BOCNBYEHME YREDEHHOCTH B paspaboTie K
NOALOERAHAN HAANEILEND 1 EIY N TITHBHOND MEHELEMENTE DHCKE HA NPOTRESHWA NPOUSCCON KHIHEHHD-
Mo LMENa MEQHMHCKOND H30anWA.

Mpunoxeswe E HACTORLETD CTAMAAPTS CONBPMMT SONGNHUTANLHYI HHEODMALMD N0 AYARTY NPOrPaM-
MHOMND SBECNEYeHHA. 313 WHPOPMaUHA MoNaT DuiTe NpUMetisa § Nobol 13 NOSCHCTEM CHCTOMES MEHEIM-
MEHTA KIYECTBa.

NMpruosdnn @

1 B #ektT0pnis SAURGHEMbsE il EratnlNeHnE PEMYARDYOLAL AbsyuenTas Tpelosimil MEHEIHWERTE PRcEE
MR BRI R €0 BOBM CTRANAM KUIHEHAOTD UAKNE MESWUEHSEOND BRGERANE

2 Howmepa, NpHMBeneHHNE HAse B Cuolaax, oTHOCATCR K COOTERTCTRY UMM paaenaw FOCT P 400 13488,

3 NogceoTems, ofoasasanHud HsD L IBELA0WEDR ", ARMACTCA FNARNKWH NOACHCTOMAN, K070 WM CRegyeT yao-
FETE SCHOENGE MHEEEAHEE DA SYARTE, GCNA TAKOED DOy NEpYWSIEs TRoBoBmes [, Tanss 4.2)

5.1 MoacHcTema BLICWErD pyEoBOACTEA"

51.1 Uenw

Ljensso ayauTa NOGCHCTEMS BLCIUSND DYKDBOACTRES ARNAGTCR NOATBADNISHWE TOMD, YTO BLCLLBE pyRD-
pogcToo obecneynpasT paipaboTey U NOJSepEIHUe B paboYeM COCTORMMA HAONEEALUER W PEIYVNILTITHENCH
CHCTEMBE MEHEIHMEHTA KAHECTRA.

5.1.2 OcHOBHLIE STAMLI
Mpw NPoBEJEHAN AYANTE NOACHCTEME! BLICLIETD PYKDBOACTES MONHKO BLlQ8NHTE CNeqysLHe OCHOBHES
STans:;

a) NOATHEEMHOSHME TOND, YTO PYRDBGACTES N0 KANSCTEY, NPOLBSYPH HAMNWIE CO CTOROHL BLCLIBND py-
KOBOACTES W NPOUEAYPH BHYTPEHHETD aYAWTS KASECTES, NNaH B oBNACTH KIYECTES W NPOLEAYPE W HHCTPYX-
UWHA  CHCTEML  MEsaIEMENTA KAYSCTEA HagnewalWM o6palod paipaboTadsl W AOKYMEHTHPODBAHE
[cw. FOCT P HCO 13485, nogpainena 4.1, 4.2}

b} nogTeepwgeHse TORo, NTO NONHTHES ¥ ke B 0BNacTH ka%ecTea Hagnesawws oBpaiom paipabora-
il W BOEYMEHTHPOBAHL W NPAANDHHATEL JBRCTEMA ¥ HX AoCTwkeHWo (cW. FOCT P MCO 13485, noapaine-
sl 5.3, 5.4},

C} NoOATEEDEABHWE TOMD, YTO NPOYSCCH MHIHEHHOND LWMKNA NPOAYKUMM Bc4aT B celfia nnanwposa-
HIAE ROGHEIMAMEHTS PACKS W NOCTETY W WA AHANHI PEIYNLTATHDHOCTH SERTENEHOCTH N0 MEHSAMMEHTY DUCKE,
rapadTHpya paspaboTey NONUTHEE, NPOUSTYR W NPAEETHYSCKAN JOACTEMA C UENLK AHANKIS, OUEHHBAHMA K
yNpaanaHuA prckom (oM, MOCT P HCO 13485, nogpasgen 7.1),

d} aManuni OpraHMIAUMOHHOR CTRYKTYDE HIMOTORMTENA M OTHOCRUIMXCA K HEA QOKYMEHTOB C LGNLK NO-
TREPEOEHHA TOMD, YTO B KX BENKYEHL NONOEEHHA B OTHOWEHHN DACNPagenesinA OTHETCTREHHOCTH, NONHo-
MONHE (HaNpHMED, NPEACTARBWTENA DECWEND PYROBOACTEA), PeCcYpCOB, HOMNETEHTHOCTH W NOAFOTOoBKN
{cm. FOCT P MCO 13485, nogpaspens 5.1, 5.5.1, 5.5.2. 6.1, 6.2)

@) NOATOEpMOSHHE HEORHOKPATHOND NPOBRRBHWA AHANMIA CO CTOROML! DHCLWETD PYXODOACTES, MKK-
Yawwero B cebR aManMd NPUMOQHOCTA W PEIYNLTATHBHOCTH CHCTEML MEHEIMMEHTE Ka4eCcTEa
{cw. FOCT P MCO 13485, nogpaanen 5.6);

) NoATEE(EKASHWE NPOBEQEHAA BHYTREMHIE 3YOMTOE CACTEME MEHSLEMENTE KIMECTRS, BIRMTIOMICWLNY B
cofn BepedrEan0 KOPPEXTHPYIOLIMX W NDeQYNpaxaaLMy AaRcTeMA (cm, MOCT PMCO 13485, mwat 8.2 2)

g} AYSAT SGOMeeH HEYMHATLCA W JAKAHSABATLCA NOOCHCTBMOR BLICLLIBND PYKOBOOCTEE, OOHAND MDY Ha-
HANOM M KDHUOM SBYQNTa NOSCHCTEME BLICLISTD PYX0S0ACTES He0GX0gHMO NPOBECTH AYAHT QRYTHX NOGCHCTEM,

B 3akmsooHne ayaMTa cReqyeT NPUHATE DOLWSHNE 0 ToM, GibinK MM NPaqNPHMATE BLICLLWM PyKOBO-
CTBOM HEOSXOOMMBIE SEHCTIMA ANA o5ECneYaHtA NOCTOAHKON NPHIOGHOCTH HAGNEXAUIEH M POXY NG TATHEMON
CHCTEMB MEHEIHMEHTE KANECTEA.

5.2 MoacHcToMa NPOCETHRODIHHA W paIpaboTeM”

521 Uenk

Lienuio ayamTa NOSCHCTeME NPOSKTHPCBaMWA W PaIPaboTM ABNAGTCA NOTBERNIEHWE TOND, YTO NPOUBCS
NPOEKTHROBaHHA W Pa3pabono ARNRETCA YNpaENAeMsM 1 oDeCNeYMBaaT CODTEETCTENG MESULIMHCKOID Hige-
NvA TpeboaaqraM ROTPEEUTANA, NPEAYCMOTREHHOMY NEUMEHEHMID M KOMKDETHEM TREDOBAMHWAM K HAGOMH0.

B
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Mpameusnsn—B HEE0TOPWE KPNCANILHAKL INA OTAONEHEE WA0NNA, BCReaCTang oColoMuoCTER WX unacs
CHENERGAR, B NPORCAAT BYANT NPOLECCH YNPARNEHAA NPOONTHROnEMaEM, TpK BYSHTe NOOCASTEME POSETHPORNHIRE W
paspafioros AyanT NPOYSCCH YNDES NdHul NS POD Bt APOBOANTERA NpW MeoE N gu MoE T

5.2.2 OcHOBHLI® 3TANLI

Mp# NpOBEIEHWA AYOHTS NOSCHCTEME NPOGETHPOBAHMA W PAIPAtOTEH MORMD BLIGENHTE CNEaVIOWHe
OCHOBMEBIE 3TaNMkI:

a) NoaTBOPNGEHWE TOMND, YTO MOIHUWHCEWE MANENKA ARNAKTCA OO LEKTOM DeryNEpYIKILMY TPeGon-
HIl, NPeLRBNALMBIX K NPOWESYPaM NDOEKTHPORIHUA W PaIpaboTEW, BENIOHMERA NPOUARYPE MEHEIEMBNTS
PHCKA (HANPAMED, WOSHTHOMEAUMKD ONACHOCTON, OUGHMBAHWE DHCES W YNPABMGHWE PHUCKOM)
{cm. FOCT P HCO 13485, nogpaanenw 7.1, 7.3);

Bl aHANKWS AOKYMEBHTOS, ONUCLIBAKOLLY NOLBCE MPOSETHROBAHNMA, ¥ Babop AOCTATOMHOND KONMYSCTES
AMWOEI, OEBATHIBAOIIME BCK HOMBHKNATYDY BRfyCKase HAMOTOBUTENEM MAnenia. Ocobos BHMMaHE
CREOYET YOENATE OTAENBHEM HADENHAM, & HE MPYTINEM [CEpHaM) HAnenHs,

Kputepin sribopa:

1) PMCK NPHMEHEHRA KIQGNMA;

2) wanobsl vhd niBecTHEE Rpohness;

3] nepuog CYIWECTROBAHMA KOHCTRYETHEHOMD PeWoHKA (NPeanoyITHTENsHEes HoBedwne paspaboem),

€) aManwi ffidHa NPpooxTHpOBaNMA BrbpanHOro(mx) WAGAMAMA(MA) ANA AYULero ROMAMANINS SERTE M-
HOCTH N0 NPOaRTHROBIHMD W paIpatoTrD, GHMO4AR EIMMOTORCTEWE W DACHDOSENEHRE OTBOTCTROHHOCTH
(oa, FOCT P HCO 13485, mpmer 7.3.1),

d) noaTEEMEDENWE HE OCHOBE BbiBPaHHBI JANHCER N0 NPOEKTRpOBAHWK HALENAA TOM, Y4TO NPoUsIYDE
MPCEXTHROBAHHAA ¥ padpabored Buind yCTaHoBNEHE W NRHMeHeHs (caa, FOCT P HCO 13485, mmer 7.3.1)

&) NOOTESDELEHRE TON, YTO BXOHLIE DaHHsE NpossTApOaaNHA DN paipaboTans ¢ ySeTom Tpabo-
AR NOTpeiTena K OyHEU#OHUDORIHWD, IRCIMYATALMOHNM CRORCTEAM W BEIONICHOCTH, K NEMUTYCHMOT-
PEHHOMY NPAMEHEHM0 MIDENHA(MA), @ TAKKE C YHaTOM PerynHpyiuux Tpefoaandi u apyrvx Tpeboaarsi,
CYWECTEEHHB ONA NPOSKTHRORAHMA M padpaboTtion (Cw. NOCT P MCO 13485, nywte 7.2.1, 7.3.2);

i aHanus cNeusgUEILME HE MESHLMHCKHE HINBNWA ONA NOSTESREAEHWA TOMD, YT BLIXOMEE SaMHLE
MPoa¥Ta W paxpabam CoOOTRETCTEYIOT BX0OHLM TREG0aaHAM, NOATESDMABHHE TOMD, YTO DuUnW ONpananeHel
BRUCOOMEE QAN NPOBKTA, CYLIGCTBANHLIG ANA HANMAEILBND YHELIWOHMDOBIHMAR MO QHURHCEOND WIg8NHA
(cw, FOCT P HCO 13485, mper 7.3.3);

gl nogTEepEGENNG TOMD, YTO QBATENLMOCTE MO MEHBIHMENTY DNCKE CRPaRENEHE W OCYLLLBCTRAGHA,
KEATEDMIA DOMVETHMOCTH DHCKE YETSHORNEHE W ABNAGTCA COOTHETETHYIOWMMA HE NPOTANGHMN BEBTO NPOUeC-
Ca NPOBETUPOBAHMA M pAIpaBoTIH MEJHUMHCKOND Hanenyd, MoboR DCTATONHEIN PHCK DUEHEH M, BCNH Heohxo-
OHKO W UenecooBpaiwd, AOBOASH 00 COBAGHUA NOTPEGHUTENA (HANDUMED, © NOMOWLE MADKMPOBOK,
HHCTPYELMA NG JCNAYATIUHA, NOSCHATENbHLIX YESOOMMNGHWA W 7. 4.} (cw. FOCT P HCO 13485, noapas-
Aen 7.1, mywmer 7.3.2)

n P& SN A = BMooveT BOAHMEN T HOOEEOHM O T B FHpD R e B ATE QDYIWE MOECHCTEN DM DD TRED-
WASHIA TOCD, ¥T0 CPETEREE DONYC TAMOCTH PHCEE YAONNETRODE M ® B HopMEYRn 0f CCTATOMSOM peOks JOR8QaHE, S8CAN
HEolzognMe A uEneconlps sd, 00 CheaEHEn Ho Fplﬁl'l Tanm,

h) noATBeMEIEHAS TOMD, 4TO SAHHLIE BANKAALMA NPOSKTA CEMASTENLCTEYIOT O COOTROTCTRMM 0achpen-
HOTG NPOEKTa TPESOBAHHAM K CNEUMANGHOMY MK NPEOYCMOTREHHOMY NpHraeseso (e TOCT PHCO 13485,
mywet 7.3.6)

i} NOATBEPNASHAE TOMD, YTO KNMHNYSCKWE WOCHEaoBaHrA BNk NposeaeNs, 3 GeIONACHOCTE W gryHILn-
OHUPOBAHWE HAOENNA OUSHEHE! B COOTBETCTEMM C TPEDOBIHNAMK HALMOHANGHE KK PETHOHANGHEIX HODME-
THEHLI A0KyMeHToR (cM, MOCT P MCO 13485, nywxr 7.3.6);

|} BCnM MeaHMUMHCHOE HADENHE DENKDYIET B el NporpasuHoe oBecnedeHnE, TO NOOTHEREIEHNE TOTO,
YTO NPOTPEMMH0e 0EECnNEHeHWe RENABTCA YacTh) BANHOIUMH NPOURCCA NPORKTHROBAHWR M pa3paboTo me-
AHUMHEEDNS Magenks (es. FOCT P HCO 13485, myvetel 7.3.1, 7.3.8);

K} NoOveepsaeHEe TOMD, YTO MIMEHEHHA NPoexTd DNk yNPanNacsbiiH W BUpHbuLmMpy e MbIM WM, NPH
HEOGNOAMMOCTH, BANKAMPYESMEIMK, A Take Buini NpUBegeHs B COOTBATCTEME C PEryNwpymLMMe TRoGoBaMHN-
sk (cw. FOCT P MCO 13485, nanpaanen 7.1, mywTe 7.3.5, 7.3.7).

I} nogreepsgerse Torg, 4To Guen nposeged ananua npoeeta (cm, FOCT P HCO 13485, mpmw 7,31,
T7.34)%

10
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m) NOATBSPXASHHE TOMD, YTO HIMEHEHHSA NPOEKTE BLUNK NPOAHANKIKPOBAHE! C YHETOM HX BOIMONHOID
BAMAHWAR HA PAHSE HANOTORNGHHGLIG W NOCTABNGHHLHE KANBNWA W YTO JANKMCH O PEIYNBTATAX AHANKIA NOAAGD-
wHEaTCH b pabfouss cocTommu (o, FOCT P HCO 73485, nywst 7.3.7);

N} NOATBEpWOSHHE TOrg, w“To npoesT Own wHagnewawws obpasosm nepenad B NPoMIBOOCTBO
(em. FOCT P MCO 13485, nywkr 7.3.1).

CooToeTCTENE NOACCTEME NPOEKTHROBIHUA H PAIPAGOTEH CUGHWRIOT HA CCHODAHWA SaMHLIX WCCHE-
LOBEMWA.

5.3 MNogcHucToma QOKYMEHTALMH Ha NPOSYKUMKD®

5.3.1 Uene

Liensso ayoura NOOCHCTEME JOKYMEHTILWA Ma NPOOYNLG0 ARNASTCA NOATHERMOEHRE TOND, 4T0 QOoKy-
MEHTALIMA MIMOTOBATENA MAPAHTHPYET COOTBETCTRME MINeNUA TPaboBaHHAM NOTREGHTENA M PEryMMpYILmM
TREGO8 3 HMFARM.

5.3.2 OcHODHGLIR 3TaNL!

Mpw NpoBBaeHsY ayQHTA NOACHCTEME! JOKYMEHTAUMM HE NPOOYNUWIO MONHO BHAENHTE CREgyWULwe
CCHOBHLA ITAMNG.

d) NOOTOEEOEHHE HANWAR JOEYMEHTOR, HEohX0JHMBIX ANA TONo, YTobi OpranuIauna morna obecna-
YHTL NASGHHPOBaHWE, OCYWECTENEH®E W YNPABNEHWE NPOUSCCaMH, PaIpabOTAHMBIMK B OpF3HMIALNN
[cas. FOCT P HCO 13485, myueT 4.2.1, nepoyscrsrne d))

b) ewbop JOEYMEHTOR Ha NPOIYELMED QNS TAKOID YHMCNEa MI0ENWA, E0TOROND AOCTATOHHO ANA TOND, YTo-
Gil OXBATHTE BCIO HOMBHKNATYPY BLIMCKABMBIX HAOTOBMTANEM HAnenWi (cu. FOCT P HCO 13485, nogpaane-
net 7.1, T2, nyws 7.3.3)

Kpurepnn swlbopa:

1) psce, CARIAHMLIA C MAOBMWRENM,

2) =anolu HNK HIBOCTHED NPOBNEWL;

3} nepuod CYWECTBOBAHWA KOHCTPYETHEHBE DSUSHWA [NPeanoyMTHTENEHES HOBERWWe paspaboTim],

€} AnA BebGPaHHONS(kX) HAAANKA(HA) NOATHAPKASHHE TOMD, WTO AOKYMEHTL BENKYSOT B cebn (ecnu Ta-
KOBG TREGOBAHUA HALMOHANBHED HNH DETHOHINEHLX HOPMATHBHBIX OOKYMGHTOR ).

1} cBMAeTENLCTEO COOTEETCTRHA TPEBORIHWUAM, B TOM YCne TPeboBaHNAM NDHAMEHWMBIX CTIHLAPTOE,

2) ONWCAHME MBJHURHCKON{MX) MISENKATHA), BIMIONAR MHCTDYELAM NO JCANYATALMM, MATEDHANL 1
CIMELAEARaL M0,

3} caogHYW QOKYMEHTIUMKD N0 BepudHEan ¥ BANKOALMY NPOEKTA[08), BKNIOHAR JaHHBIE KNHHEWET-
KX MCENE 0 BAHM,

4) MappoBxy

5) A0SYMEHTH N0 MEHBONMBHTY PHCKA,

6) MHBOPMALMID NO MITOTORNSHWIO, BIMOYAR OCHOBHBN NOCTABLMKOS,

Mpnwdsned e — BulghEdned L8maoro fEpicod He AI08aN0aT AyAnTopos o7 oSt umod Ty SUsHMENT s 0=
RORAEATENSHBE OO WEHT R

COOTBETCTEME MOACHCTEME GOXYMEHTALIAN HA NPONYKLIMKD OLEHADARKT HA DCHOBANAW OaHMHEX HWCCNEN0-
BaHAA,

5.4 NopcwcTema yNpagnaHia NPpogyHLWeR | NpoUwsCCamm®

541 Uens

Ueaneso ayouta NOOCKHCTEME: YNPABNEHMA NPOSYRUMeR W NPOUBCCaMM (BxM0HNan MCNWTaHMA, HHgpa-
CTpYRTYRY, obcnyveraavse ¥ obopyaoeanme} RENAETCA NOATBANMAGHWE TOMD, 4TO CRONCTEA, C NOMOULER EOTO-
PLIX HIFOTOBHTENG YRPAENAST NPOSYHLHMEN W NPOUSCCIMK, MOrYT OBSCneuMTE COOTRETCTEHE YNOMAHYTON Npo-
AYRLAN TEXHAYSCKAM Tpabonanitam.

5.4.2 OcHODHER ITaMk

Mpw Nnposegesy ayaHTa NOOCACTEME: YIDSEANSHHA NPOQYILHEA W NPOUESCCAMH MORHD BLEIENWTE CNE-
AYIOLLAE OCHOBMENS 3T ANk

a) NoOOTOCEMOEHNE TOMD, YT NPOUBCTH RUIHEHHOTD LMEND NPOOYKWH, B TOM YHene moluid NpuMeHaa-

MLIE  CPEACTEA  YNPAEENGHHA W YNPABNAEMEIe  YCNROBMA,  RBNAKNTCA  JANNAHMPOSAHHGIMA
{em. FOCT PHCO !Hﬂﬁ,wnﬂ nyHKT 7.5.1);

b) nOATEepMASHME TOMD, YTO NNAHWPOIAHWE NPOWSCCON MHUIHEHHOND WHKNE NPOSYKUWH BISUMOCEAIIHD
¢ TpeboanmAMM, NPESJLRENASMLIMU K ADYTHM  NPOYECCAM CHCTEMb  MEHEOSMEHTAE KauacTea
[es. FOCT P HCO 13485, noapasfen 7.1);

11
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C) aHanA3 NpoHISONCTEEHHEIX MPOUSCCOB C Y TOM NPHBSAEHHLIX HUHKE KDHTERWes, Bub0p 0gHOMD MMM
HECKOMBLEMY MPOUSCCOB ANA ayAWTa:

1) COMOBTENLCTES NPOBEOSHWA KODPEXTHDVIOWMX M NpedyNPesaaniHy 4edcTini no npobneusas, con-
IAHHLIM C NPOLBCCIMM,

2) HCNONLICBAHWE NPOMIBOACTESHNLY NPOLECCOB ANA MANGNWA BLICOKOR CTANEHM NOTEHUMANLHOMD
PHCED TDMMEEMUA.

3} HCNONLIOBIHMAE HOSLN NPMIBONCTRSHMLN NPOGEOE KM TAXMONGIAR,

4) HCNONLIOBAHWE NPOHIBOACTBEHHLY NPOLBCCOD ANA HITOTOBNEHHA CRPMAMOA NPOOYKUMM,

5} NpoUBCCHl, HE OXBAYEHHBE NPEaLIYLMA 3Y0NTaMM,

Mpwumeva 4 e — PREONMAHIAIEN NG BYOEEY NEESCCRE CIEDRAMIALAR NPREEIENE B NpANCEeHAN D]

dl ecnM DeXOHEND AFHHEE MPOLBCCOD W MOMYT GiiTs BepRMUMDOBAHE:, TO MNOATDERELEHWE BEANWLE-
LIHW 3THX NPOWECCDE, SEMOHCTDHPYIOWIEH CNOCOGHOCTE YNOMAHYTHX NEOWUSCCDE AOCTHaTE IANNAHMPORIN-
HblX pENNLTATOR (cM. FTOCT P HCO 13485, nywet T.5.2)

&) noOTEepEIRHME TOMG, YT0 OBODYROGANWE, HCNONLIYEM0E NDE YNPIRNSHEN NDOHIB0LCTHEHHEENMH
NPoUBccaMy, OTPeryNApoBaaRt, OTEANHERoEAHD W COAEPEWTCA B HCNPABHOCTH (Hagnesawlmm obpaiom of-
crysMaaeTeA) (o, MOCT P WCOD 13485, naapaanens 7.5, 7.6);

) nogTeepXaesea TOMD, YTO NpOUBCCH ARNASTCR YNPDBNASUBIMA W KOHTROMMDYEMBMEA # O YHELAGHR-
EYIOT B YCTAHORNGHHED NPEQenax, & TAEWE NOGTHEPROeHHME TOMD, YT0 MEs Mo YNPARNSHWID PRCKOM, HISHTH-
PMUMDODAHHEES  WAMOTOOWTENGM ONA  NPOMIBOOCTEOHMEE NPOUGCCON, ABNAKDTCH  YIIDARMAGM EMH,
KOHTROMNHDYOMBMWA W OlBHSHL HagnesawW obpaiom (om. FOCT P HCO 13485, nogpainens 7.1, T.5)

gl nogTEepEOEHMe TOMD, 4TO MEPE NO YNPAONEHMED DHCKOM NDWMEHAKTCA NPW NOCTIEIE, MOWTINS
(yeTanoaon) W obcmywaiaaHna (o, FTOCT P HCO 13485, noanywsTe 7.51.1, 7.51.22 7.5.1.2.3),

h) onpeneneHke BIAVMOCERIEA C OpYTHMW npousccasme (cu, FOCT P MCO 13485, nogpaine-
Nl 4.1, 4.2

i} POATOAEHAEHNE TOMD, YTO MODCOHAN WMEET HALNBHCALYD KBANWEUEILINSD Witny NOROTOBEY SRR OCY-
WecTRNeHHANoLae psaHHA Npoueccod o palouen cocToRHeM (ca, FTOCT P HCO 13485, mpt 6.2.2)

i} POATOAEWASHNE TOFD, 4TO MHDPACTRYVETYDA M NpONIBOACTRGHHAR CRAAR COOTEATETRYMT DErynMpyID-
s Tpebopanuan (oM. MOCT P MCO 13485, noppaigens 6.3, 6.4);

K} nogreepeaeHde MASHTHDMEALMH W NPOCNEMHBIBMOCTH NPOUSCCOE W NPOEYRLWA M MX COOTBETCTEMA
perynHpyouus Tpeboaanmas (ca. MOCT P HCO 13485, mywer 7.5.3);

I} BCNH NPOLECT YNPAINAETCA NOCPEACTRECM NPOMPEMMHOND 0BeCNEYEHWA, TO NONTBEDEOGHWES BANWILY-
LW OSHHGTD  NPOrpamMmMHore  olecnedelinn ¢ YH8ToM &0  NPaOYCMOTREHHOND  NPMMESHEHERA
(e, MOCT P HCO 13485, noamywer 7.5.2.1);

M) NOSTESENIIEHAE TOMD, YT0 YNPIANEHWE YCTPOACTEAMM ANA MOHHTORMHIS W HIMEDEHUA COOTRETCTDY-
eT parynupywusm Tpebosanmam (cwm. MOCT P HCO 13485, nogpaagen 7.6)

i) POATEOREAEHWG TOMD, YTO CHCTOMA AN MOHHTODMHID W HAMEDEHWA NPOTYOLHA COOTBATCTOVET Dary-
nepysougs Tpebopansan; olocneyene BLINONHEMUA BCEX MISHTHEWMUMPOBAMHBIX MER N0 YIDIRNSHHMK) G-
Kom (eu. FOCT P HCO 13485, nogpaanen 7.6, nywer 8.2.4)

O) NOATBSDEIEHME TOMD, YT QEATONLHOCTE NG NPHEMKE FADANTHDYET COOTRATCTORE TpebopaHmAM ¢
AckysenTHposana (cw, FOCT P HCO 13485, nywrt B.2 4, noampr 8.2.4.1, 8.2.4.2),

pl noaTEEpEOEHAS HAQ MR LLErD YIIPSErEHAR HECOOTBE TCTEAROWER NPOOYKLMER
o, FOCT P HCO 13485, noapaagen B.3).

CooTeaTCTEHE NOGCHCTEME! YTIDABMNEHHA NPOLYELIMeR W NPOUSCCARN OUESHHBAINT HA OCHOBAHMK JAHHLIX
HMCCNBA0BaHMA.

55 NMNogcwoTeMa HOPPEKTHRYIWHE W NPoay PO WMy GoRc TR

551 Uenis

Llenso ayauTa NoOcHcTest KOppeKTHEYIMLME ¥ NPedyNpesaaiumy SefcTBri (Bnp4an Janicu/npo-
CABMMBAHME] RENAGTCA NOOTAEDMOEHME TOMD, YTO NPOUBCEH, paspaboTanmie HIroToENTENEM, obachieunaa-
KT CHOp ¥ aHanua wHPopMaLMKE; WOEHTWDMEILRD NDOGNEM, CERIAHHEE C NPOUECCAMA, MITOROR NEOOYELMERA
W nonygalpiarass; WIyyseHHe Saddpy Npolned o BLNONHEHWE AOEKBATHLIX M PeIYNETATHEHLIX
KOPPEKTHRYICUIMX W NPEAYTIPEM A0 QERCTEMA,

5.5.2 OCHOBHLID ITANLI

Mp# NpOBEAEsIM AYAWTE NOGCACTEME! KOPREXTHRYIOWIMX 1 NPESYNPEFIAMLLNY SOACTENA MONMHD Buae-
ANTE CRBAYVIOWNE OCHOBMLIE HTAMS:
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a) nogToepNOeHNe TOrs, YT0 palpaboTaHs! NPOYBNYDEl NOACKCT ML KOPPEKTHEYLIAX W NP Dy TiDeo-
OAMUHY ABACTEHA, OTBSYA0WHE TREGOBAHMAM CHETEME MEHEINWEHTE KxvecTEa (e, FOCT P HCO 13485,
noapalnens: 4.1, 4.2, B.5);

b) nogTREPMOEHHE TOMD, STO EXOAHLIE JanHbN KOPPEKTUDYIOLIMI W NPEAYNPEXIMIOWMX J6RCTENR NPO-
AHANAIMPOBIFE W QOCTOREPHE W YTO KODPEKTHDYRGWE W NPEIYNDesAA0WWE SORCTEWA ORIXANKCH PeIyN-
TarnaHese (cw, FOCT P HCO 13485, noapaanens 8.4, B.5);

C) BCNW KOPPEKTHADYENLHE W NpOOYNPEMOROLAE OSRCTENA NPMBOSAT K HIMEHEHMAM NPOGEETA, TO Nod-
THSPELEHWE TOMD, YTO B PAMKAX NPOUETEE MEHEIMMEHTE PHCKS OUEHEHE BOR BOIHHKIIKWWE ONACHOCTH M M-
Ge wOoBLEe pEcEd (Cw. MOCT P HCO 13485, noapaanen 7.1),

d} NOOTOCEMAGHHE HWIGHTHOWKIUMA W MOHUTODHHID DO0X WWEIKALMXCA BCTOMMUEDD OaHMLX ONA KOp-
PEKTHDYRUAN W NPEAYNDEMIE0WMY G8RCTEWA | HaolX0auMOoCcTH OCYLIBCTRMEHMA KOHKDOTHEDX ABACTRWA.
MoaTespeasHEE TOM, YTO SaMHLN, NOMSOHHEE KA BELUBYVEAIAHHED HCTORHRKDE, NPOaHANMIKPORANE C NO-
MOWEKD NPUAMEHMMLE CTATHCTHYBCHNX METOS00 © ONLD HEBHTHOUKILNAW ¥ DYCRIaMoN NpOOYRUHW Npo-
Gnes B obnacT kasecTea, TPeDYWILLME NPOBESEHHA KODReXTHRYIOWME aeRcTarwd (cv, FTOCT P HCO 13485,
noapaiaen 8.1, nywr 8.2.3 nogpaanen B.4)

@) ONpEgenaHAE Toro, Buans Md MIyyeHbl NPHEHb OTES308 C LeNss WISHTWEHEALAA, N0 BOMMIEHOCTH,
NpWsMK HecooTBETCTaWA (cM. MOCT P MCO 13485, mynxt 8.5.2);

) PoOTBEpEREHWE TOND, YTO WINOTORMTEN: MMEET COBOCTEE YNPILNeHHA ANA NPEOoOTHILEHNA HE-
NPEOHAMEDEHHOND WCNONBIOBAHWA HECOOTEATCTRYOWEA npogyxuue (cm. FOCT P HCO 13485, nogpad-
nen 8.3

g} nogTeepMOeHHe NPOBENEHAR PEIYNETATHEHBE KODDEXTHRYRILWME W NDSLYNPEXIasLUHRE J8ACTERA,
KOTOpEE GeiNK QOKYMEHTHDOBaHL B HE OKAIANK HESNaroNPUATHOMN BOAGENCTEMR Ha MOTOEYID NPOoYKLMID
{cm. FOCT P MCO 13485, nywmel 8.2.3, 8.5.2, 8.5.3);

h} onpagenesme Toro, Guana v 408e0eHa A0 CHEA0HHA BLICILEND DYKDBOACTBA MHODMALMA B OTHOWE-
HMA HECOOTBETCTRYIOW BN NPOOYELME, NEOGNeM B o6NaCcTH E3WECTES, KODPEETHDYIOLIE W N0 YTRER 00N
AORCTEWH, TPoGYKNLIR AHANKIA OO CTOPDHE pyxoBDacTea (ca. MOCT P HCO 73485 nywsT 5.6.3);

i} NoaTBApMABMWE TGO, YTO PACCMATRMBASMOS MBOULIMHCKDE NATANHE HAMOTOLNEHD B COOTBATCTEMM C
NPHLGHWLME PENYNHPYOUMME Tpobopalwaue (cu, FOCT P HCO 13485, mnar 8.5.1)%

i noaTEepeQEHKE TOM, 4TO MIMOTORWTENL NPMHMMAET PAIYNLTATHEHES MEpE QNS HAKDNMAHKA ONLTA
NOCOEOACTEOM MIYYEHHA NOCTNPOMIBCACTRBEHHOR wmHdopMaywy, paboTe ¢ manobamu notpeluTencd
(cw, FOCT P HCD 12485, vt 7.8.3) # MCCNE003HUA NPIHEH HOCOOTRETCTRMA, H¥MEOLMX OTHOLIEHUE K DaC-
CLINKE NORCHMTANLMBI YBALOMMEHMAIO TILIEY MAAGNWA, C LENLI0 OCyWecTanawWA obpatwof ceRar C nogCKe-
TEMOR KODPEXTHRYIOWMY ¥ DRGNP qedcramni (ow. FOCT P HCO 13485, ryuere 7.2.3, 82.1);

k) nogreepsaeswa TOMD, STO HAMOTOBHTENS: NPHHAN PEIYNETATHRHLE MEPL! ONA BLIMYCKE H PACCHINKA
NOACHWTEMNLHBI YBAOOMIEHNR, 3 TAKKE OTIWES HECOOTBETCTEYIOWER Npoayxy«an (cx. FOCT P HCO 13485,
mywT 8.5.1).

CooTBaTCTENE NOACHCTEME KOPDSKTHRYIALIAK W NPENYNpasAaoUIHE ACACTENA OLUBHWEIOT HA GCHOBE-
HMH QAHMBE WOCTSA003HAR.

5.6 NoacwcTema yNpagnesHAa JaKyNEaMM

MoacucTeuy YNpaoreHMa JRyMaMY CNegyeT PAcCCMarTpHESTE KK OCHOBHYW ONA TeX WAroToBuTana,
HOTORGNE MEEEA2IOT HA AYTCOPRCHHT BEINGAHSHWE DAGOT MO TAKMM CYLBCTRAHNHD BAMMbIM BUAAM OOATENLHOC-
TH, K38 NPOSKTHROBAHWE W PaIpaBoTEa WWNK BRNYCH NPOOYRLME, ogHouy Knd Bones cyBnoapamqavcan,

561 Uens

Liensso ayouTa NAOCHCTEME YNIDARNEHMA JaKyNEIMH ARNAETCA NOATEEPMOEHE TOMG, YT0 NPOLBCCH,
pa3paboTaMHbe HITOTOBWTENEM, 0DECNEYHBaNT COOTEETCTENE NOCTABNASMEY MAOGIAN, KOMIUEKTY KM,
MATEPWANDE M YEnyT (BXMoYan HCHONWWTENER PatoT W KOHCYNBTAHTOR) PEryMMpYWMM TpeboBaHWAM. 3T
CCoBaHHD BAXHD, BCMW TOTOREIA NPOOYKLWA W YOIy He MoryT Goimh BEpWRHUAROBaHs NyTEM DBHeLHETD
CCMOTPA (HANPUAMED, YCAYTI NO CTEPMNMAALINN).

5.6.2 DCHODHLIG 3TN

Mpu NPOBEAEHIN Y AMTA NOACHCTEME YNPABNEHMA JAKYTIKIMM MOKHO BIGBNNTE CIEAYIOLNE OCHOBHES
TN

a) nogTeepMOeHHe TOMo, «To paipaborarsl NPOUEOYPL OUSHHMBaHHMA W BubBOpa NOCTABUMKDS
{em. FOCT P MCO 13485, nywkt T 4.1);

13
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b} nogTEEpMOEHWE TOID, Y4TO MIOTOBMTEN: CUEHNB3ET W NOAOSPRHBIET B PABOMEM COCTORMUM PE3yib-
TATHEHLIE CROACTEA YNDABNEHWA NOCTABLUMKAMM, YOORNGTEODAOWME pPEryNHpYIoUMsM  TpeboaaHam
{cw. FOCT P MCO 13485, nywer 7.4.1);

C} NoOATBESPWOSHHE TORD, 4TO MANOTOBMTENL OBECNEYMERET HAANGHALME CNEUMDHEBLMK HA HAAENHA H
YEMYTH, NOCTARNASMLIE NOCTABLUMKAMN, PACNPESENBET OTBETCTEEHHOCTL 33 NPOBESEHWE MEHELMMENT DIC-
ES W NpHHHAMAET 00 HeoXoaHMbe Mophl NO YNPIENeHND pHoEos (o, FOCT P HCO 13485, nyvsr 7.4.2});

d) noATESQEABHWE TOMD, NTO JANWCH NO CUSHWEBAHUKD NOCTABLMEDE NOANBPWHEAIOTCA B paboueM Co-
crofHMd (e, FOCT P HCO 13485, mywkr 7.4.1);

) onpagenesue ToMD, YTO BepHPHEILUMA 3aXYNNEHN0N NPOYKLWE B YCNYT BHNCIHERS HAMNeRam MM
ofpaaom (csm. MOCT P MCO 13485, mywer 7.4.3).

CooTeeTcTiHe NOGCACTEME YNPABNEHNR JaxyNEAME OUSHHBARXT Ha OCHOBIHNH JaHHEHX HCCNRLOBAMNEA,

5.7 MNogcwcTema AOKYMEHTALMK M I3NKCEH

571 Uenes

Lianes ayauTa ROQCUCTEME SOSYMEHTALMA W 3aNWCAN RENSETCA NOATERREABHME TOMD, YTO NPOUBCCR
ACKYMEHTHROBAHWA, PaIpaBoTanted HIFOTOBHTENEM, CHECNEYMEIRT HALNEHIWSS YNPIRNSHHe Heolxone-
MBIME JOCYIIEHTaM W OCTYN K HEODX0QMMBIM JANWCAM,

5.7.2 OCHOBHLI® 3TaNkI

Mp# NpoBRASHE 3YQHTa NOGCHCTEME QOKYMEHTILWA W JINHCER MOXHD BELEBNATE CIIBYHLLSE OCH06-
Hlg 3TaMb,

8) NoOTEEEESRHNE TOMD, YTO PAIpaboTanu NPOLEOYDE HOSHTHOHEIURNA, XDAHEHAR, J3UWTE, NOWCK,
MAKCHMANLHOTD CROKA XPAHEHKA W YOaNeHHA QOKYMEHTOR W 3aNUCeR (BEMoYan yNDARNEHRE HIMEHSHNA RN}
(e, FOCT P HCO 13485, mywkrs 4.2.3, 4.2 4);

b) nogTBepEOEHME TOMD, Y4TO SOEVMENTE M WIMeHEHHA 0 wax 0gobpossl 00 Wi NPUMEHSHHA
{cs. MOCT P HCO 13485, mywer 4.2.3);

C) NOOTBeQMOEHNE TOM, YT MMBETCA OOCTYN K ASRCTEYOLIAM OOKyMEHTAM B MECTAX WL NDHMEHEHIRA 1
HTO YCTAPEBLLWE GORyMOHT Bonswse Wi npusoHmoTcA (cn. FOCT P HCO 13485, myvar 4.2.3);

d) noQTEEpEOEHWE TOND, WTO BCE HeobXOaMMEIE QOKYMEHTE W JANWCA XPAHATCA B TEYeHNE Heobxoaw-
MO BpEaiHn (Ch. FOCT P HCO 13485, mpixTei 4.2.1, 4.2 4}

CooOTEETCTONE NOACHCTEME JOKYMEHTALNA B JANWCEA OUEHWBANT Ha OCHOBAHWN GaMHBX WCTNE-
DosaHuA,

5.8 MogocveTeMa NPOUSCCON, CORIIHHLIY ¢ NOTRoGH TENEM

581 Uene

Lensio ayomMma NOSCHCTeMe NPOUESCCOD, CER3AMHWX C noTpeburenew, ABNRETCA NOATHEEWOGHNE TOTD,
4TO CACTEMA MOHELMMEHTA KavecTea obecnevnBaeT COOTBETCTEME TPEGOBAHMAM, B TOM “MMCNe DErynupy0-
MM, YCTAHORNGHMEM K NPOUECCIM, CBAIAMHLIM C NOTPeGHTENoW.

5.8.2 OcHOBHLN® 3TINLI

Mpia NEOBAASHKA SYOWTE NOACHCTEME NPOUBCCOR, CARIAHHLX € NOTPEGUTANAM, MOKHD BLYIBNHTL CNE-
OyOULIHE OCHOBHLHM JTANG!

8) axanu3 TpeboBaHHi K NPOAYKLMA C UBNLH0 NOATEERMOEHNR TOMD, 4TO ONE COOTBETCTEYET NPEgyCMOT-
PEHHOMY MPAMBHEHHK, & TaOKe panynepyowus  Tpebosawsan © TpeBosawwau  noTpabumans
jcm, MOCT P HCO 13485, vl 7.2.1, T.2.2);

b} nogTESpEOEHWE TOMD, MTO BOE NOCTYNAOWME 33KAG B CERIAHHARA C HUMK HHPODMALWA HANKIWDY-
MITCA C Tak, 4TOGL MApAHTHPOBATE POLIGHHE BOBX KOHENUETHLX BONPACOE H OBACNSYUTE BRNONHEHUE HITD-
ToauTenas Tpeboaaswi notpeburena (cu. FOCT P HCO 13485, mywcy 7.2.2);

C) NOATEEpWOEHHE TOMD, YTO WAMDTOBWTENL NPWHAN PeXYNLTATHEHES MBI ONA YECTAHOBNGHMA CARAW C
ROTREGUTENGM, BEMOYES SOKYMEHTHROBAHME OBDATHOR CBRIM ¢ NOTPRBUTENEM, C LUONLH HOGHTHEMKALMH
npolnes B obNacT¥ KNECTES W BRENONHEHAR HEOGNOIHMGIN KOPPEKTHDYIOWMY W NPEOyNPesOII0WME Sodk-
craii (oM. FOCT P MCO 13485, nyvikred 7.2.3, B.2.1);

d) nogTReELEHWE TOM, YTO OBPaTHAR COAM ¢ NOTRESHTENGM AHAMVIMDYETCH B XOOE NPOUGCCOE XKd-
HEHHOMD LMENE NPOQYKUAW # MCTIONLIYETCH GNA NOBTORHOID OUGHHBAHNA PUCKa W, NpH HeobxoaumMocTy, gne
AKTYANMIAUMH BERATENLHOCTH N MEHBINMEHTY pHUcxa (Ci. MOCT PHCO 13485, nogpaznen 7.1, mywt 7.2.3)

CoOTRaTCTEWE NOOCHCTEME NPOUOCCOR, CORIAMHLY C NOTPE0HTENEM, CUGHMBRIOT Ma OCHOBIHNK JaH-
iR WCCISZORaHNA,
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Mpunomenne A
{enpancsrosa)

Cxeml GHHOMMANLHOTO BpiGopa’

Tabnunua Al — Cotue CAROMWBNLGHOMN Bubops. QoaspnTéNuHuil ypOoaGHE B Chy«Be DuniaiaNeeold PACApegs-
FidHNA

Ipamngs Soeepniofsesrs antapaana = 05 %N £ 3 1 2 na
A 030 uet* 11 17 22
B 025 wel® 13 20 F
C 0,20 ueh® LE) L A
] 0.15 wel® 23 a8 4B
E 0.0 wet* 35 52 72
F 0.0% wci® T2 115 157

* Bepxwni QOSEDATENRFHBR YPORRHS

Tadnuga A2— Cromad Swuomnmneworo Bebopa. QopapuTensrsil yRoaasHs B COyae Ses0uilanss0ro pach poge-
T

Fpaiisn SoeEpnTEnun D fH regaans @ 99 % & wa LRT 2 W3
A 0,30 wel® 15 22 27
a 0.25 wel® 1 2 M
c 020 wel® 4 34 43
o 0,15 ucl® 35 LE 54
E 0,10 uel® 51 T |0
F 0,05 uel® 107 161 150

* BEpanmdi GOSE0ATENL L yPOBErG.

BarounanbHu A Babop womeT B fe #CR0MNI0EEH, §CA He0lionEMd NPpAHATE pEWEHRE O SRNEAEMOM PEIYNBTE-
T, EOTODEA BT aTe TONRED A6 BOJWDEHME ECEOSS (HANHHMED, JANWEE RENRETEA mﬂTIETE-Tirﬂ-mlﬂ WA Heo00T-
BETOTE A

DAKTOD, PACCHATRARSENED MPH Dubope woobrogmuol Talneys W ofseua subopod, MOFYT BMOYATE B Oobe
PECE ADAMEHEHNA MEIAYAHCEDTD B IgENHR e ﬂpnuﬁﬂ:a.auﬁpluuu& FANACH W ApaMil, BERENeHH0E Gy IRTOROW QN0 Npo-
BELEEEA QASHON YA0TH ayanTa. O GHENRNED SETACEH, OTHCALIMDEA £ MEIUHHCEAMN WARANHAM C HAIN0E CTENEHE Nl-
TEHUMANBHOND PCEE NPWUEHEHIR, PEU0WEHTYETCR HONONLIoRATE TaBmey A [rpaHAUE ROREPUTENRHOTD IHTERRANE
1 'I.:l_ A One AMRRIEIE ARNACEA, OTHOCRLWANCA £ BEQAUNHCERR BI6NHAN C BRiCOR0R CTENGHLK ROTERMGHANLNOMD PRCES
ApdlEaE i, PEEOMEEHAYETEA HCNGNLIONETE TEBMMUY A2 (IpasIILE AGDERUTENRHOM UHTERBANS B0 %), Npeianen SN
NEAMEpE.

Mpussps

1 ANaRUIUpYE JERUCY MO cMepuRuIauLy, Bydumop donswed onpedeums, RENEEMEA AU NPSUECE EMEDL-
AUIBYUY HORMPOAUPFeMEW U FRplansessy, Apoyrec cmepuanitaguy npedcmasnrem cobold Apouote LCo-
mod cmenewy pucks, nodmosy aydumop vcnonsiyem maldougy A2, npuaedenmyr @ Apufowmency A Ooa
anaruls aydumop npoasdum ApouleoAsNyw dubopry v omSupsem cepuo o3 24 1ARUcEl A6 CAEPUALISLELL.
Bee 24 yanvcy JEMONCMPUDFRT, 4M0 APOUSEE CMBPUALISLHUY Sbif FOHNMPOAUDYME M U FADISARSMEIM U S50
Aposoduny APY ymdepaderNBE INCIIYEMALUoHMERE fapaswempax. Ha ocroat madavie A, 2 aydumop wowmem
Snimi wa 39 % poepen 8 mow, ymo ve Sonee 70 % Januced no cCMopuAUISYUY MOSFTM APOORMOMNCMPUDOE BT HE:
COOMESMEMaUE MPOLECeS CMSPUARISNUY Wi 0o 0w S MEs JHCAAY ST AL HNE M 18036 0m D,

" Bauucreosing wy OSIT — Quabty System Inspection Technique, MeTon KOHTRONE CrtTeMs KaecTaa, 1999 .

15
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2 Awanuiupys jsavcy no nodeomoaxe, sydumop donsey onpedenumi, nposedens Ay rodaomoosa Dep-
CONANE 8 CORIU C NOCRedNUMU AEpECMOmpEMy Apoyedyn Mo paccumompenum sanod nompeSumensd. Hanpu:
WEp, UISOMOSUMETs Apouldodum FOMABRMEpHME MosMoEpEge. Henoabiya mafavyy Af, aydumop
Aposodum Npouldonsdyn dxfopry. cocmonu e vl Janvced no nodeomoare 17 compyduunca. Apdumap od-
Hapysuaaem, vmo odus compyduur He NpoWEn Modsomody A0 NEQECMOMBENAE B npoysdypeu. He ocnoas
madauye AT aydumop vomem Seme B8 §5 % yoepew a mos, ymo we Sopee J0 % compydwueoa Be BOAYPVLIL
modeomoa Ky A0 NepECMOm poNNLlM AP0y DaM.
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Mpunomaxue B
lenpancynoa)

DAKTOPEL, NPUMEHAEMEIE ANA ONPOACNEHHA NPOAONKHTENLHOCTH 3y AWTA

a) TaATops, YEENWTRBEOULNE NEOL0NNATENEHOCT BYIHTE
1) cyfinonpRousoe, JRI0HCT RORANHED B KB -Nrko NPOUeCCAE MW NOCTARGE KOMLNEETYRELNE, KRWT M BNt
ANLAR HA §YHEGACHE PORI S WL NEHHCEOND HIAGNWA winmd GeloNBcHOCTs NONLICAATENA WNK MOTORH NPOIYRLWME,
BN A PO N0 C PR EH R0 A MBREPOEOOE 0T OBATENS, ECAM nATOT0BNTENE HE MOXET HOSCNEYETE DCTATIMHIIG
CEAQSTENLOTES COOTEETCTEMA EpNTERHAM SYIHUTA, T MOXET NoHA0ENTHEE SONONHATEIbHOE BOEMA SN0 55 ATa EA= 0070

cybnoap R uen,

NMprwesasde— B CLUA sanpeuep, NOCTERLIWIH SOSNNBETYOINAR HE NOANELEET oS DedcTERe PyooBog-
CTRA ND ccTenaw wawecTea FDA W cceoBoxaadHs o1 ofpuswy npoaapox FDA;

2] MOHTAR RIENEA AIOTOEATEREM HE TERDATODHM ROTpeBnTana.

MpowéssdAE— MossT NOTpeloBATeCR BREMA ANA NoCen tanl O0BECTOR NOTREGATENA WK BHANHIA 360H-
CEA N MOHTAEY:

1) npoBegsHes AyYOWTOR HE WHOCTPAKROMN Bmce (cu. FOCT P 54425 aymar T.48);
4] TpetonaHUs WITOTORNTENA RO NDOESISHAD WHOMUANIBOID By LuTa;
5] HeQOCTETOMMEE CODTRITOTHME WIMOTORWTANA Dery Ry e Tpebonawita,
b} Sacrope, CORPESS0LLILE NPOONEHTEMSC T ByaHTa)
1) MagigeHeans ARAENHA & HAIDR il CPegnEl CTERBHAME NOTEHUHARLHIND DHCEE NPAMEBHSHR,
2] Han#-we CRRRETANECTE ¢ FRDANETROPETENBHOM NPOBEIEHAR BYAWTOR ¥ NEGOR TRETEEN CTOROHE BRK ¥
CRIAHMISUNA, NPOBOAAUME Ry QW T ¥ NOCTARL NS,
3) BCnd pOAYNeTAT NPedudyHy AyEATOR, NPoRadbnHEN TOR Ma GpramilllyseA. SeMONCTRUPOBLAK CODTRET-
CTEME @M OTOEMTENA BEryMapybujne TPefonaswRm;
4] CONpAUEHME HOMBHENATYPE NARSNAR . NPOMIS0E MM RIOTOBMTENEM , 00 BLOWBHA NPOBELERME NOC WL HE-
o AYANTA;
5] coEpauyEHtEs IPOUSCSA NPOEETRRGEANA KAK NP0 IBORETEEHMWY NPOLECCOS CO BREMEHA APOBEEEHAA HO-
CREgHEr BYHTE
©] HITCToBWTENA, AMSKIL IS MO0 NESEIB0ICTERSHME NNOEALTS
Ecri ¥ BRoToRMTENR AMOSTCR MHOND NPOHINOACTRRRI X NACWARCE, TO MY CRAAYET O PEQS TS, ERCNE Al 30-
AteARHSCTR DYayT GOy MOCTRNS Ml Wl EAXA0H ANOWLSKE.
Ecne #a fiHEex APOMISOACTEEHHE MAOWEAKCEK NDAMSHADTEA PEIHES CHETEMEB MEHINU 66T CAEETBA, TO AN
oD BT A OO TNk HECT e Y OETS RN MU ALY CPAMYET SBCCMATDEEN Th LB OT8NeH0E WENDe.
ECn snra Ton i Ta e, WS id o0y mne Sonas npoWIN0E0 T N WE NS00, NPOHEMIONMT SRENDIAY Ml @300
Pl Ane pCnyre R A e NOOW RGN, Hi EOTOPME, OO=aN0, NpEWSHSETCR GAEHEA CHCTEMA RS MU0 TS CoUSCTRE, TO
NpeEONEATENBHOCTs Ay ATE Miawd OUSHATE B TP 3Tana:
1) OugtnTe NEOQGEEETEARHOCTE AYRMTA ANA CAMI0N ANOWBEEE OTOENLHD, § JATEW COBDEYNHYK NEORO0 M-
TRNEHEETE B SRNORE0-QHAR,
2] onpéaente olues KONIMICTED NEPOOFRANG Kl BCOX ANMAGGKEN, § JATEW, SCAN APRMENH MG, KCOOARIORAETS
plitsHESLNW LAF (Inted-Amencan Foundaton) AnS 6nHene e sl Ocmid oD Sxbwime
3) BRBECTA COBSHES JABEHAE HE GCHOBAHWE DBYE MOME HHRE DEFy NaTET0H
di AypnTiel APYIME BAZ0E
CyuEcTay0T AYQATH PAATHYREE BHA0E, APOSONNATENHOCTE KOTOPNL MEHNELIS, Wil 350 HeoBroduswo J0A Mo Ro-
o AEPEOHE4ENRHOM By AdTa (cw. FOCT P 54421, pasgen T),
Ond cieRRBEHIAR RPCAOTEMTENEHEETIE LRYTHE BAR0E AYANTE CROAYET PACCMOTIE T RERTORE, NPABEARRHEIE B Ha-
CTOALFE NPADOE R,
fOna uBoTneHEE AYANTOE NPOSOANHTEREMOCTE WMOKHD PIECCYNTATE HE OCHORAMN ! COMAWSCTIE RECHSqyEumE Noa-
CHETEM CHETEME WEHSANMEHTE b cTEE TERod cnocol NoMMEwl ST, HARPUMEH e NBOBEASHLE B8 TOHH X 8YANTOR &
AN BRI B EODDERTADYIOULIY SERACTEAN, NDELNDEHHA Te N0 PEIFNLTATAM NEDBOHALANHRLNG BYIWTE, WNH B TEX
COYHRAY, KEOTLE NPOREOSHES “RACTHYHDID AYORTA ARNPOTCA TROOoRNHIGM HOPMATARHEN JOSYNERTORN, HENDHMBR. APOBS-
SemEd SOCTHNROND AYSWTE COAOCTE WaMepEMel Lnaoca 1.
B Tex chywaRx, (0746 MAMTOBRTEN HE0SEo0nMe APoMIBECTH CyWBCTREnHL & Wikkeremen (cu. FOCT P S4421, noga-
pasgen ¥ 3), anE nposegasun AyNHaTE MOEaT NOTREGOBETRCA JONONHATENRHOS BPEMA,

1?7
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Mpuposesne C
[enpangwnos)

CooTROTCTEMD CTRYRTYRHEIX anoMmenTos MCO 13485:2003 w 21 CFR, vyacTe 820

Tabnwua CA

Fasgese @ Bogpasgenu MO0 1348562003

Pasgamw 21 CFR,. sagm 20

7.1 NogewcTivuws BeCwens PyaTBOSLTRS

45678 BH0.5, 820.20. 820022, 82015, 820.30
2Tan MCO 134852003 21 CFR, watTe 820

i 4.1, 4.2 820.20(c), B20.20(d}. B20.20(a), 820.22

& 53. 54 B20.20(m)

3 7.1 B20.30{g]). B20. 30(5)

81,581, 852 681,62

820.20(b), B20.20{bH 1), 820 20(bH2). 820, 20(0)INI) u
(5). 820.25

56

205, 820 20c)

823

B 22

Tafnwua C2

Pasperu o nogpaxgens W00 13485 3003

Fasgermd 29 SFR, waers 820

7.2 NogoucTema NPOSKTMPORBMMA N pa3pABoTIM

r 820.30, 82070
J7an WMCO 13485:2003 21 CFR, wacta 820
1 74,73 820,30
3 7.1 820.30(a)
4 131 820.30(b)
5 1A 820.30(m), 20 30(b) — (i)
6 121,732 820.30(c)
) .33 B30, 300, B30, 30(d)
a8 71,732 820.30(g)
9 138 820.30(g)
10 1386 B20.70(1), B20.30(g)
11 131,738 2:20.30(g)
12 74,735 737 8:20.30(j), 820.70(1), 820.30(g)
13 731,734 820.30(a)
14 1.3.7 820.30(1). 820.70(n)
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Pazaenss v noppasgens WEO 134852003

Pasaens 21 CFR, wsome 820

1.3 NogcHcTend DoKyMOasTRWibE HE MO W

4.7 B20.30, B20. 181, B20.50, 820180, 820184,
B20.186, 820.75
3ran MEO 134852003 21 CFR. wacre B20
1 421, mepeuscnanwa d) B20.180, 820.181, 820,184, B20.184
E T, 12,733 :gg 3:“.!:!. £20.30(g) S30.30(M). 830,181, B20.50,

Tabdnuwya C.4

Fasgens W foapassen WCO 134852003

Fajasns 21 CFR, sso1u 820

7.4 MogcwcToM yPannasen Mo gyiu@ad | Npouwsccan

4.8 7 8 B20 50, 8230 .50, 820 85 220,70, 820.72, 20 TS,
BZ0 80, B20.90, 82020, 820 .25, 82030, 82D £0,
820100, 820,180, 820.140, BE20.150. B20_184,
BZ0. 181, 820.86

Jran WED 134853003 21 CFR., wacre B20

1 74,751 B20.70, 820.70(c)

2 T.1 B20.30, 820 40, 820 .50, 820 80, 820 181

5 5. A

4 r.5.2 BI0.TS

5 751. 76 B20.70(gH3), B20.T2(n). B20.7O[GH1)

8 74, T8 B20.70(a), 820, 70(c), B20,70{0}, B20.70{f),
B20_Thig). B20.T0(R). 820,72, B30 .TS{B). B20.R0

T rs1.1. 75423 6123 —

i 4.1, 4.2 82020, 530.25. 820.30. 820 40, §20.72; 83090,
B20.100, 820,180

1 6.2.2 B20.20[b}2), 820,25, 820,70, B20.TOd),
B20.T5[b)(1)

10 6.3, 6.4 B20.T0je) 820 T00g), 820.70(0)

" T53 78531, T8532.7533 820 60, 832065

12 7521 B20.70(i)

13 TE B20.72

14 rG 824 B20.T2, 820 80(c), B20.804d}

15 B24 8241 B2 42 BZ0 80, 820.88, 820 _184{4])

18 8.3 B20. 00

1%
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Tadnwun C5

Poasemis @ noapasgens BO0 11485-2003

Pasgsred 29 CFR, wncre 820

7.8 MogcwoToms EOPReETHEYOUME W TE0GYNPEEga0E R J2ACTIHA

4, 56,718 8:00.90, 820100, 820,198, 820250, 820.30
dran WMCO 134852003 21 CFR. wacTe 320
i a1, 4.2, 8.5 B0 100(a), 820 100)}
2 84,85 B0 100{aN1]
= T B0 50013
4 84, 823 A4 B30 100{a) S20. 100 m) 1), 0. 280
5 853 B30 100[aN2)
& 8.3 420.80ib)
¥ 8§23, 052853 820, 100(aN3). 820.100(a )4}, &30.100(a}(5)
8201001k}
L] 6.3 A0 100(aNT)
8.5.1 A0 186(d )
10 .23, 8.2.14 80100, BZ0. 1868
i1 851 —

TaGneua CA

Paigere A noapazaens SO0 14852000

Pasgernw 21 CFR. wacs 820

T8 MNogcWcTaus yOpaens

HAE S0 R

B0 40, 520 50, B30 B0

ATan MCO 134852003 21 CFR, wacTs 820
J T 32040, 82050
F fa1 B0.500m)1). 82050082}
3 At 8.00.50(b)
L 4.1 H00 50(ald)
5 4.3 A0 50(a)2), 620 80{a), 820.80{b)

Tanmus C.7T

Pazgenis B nogpaiagens W00 124852007

Pasgamd 31 CFR. apcte B30

T MNoacecTews J0nyMesT

BUNAE A SENHCEA

L B3040, 82065, E30.180, B20. 100, 820,181
B0 184, BZ0. 186, B20.108, B20_200
ATan HCO 134852003 21 CFR, watTe 820
i 423 424 Bl 180, 820 18000)
. 4,23 B30 40(n), B20 408)
k| 433 820.40(a)
4 48, 424 830.100(b) B20.180{b), 820,181, B20.184, 820,186,

820.198{a) 220.200[d)

20
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Paxnenss w noapaygens HEO 11485 2003

Pasaens 31 CFR, weoe B20

T8 MogowcToss NpoUOCCoR, CoslanHey © noTpeburanas

B20.30, 820,100, 820,168, 820.50. 820160

Sran WCO 134852003 21 CFA, wacre B20
1 247212 B20.30(c) 820 30{a), E20.3040, 820.30{g)
s ra B20.50, &0 160
3 rad.a 821 G20 108, B20.100au1)
4 ri,r23 —

21
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Mpupoxesse D
(enpangunoe)

Npouscchl CTERPWNRIILWA

D1 Usnis

Ll e By QW TE NEOUECood CTEPHMAIEEAN |BEMOSER HODWTa N, B PACTRYRTYRY, NPONIBOOCTBaHH S NI B aH R
i ofopyaonansae ) AENASTCA NOATHE PEAGEHE TOD, T0 AAHHWE NPOUTCCE NPSGHAIHANEHE N8 I TyCER CTHELNEHLE M3
A nai

0.2 OcHOBHEE STAM

Mpie NpoSEaSHRW AYQNTE NPOUESCOE CTEDWNINALMNE B NOACHCTEWME yNDAENEHHA NDOAYELAEA W NPOUBCCHME MOXHO
Bl QAT CHEAYSULRE CCHO RS 3TN

&) GNpOgENEHRE TOND, STO NPOUBCCH CTRPWNMIALEEM. BERKMERA YOPAENSEVEE FCAOBME, JANMRAREDORIH
{es. FOCT P HCO 13485, noapagen 7.1, nognywer 7.5 1.3);

B) ohpeABERSHES THIG. 410 MAGHEPOBEMEE NESUBCEOE CTEMANMASLNY SOOTEETETRYLT TRaboRaHWAM, NpabABNAS-
M K DR yTRLE NROUSCCal CHOTEME MEHBA=MEHTA kaWecTaa (cu, FOCT P HOO 13485 noapeagen T.1, rognywer 7.5 1.3

€} ORpERASNEHILE TOM0, NTO JANACH REDEMOTRON NPOULECCE CTEPMAAIALAR QNA NS00 CTOgHNH IYau0R NAPTHR Kl
Aunwil NogaepakenaTca & padcuoum COCTOAMKA Il ApochexulnaTes (Cu, MOCT P HCO 13455, nogayset ¥.5.1.3);

d) BwBop NPOUBCCE|08 ) CTERNNAIBLINA LNE BHENNIA, NEA N LWEH EHINE HBCC0NTLEHE NPOUSCCOS ETEDINANIALNE HE-
ofI0aAMO MENONLI0EETE CNEAYHNUME K TegiM

1) CTaMEHE CAOMHESTA CTERHNAEHLAE LEEHURRCEOTD HIgBAWE,
2) npouscs, NpAMeHBRMER QNS CTEREARIALEH HEEBONLLEND YIECNA MOSH ERHCEME #IBeNNA;
3) NPOWeCE, KOTOpREIM TRYAMEE BOEMD YOQPARNATE,

&) onpeLEnEHNE TOT0, WT0 NPOUSCE CTEPRNNIGLEMN BAMNILRPOESH U NPOARENMINDOBEH HA BASCBATHOCTD | BANKOE-
WA BENCUERT B CRdn CRANMEUKELRG CTEPANKISMOHHDE YOTEH0RE ), NOETRSRAOEHHE SETYANBHOCTH NEDLRCTE BRMADE-
una (e, FOCET & SO (3485, nogrywer T.5.2.1)

f) onpaasnaids Tort, W10 GeOnOMIMECENE AHARGETODN RAgResauan ofpnIouM BANATMDODE MLl W 7D A ksl
(ew. FOCT P HEO 13485, nysa B.2.3)

Q) ONgWIEREHWE TORG, WTO NPCLBCC CTEPWNAIBALME RENAETCA YNDARMREMLM M KORTPONNDYEM M, B TOM WL 58
Maganmit ¢ SHonorMMecoie mana neaTenes, NogTeepEQesne TOM, STO COARPEWM BEF HADENER COOTRE TCTRYET RANILGHRO-
saMEOMY Cogopeamomy (o, FOCT P HCO {3485, nogaywey T.5.1.3)

h) onpéfEResus  Toro, w10 DPOULBEE NEOTEKRET & COOTEETETEMM € yCTAROEAGHHLMA NPl T EMW
(s, FOCT P HCO 13485, noanyser 7.5.1.3);

i) BCIvE 28sHWRE NONAILDANT, 410 APOWACE W BCOTLN NPOTAKSET B COOTRATCTRMN © YCTAHOBNE HELWIE NEREME TR
M, TO ONpEGenG =R TONg, 4T HIC0OTEE TCTRMHA WOCHESYMT M C NHli NPOROAAT HALNExAw Yo padoTy, 8 TaHS STo B CRAIM
£ SOHHEMA HOCOOTBETOTAMAMM . OCYWESTEAANT seobiofwuud CODPSKYEM W KOPPEXTMpYOWRE QeRcTaws
few, FOCT P OO 13485, nogpasgen 8.1, nysar 8.2.3, noapasgens 8.3, 8.4, nysur 8.5.2),

jI =cAN NpouscCoM CTERRAMIALMH FIRIENTDT € MELGE D NPOTPAMEHOTD DESCNaYSHERA . TO ONPAJaNeHHE TOTD, 4TO
NpOrpAMMKDE OBOCHIMSHIE BRNARTCR BANMZApORAHMM [cw, FOCT P HOO 13485 aywer T5.2 11

i) onpegenbsme TOM, 4TO BEAOALIOBAMMOS DlopySoRamMe OTPerYNIEOBAMD, OTUANMERODANG W NOIAEHEHBAGTER
& pafosen cocToRtmE (ca. FOCT P HCOD 13485 noapasaens 7.5 T 8K

1) CNpaOaneHE TOND, ST0 DEPCOsEn MW eaT HBRNLNSEAL BE KBANMDWRBLWS i NOATOTOREY QIR BEMMLEURN, BhNonHE-
HItE B NOOAepEaueA & pafowln COCTORMEH NPOUDCCE cTapammaauRA (cm, FOCT P HEO 13485, noapaagen 6.2).

CoaTaéTCThME APOWSCCH CTEHMARINLEA OUBHRASOT Il PAMIAX OUONHBARAR NOACKHETEME YADAKNGHAA APSAYRUWER
i ApoysocaMKN. COOTEETCTANE NOACHE TaMEl yIDARNEHAA APOA YL LER B ADOUOECAM A AUSHMASKT Ml DEHOBAMAK ARHHEE
MCENE KRR

&



rocT p 54882—2011

Mpunomenwe E
{enpancynoa)

AYOWT NPOTRAMMHOND oBaCnavoHWA

E1 Uene

LeAem ayanTa Bgon SEaTeNus0CTH CADTE ML MEBHEIMWEHTE Kiac TR, CRALAMEE O pASpaBoTOON, ey Rl miana
HEAOABIOBAMAEM NPOIpAMWROID OOSCHEwaHNE, RENBETEA NOATESRKAEHAE TOMO, “To NPOfpluMMEOS OBSCNEEHRS yaOS-
PETBODAET NOTPElHOETaN ROMLI0EATENE, REEAYCMOTDEHHOMY NDAMEHEHNG M CREUABMRHEIW TREGOEEHRWRM.

Npawesassne— Npopaussos obecnessnsg BLASYAET B Cobn.

@) NporpauMEos oBecnevEsie, BCTPOSHHOE B MEOMLINHCEOE WITENNE]

b} NporpausEne oBeCAREEHIE, NOZTARNABMOR DTOONLHD OT MO LW EMHCOOT WADONHA;

€] NEOTpAMMHOS CEECNEETHED . NPUMEHREMOS BNA YNRARMNEHAR NROUNTCAMY CHETIME WEHEEEMOHT A KS0CTRA

E.2 OcHoBHE® 3TN

Mpi nposegerne AyanTa NEOrpAMMRGTD OSeCARYEMEA MONHS BRENHTE STAN, NEPEYRChHGHNEES HAmE. Ho Bco
AEEN T MU MPOEARNRE 3TANN MOrYT GeiTe MpEMEsAL S KO BOE W BHGEM DEATERABHOSTE MO YODSEDEHMD 1RO A b b b
ClchasEHREM, § MOTYT MOTPES0aATLESE BORONHATENLREE BOIMOKAOCTH ypaBREHNE [HERPAMED, YOPABNEHAE SA0yN-
R ).

Mpwsésdsne— CobniHa CTPYETYPHEES 3NEMEHT [1]. NPABSABHHBE HUEES, NMB0T 0THOWEHHE § DI GoT-
@ NpOroaMEaHGTD SECneusHER MalAMACERE FRlEnNEA.

A) anpegsneses Tolg, $T6 pAIPAGSTLE NEOUSEEol KNIHEHHOMS LHERS NPOfpaMuEETe oBeEnasemmn SANRAGHEPOBE-
wl focw, FOCT P HCO 13485 aywar T.3.1; nogayksr 7.5.10.1; [1]. noppazgens 5.1; 6.1,

b} cnpeganeeg TO0. YTO PRCCROTRE HBE NPofREMMEorD oBeCnoYenHEa, CNocofsoio APMBECTH & COMLARMGD ONags
ol CHT iR, ALAARTCA YECToED SHAAMIE pucua (ow, [1], nogpaagen 7.1}

@) ONpeasRSsEe TOND, STO SARNAHEPOBANHE S APOUSEEE: HHIHEHHEG UNENE NEOrPaMUuHGTe ofecnswemen yuaTuBE-
AT BEEO0HES O&HHES e OS100ACHDCTH, NONjEEHHLE 6 NDOUACES WEHENNMEATE PWCKE WBSHGMHEZOTD WIOERMA
{cw. FOCT P HCO 134488, nogpasaen T.1; [1]. noapasgen 4.3)

d} onpéaganenes Toro, Y10 TPREEORAMNE, YOTAHORNGHMED & NRONREW MEoMY Decnisemam, COOTROTOTEYIT Lo nmuw
NpofpEMMAGNS OESCNEYEHAE A BXASWlGT B ol MEDM N0 YNPEANEHAKD PRCKON, RETROBHARE B SAHMOS ARG MNe0E
cbecnedgnne (oM. [1]. noapaspen 5.2%

@) onpeganessE TOIG, YTO CAEDWA HOHNeIYoM WA BHOTORENER0N SOMNMCHEHT NPOIPEWEHOND COBCNSYEHIA YAOE-
NBTRODAST KoMEPaTHMWU TRoSohasinim ¥ G Y HCLAOHANLNE W @ SECANYATALMOMN WY LEpARTeprcTiinu, Heobaoguuwa ans
S0 NEEAYCMOTHEHHOM ApAMEEE=AE, BEAO~04 chiusdeiyns ARNAPAT=ATG i ApOfpaAuMEDrS oBechiuenng, neabaagu-
My A8 NOASSQEAHUE 870 HA A RESELENS BYHIMORApoBEHER (cw. 1], Ayrere 5.5.3; 534k

f) NOQTEGREASHWE TOND, STO MIMSHENHR NpofpaMunGio obechesesns Beini NEEARANWIMDOBEHR © TOWLH IDEHEE
BOIMOEHOCTH COMAKIER WUR ON0AHATOMuEEE NPEEAE GNA S0SAMH0REHAR ONACHEE CHTYALRI MNE NPOTATCTEME AN
MBI HTER BOE N0 yPARAGHAD PACEOM, BCTPOOwHME B ApOrpaMLsGs OSacneannd (Ca. 1], nogpasaen F.4);

g} AaATEEpwOEHbE T6Fa, 10 Apobnene, CARSAH LIS & NPOTDAMMyM OfSLnadnnE, P € AoGUIE0D BEIEE-
GOTAHHOE NEOUSCLE PRLEHAR REOGNEM NPSTBAMMEGID GEECTE~EHAR, BEN: BRI BTS B Coln oNDefaNEHAE NP B00-
HHEHDREHAA NEoHNeM W OuaHrBaMEE JaHEEE NEoines © Toues apemes Sespnackocmi (cu, (1], pazgan 9}
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TEeKCT HIMEHEHHEIX CTPYKTYPHEIX INCMEHTOR HACTORErD CTAHAAPTA
W Aoxymenta GHTF/SGA/N3IOR20:2006 « PyxoBOACTEO NO AYAMTY CHCTEM
MEHOOMMENTS KAYECTED HITOTOBMTENDA MEAHUMHCKH HAAENHA

H3 COOTHOTCTEWE PEryNHpYyoWWM TpebopanmaM, YacTes 2. CTpaTernan aygMras

1) Texor paagans 3.0, nCEnmyesH0do Bl QooywedTs GHTFEGAMNIOR20.2006 « PyooBofcTEO MO SYZETY CHCTEM
MEBHELKWEHTA LAYSCTEA HATOTOEATENGN MEANUEHEENE BILENAN HA COOTESTOTENRE DNy s py wiw Tpebos axpau, Yacme 2.
Crparenia SyanTas, TAK caK egen@coolpaisg BamovaTs Sas sl DEII0N B HIECHANRHWA CTRMART B oAl © Tpeiopa-
L K CTPYETYDS MEMoR A aEOrD CTARAARTE Poccuicach Seaspauis, yETaNoBNEHHME 8§ FOCT P 10— 2004, 8 Thioos
8 CHEIA © Tk, 27O COgepElnME §ERADRD PAIAENS GyGRupyE o Coaspaiiée BBEAEHIE @ PAIEENE 1 eOBRBCTE M-
RHEES HECTORGEND CTAHGARTA,

3.0 OfocHomanue

Hacranuiai gokyMast APeaH AIHASEH 4AR GOSCNE~EHWA PEryRBEYLAR ORTEHOE, GETERAITE LN, APoE0aRuEME By gi-
Thi, # BYAHTOPOR GCHOEHOA AHPORUMBUAER O CTRATENAN NEOBBIEHAR BYAATA CHCTEE MEHE QTS CEHECTEE Hl CODTBET-
CTRME Ty IMpYRE e TRalonanaam

HacToauwi gocyanT nosMorasT SOCTiNG COMANCOBARRDETH B MPOBEAMWAN BYANTOR CROTEM MOWEERMENTE LIMST-
TEE WMOTORMTENEN MENMUAHCIAR BIASMRE, ST0 REOSRoEMO A0 CAPMOHRIBEAN W BIAMMHOND NPNIHEHAA DE Yy NnTETOR
BYANTOE.

2 Opunisaanss=il TELCT HAMBHEHHE TEFURBONOTHYECEHx CTATEA FOCT P 54421,

TocTe TopUMBEnOrMYecHnE STATEA 3.1 0 3.3 npeaegoens B COOTEOTOTENS & ToncToM FOLT P HCD ROO0, roe gaw-
FiE TEpMsE CTANANDTHIOBANE . COOTEOTOTEERHD COmMNE A TEHMARORGIW-ECLith CTANAART MiMeRErm & HCO 15011 wa
FOCT P RGO 9004,

31 ayawt (audi] CHcTEMBTRYECLM, HEIABECIMLR, SOCYMEHTADOBENHE A NPOUSEE NOMNYYEHUE JARMCRI, HIN0mE-
wd panTon (oS uoTnBHLE COMAATENLOTE] Wik SRy Tol COATROTETE YW e MHDOpUA LN i SHRaCTHENOTD WE SU iR ANIA ©
AR OGS aNEHAN CTENHN B NGAHEHUA YOTEROR MR Y TP0SEaHAR [ARMMCT RoBaRHS @3 MCD 18011)

A3 spwTepsn ayautTa (audd cribena) CoRommuitTe MHMWTAG, APIUBAYE AW THE008EHAA (SAMMSTEOREHD WY
WEO 18011}

AT mepgnuwHcEos nagenuwe (medical devicel: Modod wecTpymenT. annagat, nprBop, yerpoicmng, obopy QonaHEe,
HMAAAHTAT, 7 VIO DEEMEET iR .El.l-'ll.lﬁp-‘lup, RO bl i OlBE G b, BRATEERAN WA Wk AGAOSH S AW ClA RS-
P MM LSRR DPSAHATHEYEH HE S AT TOENTENAM NS D MSHSHAE & SEA0880y N OTSSNEHOCTE BAN B CouETEHNE
BEYT & LDy TOoM B LA

= AEATROCTHEN, NPEIENAKTHEA, MOSHTOREHTE, REcEHRA ANH obnarsasnA 3abonanasmi;

= [EATHOCTHER, MONETORENTE, NaY8HEA, CENATMENAR WRE C0MNOHCELRN RICOSQCTRAR TRa b ;

= SC0 BTN, J0ELIEHAR LAH WM ERENEE AHATOMWNECHORD STROERNA Wit BaIoNo NS CHE Rfouetooh:

- AOAOEFEAEAR WNe COXBAREHER KildHn,

- FORARNEHER JAUETAEM,

= QEIMDRELAR WENLHHCDAN Qa0

= AoAyEmitn B opuaunn Qe Mo THUARODHE WS Nd# NOCReSCTEOM Mo CRa Q0na M In witns Apoll, R Teix 0l Tens wo-
AOBELA, MFd FEONORAR, ST0 M S yHOEROHAR L HOE BOINEACTEAE HA “ENDBE-ECEN ORTAHAIM HE DEAANIPETON 5 CubT ap-
MAEOAOMHHBCOEE, AMMYHONOAYECEIEE BNH WETaboNM et CRRACTE, v MOXET NOLIe EHIBATHCR TALMME CPa0cTRAMRA
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