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MNpeancnoeune

Llenu M NpUHUMNE CTaHaa pTHaagikE B Pocckickol Degepaudi yCTaH0aneHs $eaepansHbiid 3aKaHoM oT
27 nexabpa 2002 r. Ne 184-03 0 TexHu4eckom perynvpoEaHKA:, 3 NPABHNa NPHMEHEHNA HALWOHANEHEBIX
cTadfapToR Poccuiceod Pegepauwd — MOCT P 1.0—2004 «CravgapThaaL¥a B Poccyickod Sanepayin.
DCHOBHEBIE NONOHEHWAD

CeeOeHHA O CTAHOapTE

1 NOArSTORNEH OSwepoccHickon 0SWSCTEEHHOW opradMiauied «ACCOUMaALME HHESHEpoR no
KOHTROMIO MUEpoIarpaAiseHid s (ACHHKOM) Ha ocHoBe COGCTREHHOND 3YTEHTHYHOMD NepeBcda Ha Py CoEMi
A3LIK CTAHGADTE, YHAIAHHOMD @ NyHETEe 4

2 BHECEH TexHAYeCck s KOMHTETOM N0 cTaHaapTHaaudk TK 458 «Mpor3e0dcTeC M KOHTPONE KaYecTaa
NeKapcTBEHHE X CPeaCTRY

3 YTBEPHIOEH W BBEOEH B OEWCTBWE Mpukazom QenepansHOre areHTcTEa N0 TEXHHYECKOMY
PETYNADOBAHWM M METDONOrMK oT 7 aekabpa 2011 Mo 731t

4 HacToAWKA CTAHJART HOEHTHYEH MemIyHaApoOHoMy cTasgapTy MCO 13408-3: 2006 sAcenTvyecsoe
MNOCHIBOOCTEO MEOWUMHCKOW NpoayeUwi. HacTe 3. Nuadmnuzagmas (150 13408-3: 2006 «Aseptic pracessing
of health care products — Part 3: Lyophilization=].

MpW NPUMEHEHAA HACTOALLEMD CTAHASPTA DENOMEHDYBTCA MCHONLI0EATE BMECTO CCbiNOHH LI MERIYHA-
POOHER CTAHAADTOR COOTEETCTRYVIOLME MM HALUWOHANEHEE CTAaH0a0TE PoccuAckol Tenaepaun-d, CeeaerHka o
KOTOPREEX NEHBELEHSEl 8 GONCAHHTENEHOM NRANCHERKMA A

> BBEOEH BMNEPELIE

HMrghopraiua of UaMeHaNURX K Hacmoallemy cmaudapmy yanukyemsa 8 exescdng vadasaomom
LHDOOMALILOHROM YRAIAMENS « HaUUoHaNbMEE CaHdapmils, & MEKcM LIMEHaRL U TONPagak— & CHEME-
CRYHO U20a8a8Mbix UHBODMaULIOHNEIX WRa2amensx sHauuoxranskse cmaMdanmeis, B cnywae nepecmompa
{Famanil] AL oMMEeRs HACMoAWe20 cmaqdapna coomeamomayouies yeedounayue Gydaem ampybnukogano
& EHEMECAYND UISIEIEMOM URDODMALUCHROM YRa3amane s Hauuorankksie chmandapmeis. Coomasmomay-
MIMUEA UWDODMAaLUA, YeedoMMnenue U MeksiMbl Da3MELLEKITICA MaKE & UHPOOMa L LOHMNOL cUcmede oBLWeao
MoNEI08arUA — Ha obuguansHos calime Pedepansnoen 32eHMCMET o MEXHUYSCKOMY DEEVTUDDSaNLIO U
MEMPONISUU & ceimin Mameprem

£ CradgapTaadgopm, 2012

HacToRWWA cTAHOapT HE MOMET BkiTe NONHOCTLH MNW SACTHHHO BOCNDOHIEEEH, THDAKWDORAH W pac-
NPoCTRaHEH B KaYecTee oMUMANEHOMD H30aHWA G23 pajpelleiA DalepansHOre areHTCTREA N0 TEXHNYECHD-
My PEMYTIHPOBIHAIC W METPONOIAM
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BEeepgeHue

Oawuas 4acTe KoMnNekca cTasgaptoe MCO 13408 noceawera Mo UNH3aUKdE — i IAE0-XMMIASe CED-
My NPOUSCCY CYLWKKA, NPEaHATHAYNEHHOMY ONA Y SaNeHNA DacTBOPHTENA K3K H3 BOOHLE, Tak 1 M3 HEBO4HEIX CHC-
Te ONA QOCTHMEHWA CTABMNBEHOCTA NPOOYKTa WNd sMatepdana. JIModHNAIaALUAA ABNAETEA CHHOHMMOM
TepMAHa BO3roHEa. JTHoDUNKMaaULna BENIDHaET B Ce0A 3aMODasHBAHWE FHMOK0A CHCTEMBI M YOaNeH e pacTeo-
PATENA CHAYana sMaToEos cySnNHmMalkn (OCHOBHOE BECYLUMBAHKE ), 8 3aTEM METOA0M QeCopGUrK [BTODHYHOE
BICYWHBAHWE) 00 YLORHA, NPW KOTODOM HE NPOWCKOOAT XHMHYECKHE DEaKUHK AN DUOnNOrHYec i pocT.
B peayneTaTe nony<asTon cTabuneHeR NPpOOYET, NEHIOLHEIR K BRCTROMY DACTBODEHAR MMM DAChEEHA D, B
TO BOEMA KA ero SHONOMMHECKHE MNK ADYIFME CRORCTES coXpaHAnTCR. Tak Kak NHoDMNHIaUWA 4acTo ABNAETCA
MOCNEaHHK 3TANMA ACENTHHECKOND NPOUECCA W HENOCPEOCTEEHHD BNHACST Ha DEIONACHOCTL, KAYECTREO, NOd-
NHHHOCTE, 2PekTHBHOCTE W YACTOTY NPOAYETA, OHa ABNASTCA ERATHYSCKKM 3TANOM TEXHONOMHHECKons
npouecca.

Mockoneky MOTOBRIA NMOGHANIMPOBAHHER NPOAYKT ABNASTLA CTEDMNEHBIM, TO NPEOHAIMAYEHHAA ZNA
NHOPMNMIALMK BoOHAR CRe0a TAKKEe QoMKHa bl Th CTEDHNLHOHA. [TO3TOMY BoE OBRCTBWA, ROTODBIE MOMYT BNK-
ATk HA CTEDMNLHOCTE NPOOYKTA MMM MaTERHUana, JoNHHL BX00WTE B NOHATHE ACENTHHECEINT NpoYecca oA
OAHHOMD CTEDHUNEHOMO NRPOSYETA HNH MaTepkana. B uenom, CCHOBHREIM akTORoM B 0DECneYeH A CTE PHITEHOC-
W NPOOYETa BO BpEMA NpoUecca NMOgHNMIaUMK AENASTCA NPEdOTEDAWEHWE BMT 3ArpAIHEHHA MWKROODTa-
HAIMAMH KA HACTHUAMA MEKAY ONELALMER HANONHEHWA ¥ OKOHYaHHEM NHodUnIagky . OcobenHo BaxHa
JAWKMTA NPOOYET OF 3arpRaHeHua MUEDSORraHMIManmi NpH ero HaXow0eHAH B Kasmepe NAoEMNEHOR Sy LLHMTHA
(NuodunuaaTopa).

Komnneksc MesgyviapogHslx cTasgapros WO 13408 nogroToBned TEsHWYSCEMM  KOMATETOM
WMCOMK 198 cCTepundiausMa MeQULRHCKON NPOOYELMKe M COCTOMT WA CNeayikiWWs YacTew,

«HacTte 1. O6Wwe TpebopaMnA,

«HacTe 2. CUNLTRaUMS]

- HacTe 3. NEuodEnnaag«a;

<YHacTe 4. OuncTra Ha mecTe;

= HacTe 5. CTEPUNHMIALKA HA MECTE!

- HacTe B, MacnupyoWwme CHCTEME.
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HAUWOHANBHBIW CTAHOAPT POCCHMWUCKOW GEONEPALUMMK

ACENTUYECKOE NPOM3IBOOCTBO MEOWLMHCKOW NPOOYKLWM
HacTe 3
Nuodsmndaagma

Azeptic processing of health care produets.
Part 3. Lyophilization

Date seepessan — 2012—12—01

1 OBnacTs NpUMEHEHUA

HacTOAWMA CTAHAART YoTaHaRNWMeaeT TRpeboBEaHKMA K NpoUaccam NMOHNEIaLMK B acenTHYSCKoM Npo-
HIBOOCTEE, B TOMYHCNE KOBopyooBa KK, METOOAM EOHTPONA M aTTecTauwy. B ocTangapTe He paccMaTpMeEanT-
CA PHIAEC-XAM MYECKKE CBONCTES NPOUSCCa MAOChHMMIALMH.

2 HopmaTuBHLIE CChINKK

B HacToALEeM CTaHapTeE HENoONBE30BAHE HODMATHEHBIE CORMKM HA CREOYKWKE MEKOYHADOAHBIE CTaH-
LapTE

MCO 9001 Cucreme! meHegsmedTa kavecTea. Tpebopadua (150 9001 Quality management
systems — Requirements)

HMCO 12408-1 AcenTuYecsDse NPOMIBOOCTED MENMUMHCEOH NDoaYEUMK. HacTe 1. O0wHe TpebosaHua
(10 13408-1 Aseptic processing of health care products — Part 1. General reguirements)

MCO 13408-4 AcenTWHeckos NpoMIBoICTEd MEJHUMHCKOR NPOOYELKK,. HacTe 4. DUKCTHA HA MECTe
(122 13408-4 Aseplic processing of health care products — Part 4: Clean-in-place technologies)

MO 13408-5 AcenTyHecsos NporasogcTEO MedMUMHCKON MPogykliy, HacTe 5. CTepunuaauin Ha Mec-
T (150 13408-5 Azeptic processing of health care products — Part 5 Sterilization in place)

3 TepMHHBEI W ONpeaeneHua

B HACTORLWEM CTAHASPTE NPHUMEHEHE] TERMAHE N0 MCO 13408-1, a Tamke CNegyoWHe TepsiHbl © Co0T-
BETCTRYHLMAMI ONDEaeneHKaMK;

3.1 nvodunuzagna (vophilization): THIKMKO-XHMEYECEAR NDOUECC CYLUKK, paspadoTaHHeld ONA YOa-
MEHHA PACTRCDWTEMENA KIK U3 BOAHEX, TEK W M3 HEBOOHLIX CPEg NYTEM CyGnaManmn w gecopbumia.

3.2 HenbITaMWe Ha yredry (leak test): DHIndeckiil MeTod OUSHEN YTEYEN B KONWYBCTRESHHOM Bl 8 HE-
HHK NPW BOCNPOXIEOOMMBLIN YCMOEAAN.

4 JNemMeHTbl CUCTEMbI oBecneYeHn KavyecTBa

4.1 OBMe Nnono¥eHWA

4.1.1 CnegyeT BeiNONHATE TpeboaaHua WSO 134081,

4.1.2 CneayeT papaloTaTe ¥ BRHNONHATE MHCTPYELMK (METOOMKM) QN8 Kas0oro atana pailpaboTu,
ATTECTAUMN, TEKYLWETD KOHTRONR M TEXHHYECKOrD 0BCMHKBAHMKE NEOOUNMIATOPA.

4.1.3 JoKyMeHTe, NPegycMoTpeHHLIEe HACTORLWAM CTAHOADTOM, NOoGNe®aT NepUoHYecroMy Nepe-
CRAOTDY W YTEELMOEHMIC YIONHOMOUS HHEBAM H3 TO NWLAMK.

ManaHue SpHUManbHoE
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4.1.4 Cnegyer BecTA IOKYMEHTIWAID N0 pa3paboThe, aTTECTAUMK M TEEYLLEMY KOHTROMO, NogTeEp#aa-
FOLLYHY BRIONHEHAE TRED0BaH WA HACTOAWEND CTANGADT.

4.2 OTEBeTCTEEHHOCTL 33 BLINONHEHWE TPeDOBAHKMA cTaAHAAPTA

421 Cnegyer onpelenyTe NEEEa 4 OTEETCTESHHOCTE 38 BHEAREHAE W MCNONHEHAS OSKYMEHTALMK No
HACTOALLEMY CTAHZADTY.

4.2.2 Ecne peanqaayna TpeboBadiid HacTORAWErs CTandapTa BoancxeHa Ha opraHHIausin, MMeoune
PAIHEIE CHCTEMBl CDECHEYEHHA KAYECTES, TO QOMEHE BRiTE ONPpegene s NPE8a W OTEETCTEEHHOCTE ATHX ODra-
HAZALIMH.

4.3 OpradyIauus npouecca paipaboTew

PaapafoTtry nuodunuaaTopa cnegyeT BeNonHATE B COOTBETCTEMM C yTEEDHIEHHEM TEXHHHECKMM 3303-
HAEM, KoHCTPYETORCKAA O0KYMEHTALKWA GOMHKHA NEPEcCMaTDHMBATECA B NNAHOB0M NODASKE K 28 PEAYNLTATE
o OpMAATECA. MPOrpamiMHoe 0GacneYsHUe, MCNoNeIYEMOE 08 YNPABENEHUA WANK KOHTPONA, BOMEHD BhiTe
paspafoTado B COOTRETCTENW C CHOTEMOR 06RCNEYaHH A KAYSCTRA C OOKYMEHTANEHE M NOATEEDHASHAEM TN,
4TO NPOrpamMHoe OBecnedelna CooTBETCTRYET TEXHUHECKOMY 3a0aHMID.

4.4 KoHTponbHO-HAIMEPHTENLHLIE NPAEOREI MIMAK CACTEM LI

441 Cnegyver paipaloTaTe JORYMENTALWKD, ONPeisnAClyio NoOpASOK KanydDpoBakd (NOBepKK) KoH-
TROMNLHO-HIMEDHTENEMEX NPUWE0D0a WIANK CHCTEM.

442 Cnegyer paipaboTaTe WECTPYELKWH, ONpeagnaAslke Nnopsaok paboTel © KHOHTPONBHO-WIMEDH-
TanksHEMA NEHEODAMK WHNK CUCTEMAMK, MMEIOWHMA CTENGHEHWA oT TpeDonaduin DoKyMEHTALMIA.

5 XapakTepWuCTWUKa npoaykTa

5.1 dadHble o NpoaysTe, MoOANEHaWEs NHODUNIMIALNH, QOMEHb GRTE 330aKE W ODopMOEHE DOKYMEH-
TankHO. XapakTeprucTvia NPoOysTa AoNHHa BRNIDYaTe, NO KpAAHER MEDE, CNedy oW es:

a} XHMHYECKHE, DHIHYECHME W DapMakonori4eckiie CRONCTEA NPOOyETa (NpW HeoDxXoOMMoCTH ],

B} OaHHBE O NEPBHYHOR YTAKOBKE M CHCTEME YEYNODHBAHKA.

5.2 CnegyeT NOoKalaTk, YTo NOCNe NpoBReHHE NPOULEcCa NHoMUIHIaLHK NEoaysT COoTRETCTEYET
IAgAHHLIM TpeGoRaHrAM No Bel0NacHocTH, KAYEcTRY M GPYIHM NOK3IaTEnaM,

& XapakTepWcTUKa npouecca

6.1 Noprack npoEedEHHA NPOLECCa NN MNKaaUKY QonseH DeTe oopMNeH OoKYMEHTANEHO.

6.2 Mpouecc NHOQANMIELNKA LomKeH BeiTe pazpaboTad OnA KoHKpETHOMD NpogyeTa. Npy paapaboTre
MNpoUEcca A0MKHE BbliTE ONPeEneHE &0 KPHTHYECKHE NApaMEeT Dbl

6.3 ChnegyeT 3anaTe NapasMeTibl NPoUecca, BEMoYan JoNyCTHMBIE OTENOHEHWA. 3TH 4aHHbIE JOMEHbI
BENIOHATE, N0 KpaliHed Mepe, CRegyswes:

a) gWanasod TEMIEPATYD 4 AABNeHHK,

b} CROpOCTE 3aMOpaMHABAHKA,

C) BREMA BLILEDHER NDK 330aHHBIX TEMNELATYPE W O3BNEHKK.

6.4 CnegyeT NOQOERHHBATE B 320aHHLIX NEEOSNAX, KOHTPONWDORATE H DETMCTRHUDCEaTE NApaMaTobI
BCEK NPOLECCORn,

6.5 Ecnu go nposegenus npouecca Nodirnuaaukn TpedyeTca Bedepssa NpogykTa, To oHa QonEHa
OuITE OPOPMNIEHA K3K YACTE NPOUSCoa NN HIALHIA

6.6 CnegyeT onpegeniTe HHTEDEaTE BEmMEeHu.

a) Memdy HAYANGK HANOMHEHWA K HAYAN0M NPoUECEa NHODMNIMIALNA,

b} Memdy oRoHYaHWUEM NEoUecca NHoDUNKIaLKME ¥ HEYANoM BelTpyakd (ecnk NpobKK HE ¥TONNEHL! B0
dinakoHs G0 CTEPEIBaHHA KaMep Nnouna3aropal,

C) MEXDY CTERPUNMIALKEA NHOEUNHMIATORA W HAYAN0M NRPOLECCa NHoEMNKMaaLMNA,

d} MEmOY cTEpHIHIALMENA ¥ WCNONBIDEAHWEM NPHHAONERHOCTER (NOOHOCOR, Cysor, obopy0RaAHMA
ANA YEAAOKA, TRHLETOB M T, 4.).

6.7 MNopagok npoBeQeHka NEoUScCoR 04McTEM Ha mecTe [CIP) W cTepunmaaumy Ha mecte [SIP) ponses
GbiTe OfoprneH JokyMenTaneH0 (W0 13408-4 n MCO 13408-5).

2
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7 TpeGoBaHWA NoNnb32o0BaTens

7.1 OBWHe nonoXeH WA

7.1.1 MoneaosaTens SOMEeH Y8TED 30aTe HaasadeHne 0BopYooBaAHMA W OCHOBHLIE XAPaKTEDHCTHEN
npouecca G623 KoOHEPETHIAUMK TReBoBa AN K KOHCTRYELKA 000Dy A0EaHHA K cnoeoBa M peankaagi-.

7.1.2 NMpogykTe (Npouacck) Qon#Hsl GeiTe paspaboTadel 40 Hadana paipaboTir nuodmanuaaTopa.
CnegyeT 3anate YCNoBMR [NapaMeTpsl NPoUecca)l ¥ A0NYCTHMBIE NDEOENEl MY HIMEHEHWA, NPH KOTODLIX
HENOMNe30BAHKWE NHOPWNKAATOPA W BCNOMOraTensHdors oGopyaoeadva ofecneddeans Gw NpoWaIsomcTeO
HAOERHOD W BEaonacHoro NEoOYKTa.

1.2 XapakTepycTika obopyooBaHMa

7.2.1 CnegyeT paspafoTaTe TEXHMYECKOE JadaHqe Ha pazpaGoTry obopy A0BaHMA C YHETOM OOy CTH-
MilX HIMEHEHAA NApAMETROR NpOLECCE.

7.2.2 KOHCTPYHLUMA, MOHTAM M MECTO yCTaHoBkH 00Dy O0BaHMA O0MKHE COECNEYHEaTE BeINONHEHKE
ACENTHHECKWE NPOLUESCCOR, NPOUECOOR OHHCTE, CTERHNHEALMIA, MAOMUNHIALMA {OHUCTEY HA MECTE M CTEDMMA-
IALMIO M3 MecTe oK. B MCO 13408-4 1w MCO 13408-3).

7.2.3 HoucTpyKuwA oBopyaoaadis QOMeEHa yYuTeEBaTe TPeSoBakua & BHYTREHHWM NOBEDXHOCTAM K1
CKPYHAKLLEN CPEOE, BRNHKHAR NPeqWUecT BYELMA 3Tan NpoLEcca, 3arpyary 1 BeIrpYIKyY W, B 0coBeHHOCTH, pac-
nonowes e oBopyISBAKKMA, NENCOHAN ¥ KPUTHYSCKWY TEXHONOMAYSCEHX I0H.

7.2.4 KoWcTpykuwed nuodwandiaTopa Oon#ea BeiTe NpegycMoTREHA BOIMOMHOCTE NpOoRSOeHHR
b ERTUBHOR OHMCTEA M CTERHIMIA LKA KAMEDE M KOHJEHCATORA.

7.2.5 CneayeTykalaTe pamMsl, KEApTRALEM, CTENNAMN, NONEW, NOGA0HE 1 T. 4., KCNoNBIYEM e B NpOoUec-
CE Mo MNU3aLMK.

MprHMeyaH«e — PeRoMERIYETCA NPEIYCMOTRETE NNOCKYE NONKE AMA ofacneyeH i PAEHOMEPHOTD paCApene-
NEHHAA TEMNSPETYRE W ABENSHHAA (HANPHUMEDR, NP YEYNOPEBAHWA NPOSKEMK 8 CNYY3AX NPWMEHSHHA dnagoHoE © npofia-
M) ¥ GNA NPeaoTEREUSEHHA DEPaIED HWA K0MAEHCATE.

7.2.6 CnegyeT 3a0aTe MakCHMansHo GQONYCTHMOR IHaYSHHE YyTEYKH BO3OYXA B NWOHNHIaTop.

7.2.7 EcnnnpedycMOTReHT HCNONLIOBaAHWE CHATOND Boagyxa,. a30Ta NMbo 4pyror rasa 8 niodamnuaa-
TORE, TOHX YAMCTOTA M CEOPOCTE NOOAYA HE JoNKHE OE336 BATE BNHAHWA HA XapakTepuCcTHER NRogyeTa.

7.2.8 BuvewartenecTao B paboTy 0GOpyYOOEAHWA B I0HE KPHTHYECKOMD NPOYEcca QonMHG ST MMAHA-
MankHEIM.

7.2.9 [aHHsie, 0THOCALWECA K MECTY PACMONOMEHWA 000PYO0BAHWA K 8r0 HacTer, 0oL Sl Te odrop-
MMEHEl ZOKYMEHT AN EHO W BENKYATE, N0 KPARHEA MEDe, CRegyiowes:

8) KOMMYHHKAUAK, HECBX0OKMBle ANA pa8oTel MM MNKIATODE W MECTE, [OE8 OH YCTAHORNEH,

b) saTeprane. M3 KOTODLIX HATOTORNEHEl YCTRORCTEA ANA TRAHCNOPTAROBAHWA NPOOAYETOR B NHOMHMMA-
IATOD K M3 HET.

7.3 ObpaweHde C NpoOyKEToM

7.3.1 TparcnopTupoBaHWe NPOAYKTA M 3arpyaka nnounuaaropa

7.3.1.1 Oonsma GeiTe paipaboTaqa i JoKYMEHTaNbHS 0D0opMNeHa NpoUeqypa 3annyIasd niodmnyaaTo-
pa. BEMOYaA NoCNeaoBaTeNEHOCTE NOOa4K NPOaYETa B KAMEeny.

7.3.1.2 TpaucnopTAROBaHWE K NMCMNUIaATORY M 3arpyIka HanoNHeHHors NpoaykTa, NpuHagnessoc-
T Wi Gpyroro obopy J0BaHWA B NHoMNMIaTop QoM sl NPoMcKoqdTe B KPUTWHECKoR aoHe. Ecnk AnA Tpadc-
NOPTHPOBAHAA KCNONBAYVIOT BCROMOTATENSHOE O0ODYA0BAHKHE MNH KOHTEAHEDEI, TO NOALEDHHMBAEMEIE B HHX
YETOBKHA J0MHHE BhiTh TAKMMA HE, 4TO M B KPHTHYECKHE 30HaX.

7313 XapakTepucTHid NoOTOKOE BOAOYXA, WCXOOAWMK OT TRAHCNODTHEY YCTROWCTE W BEHTHAALWK
I0HEl JATEYIHK, TAS HAXOOATCA HEFERMETHIW POBAHHLIE (RNAKOHE., A0NMHKHE 0BeCNeYMBaTe YCNoBra ON8 KpMTIA-
YECHRDH 30HbI,

7.3.1.4 TpMHAgGNexHoCTH, MCNONBIVEMES BO BDEMA TRAHCRODTHROBAHKE NPOOYRTA W 3AMDYIEH B NKO-=
frNUaIaToR, KOTORLE MOMYT 3ArPEIHWTE NEPOAYKT, JOMEHE OBTs CTEQUNWICBAHE] ATTECTOBAHHEM METOOOM.

7.3.2 Beirpyara va nioppunyaaropa

7.3.2.1 Qonssa SeiTe paapaboTada M QOEYMEeHTaneH 0 ohopMNeHa NPoLedyDa BelMDyasH 1a nHodunu-
2ATOpA.

Mprmedadse — JKOHYETENEHYSD YEYNOPEY NPOBKEMH BRINONHAT, KAK NPABMNG, B KAMERE NUoBMNMIATOPS
D0 HEYANE SHNPYIKH.

7.3.2.2 Ecni OROHYaTENBHAR YEYNOPKA NPOSKAMK HE ZaK0OHYEHA 00 OTKDLIBAHKA KAME DR NW0HNM3aTo-
pa, To 0bpaLEHWe C NPOGYKTOM, yOansehil i €3 NHODHNWIATOPA, CNEAYET BhiMONHATE B KDATHHSCKON 30HE.
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7.3.2.3 TNpHannesHocTH, MCHoNEIYEMBIE B0 BDEMA DAIMDYINKM NACEMNK3aTopa U NP TRaKRCNopTMEo-
BaHKK, NOGNEXaT De3HHDEL WA WANK CTEDHNAIALWK 3TTECTORAMHEIM M METOIEMIA.

7.4 KoHTpons 3arpAIHeHWA OKPYHADIWEA cpefkl MUKDOOPTaHMIMaMH M Ya3CTHLaMM

Jonsen GelTe paspaboTal M oKy MEHTANERO ORODMNEH NOPALOK KOHTROMNA SAMDAIHEHHA OKDY K 0L
CPE L MAKPOODTAHUIMAMN 1 SACTHLAMK NEK TRAHCNOPTHPOBAHWM NPOOYKTE M NPOBEOEHKW NPOLECca nuadit-
NH3ALMK,

7.5 OyucTea v cTEpUAHIaLMA

7.5.1 OvyMcria Ha mecTte (CIP)

OuKcTRY Ha MecTe BeinonHAnT no MCO 13408-4.

7.5.2 Pyunan ouncTKa

7.5.2.1 Cneayet pazpaboraTe NPOUECC O4HCTEA U NPENYCMOTPETE Mo ATTECTALMIO B YyCNOBWAK HAWKYO-
LGS CAYYAA NPH JECINYATALWA ¥ NPOIBEISHKN CYUCTEY CDopyQoBaHKA.

7.5.2 2 Mpousct CYMCTER AGMEEH NPESOTERALATE IArDRAIHEHHE NPOAYKTS WNH MATEDWANA XMMWSECEK-
MM COSAMHBHHAMA WA YACTHUAMK BO BREMA NROUSCCa NUOUNMAALKA 1 yOANATE MOORIE OCTATIM, KOTODLIE
MOMYT CO30aTE Dapee D MEMTY CTEDHNWIYVIOWWKM COeOCTEBO0M W NOBSREHOCTAMK 0G0pyY 0BAHKA.

NMpumewaHune— ABTOMATHIAPOBAHH R NPOYECT DYUCTHW ABNASTCA NPEOnOYTHTENbHBIM, NOCKONEKY OH fonee
HageseH @ DE3IDNACEH QNA NepooHana.

7.5.3 Crepunuaaywna Ha mecTte (SIP)

7.5.3.1 CTeprnUzaud a3 MeCTe BeNonEa:nT o WO 13208-5.

7.5.3.2 Crepunuzaudio NHodnnUuIaTopa cneqyeT BeINonHMATE Neped Kakaod Iarpy3KoE MK npK onpe-
OENeHHBIX YCNOBMAK NEpe] HAYAN0M CEDHK M3 HECKONBbEWN LUMEMOE MACEH A 3a0MiA.

B nocnegnen cnyyae cnedyer 3anate YMcnd sangyack NHodunnaatopa kv obocHoBaTe 370 YUCne npM
ATTECTALMK.

7.5.3.3 CnegyeTNogOepsyEaTe YCNOBHA, 30 MILE I0LWKE TROGHAMIATOD 0T AarpRaHeHHA Nocne Npoae-
OEHWA CTEPHMMAAUMK. SHPOeKTUEHCCTE 38WKMTE AoMm#Ha ObliTe aTTECTORAHA, PEIYNETATRl ATTECTALMM
O0NHHE SETE ODODMNEHR BOKYRMEHTaANEHO.

7.5.3.4 Bcnydyase nprseHeHina TEXHONOMAM NPageapHTensHon yEYNopEn (hnakoHoa cNegyaT CTepunMas-
BaThE KOHCTRYELMKD, NOMELLasMYI0 B BaMepy [N HEoBXoOMMOCTH ).

7.6 DUNLTP ONA BEHTUMALAA

7.6.1 Ons nogfepsadda NHodMnuaaTopa B 9AcToTe Npd cBpoce BakyyMa CnedyeT HCNoNeidsdaTe
DMNETRL, YORPHHEAKHE MUEDOORraHHIMel. CROPOCTE YEENHHEeHnA JIBNEHMA WK NOToKa AonkHa DeiTe
onpedenaHa, oopMnesa JOKYMEHTANLHO H YyTEEDHKOEHA.

7.6.2 CobpadHan koHCTRYELKMA COUNBETDOM SOMEHS DeTe CTEQHNMACEAHA COBMEBCTHO CKAMEDOA M KOH-
OHCATOpoM DEa NoBpeRaeHna dunNeTRa.

NMpumesanne— nFIE',EI_I'IIII‘ITIrI TENeHbBIM MATOL0M RENASTCA CTERHENKW3AUWA @HNLTRA HA MECTa.

7.6.3 MNepHogHYHoCcTs NOOBEPKKW LWENOCTHOCTH DUNETROR OOMMHA GRTeE ONpeaeneHsa, YyTEE D OeHa
OO PRNEHS OOKYRMEHTAMNLHD,

7.7 KoHTpONk YyTEYKW B NHodMndiIarope

771 KoHCTpyKUMER NHodUnuaatopa JonsHa BbiTe NpeayCcMoTReHa BOIMOMHOCTE NPOREaeHKS KOH-
TOOMA HA YTEYKY B NHOMUNNAATOPE No METOOWKE, ONPEgeneHHOR NONEI0BATENEM, DEIYNETATE WCNLTAHMA
OonN#HE COOTESTCTEOBATE NPESEnan, YCTAMOBNE HHLIM NONEI0BATENEM.

7.7.2 MeToguea EoHTRONA Ha yTEYRY DOMNEHa SiTh SOopRNeHa JoRYMeHTansHo W pErnameHTHpoOEaTE
ME@HO0MYHOCT E TERYLWLEND KOHTRONE, NA0AMETPE BAKYYMUDORAHWA (TNYEHHY W ONATENEHOCTE ), MaKCHMANSHS
OONYCTAMYIO YTEYKY BO30YEA B KAMEDY M KOHOEHCATOD NMo@MNWIaToRa, 8 TAKHE NRegenl TREBorY K KODpek-
THRYHLME QEACTENA.

B ATTecCTauMA

8.1 OBuwMe nonokaHWA

ATTECTaUWKD CnegyeT NpoBoguTs B COOTESTCTEWA C YTEEDMASHHON MaTogUEod. B METOOKKE GOk b
BbiTe y¥aigkel NOPRAOK NPOBGOEHMA ATTECTALMK, KPUTHYECHEME oTanNkl W KPUTEDHKA NDHEMNSMOCTH.
ATTECTALKID NPOEKTE (KOHCTPYKTOPCKON OokyMeHTaLMH ) 0Bopya0aaHia, aTTECTALWK YCTaH0BNe HHOrD oGopYy-
OOBAHWA, ATTECTALMM B OCHALEHHOM COCTORHUM H B 3NCNNYATALWA, 3 TAKHE 3TTECTALMM NPOUSCCOn oMM
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BLINOMHATE ATTECTORAHHLIA NEPCOHAN NG YTEEPHLEHHBIM MeToaukan. Miobeia OTKNOHEHMA OT 2303HHEBIX TPE-
GooaHHi DoN#HE GkTe PACCNEZ0BAHE! 14 YCTRAHSHE C SOKYMEHTANEHEIM DDODMIEHHEM.

8.2 ATTecTauWA NPoeETa (KOHCTPYETOPCKON OOKYMEHTAL MM)

Ha nepeoM aTane aTTecTaluy Cneyet YeTAHORN Ty COOTRETCTEME KOHCT DY LMK 0Bopy 00BAHKMA, JHepro-
HOCHTENEA, MATERHUANOD | NPOEKTHE DELUEHWA 3303HHbIM TRPEBoBAMWAM.

ATTECTAUMA NPOEETA (KOMCTRYETOPCKOR DOKYMEHTALMK) DONKHa COOTEETCTRCEaTE MCO 9001 .

I pPAMEBY BHHE— ATTECTAYWER NpoaKTR EHﬂHETﬂ}'HTﬂpEIGﬁ ﬂﬂ:(ﬁ-'MEHTELIr:H:I REMNASTCA SOMYMEHTAN=HBIMN NO0-

TESpEdeHHenM TOM, UTD KOHCTRYEU WA I}II-IDFI?;:I_EIEEH“H, SHERMIHGCHMTENM W CHCTEMA B USN0OM COOTEETCTEYHOT TEXHHHESCHOMY
3303HHAK.

8.3 ATTeCTaUKWA YCTAHOBNEHHOrD obopyooBaHKHA

8.3.1 OBuwMe nonoMaHHA

ATTECTAUMID YCTAHOBNEHHOTO CE0pYOCEaHWA CNEdyeT BeNONHATE B COOTBETCTEBMM C yTREDHSEHHOH
METOAKKDH, COQSDMALLENA COBUTEY HA TEXHHYECKY R QORYMEHTALMIO,

8.3.2 MowTam

CneayeT NoaTRepIdTe M 0PoDMUETE AOKY MEHTANBHO COOTBETCTEBKME 230aHHEIM TPEE0BAHKAR!

8.3.2.1 OEopyaoBaHKa W MECTa erd pacnonoseHKa,

8.3.2.2 MonTama cbopyQoBaHAMA;

8.3.2.3 MNoppogs KOMBEYHWAKSLIKIA,

8.3.2.4 Kanwbposkk {NoSepKl) KOHTRONEHO-HIMEpUTENEHEX Nprbopos;

8.3.2.5 Hand4ua HHCTPYELWA NO IECIYATALMKY, B EOTODRIE GOMeaHd ObiTe OTDAWEH NOPALOK padoTel
oBODYQOBAHKA NP ATTECTALKMA B OCHALLLEHHOM COCTOAHMA.

8.3.26 Tpebopanua 8.3.24 » B.325 wmoryT GbiTe NOATEERHOEMEI NDH ATTECTALWK B OCHAWSHHOM
COCTOAHKK,

8.3.3 ATTecTauWA NPorpamMmMHoro obecneya A  KoOMNLITepoR

ATTECTALUHID CHCTEMB EOMMBKTERPHIMD YNDABNEHHE W NPOTEEMMHOTD OSECTEYEHMA CNEegYeT BeINONHATE
00 HA4ANA NPoREPEK 0G0RYACBANKA K ASMOHCTRALUMK Bro COOTEETCTBUA 2aN0aHHLIM TPEEOBaH A,

8.3.4 CucTemil cHrHanMaaunm (Tpesorum)

MpH aTTECTALKA CHETEMEBL CHMHANKIALMWK HA COOTBETCTAEWE TREGOBAHWAM CNeayeT NoKasaTe, 4T0 CHCTE-
KA PEAFKPYET HA OTKNOHEHHA K PETHCTRMOYET TH OTKNOHEHHA.

8.4 ATTecTalyWA B OoCHALEHHOM COCTOAHWA

84.1 OBuwme nonoxeHHA

ATTECTAUWA B OCHALWEHHOM COCTOAHWA A0NHHA DeiTe BRINOAMERa B CODTRETOTEMH © YTBEDHMIEHHEIM K
METOOKEAMK ONA NOQTESDHASHHMA TOMD, Y4TO YETaHoaNEHHoE obopyaosaHre paboTasT Kay NpegyCMOTIEH0 1
NapasmeTpbl HAXOOATCA B 330aHHBIX NpEgEnax.

8.4.2 KoHTpOne Ha yTeuKy

HoHTpons Ha YTEYKY CNeayeT BeiNonNHATE ANA NOGTRS PR OSHWA COOTRETCTRMA 3a0aHHbIM TEEBORAHMARM.
SHAYEHWE YTEY KA BOAOYXA B kaMepy NKMogunMaaTopa He GOMEHO NPEBLIWAaTE 3a0aHHLIX Npegenos.

£.4.3 CHCTEMA KOHTRONA TEMNEPATYDE

CneayeT BsiNonHETE AaTTECTAUMI0 CHCTEME! KOMTROMNA TEMNERATYPE M NOKAIATE, 9T0 GHA COOTEETCTEYET
IA0AHHEM TReD0BaHKMAM.

Mprumeyadse — CHCTEMY KOHTRONA TEMNEPATYDE! HCNONE3YHT ANA KOSTRONA TEMAERATYPSl NONOH, HOHOSH-
CETORE M ROMYRI.

8.4.4 BakyymHana cucTema

CneayeT BeNonHAT: aTTeCTaLM BAKYYMHOA CUCTEMEB! ANA NOATEEEHOAEHAA TOTO, 4TO CKODOCTL Bakyy-
MADOBAHHAR W NDEAeNbHEIE SHAYEHAA COOTBETETEYIOT JA0aHHEM TRESOBAHWAK.

8.4.5 JaMopadHBpaHWe KOHOEHCATS

CneayeT NpoBEEpHMTE MOWHOCT b CHCTEMB! 3AMODAMHBAHHA M CHODOCTH CXNAKTEHKA K NOKAIATE, YT0 OHK
COOTEETCTEVIOT 3aaHHEM TREGORaHHAM.

ATTECTAUMA B CCHALLEHHOM COCTOAHKK ABNASTCA NEPEOA NPOBERESH MOWHOCTA KOHOEHSaTORE | MOKET
ObiTe NOCEEOSHE C KOHTRONBHEIM PACTECPUTENEM, TAKMM KaK BO4a.

8.4.6 Paamopasuean4e

Ecnu npefychoTpeH UHKN paiMopasidbanmua, To ChedyeT nonasaTe ro cooTaTCTEME 3a0aHHsm Tpebo-
BAHAAR.
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8.4.7T Uwen npouecca nuodrmnraaymm

CrnegyeT BeiNONHATE WAKD NHOGHNH3a0M, BrNI04Yan BCe NPeayCcMOTRE HHBIE ONepaud, 1 ROKa3IaTeE 8o
COOTRETCTAEWE 3a0aHH b M TREOoBEIHMAM.

8.4.8 Uvkn npouecca OTYHCTHH Ha macTe (CIP)

CrnegyeT BENONHAT: aTTECTAUHID 8 OCHA LWEHHOM COCTOAHMK 8 COOTEETCTEHM © METOOHEIMIA M NOKa3aTe
conTaeTcTEMe MCD 13205-4.

8.4.9 Uwkn npoyecca cTepunuiauwn Ha mecTe (SIP)

ChegyeT BENONHATE ATTECTALMID B GCHALLEHHOM COCTOAHMA 8 COOTBETCTEHM & METOOMKSMIA 1 NOKa3aTe
cooTaeTcTeMe MCD 134208-5,

B.4.10 CHCTEMA OKOHYATENLHOMD YHYN OPWBaAHWA

EcnK npeaycHoTpeHa CACTEME OROHYaTENEHOMD YEYNODHBAKKA, TO CNEgyeT BeINONHWTE &8 aTTECTALKK
W NoK33aTh 88 COOTRETCTEME Ja0aHHbIM TReBoBIHNAM.

8.4.11 PacnpegeneHude TeMNepaTyPkl Ha NONKax

84111 CnenyeT BeINONHATE aHANKWE pacnpedenedEA TEMNepaTypel Ha Nonkax, YTobbl YCTAHOEWTE
IHAYEHWE palBpoca TEMIEPATYD MEKOY MONKAMK 4 HA HAX 4 NOKA3aTE COOTRETETRHE 380aHHIM TPeGoRAHHAM.

B uoeane, aToT aHanka AonweH BblTe BuiNOnHEH NEK HEX0MIEHHK KamMeps NOL 3TAMOCTERHBI M DAENEHK-
&8 M BEMHYATE IHAYE HAA TEMNEDATY PR, OTHOCALWWECH K aiam Harpesa M X NakaeHHA B NPOUECee MAcdsang-
IALMM.

8.4.11.2 CneayeT onpegenkie YWCNS QaTHHKSE TEMOSDaTyPL.

8.5 ATrectaums B IKCNAYaTALMWKH

8.5.1 DBwwHe TpedoBaHHA

Lo vaqana aTTecTauqy B 3KCNNYaTauqdH cneayeT paccMoTpeTs PEayNeTaTkl aTTECTALMH YCTAHIBNEHHD-
ro 0BopyYI0BaHKA K aTTECTALUMMH B SCHALLEHHOM COCTORAHMKE W YEBOMTECA, 4TO OHKM YOOBNETEODAKT 3808 HHEIM
TpebosaHKuAm.

Kak npaenno, aTTecTaud o B IKCNNYATAWMK BulNOAHAKT C DeansHbM NRoayKTos. MosHo Tamke nenonke-
AGBATE MNALEE0 ¢ BNHMIKAMK XapakTepHCTAEIM K,

8.5.2 Mpouecc nHodinKU3ayMm

8.5.2.1 ATTECTauWA B IKCNMNYATAUMK JoMmkHa DbiTe BRINONHEHA O0A NOSTESMOSHWA CODTEETCTEMA
0GopyO0BAHUA DaHHOMY NOOOYETY KK NPOLecoy.

8.5.2.2 NTHoprUnuIaTop Aon#eH BelTe IarpyReH NPOOyETOM MK Nnauedo 8 COOTRETOTRMM C yTESDH e H-
HOR MeToguEsE. MoK NEPORE0eHHH NPOUEcea A0NHKHO DulTe ROOTEE DHIEHO COOTEETCTREHE NAPAMETDOE LKKNA
JAGAHHLIM TEEeBoBaHMAM,

8.5.3 CrepunuiauMa Ha mecTe (SIP)

CnegyeT BeNONHATE ATTECTAUHD 8 IKENNYATALMA 8 COOTERTCTEMNA C YTEERKAE HHBIM KM METOOMEAMIA BNA
NoATEEDHASHWA COOTRETCTEWA Tpeboraumam WMCO 13405-5.

8.6 ATrectauma npouecca

B.6.1 OBwwe nonowexHua
ATTeCTaUWANpoUecta AGMHHE Gl Te NPOBSAEHA ANA MO0 TRSLHOSHWA TOMD, 4TO NOMYYEHHEI B eIy NBTa-
T& NHoUNU3IALMK NPOOYET COOTRETCTRYET TRPeBORAMWAM K kavecTay 1 obnagaeT 3agaH b MU CEORCTRAMH.

Mopumesasne — B aTTECTAUMK NPOUSCCA BEOGAT MMWTIUMA NPOUSCCE, ATTECTALMA NPOLECCA OMHCTER W NpO-
E20HA NPOAYKTE. MMATHDYHIWED NOANAHHEIR DROOYAT.

8.6.2 ATTEcTaumMA NPpoUscca O4YNCTER

Mpouscc O4KCTEW NROEUNMIaTORa JoneH DpTe ATTECTORAK. MPOUECC OYKCTER Ha MECTE O0MNHKeH Dbl T
atTecTopad no MC O 13408-4.

B.6.3 MmWTauMa npoyecca

NMpumMedasann

1 MMATIUMA ACENTHYECKOrD APOLECCE NHCEUNHIEUAM NPodyEToR BENDYEST B cefin ocolo CnoMHsIe CHTYauMNM,
CEAIEHHEIE C BYHHEMH CNEQEYUAMKE M EMEWATENECTEOM HENIESKS,

2 BHECEHHS MEKDOODrAHWIMOE B NACEWNMIATOR J0NHH0 BRiTh CEEAEHD KMAHAM Yy 38 CHET BAEM O8HAN EH B X ME TO-
Ans peBoTe, NPOUBCCOE OHMETRA, A83H HPEEL MY M CTEPRNMIAUMA. KOTODEE NOIBONAKT WCNONB30EaTE 8 NHOGWNHIATODE
HHLEHE NETATENEHEHE COaOH.

8.6.3.1 MMuTauks npougcca AnA MEoPEnMsipoEaHHEX NPOOyETOR OOMKHA BENOHATE BCe ONeDauiu
ACENTHYECKOTO NPOM3BSACTES, BENIOHAA HANGNHEHWE, TRAHCNOPTHRPOBAHKE, 3ArLyaKy, HAXOMOSHWE B KAMEDE,
BlrPYaRy W repMETHIAUKIO NPH 3303 HHEK, OQOoPRMNEHHEX AOKYMEHTANBHO M YTEEEHOEHHLIX YCNOBHAX, COOT-
BETCTEVIOLIAN HAHXYOWEMY CITyY9ai,

G
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8.6.3.2 lMpnMUTaLMH NDoUECCA NModMNKIaUKMK CRELYET, 0 BOIMOKHOCTH, B NCNHoH MEDE NOBTOLKHTE
npouecs nrodunqaayuy, obeH4Ho Gea 3aMopaKuBaHHA, BKNOHYAR YACTHHHOE BAKYYMHPOBEHAE 1 BROEPHEY,
Tpedyesyio 0NA MHTaTensH0A cpeasl. CnegyeT aGerate KMNEHWA K JaMOPaXHBAHWA CacTBEOPA.

HYHHO YYECTE CREQVIOWWME DasT oDk

a) MCNONB3I0BAHHE BOIGYXA BMECTOD 330Ta,

b) MEKCHMANBHBIA KHTEPBAN BREMEHHA MEXOY NPOUSCCaME CTERHMMHAALMKY NrodunraaTopa,

C] MAKCHMANEHBIFR AHTEREAN BREMEHK MEXOY NPOLECCAMA CTEDUMHIAUKK M NHODIUNHIALMA,

d) EONWMYECTEEHHEIE XADAKTERHCTHEN HAMXY QWML CHTYaLMA.

M pAMEY BH®E— I"I:-uuep-;:-u ABNASTCA HUCNO 3ArpYAaeMbix MOLAOH0E W QNUTENaHOCTE 3AMDYAKA {NpK KOTOROR
£aMEpa AENRETCA OTEP=ITOR}.

8.6.4 ATTecTauWAa npoayeTa

56841 NMNuodunuaupoBakieit NPpooyeT 4on#eH DpiTe NPoBEpEH Ha COOTRETCTENE JagaqHbIm Tpebora-
HAAK, B TOM Y4cne K Be3onacHocT, Ka%ecTey, NoANWHHOCTH W YMCTOTE.

HOHTPONE KAYSCTEA OOMMEH BENKHATE TECTE M3 CTEOMNEHOCTE, CTAGMNLHOCTE, GCTATHW DACTRODKTENRA,
BOCCTAHOBNEHWE, BHESLHWA BR, AKTURHOCTE M OAHODOOHOCTE, HO HE OFDAHUYHEATECA MK

5642 ATTectayue cnedyaT NpoBognTs 8 COOTESTCTREMK C YTESDHOEHHBIM MNadonM oTeopa npob.

8.7 PaccMoTpeHME W yTEEDHAGHWE PEIYNLTATON ATTOCTALXM

MaTeprank: aTTECTaAUMK NPOEKTA, STTECTALMK YCTAHOBNEHHOrD 0BopyQoBaskA, aTTECTALMK B OCHa-
WEHHOM COCTORHKMK, aTTECTALWW B IKCNNYATALMK M ATTECTALWA NPOLBCEa J0M#HE BbiTe OEOpMNIEHEl B BULE
NPOTOKONGE {OTYETOR) M PACCMOTPEHE Ha NPEOMET COOTBETCTEUA Aa0aHHEM TREGoRaNNAM ONA KakOono ane-
MEHTA NEoUEcCa aTTecTauMi. PesyneTaTsl pAcCMOTREHNA 4ON#HEl ST OQopMNEHE 00KYMEHTANEHO.

9 3Bkcnnyatauua K TEKYLWMI KOHTPONb

9.1 OSwKHe NoNo¥eH WA

TEKYLLWA KOHTPONE ZOEEEH NOOTESEHLETE COOTEETCTEME ATTECTORAHHOID NPOLEGEE 3a0aHHEIM Tpedo-
BAHWAM.

9.2 Ofyyenwe onepaTopos

921 Onepatopsl QON#Hs BbiTe OBYYEHE B COOTEBETCTEMH © YTEEDHASHHEME WHCTRYELWARMIA {METO-
OWEAMH].

822 Obyyede onepaTopa cnedyeT NpoB0gWTe B COOTRETCTEHK C yTESD# JeHHOE Nporpasmoi. Nocne
NpoxokgeHHA 0DyJeHUA ONEQaTOR DO

a) NoHMMaTE NPAHLANTL NPOUYecca, BKNKHan CooDeHHOCTH KOHCTRYELMH W SCTINYaTaumnm,

bl YMETE BRHNONHATE TRebveMBle ONepaLmMi,

C] IHATE ABACTEMA, KOTOPRIE CNEqyeT NEean pHHATS NPW OTKNOHEHHH NROUeCcCa wny nioBoro eroatana ot
3IA0AHHBIX TREHoBaHKA,

d] IHATE TREBOBIAHKA TEXHWEA DEI0NACHOCTIA

9.3 MHCTPYELWKA NO IKCINYaTALHH

MHCTPYEUMH N SKCNAYATAUKMY A0MHKHE COOTEETCTBOBATE DRIYNETATAM ATTECTAUMA H COOeQHAaTE. No
EpaliHel Mepe, cnedy iles:

a) NoWaroski NopRgoK B RoNHeHHA ONeDauieg,

bl EpMTEpMH NEPHEMNEMOCTH ONA NADAMETPOR UKMKNA JHCOANYATAUMK KW JeACTOMA, HOTODLIE cnegyert
NPEANPUHATE, BCNM AT NAPAMETRE BRYOAAT 38 N0NYCTHMbBIE NREASG]

c] o0AIaHHOCTH M OTBETCTEEHHOCTE,

d] AWHCTEYELMK NO KANMEpoake (NOBEPEE ] M TEXHWHYECKOMY OBCmysH BaHA0GD.

9.4 MNoeTopHan aTTecTauma

9.4.1 MNoeTopHYIO ATTECTALWM ACENTHYSCKOrD NPOUScca cnegyeT NPossgHTe C ONPegene H o  Nepuo-
OUYHOC TR B COOTBETCTENM C Y TRE LM IEHHbLM MIAHOM.

9.4.2 CneayeT coXpadATe NEOTOKONE ATTECTALUMK ONA PACCMOTREHNA PEIYNLTATOR ATTECTALMK M KOp-
PEKTHDYILLAE JSRCTRHA NP OTENOHEHMH NADEaMaTPOoR NPOUECCa OT IANAMHELX IHAYEHIA.

9.5 TexHuyeckos obcNyMHUBAHWE 0BOpPYOOBAHKA

TexHreckoe oBcnyHEaHNE CRegyeT NPOBIMTE B NNaHOBOM NOPALKE B COOTEATCTEMN C MHCTRYKLMER.
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9.6 KonTpons mameHeHMRA

9.6.1 Cnegyet OUEHABATE HAMEHEHKA B 0GORPYACEAHKN, NPOOYETE, YNAKCEKE, PACNONOHEHMW B MAodqM-
NEIATORE HA NPEOSKMET WX BNKAHWA Ha P DeKTHBHOCTE NPOLECCOR,

CrnegyeT yYWTeIBATE XAPaKTED WAMEHEHHA NPW onpagenesid obbeMa aTTeCTAUKY YoTAHOBNEHHOND
0B0pYACEAHMA, ATTECTALWM B OCHALLEHHOM COCTORHUM, STTECTALMM B 3KCNNYATALMK 1 aTTECTALMY NPoLEcca.

9.6.2 CnegyeT goxyMmedTaneHo ofopMnATE peayNeTaTel OUEHEM, BEMOYAA OBOCHOBAHWA NPHUHATEX
DEWEHHR 4 00 BeM HEODXOOHMMON 3TTECTALMA.
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MpanoxeHwe OA
(cNnpasoYHoe)

CBenoHWA O COOTRATCTEMH CChLINOYHBLIX MEXMOAYHAPOAHLIX CTAHAADTOR
HAUMOHANLHEIM cCTaHaapTas Poccnickon Pegepaumnm

latnuruyga AT

CHoAHASEHAS CORMATHEETD Crenene
DEoIHIdaHAE § HABMEHRDBAHWME S007 BETETEYOLWLETD HALWMOHENEHIND CTAHGApTY
MEEQYHADOIHAN CTAHIADT CoOTRETTTENA
WSO 9001 10T FOCT P ACD 8001 —2008 CHCTeMbl MEHEDKMEHTE KEYSCTEA. Tpe-
B0EEHHA
WO 1340841 107 FOCT P ACD 13408-1—2000 AcenTévecdos NpoMIBCOCTED MemwH-
UMHCKIA Npodyrums. 4acTe 1. OBuwwe TpeboaaHea
WCO 134084 10T FMOCT P ACD 13408-4—2011 AcenTH4ecsoe NEpoX3BEoOCTED MEgn-
LMHCKOA NpoayEume, 4acTs 4. TexHONOTMH CHHCTER H3 MEBCTE
WCD 134085 107 FOCT P ACD 13408-5—2011 AcenTu«ecsos NpoHIECOCTED MEegw-
LUMHCHOA Npoaykume. HacTs 5. CTEpENH3auUn Ha MecTa
Mprare«sansde— B HacToAWeR TaBNALE HCNONB30BAHO CNEAYDWES YCNoaHGe CBO3HAYSHHAE CTEMNEHW CO0T-
BETCTERA CTAHOADTOR:
- I T — MOEHTHY HER CTAHgAPT.
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