roCYOAPCTBEHHEIA KOMUTET POCCHHCKOW ©ENEPALIMKA

Nno CTAHOAPTU3IALMKA KW METPOMOMAK

HAUMWOHANBLHLIA TOCTP

CTAHOAPT 52249 —
POCCUMWUCKOWN
DEOEPALUMM 2004

MPABUJIA NMPOU3BOLOCTBA
N KOHTPOJIIA KAHECTBA

NEKAPCTBEHHbIX CPEOCTB

Haganue odHUHaANBHOR

MockEaA

HMNK MapgarenscTeO CTAHOAPTOE
2005

GOST FOCT P 52249-2004, NpaBuna Nnpon3BoACcTBa 1 KOHTPOMS Ka4yecTBa NIEKApPCTBEHHbIX CPeACTB
[ L F 00 Good manufacturing practice for medicinal products (GMP)


http://www.gostexpert.ru
http://gostexpert.ru/gost/gost-52249-2004
http://gostexpert.ru/gost/gost-52249-2004

MoOCT P 52249—2004

MNpegucnoeue

3apaqn, OCHOBHEE NPUHUMNE 1 NpaBmna npoeegesuA paboT No rocygapcTEEHHOR CTAaMgapTUIaUKMs B
Pocculbickol deqepadun yoranoaneds MOCT P 1.0—82 «locypapoTeeHHan cHcTaMa cTasgapTyiaagne Poc-
cuAckol Denepaumd. OocHoBHBE NonosaHuss 4 NOCT P 1.2—892 «locygapoTeeHHan cUCTEME CTAHGADTHaE-
UK Pococrickol Tegepagun. MNopRgos paszpaboTeM rocy0apcTBeHHEN CTaHOapToR

CoefeHun O cTaHAADTS

1 NOOQrOTOBRNEH ACCOUWaALWER KHKEHEDOR N0 KOHTRONK MEKpo3arpRaHeddd (ACKHHKOM) no cobet-
BEHHOMY SYTEHTHHHOMY NEepERCaY, YEATAHHOMY B MyHKTE &4

2 BHECEH TexHuJ4ecsis KoMUTETOM No cTasgapTraauny TH 458 «NponIeogcTro W KOHTPONE KA48cTRA
NEKAPCTEEHHEX COE0CTE:

3 YTEEP¥NEH 1 BEENEH B OEACTEME Moctanoenetsen MoocTaiaapta Pocowd o1 10 mapta 2004 ¢
Mg 160-cT

4 HacToAwWWA cTadgapT WeHTUHeH [paernam NpouIBcacTea NeKapcTBeHHBEX cpegoTe Erponedcrons
Caowaa (EC Guide to Good Manufacturing Practice for Medicinal Products)

MpiA NprsBHEHKA HICTOALATD CTAHOAPTS PAKOMEHIYETCA HCNONLI0BATE BMECTO CobNOHHL MamTyHa-
[OAHBIX CTAMAARTOR COOTBETCTREYIOWMWE WM HALWOHANBHEE CTAROADTE PoccMickol Segepaliun

5 BEBEOEH BIMNEPBLIE

Hinhopsaluus of UIMeMeHUAR K HACTIOALLSEY crmaHdapmy mylnukyemcs @ prasamens « Hayuoranstbie
Ccmakdapmeis, & MBKSM HTUX UIMEHEHIT — & WHh0oMaULoHHLIX VESIameT s «HayuoHaneqese cmawdan-
Meiw. B cOyyas NEQecMompa Wil GmiMeHsl HECMoAWeas cmandapma coomesmomayollan ungopMauus
Bydem onybnukosara & UHDDDMALUCHHOM Ykazamene «HayuoransHaie cmaddammsis

& NEPEM3OAHME. Ausaps 2005 r.

& VINK MagatenscTes cTavgapTos, 2004
& WINK Wagarenscteo cTasgaptos, 2005

HacToAwMiA cTaHQapT He MOMET GbiTk NONHOCTRIO UMW YACTWYHD BOCTIDOWIBEOEH, THREEWDORAH M
pACTpOCToaHEH B KaYacTee odivymansHoro wananua Gea paspewenvAa MoccTadgapta Poccin
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Beegenune

B spoBoi NPaKkTHEE COHUAM W3 BEKHEALLNY JOKYMEHTOR, ONPEaenmiolwyHMe TpeboBaHMa K NpoMIBoncTay
M HOHTPROMD KAYSCTEA NEKapCTEeHHEX CPEOCTE ANA YENOBeKa ¥ MKBOTHEIX, ABNAKTCA «[paskwna npoxIeog-
CTEA NEKAPCTBEHHEN cpencTes — «Good Manufacturing Practice for Medicinal Products (GMP)e.

CMu Hanpaeneres Ha oDEcnedYeHe BEICOKOND YPOBHA KaYecTaa M De3cnacHoCTH NeKapcTReHHE X CPeacTR
W rapganTUpoEaHKMe TOMo, YTO NeKapCTREHHOE CPeacTBEO WArTORNEMD B COOTRETCTEMKM CO cBoed dopmynod
(COCTaROM), HE CONBDMMT NOCTOROHHKY BKMTIOUYESHNWA, MapKMpORAHO HAQNeHawWs obpalon, yrNakosaso M
COXPaHART CBOW CRORCTRA B TEYEHWE BORID CROKA MOAHOTTH,

Mpaawna GMP ycTadaenWBeanT TPeOOBAHKA K CHCTEME YNPARMNSHWS KaYBCTROM, KOHTROMN KaYecTaa,
NepCoHany, NosMewesHan 1 obopyooBasm0, 0KYMEHTAUWK, NPOMIBCACTEY NPOOYELKMH W NPOBEBOEHHIO aHanm-
300 N0 HOHTPAKTAM, PEKNTAMALWMARM, NODAOKY OTILIEA NPOOYVELMK M OPraHMIALMK CAMOKHCTIZKUKMA.
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HALWMWOHANBHBIA CTAHOAPT POCCMWCKOWA OEOEPALMMK

NPABMNA NMPOM3IBOACTEA M KOHTPONA KAYECTEA
NEKAPCTEEHHBIX CPEACTE

Gaod Manufaciuring Practice for Medicinal Products (GMP)

Oara eeegeHmA — 2005—01—01

ObnacTe NpUMEeHEHHA

HacToAwMiA cTasnapT yoTasaenveaseT TpeSGoBaAHMA K NPOMABOACTEY W KOHTPOMKD KAYaCTER NeKapcTaeH-
HislX CPROCTRE ONA YeNoResa 1 MHEOTHELX.

CTaupapT pacnpocTpPaHASTCR Ha BOS B NEKADCTBEHHEX COEOCTE W yeTaHaBnkeaeT obwmwe Tpebosa-
HIA K WX NPOWIBOACTEY I KOHTDROMND KAYECTES, A TANHEe CNeUMansHEE TReboBaMua K NDOMIBEDACTEY OTOenkHEN
BHAOE NEKaAPCTEEHHEIX COSOCTE (NpUnoserna 1 — 18).

CTangapT He pacnpocTpaqAeTcs Ha obecnede ke NpoMeIWNeHHol Des0onNacHocTy, NokapHon Geaonac-
HOCTH, B3pbBOEEI0nacHocTH, XMMUHECKoN Be30nacHocTH W DE30NacHocTH OPYIHY BUO0E NEM NPoMaIBoacTReE
NEKAPCTESHHEX CPEACTE, TPEGOBAHMA K KOTODEIM NPHBEOEHE B ADYTAX HOPMATHEHEX DOy MEHTAX.

OCHOBHLIE TPEBOBAHWA

1 ¥npaeneHwe Ka4yecTEOM

MpuHuMnes:

1.1 lMpowasoguTerns MNekapcTEeddbE CPEOCTE AOMEEH OpFraHWIcBaTE HX NMPOW3IBCSCTBO Tak, 4Tobsl
NEKapCTBEHHER CPEACTEA TAPaHTURORAHHD COOTRETCTBORANM CROEMY HAIHASEHWMIE M NPEIEARMASMEIN K HIM
TPeSoBaHMAM W HE COINABANK PUCKA ANA NOTPEEKHTENEN KI-13 HAPYLUEHHA YCNoBHA DEI0NACHOCTH, KaYecTea
WK 3P EEKTUEHOCTH. OTEETCTBEHHOCTE 33 BRINONHEHHE ITHX TREBoBaAHKA HECYT DYEOBOOKTENK W B paboT-
HHEW NPEANDHATHE-NDOWMIB0OMTENS, A TACKE NOCTABLWWEN W AWCTPHOLIOTODS!.

OnA AoCTHUMEHWA ATOA Lend Ha NPEanpUaTiK 4a oCHoBE HacToRwero cTaddapta (Npaawn GMP) gonsHa
GilTe CO3NAHA CHCTEME COECTIBHEHMA KEYECTES, BRMOYAINLAA B CeBA ODradMIaUMIo KOHTRONA KaYecTea.

CnenyeT AoKyMEHTANBHD OMOpMHTE B NonHoM obkeme TpaboRaHHa K cCHCTeME COBCNEYaHUA KaYesTRa
W Opradd30EaTe KOHTPONE 20 hesTHaHocTH 88 DYHEUMOHHPOBaHKA. Boa 3IBeHBA 3ITOR CHCTeMbl CNenyet
YEOMNIIEKTOBATE KEANWEHUNDOBIHHEIM NEPCOHANoM, CHECTeYHTy HeoBXoauMEMK NOMEBWEHMAMK, oBopyao-
BaHWEM W np. OTRETCTEEHHOCTE 38 WHKLUMOHWDOBAHWE CMCTEMEl BOANATAETCA, B NEREYID OYepenk, Ha
DYHOBDOMTENEA M YNONHOMOWEHHED ML,

OCcHOBHERE NpUHUMNE obecnevenna kaqectea, Mpapun GMP W KOHTpONA Ka4yecTea B3aMMOCBR3aHEN KM
HBE T NEQBCCTENSHHOE IHIAYEHHE B ODrAHWIALWA NDOWIR0ACTES NEKAPCTESHHEX CPEACTE.

ObecnevysHWe KavecTea

1.2 ObecnedeHye KAYECTEA ARNABTCA KOMNMNEKCHON 3anadel, pelusHHe KOTOpoH TReGYeT peannaaliiun
BCEX MED, HANDIBNEHHEX HA OOCTHHMEHUE Ia0aHHLX TPeDoRaHWA K KaYecTBRY NeKapCTBeHHBER CPeOcTs.

OGecnedeHye LaqecTia OCHOBLIBASTCA Ha BRNoNHeHKK Tpeboaanui HacTOAWEND CTAMOARTA M APYTHX HOpMa-
TUBEHEI A0KYMEHTOR.

Hznanue ohuunanwHos
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CucTema obecnedends KauyecTsa (CMCTEMa KaYeCTBa) NpW NPoWIBOOCTES NEXARCTEEHHLIX CPEOCTR
OOMN#HS rApARTUPOEATE CIETYHILEE:

I NekapcTagHHee CpEOCTES PAspaioTan © yY4eToM TpeDosaH«i HACTOAWEND CTaHaapTa 1 TpeboaaHui
Kk pabore naGopaTopHi.

Il Ha Bce NpOM3B0ICTREHHEE W KOHTDONEHEBIR OMepaUWE paspaldoTada AOKYMEHTALUMA B COOTEETCTRMM C
HACTOALLMWM CTAHOIPTOM.

Il OTEETCTEBEHHOCTE W ODR3AHHOCTIA BoEX PADOTHHKDE YETHD ONpPELeneki.

IV MpegycMoTpeHsl MEepkl, 0GECNeqHBaLLKWE NPOMIBCACTED, NOCTABKY M MCNONLICEIHWE MCXOOHLIX W
YNAKDAOHHBIX MATEDWANGE, COOTRETCTBYIOLLAY 3AAHHEM TREBOBIAHWAM.

Y KoHTpone NPOBMEXYTOMHON MECOYHUNMA W TEXHOMOMMYecKkors NpOUeccs (BHYTEHNPOMIR0OCTEEHHBIRA
KOHTPONG), aTTECTAUMA (BanKMialya) NpOUeccos W obopyaNaaHWA NPoBSIATCA B HeoGxooumMos obbame.

VI MNpouseoacTES W KOHTRONE MOTOROA NPOOYELMK COOTBEETCTEYVIOT YTREDWASHHEIM WHCTDYELMAM (METO-
OHEam).

Yl Peannaaywa NesapcTReHHLX CPEOcTE 40 Bel3adK YTIONHOMOYEH HEIM NALOK DaIDeeHA Ha BRNyCK
MCEMOYEHA. YNONHOMOYSHHOES NHUD O0MEHS NOgTESpOWTE, Y4TO KaWAaA CEpWA NPOOYELWE NPOoWaIBSIeHa
NPOBEQREHA 8 COOTEETCTEMM C YCTAHOANEHHBMK TPEBOEAHHAM.

VIl CywecTeyKilan CHCTEMA Mep 0DecneYHEaeT YyOoRESHE KaYecTBa NekapCTReHHLIX CRBACTR NpK KX
ApAHEHWH, OTIRYIKE W MoCNeayowen obpaleHu B TEYSHUE BCETD CROKA MOOHOCTI.

¥ MopRood NPoasneHMA CAMOMHCNEKLMK WWNKM ayOuTa KaHecTBa NOIBONAST DeryNApHD OLEHMBEATE
e THEROCTE CUCTEME ODECNEYEHHA KaYecTea.

TpebonaHKA K NPOMIBOACTRY M HOHTRONK KAYSCTED NOKAPCTEAHHII CRBACTE

1.3 Hactoawwé cTaHgapT BX00MT 8 CHCTEMY KaqecTBEa ¥ Hanpaenad Ha OoDecneYeHns rapaHTHe Toro,
YTO MPOMIBOACTEO W KOHTPOME K3YECTRA NPOOYKLMIA NOCTORKHO COOTEBETCTEVIOT TPEOoaaHWAM, YCTAHOBMEH-
HEIM B OOy HT AL

OcHoBHEle TpebopaHKA

I Boe NpoOM3EoCTEEHHES NPOLETCE O0MEHL B5ITe YBTED PEMAMEHTHROEIHE W NEPHOOWUYECKY Nepa-
CMATPWBATECA G YHETOM HAKCNNEHHON ObiTa. CReyeT KoHTponNdpoBaTE CTADMNsHOCTE NPOMIR0LCTES Ne-
KARCTEEHHLIX CPEACTE C 330aHHLIM Ka4ECTEOM B COOTBETCTEHM OO CNEUWDMKALMAME Ha HAX.

I CnegyeT NPOBOOMTE STTECTALMIO |BAMNKAAL MK KDMTHYSCKHMX CTAOWA NPOUSCCOR NPOMIR0ACTES, B TOM
YHCTE NP BHECEHHH CYLLBCTEEHHBLIX MIMEHEHME B TEXHONOMHYECHKE NpOUSce.

Il CnegyeT ofecneyuTe Boe HEOOXOOMMER VCNOBMA ONA BRNONHEHWA TPEDOBAHKR HACTOALLETD CTaK-
OapTa, B T. 4. BENI0YEA HanudWe:

a) ofYUBEHHOMD W aTTECTORAHKOMD NegcoHana;

) HeolXOOMMBIX NOMELWEHAR W NNOWa0eA;

C} COOTEETCTERYIOWENS oBODYO0BAHKA W CHOTEME OOCMTY MBS HKR,

d) saTepranos, CPEOCcTE YNAKOBEKM W MapKADOBKW, Y O0BNETEODAIOLWMK I3 faHHLM TPEG0EaHMARM,
&) YTEeDHOEHHLE MHCTRYRLIAR K METOOKK;

] Tpebyemeix YCNOBKMA XpAHEHHS M TREHCNODTHPOBAHKA.

I MHCTEYHUAA W METOOMEN A0MMHEN DT e KOHEPETHEBAK, HANDHEeHE ACHO W OOHOIHAYHO B NACkMEaHHIH
popme.

Y NMepcoxan gonsed BalTe 0By4YeH NPaBRNEHIMY BRiNOMHEHHID MHCTRYELMA.

Wl B npouecce NpovagodcTaa cnegyeT COCTaRMNATE NPOTOKONS! (3anonHASMBE B DYKONWCHON dophe
WIANK C HCNONBIOBAHMEM TEXHHHECKUY CPBACTR), O0KYMEHTANEHO NOOTES RO KEe DakTUHecKos NpoREne-
HIAE MPEOYCHMOTREHHLIY WHCTDYELWAMK TEXHONOMYECKKE CTAOWA W MonyYeHe Npodyklms Tpedyemon kaqe-
CTEA B KOMNWYSCTAS, COOTRETCTEYIOWEM YCTAHOENEHHEM HOpMaK. Boa oTHNOHEHHA HE0BXOOMMO PACCNEqoRaT s
¥ NPOTORONWDO8AaTE B NONHOM 00 LaME.

Wil MNpoTokons Ha Cepuio, B T. 4. ACKYMEHTALMIO NO DEANUIBUKMKY MROSYELWKY, A0MEHEl 03BATE BOIMON-
HOCTE NPOCMEMMBATE WIMOTORMNEHWE KEHO0H CELWK NMPOSYELMK H OONHHE XPAHKTECA B NonHoM obbeme B
OoCTyNHOH dopae.

Wil Moprgox peanyaaguy (ONTOBOR Npogask) NpOQYKLMKA DOMNKEH CROGUTE K MAHMMYMY M0DoE puck
ONA es KaYecTea.

X CneayeT OpraHdiceaTs CHCTEMY OTikBa MNOSoR CERA NPOOYELWA W3 NPOOAEH WM NOCTARKA.

X Pexnamaudd Ha KAYBCTED NPOOYKUAM CNegyeT TIWATENEHD PacCMaTPHEATE, 3 NDHYWHEl YRy ILSHKS
KAYECTBA DAcCNeoRaTh C MpWHATHEM COOTERTCTBEYRLWE MED M0 WX NPEI0T BRaLLEHMHID.
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KoHTpons KayecTRa

1.4 KouTpons Ka4ecTea BKnioYast & cabn oToop npold, NpoBefaHMe HCNETaHWA (aHan4aos) 1 ofopsine-
HUE COOTBETCTRYIOWER OOKVMEHTALWA. FIHCTPVELMIA M0 Opraqd3Ialnyg, SOoKyMEHTHDOBIHWD W Bel0aqYe pajpe-
WEHAA Ha BENYCK NPOOYELMA OOMEMHel BKNOYATE B CcebR NpoBeacHHe Boex HeobXOOMMels WCMETAHHA W
IANDELLATE KCNONBIOEAHWE MCKOOHOND ChIPEA M MATEDMANOE M PEANKIALKI0 TOTOBOR NPOOYKUWEK 00 No0TEE -
AeHWA COOTBETCTREWA KAUECTEA YCTAKRDBENEHHEIM TPeGoBEaHRAM.

OcHOBHLIE TREDOBAHMA K KOHTDOMK KAYeCcTEa

| Hanu4ue HesbxoqiMen NoMeleHHd 1 o0opy0oBaHus, 0BYYSHHOMD NEpooHANE, YTEEDMIEHHLIX METo-
ark no otbopy npob, Nnpopepre W NDOBEOEHWMED KCNLITAHME MCKOOHLIE M YNEKOBOHHLX MATERHMANOE, NROME-
HYTOYHON, HEpAcHACOBaAHHON 1 MOTOROA NEOAYKUWA, KOHTROMID QKDY HaWed cpaibl, B CNyyYase HeobxoguMoc-
TH.

Il Mpopegerne oThopa NpoD MCXOOHBIX ¥ YNAKOB0YHEX MaTEpHaNca, NDoMEKYTONHOR, HepacthacoBaH-
HOM W TOTOROH NPOOYEUMKA aTTECTOEAHHEM NEQCOHANOM B COOTEETCTEMMH C METCOAWKAMK, YTEEDHOEHHLIMN
OTOENOM KOHTPOMNA Ka4ecTea,

Il NpopegeHHe KCNBEITAHWA ATTECTORAHHEIMK (BANMIAPOBAHHEIMHN | METOSaMK.

IV CocTaeneMye NpoTOKONOE (3aN0NHASMER DYROMWCHEM CNOCOD0M UMK © NPHMEHEHMEM TEXHWYEC-
KMX CPeOcTa), NoaTEeIamWMy raKTH4ECckoe NpoiejeHre acex HeobxoduMelx oTbopoe Npob, npoBepoy 1
WCNETAHWA, 8 TAKHE PErMCTRaUMD MobsE OTHNOHEeHHA W PacCNafoBaHnH B NenHoM obbame.

W MoaTeepsaeskne TOr, H9To roTOBARA NPOAYELMA COASREAT aKTHEHLIE HHIPEOHEHTEI NG KAYSCTRE HHOMY
W EOMNWHECTEEHHOMY COCTABY, COOTESTCTOYWHLWE DEMMCTRALMOHHOMY O0ChE, WMeeT Tpebyemylo 4YKcToTy,
NPagKneEHo YIEKoRaHE M MapEUpoaaqa.

Vi Odpopanesse NpoTOKONOE NPOBEDEKM HCXOOHOND ChiDbA W MaTEpWanos, NPOMENYTOMHOH, Hepacda-
COBAHHON 1 rOTOROMN NPOOYELHK, HX aHANKA 1M COABHeHWE CO CneurdEanMamy. OueHKa NPOOyYELHW BENKDYaaT
B CROA M3YYeHHE BCAA HeoSXOOMMOH NPOMIBOOCTEEHHOW QOKYMEHTALMA W aHANKA OTENOHEHHA OT YCTAHOR-
NEHHBE TReboBaHMIA,

Wil Monysedne paIpelieHinia Ha NpogaNy MKW nocraexy moboid cepidd NPogyrLMe TONBED NOCNe nog-
TEEOHOBHHA YNONHOMOYEHHEM NWLOM &8 CODTEETCTBWA DErMCTRaUWOHHOMY OOCKE.

VIl CoxpaHeHse QOCTATOMHOM ECNWYecTea o0paiuoe MCXOOHBN MATEDHMAN0E W NROAYKUHMHM OnA Boa-
MOEHOH NPOBEDKA B CNydae HeobxogusocTi. OGpaalsl NpoayELdE CIeayeT XPaHHTE B Ca0SH OROHYaTENLHOH
YIAKOBKE, 38 WCHIKDHEHWEM KDY MHBD YNaK0B0K .

2 MNepcoxan

MpuHuMns

DIpradraania W QyHELBOHWDOBANKWE NPOMIBOOCTER M CUCTEME ODECNEYEHHA KAHECTEA NEKADCTEBEHHLX
CPEACTE 3EBMCAT OT nepcoHana. MNpeqnprATHE DoMWHe GhiTh YEOMMNEKTOEARD NEpCoHanom HeobLomumoi
YWCMEHHOCTH W KBEANHEMEaUMKE. [omsHOCTHEE 00AIAHHOCTH KAXAOID COTPYIHWES GOMNMHE GBITE o pMNaHS
AOKYMEHTANBHG M YCROSHE! KAHBIM COTRYOHUEOM, Bog cOTpYOHWEN TAKE O0MaHs aHaTE TpefosaHKka HacTo-
Aweroe ctadgapta (Mpaeswn GMP), oTHocAWMec K chepe WX QeATensHOCTH, W NPOX0OUTE HAYANBHOS KW
NoOETOpHOE obyderke B HeotxoquMom obbeMe, B T. 4. N0 NRABKNIEM NAYHOR THMHeHs

OBwMe NonoweHHA

2.1 MNepcoxan, paboTamKWMi B NPOHIB0ACTEE NEKapCTEEHHBIX CPEACTE, JOmaed 0Gnagare weobxoawn-
MOM EBEANUMKALBER 1 NpAKTHYECcKM oneToM.  JomeHoCTHRE 0BR3aHHOCTH OTOENEHOM COTRYOHWKS HE
O0MHHE BRiTe CAMWKOM OOhatHLIME M CROCOBCTEYIOWMMA. 20 YPeamePHOR JATDYHEHHOCTH, OTPUUATENEHD
BRHAKLLEN Ha Ka4aCTAa0 NDOGYELAA.

2.2 Ha npegnpuAtid gomsHa OwiTe YETHAR ODTaHMIauMoHHan cTpyrTypa. Cnywebksie obRaauHocTi
PYKOBOOAWMY DABOTHHHOR OOMEHEl BRTE MANOHEHE B GOMKHOCTHEIXY WHCTRYKUMAX. PyroBpoouTeny gonems
0fnagare AoCTATOMHEIMK MONHOMOHWARMKA ONA BRINONHEHUA CROME qyHELMA. X NonHOMOYHA MOTYT DbiTe
nepefads OMUUWMENEHD HAIHaYeHHEM JaMECTHUTENAM, VMEHLEW JOCTATOMHYD EBanshwkaumo. Cnegyer
HCKNMHHTE AYONHpoOEAHRE OTRETCTEEHHOCTH COTRYAHMESE, CEAZAHMHON © BRNONHEHWEM TReGoBaHKl HACTOR-
LYErs CTaH0apTa.

Pyropogawme paboTHHEW
2.3 PYHOBDOMTENW NPOMIBOACTER, DYKOBOOMTEN Chywbel (OTORNA) KOHTPONA KAYSCTEA W YIonHoOMO-

UBHHOE MAL0 {NMUa) JonNHHE BhiTe I3HATE Ha NPEANDHATHA NONHBIE pabodYni QeHs. PYEOBOOWMTENK NPOMABo0-
cTBEa W chyxbsl (oToena) KoMTPONA Ka4ecTEa Qon#Hbl DeiTe HEIABKCHMEIMK ADYT OT gpyra. Ha Donkswex
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NEEONPRATAAX YACTE DYHELIMA, NapaducnaHHsx B 2. 5—2 7, nepafasToen, N« HeoBxodqsMocTi, ApYTHKM coTpy -
HHKAM.

2.4 DBRIaHHoCTH YNONHOMOYEHHER ML

a) Ana NekapcTBEHHEE CPEACTE, BINYWeHHBX B Poccuickol Penepaudd, YMOMHOMOYEHHDE MALD
OOMHHO FApaHTHROBATE, YT KAMAAA CeDHA NROOYHELWK DbNa NpoM3IBEneHa W NPOBEPEHE B CODTBETCTEMM ©
YETAHOBNEHHEIMA TREGOBAHMAMA;

b} Ons nexapcTeeHHbX CRPEACTE, BRIMYWEHHLX BHE Poccuidckod Pegepauyi, YNonHosMoseHHoe Nuuo
OOMAHHO FADEHT ADOBATE, YTO MMNODTHEYEMAR CEDHA NEOAYEUWK NPOLWINA NPOBEPKY B NOPASKE, YCTAHOENSHHOM
AnA POCCHM,

c) 0o Bel0adu paspelugHUA HE BRIMYCK NEKapCTESHHEN CREacTe B chiepy oOpalleHia YNoMHOMOHEHH DS
TG AGMEEHG GOKYMEHTANEH0 NOATES DM TE, YTO KaMASA CepUA NDOSYKLEWA YOCRNETRODAST COOTBETCTE IO
JOKYMEHTAM.

KRanuueaums ¥NonHoMOoHeHiors Nuua AoHHE COOTEETCTEOEATE YCTAHCRNEHHbIM TPeGoBaHUAM.
YNOMHOMOHEHHOE NWLD GOMEHD BX3OWTE B WTAT NPegnpHATHR — NDOMIBCOWTENA NeKapcTBEHHBE CRecTe.
Ero 0GAIAHHOCTH MOMYT DRITE NepenaHsl TOMNEKD MWLM, MMESLWLAM CTATYC YNonHOMOYE HHOMD NWUE.

2.5 OCHOBHEE 0BAIAHKOCTH PYROBOOWTENA NPOW3aodcTea

| CprasmzausA NpoyIecacTed W KPaHEHWA NPOOYELMKW B COOTBETCTEMWM © AOKYMEHTAUMER C UMLK
obacnedeqya TpedyemMorg KavacTea.

Il ¥TeapwoeHme WHCTDYKLMA, CERIAHHSIX C NPOMIBOACT BEHHEM NOOUBCCOM, W DBRCNEYEHKE WX TOYHOM
BaITCMHEHHA.

Il KoHTpons 33 paccMOoTREHWER W NOANHCAHWENM BOEX NPOXMAB0OCTEEHHLIX NDOTOKONOE NALAMA, HMEI0-
LA D0 0MMBIE NONHOMOYKA, 00 NEPEfaqH X B Cywhy KOHTRONA KaYacTea.

W KouTpone 33 paboTol CEOErD NOSPAaIneneHHa, CoOOepsaHHen NOMELLEHRE, JKCINYATALMEN W TaxXHA-
yeckuM oBcmyerBanMem obopyaoBaHMA.

Y KoWTpone 3a npoeededies: paboT no artecTauqy (BEanuaauin).

W1 OpraHnaayua NeperyHcro 1 NoCHegyiowens oiyYeHHA NpoMIsoacTREHHONG NepCoHana.

2.6 OCHOBHLE 0DAIAHHOCTH PYKOBOOWTENA CNy#whbl KOHTPONA KaYeCTRa

| ¥YTBEpHOEHWE WA OTENOHEHHE MCKOOHE 1 YTIAKOECHHBIX MATEDHANCE, NPOMEXYTOYHON, HEpachaco-
BAHHOA W FOTOROHA NPOLYKLMK.

Il CueHKka NDOTOKONGE HA CERWAKD NPOOYKLHK.

il MpoaeneHue HeOBKOOMMED HOMEI TaHKIA.

IV YTeepwoesHe cneurdwKanmMi, HHCTRYELKME No oTOopy NEoD, METOOHE HCNLITAHKME 11 ODYTHX METOOWE
Mo KOHTROMO Ka4ecTea.

WV [onyck ¥ paBoTe cneuranicToR-aHannTHECe, paSoTaliowMx No KoHTPAKTY, M KOHTROME 38 WX OEATENs-
HOCTER.

W Kodtpons paSoTe NOOBEOMCTEBEHHOM OTOENa, OBCNyEHMBAHMA &r0 NoMEeLLEHHE 1 0SopYI0RaHKA.

Vil KoMTpone NpOREOeHHa aTTECTALMK (BANNOALNH ).

Wil Oprasnaagna NeperyHor W Nocnegyiowers ody4eHUA NepoaHana Noase oMcTBEHHOND OTAENa.

Ooyrwe oBRIaHHoCTM COTPYAHMECE OTAENA KOHTPONA Ka%ecTea NpUEedeHsl B pajfnene 6.

2.7 Pysoeogurend NpoHIBcqCTea M OTOEna KOHTRONA KE34ECTEa MMEI0T DA COBMECTHRIK 0BAIAHHOCTEN,
OTHOCALLKMECA K OBECNBYSHHID KAYECTEA NDOOYEEWK. 3TH O0R3AHHOCTH © YYETOM ASHCTEYVIOULIME HOPB W NPaBMN
MOTYT BEMOYATE B cebA cneqyoles:

- YTEEDWOEHHE NNCEMEHHEI WHCTRYVILA, METOOMK M QDY DOKYMEHTOR, B T, Y. BHECEHHE MIMEHEHHA
B HHX;

= HOHTPOML 33 OKDYHAKWLEH CPEa0oH Ha NPOWIBOOCTES,

- HOHTPONL 33 cobDNKOeHUEs NPaBKN NpPOMABCOCTEEHHONA MTMEHE;

= ATTECTALWMK [BanMaaLM) NpoUeccos;

- obydeH1e nepcoHana;

- YTREDHOSHWE 1 KOHTRONE 33 NOCTABLMKAMNA MCXOOHEN MATEDHAN0E,

= YTEEDHASHAE W KOHTPONE 33 NPOHIBOAWTENAMH, pADOTAIOWMEM NO KOHTRAKTY,

= ONPBOEne e YCNoBWA XpaHerss MaTepruanos, NpooyELKM W KOHTDOMs 33 WX COBMOasHWen;

- XDEHEHWE NpOTOKoNOS,

- NOCTOAHHBIR KOHTPOMNE COOTEETCTRUA TREBoBRHUAM HACTOAWEND CTAHOAPTA;

« NPOBEOEHHE WHCNEKLKA, paccnetosaHni W oTOopoB Npol © Uenbd BuREneHHA GakTopos, cnocobHex
NOBMWATE HA KAHECTED NPOOYELK.
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OByuyeHHe

2.8 MpeanpATHe-NPOWABOAMTENE GOMEHD OSECNeUNTE OBYYEeHHWE BCEX COTDYAHMKOE, ISHATRIX NPOHa-
BOACTEOM WM KOMTROMEM KALECTES (B T. 4. TEXHHUYECKWA , 0DCNY MBI WA NepCoHANn M NBPCOHADN, BhiMomnHAK-
LywH yEOopKy), a TAIKE OPYIMX COTRYOHMEOR, A8ATENEHOCTE KOTODRIX MOKET NOBNWATE HA KA4Y2CTRD NDOGEYHLAN.

2.9 Momemo Gazoporo ofyyeHdA TpeboBaHWAM HACTORWErD CTAHAARTA (NO TEopMK 1 NpakTike GMP)
BHOBE NPWHATEIE COTRYOHAEN OONHHE NPOATH 0BYyHeHHE B COOTBETCTRNM C X SOMKHOCTHEMA OBAIAHHOCTAMI.
CrnegyaT CpraiMIoBeare NEpUoguLeckos 0ByYeHneE NepcoHana W oUeHHBEaTE 3DhekTHEHOCTE ITOMD ohyHeHNA
Ha npakTike. Doyyenwe CNeOyeT NPOBOGKHTE NO NPOTPaMMARN, YTEEDHTEHHEIM DYKOBOOWTENAMK NPOU3B0NCTES
WK cnyeBel (0TOENa) KOHTRONA KadYecTea. MNpoTokons! obyYeH A QOIEHsl XPaHUTECA Ha NPEOnpUATHRN.

210 Corpyaqdiy, paboTamll e B 30H3X, B KOTODLIX 3ArpAIHEHWe NPEICTARNAST ONacHOCTE, HANPHUMER,
B YHCTRIX 30HEX UMK B 30HaX pAGOTH C CANEHOOEACTEYRIWMMH, TOKCAYHBIMI, MHEHMLAPYIOWMMIA UMK CEHCHEM-
MHEIAPYIOLMBIK BEUESCTEAMM, OOM#HE NRPOATH CNEUKANEHOE OOyYaHHE.

211 MoceTurend WHnW HeoSyYeHHBIE COTDYOHMKA H8 OOMKHb DONYCKATECA B 30MM, CEAIAHMBIE C
NpPOMIBEOCTECM M KOHTRONeM KadecTea. Npuw HeoDX0IMMOCTH, OHK A0TEHE NPEGBADATENEHD NPOATH HHCTRYH-
TaW N0 NPSEWNARM NAYH0A MTMIWEHE, NOPASKY NEPEOLEBAHKA W HOWSHWID CNeUHansHoN ogesas. 3a ITHMIA
MHLAMA 0ONHEH BbiTe OPraHK30BaH TIWATENEHEIR KOHTPO M.

212 TMpr obyYeHnd cneayer nogpobHo pasAcHATE W oDCYKOaTE KoHUSNUMID obecneveHHa KadacTea
ANA 88 NONHOMD YCEOSHWA M DAnkHeRALLSro NpuMeHEHKA.

FMarvexHa nepcoHana

213 Ha npagnpuaTid gomnsHsl GelTe paipaboTadsl NDEEMNA NAYHOA MrdedsE NEpCoHana © yuYeTomM
OCOBEHHOCTEN KOHKPETHOM NPOWABoACTRA. Mpasnna oMbl COASMMAaTE MHCTRYRLMA, DEMAMEHTHDYIOWWE
TREGoRAHKA K COCTOARKIO A0P0BEA, COBMIOLEHWIO THMHEHE] W NODAOKEY HOLEHWA 00806 . MHCTDYELHM DO
cobMOOaTs BCe COTPYAHMEY, KOTORbIE CEBAIAHL C HAXOMOEHWEM B NPOHIBCOCTEEHHLIX NOMBLLEHAAY H NOoME-
LUEHMAN KOHTROMA Ka4ecTed. PyroaoqcTen NpagnpHATHA HECET OTEETCTEEHHOCTE 38 BhINGMHEHHE NepCoHANoM
NPABKN FTAFMEHE W OPraHK3ALMI0 HeOEXOOWMOro ObyYeHKR.

2.14 Boe nvua, NpAHAMAEMEIE Ha patoTy, DOMMHE NPOXOOTE MESWUMHCEMA OCMOTR. Ha npeanpyaTiE
AoNHHE BsiTs HHCTREYEUHY © NepedHei NoKaIaTensd COCTORHNA 30000BRA, KOTOPRIE MOMYT OKa3aTe BNHAHWME
Ha KAYECTBED NpoAYKUWH. B ChnyYanx, CRAIAHHLIX C NPOWMIBOOCTBEHHON HEOOXOOMMOCTEID WNK COCTOAHHWEM
ANOPOBEA, COTRYAHHKN O0MHHE NPOXOONTE NOBTODHEIR MEDWLMHCKNA GCMOTP.

215 NMuua ¢ vibekynosHHbiMe 3aboneBaHAMK | NOBPEXIEHHAMK Ha OTEDLITRIX YYSCTEAX TEna He
ACNYCHAKTCR K NPOMIRGACTEY NEKapCTEaHHLIX CPeOcTs.

216 Ogesoa BXOOAWETD B NPOMIE0OCTESHHEE NOMEBLWEHHWA O0TEHA COOTEETCTRORATE HAIHAYEHHID
ATOrD MOMELLEHHA.

217 B npovaeodcTBEHHBE W CHIAACKHY I0HAX IaNDeaI0TCR KYDEHIE, MDWEM MALLK WK MW ThE, MEBAHWE
DEAHHEH, 3 TAIGKE XPAHEHWE NALLEBEY NPOOYKTOE, HANWTHGR, TA0aYHLIX WAOEMAR W NRYHEX NEKSPCTEEH HbIX
cpegcTe. He gonyckaeTcA noGan OeATENLHOCTE, HAPYLWAKWAR NPAaEMNa TMrMeHs B NpoHIBoncTBeHHLIX
MOMEBLEHAAN UMK OPYTHX MECTAX, KOTOPAR MOKET OKA3ATE OTPHUATENEHOE BNWAHKME HA KYECTED NPOOYELKA.

218 HenocpeacTEAHHEIA KOHTAKT ONEPATOROE C OTEPRITON NPOOYELHEH WnM miobsisg petanamg obopy-
OCRAHMA, KOHTEKTARYIOWMME C NDOOYELUKER, He O0NYCKISTCA.

219 Mepcodan gQOockesd NPoETH MHCTRYETAN No NpEunam MelTeA DyK.

220 CneuuansHese TpebosaHMA, OTHOCAILMECR K NPOHABCOCTEY OTOENLHER EMO0E NEOOYELMK, HANpW-
MED. CTEPHNEHLIX NPENACATOR, OaHsl B NDMNOMEHWAX K HACTOALLSMY CTAHOARTY.

3 Nomewennn u obopynoBaHne

NMpuHuMns

MecTo pacnono#eHkA, NEoEKT, CTPOMTENLCTBO, MOMTEN, OCHALEHWE W 0BCTyHUBAHEE NOMELLEHKA 1
OSOpYR0BAHKA NOMMHE COOTBETCTROBATE XAPAKTERY BeNONHASMEE paBoT. MNaHWpoBKa NOMELLEHUEA 11 KOH-
CTRYELWA oB0pyaoaaHHA A0MKHE MUHWMMIMDOEATE DUCK OWWEDK, NpeqyCMaTPKEaTE NpoaeaeHke addekTie-
HOW YOOPKEKW W OBCITYHHMBAHMA C UBNLID NPEISTERAWEHWA NEPEKPECTHOND JArPAIHEHUA, NORBIEHMA MbiK KW
rPAaA |, B oDWen cnydae, yCTpaweHna moboro dhakTopa, yayJWamlers KaYecTeo Mpoay KL Mm,
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Mowme weHHUA

OBwwe nonoxMeHUnA

3.1 Puck sarpRaseHna MaTepHance | NpooykyMeg, Co30asasmilin OKDyeamLeld CpEaom NpoMapoacTBeH-
HBIX NOMEWEHKA (303HAR), QOMEeH GeiTe MAHMMANEHEM NDH YCNoBMKE COBNIOGEHWA BOEX MED JaLLMTE.

3.2 Tps 3kcniyaTayni NoOMELLEHHMA CNEOYeT BeNONHATE MEQEI NPEIOCTOROMHOCTI, NPK 3TOM NpoBE0e-
HIAE TEXHHHECKOTD OBCMYMBAHNA W DEMOHTE HE OOMEHD OKEIBATE BUEIHOND BNMHAHKA Ha KAYBCTES NpOayK-
UK. YEopKa W eadibElna NOMEWLEHEH JOMKHE BRENONHATECA B COOTBETCTEWH C NWCEMEHHEIMH BHCTDYK-
LA,

33 OcEsUeHns, TEMNeRaTYDHER DeXAM, BNAXHOCTE W BEHTUNAUWA BOMHHL COOTEETCTEORATE HAIHA-
HEHMIO NOMBLYEHHA M HE DKAILIEATE NPAMOID WNK KOCBEHHOM OTPHUUATENEHOND BNMAHKA Ha paboTy obopyno-
BAHMA W NEKADCTREEHHLEE CREACTRA BO BREMA WX MITOTOBMEHHA W XPAHEHKHA.

3.4 MNpy NPOEKTUROBAHWK M -IKCMNYATAUWE NOMELWEHWA CREOYET NPEIYCMOTDETE MAKCHMANLHYEY 3aLL0M-
Ty OT NDOHWEAHHA B HAX HACEKOMBIX I HHBOTHELX.

3.5 B noMewenss e OONYCKANTCA MMUA, HE WMEBIOWME NPaEa OOCTYNE B Hux. [pOMIBCOCTEEHHEIE,
CEMANCHIE NOMELLEHWA 1 NOMELLEHWA KOHTPONA KEHECTBE HE J0MHHE! MCNONEICBATECA QNA CKEOSHOMD NpoX0aa
MEpCoHana, He paboTANWENDs B HHX.

MNpouaoogcTEeHHAR 30HA

3.6 OnA MuHMMH3aLAY DUCKA ONA 300008LA NOGEN KM3-38 NePEKPECTHEX JAMPAIHEHHH NDH NPOMIBEDOCT-
BE HEKOTODGIX NEKapCTREHHEY COSOCTE, TAKMY KAk CEHCUBHMNHMIMPYIOWWE BEWECTRA (HanpMMap, NeEHULUnnm-
Hibl) WM DHONOMMYecKHWe NPENapaTh (HANPHMED, W3 MUBLD MUKDOODTaHMIMOE), CHegyeT NpedyCcMOoTPeTh
CRELMANEHEIE W HACNWPOBAHHEIE TEXHWWUECKWE CPENCTEA (NoMeLLe WA, 0BopyYAOEaHKE, CpeacTEa obonyxKea-
HHR W Op.). B O0HKx 1 Tex He NOMELLEHKAX HE NONYCKAETCA NpOMIB0ACTED OTOEMNEHER BAO0R AHTHOWOTHKOR,
HEHOTOPEI MOPMOHOR, UMTOTOKCHHOE, CHNEHOOSACTEYIOWMY NEKAPCTEEHHED CPEOCTE W NPOOYELUNKH HEMEDN-
LMHCKOMD HAIHAHEHHA. B HCRNIoYWTENEHLIX CNYYans NPOMIECOCTEDS TAkWX NPenapaToa AonyCcKaeTod B GOHuK
NOMELLEHWAX NP DEI0ENeHHH LHKNOE NpOU3IBDACTES N0 BpeMeHd, ¢ COBMmofeHueM CreyuansHsx Mep
MPEOOCTOROMHOCTH M NPOBENeHMeM HeoBXoaMMOR aTTECTAUWA (BaNUMOaUMKE). B 30aHuAx, WCNonNs3YemMeslx Ona
MPOMABOACTEA NEeKapCcTREHHLIX COEOCTRE, HE OONYCKAETCA NPOMIBEOOCTED ASOE TEXHWYECKOND HAIHAYEHHR
[(MECTALKOOE M repOULMa0s ).

3.7 NnannpoacqHbie PeLUSHKA NOMBWEHWE N0 BOIAMORHOCTH OOMEHEl COOTRETCTAGRATE NOMMYSCKEH
NOCNEROBATENBHOCTIA NRPOWIB0ACTBEHHEY ONEREUWA W 0GeCNE4MBaTE BRINOMNHEHWE TREGOEIHWA K YUCTOTE.

3.8 MnanupoaodHse peweHid paboYnx 30 1 308 XPaHEHHA BHY TR NDOMIBE0GCTES JOMKHE ObeCnequ-
BATE NOCNEOBATANEHOE M NOMHHHOE PAIMELLEHYE OB0DYOORAHKA K MATERMAN0E, CEOOMTE K MUHHMYMY DUCK
NEPENYTLIBAHKA PAINUYHER NEKAPCTEAHHLIX COROCTE MMK WX KOMDOHEHTOR, NEepErpECTHOMN JarpAIHeHna W
OLMBOMHOND BRiNONBEHAA HNK NPONYCEa Nobeix SNepaUyi No NDOWIBCOCTEY WK KOHTROMO.

3.9 Ecni MCXOOHBIE W NEpBEYHEIE YNAKDROHHLIE MATEDHMANSL, NDOMENYTONHEIE WNKH HEPAChaCOBAHHBIS
NEOAYKTE NOgBERralioTes BOANEHCTEMI0 ORDYHIOWEH CPEALI, BHYTDEHHHE NOBEDXHOCTH NOMELYEHWE (CTEHL,
NON W NOTONOK) SOMEHE BbiTh MAOKARMK, HE MMETE OTHRLIThIX COBAWMHEHWA W TPELWWH, HE BROSNATE YACTHL M
SonsHE 0GeCNeYUBaTE BOIMBKHOCTE GECnpenATCTEEHHOR M 3GWDeRTHEHOR YOO 1 JeadHl kLM,

310 KoHcTpyeUMa ¥ paiMeljeHUe TpyD, oCBaTUTENBHEE NPHECPOE, 0GOPYOOBAHWA BERTHMALMA 4 T. M.
HE NOMKHE WMETE MECT, TPYQHOASCTYNHLE ONA CMUCTEW. (o BOIMONHOCTA WX OGDCNYSHBIHKME OOMMHO
OCYLIRCTANATECA C BHELWHEH CTOPOHE NPOWAB0ACTBEHHSEIX NOMELLLEHME.

3.11 TpyBonpoeoOsl QNA CTOKOS (KAHANKIAUWWA) O0MHHE! MMETE HeoBX0IMMEE Pasmeps ¥ DeiTe oDopy-
OOoBaHE! YCTRORCTEAMK, NPEJ0TELAWAKWNMKM obpaTHelR NoToK. CnegyeT Waberate OTKPRITEX Menobos. Mpw
HEODESJHMMOCTH OHW OOMeHE BbiTe HErMyDoKMMY ONA YE0ECTEa OYUCTIM W Je3dHDesL e,

312 B npoMapoACTEEHHED I0HAY, B 3I3EMCHMOCTH OT BINYCKISMOl NPOOYKLHK, BRINONHASMEX Cnepa-
LKA 1 TpeboBaHni K OKpyEa0WEen cpede, cneqyet NEeqycMaTpuBaTe HPEerTUEHYIO CUCTEMY BEHTHNALMK C
ohacnedesren TpeDyeMod TEMNepaTyRbl 1, NP HE0BXOOMMOCTI, BNAMHOCTA H O4KMCTHM Bo3gyxa.

313 VicxogHele MaTepuans BIBSUMBIINT, Kak Npasdno, B cneunansHo oGopyoosaHHbX OnA 3Tom
NOMELLBHIARR.

314 Ecni esinonHeHde paboTel CONpOBCEOABTCA BLIOENEHHEM NbBINK (HanpuMep, npH oThope npol,
BARGIMBAHMK, CMELIEHAK, NPOWABOOCTRGHHLIX ONEPALWAX W YISKOBKE CyXHX NPOOYKTOR), TO HEOSXO0OWMO
NEegyCMOTPETE MEDE N0 NPELOTEPAWEHMID NEREKPECTHOND 3arpAIHEHMA 1 NPOBE0E XKD CUMCTEM.

3.15 Mp# NPoEKTUPCEAHMK (B T. 4. paipaboTee NNaHupoBoYHEE DEWeHHA) NOMEWEe A ONA yNakosk9
NEKAPCTBEHHEX CLEQCTE CNedyeT NPeLYCMaTpDHEaT CNEUMansHse MEpsl MPOTHE NEPEMYTLIBAHMA WK Nepe-
KOBCTHOND 3ArpAIHEHHA MaTep¢ance ¥ NpOgyHKUsK.

i
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316 TpoWABGACTREHHENE MOMELLIEHHA SONKHE GeiTh XOPOLWD OCBaLeHS], OCODEHHD B MECTAX BEINOMHE-
HWA BH3YANEHOMD KOHTDOMA,

3.7 BHyTpWNpoMaIB0acTBEHHEIR KOHTROML MOMET NPOBOOMTECS B 30HE NPOMIBOACTEA, cid 370 HEe
CO30AET NOMEY ANA TEXHONOTWYECKOrD NpoUecea.

JoHkl CHNAAMPOBAHKA

318 30Mk CHNagMpoRaHHA 0MEHEl DbiTe JOCTATOMHOH BMECTHUMOCTH ONA 0Decnese e Hagnemallero
KPAHEHWA DAINWYHbLIX KATErOpWA MaTepuanos ¥ NEoOYELWE [(MCXOOHOMD ChIPLA W YyNAKDaoHLIE MaTepHanos;
NPOMERYTONHOR, HepachacoBaHHOW 1 MOTOBOR NPOOYHLMK, NPOOVKLMKA, HAXOOAWESRCA B KapaHTHHE, paipe-
LUBHHOR ONA BLINYCKa, OTKNOHEHHON, BOIBPAWESHHON MMM OTOIBaHHOR NPOOYELIMM ).

3189 TMpY NPOSKTHROBAHKE 1 OPraHWIALMK 30H CHNAJWPORAHKA CNegyaT NpeqyCcMaTpUBaTE Haanewsa-
LYK YCNORMA XPaHBHWA. 30HE CKNEaMDORANKA O00MHHE BRiTh YMCTRIMEK, CYEHMA W MMETE TRebyemsIl TamMne-
parypHEia pesmi. Npd HeoSxoOUMMoCTH CNeayeT oGecnaqyvBaTeE CNayMankHbe YCNOBHA XpaHeHHa (Temnepa-
TYRY, BNAMHOCTE W T. 1.} 1 HX KOHTRO k.

3.20 B 3oMax Nprestkd 1 BeOaqn MaTepuancs M NpoayELMd SoisHa belTe obacnedena vy 3awura ot
HEGNarcnpUATHEK NOMoOHEN YCnoswE. MpoesT 20 NPWEKA DOMKEH NPedyCMaTOMBATE OHUCTIY YNAKDEOK ¢
MNOCTYNAOW MK MATEDHANAMK NEQEN WX CHMBOWDOBIHBEM.

3.21 Ecnu pexsM E3panHTiHa oDacnedqBasTCl XDaHe HMam NPOayYELKIA B DA3TENEHE S0HAR, TO 3TH J0MHEI
OONHHLL WMETE YeTEDEe 0osHadaHHe. [ocTyn B HAX JoMHeH DbiTe Da3peiueH TOMsKD MHLAM, HMEHLLAM Ha 3TD
npaac. Niobas opyran CUCTEMa, JAMEHAI0WEA PrIMYECKOS DaZIeNeHHE, 00MEHa O0ecneYHBaTE IKBHBAMNEHT-
HYI0 BEIONACHOCTE.

3.22 Orhop npod WexoOHeX MATEDHANOER, KaKk NDABWNG, CNeOVeT BeINOMNHATE B OTOansH0H 3oxa. Mpu
oTEOpE Npos B CHNAACKDR 30HE HEODXOAMO NDHHATE MEDL NDOTHE NPAMOND WK NEDEXDECTHOND JAMDAIHEHKA.

3.23 OTHENoOHEHHBIE, OTOIBAHHEE WNM BOIELALYEHHLIE MATEDHANB M NPOOYELMWIO CHEOYeT XpaHHTe B
HACTMPOEAHHEIX 30HAX.

3.24 CluneMogencTEYIOWME BEWLECTEA W NDENapaThl JOMHHE XPaHUTECA B SEI0NACHLIXK W OXPaHAEMELX
MOMEBLLIEHAAX.

3.25 CnegyeT 0DeCnaunTs Hagesnoe M GRIonacHDe XPaHESHKE NEYATHLIX MATEDHANDE BRWOY WX KNdYe-
BOW DONA B NOOTESDMOEHHE WASHTHYHOCTH NEKARCTEEHHLIX COE80CTR.

30HBI KOHTPRONA KAYECTRA

3.26 Kak npaswno, nabopartopui KOHTPONA Ka4ecTea J0MMHE SeTeE OTOENEHEl OT NPOAHIB00CT BEHHEIX
NOoOMEWEHAA. 3TO OCOGEHHD BEEHO ONA NabopaTtoprid KOHTPONA DHUONOrMYECcKHMx, MUKDOBHONOMYeckKE npe-
nagatos WM paguoUaIcTONoR, KOTOPRE TAKME BOMTEHE GbiTe OTOENEH:! OpYT OT OpyTa.

3.2T7 MNpoesT KOHTPONEHBX NaGopaTopHin QOMNMEH COOTEETCTEOBATE TPEGOBAHMAM K BLINONHASMbIM B
HUX onepauuas. MNnowage Nasoparopud GonsHa BuelTe JOCTATOMHOA DA MCKMIOYEHWA NepenyTHEaHuA 1
NEpEKDecTHOND IAMPRIHEHAA, 3 TAIKE ONA XpaqeHus 00JaIgoe KW NPoToKoNoa,

328 OnA pasMelleHdA YYECTBMTENLHBIY NPHBODOR, HYHOAWMECA B 33 WTE OT INesTHOMarHKT Hisx
nosen, Brbpagum, NoELIUSHHOR BRARHOCTIA WM OpyTvx BHeHy harropon, MoryT BelTe NpegycMoTReHs|
OTOEMNEHEE MOSMELEHIEA.

3.29 Ocobele TpeSoBaHMA NDSOBEARMAKTCA K NabopaTopuam, B KOTODLIX NPOBROOATCA paboTe ¢ obpaa-
LUAMK cReuMbr4eckMy BEWECTE, HaNpMMED, BUONCIMYecKHMA HNY Da0N0AKTHEHEIMKA MaTEDMaNaRMA.

BonomMoratTenb e 3oHsl

3.30 KomMHATEI OTOBXA W NPHEME NKWW J0NHHE BeiTe OTOeNEHE OT NOOHIE0OCTBEHHER MOMELLEHHEA.

3.31 MNomewsaHnA ONA NEPEoSEBaAHMA W XDaHeHWA O0EMObl, TYANETh W OYLLeBEE J0NHHL KMETE
YOOGHET AOCTYN, WX NNAHKDOBKE W PAIMEDE D0MEHE COOTEETCTROREATE YMCNEHHOCTY NBpCcoHana. He aonyc-
KAETCA BRXOL M3 TYANETOR HENOCPEACTREHHD B NPOWIE0OCTBEHHENE MK CKNAACKME I0HEI.

3.32 PeMOMTHEE yYaCTEM 0N#HSE BTk, N0 BOIMOMHOCTH, OTOGEMNEHSE! OT NPOXIACOCTEEHHEL NOMELWLE-
Hid. Mpy HeoGXoQMMOCTI XpaHEHH A I3NACHEIX YACTER W MHCTRYMEHTDE B 30HE NPOMIBOACTES OON¥HE GbiTe
NPE0YCMOTREHE CTIEUMANEHBIR MOMELEHMA MIMTH WKadb.

3.33 MomeweHA ONs CoOepHaHna HMBoTHLIX JONHHE GbiTe KIONKWPOBEAHE OT OCTANBHEL 30H, 0B0pY-
A0BaAHE OTASMNEHEIMA CUCTEMAMKM NOOQMTORKEH BOIGYXA W OTOEMEHEIM BXOO0M.

OBopynosaHHe

3.34 KOHCTDVEUAA, MOHTAK W NOPRACK TEXHWMECKoro obcnyxraanua oSopyooBEaHKea JOMmEHsl COOTRAT-
CTROBATE €0 HAIHAYEHHID,
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3.35 PaboTel N0 DEMOHTY W TEXHWYECKOMY OOCIYHMBAHWMKD O0ODYOOEAHMA HE OOMKHE OK33BIBATR
OTPALATETLHOTD BIWAHKMA Ha KaYECTED NPOSyKLMM.

3.36 KoHCTRYRUWA NPOWIESLCTREHHOMD 0500y 10BAHMA QoMK 0GECneYMBaTE YASECTED M BOIMOMHOCTE
B0 O4WCTEH. ONepagyi No O4KcTES 0SopYOoBaHHMA OOMHHLl BuINCNHATECA B COOTBETCTEWH C NoapobHEIMMK
NACEMEHHEIME MHCTRYELKAMY . OG0pYyI0BaHWE CNeqyeT COOepkaTE B CYXOM M YWCTOM COCTORHWH.

3.37 MHBenTape W MaTepuant 0 O4MCTEA HE QOMEHEl BeiTh WCTOYHWEAMK 3arDAIHEHIHA.

3.38 ObopyQoRaHUe O0MAMHO BRTE YCTAHORNEHD Tak, 4To8M, NO BOAMMOMHOCTH, MCKMFMHMTE DUMCK 3arpas-
HEHMHA MMK BENONHEHUA OWNEOYHBIX O8HRCTRMA,

3.39 TewWonormdeckos oBopyQ0RAHME HE JONMHO BAMATE HA KAYECTEO NPOOYELMA W NPEOCTARNATE
KAKYIO-MTME0 0NacHoCTE. HacTu TEXHONOTMHECKornD 08Py O0BaHWA, KOHTAKTHEYIDLWWME C NPOOYEUHEE, HE OOMHHE
BCTYNATE C HEA B PE3KLMIO, BROENATE ik aBcopGHpoRaTE BRWECTEA, OHAIMBAIOWHME BNHAHKE Ha KaYecTeD
MECOYELAK, B TAKOHA CTEMEHK, YTo0R 3T0 MOrMo NPEgCTABNATE ONEcHICTE.

340 MorpewHocTe NPUESODOE ANA MAMEDEHWA MACCE M ORYIOMD WIMEDHTENEHOre oDopYACBAHKA SOMH-
HA COOTEETCTBOBATE NPOWIBONCTEEHHLM M KOHTRONLHEIM ONEpaLMan, B KOTOPBIX OHW MCNONb3YKTCR.

341 MNeprodwqHoCTE KAnUBPoBKH (NOBEQKK) WAMEDUTENbHL, PETHCTRWDYRILLKE, KOHTRONLMHEX MPUGo-
poE 4 OBOpDYOORAHMA ANA MIMEPEHMA MECChH OMDHHE COOTEATCTEOSATE VEAIAMMON B COOTEETCTEYHILLMA
METOOMKaX. PesyneTaTel KANWODOAKA {NOBEDKK ) GONMHE DbiTe OOKYMEHTHROBI HEI.

342 CragvoHapHse TRyGonNpoRode O0MEHb ObiTh MADKMPOBEAHLl C YEAZAHWEM NDOXOOALLIME N0 HIAM
BEWECTE W, BCMK TRebyeToR, HANDARNEHWA NOTORKE.

343 Cucresme TpyDONpoBOAODE ONA BOOLI OYMLLEHHOR U BOOE ONA MHLEKLWA [QUCTUNMMPOBAHHON,
AEMOHHMIOBAHHON 1 Ap ) cneayeT obpabaTeieaTs B COOTRETCTEMM C MHCTRYHLIMAMK, B KOTODEIX YEA3AHE! YDOBHM
JBACTEWA N0 MAKPOGHOMY JATPAIHEHNES M TREOYeMLIE KODDEKTIDYIOWME Ma Dbl

344 HeuscnpasHoe oS0pyO0BaHHE O0MKHO BbiTh WILATO M3 30HE NDOKIBECACTES M KOHTROMNS KaYecTea
MMM 0BO0SHaNEHD COOTBETCTEY LM OBDa3omM.

4 NokymeHTauusa

MprHLHAML

MpapunsHo COCTARMEHHAA QOKYMEHTALWA ARNAETCA BAMHOW YACTRI CHOTEMEl ODECNEYSHWA KaYECTEA.
YaThoe ohopMAEHME OOKYMEHTALMW NOIBONAST NPEACTEDATHTE OLUIMENM, BOIMONHER NDW YOTHOM ODLLEHNM,
H NPOCNeaWTe BOS 3TaNkl NPOHABOACTES KOWKPETHOW CEpMK NDO@yHuWA. ChedudukaniE, NpossLneH Hihe
[EMMAMEHTEL, WHCTDYELWA, METOOMKA W NEOTORO M CEIHH NPOOYELMA J0M#HE BbiTE OfDOpsnetbl Haamesan MM
OBpaIok M HE O0MHEHEl COOSMEATE OWNEoK.

OBwme nonoMeHWA
4.1 Buakl QOKYMEHTOR

cneynduekauvn (specification): Joxymedt, cogepmalivi TpeboRaHWA K MaTEpWanamM | NpogyKran,
MCTONEIYERBIM MMM NOMYSAeME NEW NPOM3B0SCTRE, ARNAIOWWRCA OCHOBOH ONA OUSHKK KAYeCTRI NeKapoT-
BEHHbIX CPEOCTE.

NPOMEILLNEHHLA PErMAMEHT, TEXHONOMWYECKaA MHCTPYKUMA M HHCTRPYKUMA No ynakoBke (manu-
facturing formulae, processing and packaging instructions): JokymeHTel, ONPpeQenmiolive BCe NCnonkaye-
Misl2 WCHOOHBIE MATEDHANL W ONEPDALMK N0 NPOUIBDOCTEY W YNAKOBKES NPOSYELWM.

WHCTPYKLUMA, METOAWKA, Npousaypa (procedure): JokyMEHT, COOEDMILLMA YEAIAHWA N0 BLINONHEHAHG
OTARMNEHEIY BUO0E ONEPaUWA (HANPUMED, NO CHUCTEE, NEPEOOSBAHKID, KOHTROND OEpYMaNLWeNR cpags, oThopy
npold, NPOBEOEHND MCTILITAHKMA, IKCNMYaTAUNM oDopyacBEaHUR).

NpoToKeN Ha cepuio (record): JokyseHT, OTDAMAKWWA X00 NDOHIB0ACTER KaKI0M CEpMM NPOOYKLMH,
B T. 4. PAIDELLEHHE HA 26 DEANWIALH0, W BCR (hakTOPk, BNWAKDLWWE HA KAYECTED MOTOEROR NRPOOYHLWMAE.

4.2 ChnegyeT BEECTH YeTKVD CUCTeMY paspaboTed, oQOpMNEHMA, PACnpOCTPaHEHWA | NepecMaTpa
pokymedToR. Jomsed GeTs YCTAHOBRNEH NOPASOK WX BEIGAYM, BEHECEHWA WAMEHEHMA ¥ HIBATHA. JoKyMEHTE
O0MuHE COOTBETCTEOBATE PETHCTREUWOHHOMY A0CHE.

4.3 NokysieHTel Aomsksl GeiTe NOONWMCAEHLL M YTESDHOEHE! NHLAMK, WMEIOLWMKE NPaBo NOANMCH, ©
YEAIAHWEN ATk

4.4 NokysaeHT HE OOMHEeH GONYCKATE OBYCMBICNEHHOS TONKOERAHWA. HaspadWwe, BAL W HaIHAYeHNE
BORYMEHTS A0TEHEl DBTE YETEMMKY M RCHBIMA. [JOKYMEHT QOMEEH HMETE NOTHYHYD CTOYRTYEY, obecnedqnaa-
Wy NPOCTOTY @M NpoBepkn, KoMK © QOKYMEHTOR JOMEHE! BhiTh ACHLIMK W YeTkdmu. Cnocol cHATHA KonwaA
¢ pabounx QOKYMEHTOR OOMEEH MCKNIOYaTE BOSMOMHOCTE NOARMEHIAR OLIHGoK.
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4.5 NoxyMenTH CNefyeT perynApHs NepecMaTpUBaTE M aKTYany3uposaTes. NpH NepeciaoTpe LOKyMEHTa
HEODXOOMMS MCEMIOHHTE UCNONLIDBAHHE YCTADERWER BEDCHH.

4.6 He gonyckaerch odbopMNeHHe NOKYMEHTOR B DYKONHCHOM Buge. Mpr Hec0XoquMocTd QaHHEgE B
OCKYMEHT BHOCAT YETEHM, pazfopqYdebiv NOYSPKOM TaK, YToOb BHECEHHLIE OaHHLIE HENBIA BENG YOANWTE.
ONA BHECEHWA JaHHBE B QOKYMEHTE OCMHHO ObTE NPENYCMOTREHD O0CTATONHO CROGOOHOMD MECTA.

4.7 Mpy BHECEHKN MIMEHEHWA B OCKYMEHTE CNESYET NPOCTABNATE JATY BHECEHWA MAMEHEHWA KW Noa-
MUCE NWUA, COEMABLLETD ITO WameHeHWe. [pK HeobXoqusiocTH CNEqYeT YEAIATE NPWYKHY BHECEHHA HAMBEHE-
HHHA. BHECEHHEIS HIMEBHEHKWA HE OOMKHE NPENATCTEORATE BOCMNPHATHID WCXOHOMD TEKCTE,

4.8 MpoTosons cnegyet ofopMiaTe OQOHOBPEMEHHD © BRINONHEHBEM COOTBETCTEVIOLWMY NedcTRHA TakkM
oBpasom, YToBb! MoHD BREING NPOCNENMTE BCE OCHOBHGLIE DNEDaLMs NpW NPOWIBCOCTEES NEKapCTEEHHEIY CREICTR.
MpoTokons! CREOYET XPAHKTE HE MEHEE OOHOM MA3 OO AHA OKOHYAHWA CROKA MOAHOCTA FOTOR0HA MPOIYKLKM.

4.9 3anucs OaHHLIX MOMET BEHNONHATECH C MCNONBACBAHMEM ANEETROHHOA TEXHUEW, doTorpadHpoBa-
HWA WNK APYTWX CPEACTE, 0DSCNe4BAMKLLKE HAOEMHOE XDAHEHHE MHDODMALMKM B COOTBETCTENM C MHCTRYELIMA-
MK N0 MCRONBEI0BAHMIO 3THY cpaAcTE. CNegyeT NpCEEPRTE TOUHOCTE 3anycel. Moy BeSEHNH DOKYMEHTALWMA B
INeKTROHHOM BHAE NPAB0 OOCTYNA WM WAMEHEHWA JaHHBX B HOMMNBOTEDE MOTYT WMETh TONBEKD Nuua
COOTEBETCTEYIBLAMW MOMHOMOYMAMA, NDE 3TOM CNEeOyeT BECTA NDOTORCN MIMEHEHKA W MABATHE. [Ina orpaHn-
YEHUA OOCTYNa K ANeKTPoHHOA Baie AanHLiX cneqyeT KeNons30EaTE CHCTEMY Naponel Ny Apyrix CpeacTa;
BHECEHWE OCOB0 BEMHLIX AAHHLIX GOMEHO NPOBEDATECA HEIABHCHMEM CNocodon. MNpM XpaHEHHHM NEoToOKONoOE
Ha CEPUH NPOOYELMK B INS8KTROHHOM BUOE ANA 3aWWTE OT NoTepn MHpopMadu HeotxoduMo colfasatk
pEIEEEHLIE KONMKE HA MarHUTHRIX HOCWTENAX, MrEpodunemax, Oymare unK WHbi HagesHLX cpeqcTeax. B
MEpUon XPaHeEHHA ITH JaHHbE SoNHHE BublTe JOCTYIIHEIMM.

ObAzaTenLHan AOKYMEHTaWHA

Cneuvdrrai i

410 CneudduikaLmWi COCTARMMOTCA M YTREDHAAIOTCA Ha MCXDOHLIE, YNAKOBOYHLIE MATEDHANL! W MOTo-
ByH NPOOyELWo. MpK HeofxoaMsocTi COCTARNAKTCA CNEUERKaLWMIA HE NDOMENYTOHHYIO W HepacchacoBas-
HYIO NPOLYKLMID .

CneuyvdUEaLdK Ha HCXOAHLIE W YNAKOBOUHEE MaTEpHankl

4 11 CneuwdrEaL K Ha BCXOOHLIE METEDWaNL!, NEPEUYHYIC YNIAKDEKY WK NEYaTHEIE MATERRaTE D0MH-
Hisl BKMICYaTE B Ce0A CNegyiowHe SaHHEE:
a) onucaqMe MaTepManoR, B T. 4.
= HANMEHOBIHWE W BHYTDWIABOOCKOR Ko,
- CCRINKY Ha apsaKonedHy o CTaTEID (NPK 88 Hanwv-uH);
- HAMMEHOBAHWE YTEEDHOEHHEIX NOCTABLMKOE W, NO BOEMONMOCTH, NEDEWHHOND NPoUMIB0OMTENA
MaTEpHanoe;
- ofpazey NeYaTHER MaTepHanos;
b} meTooues oTBopa Npod K NPoEEQEHMA KCTILITAHMA UMK COLUTKH HA COOTRETCTEYIOWMHE METOOKKM,
C) KONWHECTEEHHEIE M KAHECTBEHHEIE XAPAKTEDHCTHEN C YEIIaHHEM JONyCTUMEX NEegenca;
d) YCNOBWA XpaHEHHA W MEDR! NPEOCCTORONHOCTI;
&) MAKCHMANBHEA CPOK XPAHEHKA 00 NOBTOPMONG KOHTRONA.

CreympuKauny Ha NPOMEXYTOUHYIO M HEPAChaCOBAHHYIO NPOAYHLKIO

412 Cneuqdiuiaci Ha NPOMERYTOUHYIS 1 HBPAChaECoBIHHYRS NPOOYELMM COCTARMNAKTCSA NP NOCTYN-
NEHKK B2 HA NPEANPHATHE, DEANNIALWA WNK MCHONLIDEAHKW NROMENYTOYHOR NROOYHLMA NPKA OUEHKE Kade-
CTES FOTOBDH NPOOYRLMA. 3TW cneudrikandd JonkHE OeiTe SHANOMMYHE CNEUMEHEALUWAM HAE WCXOOHBIE
MATEPWANL WNH FOTOBYIC NPOOYELMO B 33BACAMOCTH OT XAQaKTepa WCNONLI0BAHHA NPOMERYTOYHON KN
HEpACHACOBAHHON NDODYEL M.

CneuyrdprKalmiK Ha FOTOBYHD NPOAYELHKD

413 CneudduiaLmWi Ha roToRY D NDOOYKLWKD OOl BKM0YATE B Ce0A CNenyiowmMe 03 HHBE.

a4} HAWMEHOBIHKWE NDOOYELMK U KOG (NpK HEoDXOOMMOCTH ),

b} cocTae npenaparta wne CORMKY Ha COOTEETCTEYHILLMIA SOKYMEHT,

C) ONUCAHKE NeKapcTESHHOA OpMEl 1 SaHHES O YNaKoBKe;

d) seTogukd oTEOpa NpoS W NPoEE0EHua MCNETAHWA (MW COLUTKK Ha HIMX),

€] HONUYEBCTBEHHLIE W EAYECTREHHEE X¥ADAKTEPUCTHEN C YEA3IAHWEM OONYCTHMLLIX NPENenos;

fl yCnoBWA XpadeHda 1M ocobkie Mepk NPEO0CTOPMKHOCTH NpK obpale K C npenaparom (Np| Heodxo-
OHMOCTIY;

q) CPoK MOOHOCTH.
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MNpoMEILUNAHHLIA POrMAMAHT 4 TOXHONOTWYBCKWE WHETRYHLMKA

AnA kamgorno avga Npooyeudy M paaMepa cepyy Npodyeuqy gomseH Deme pazpaborad o yTeepwoes
MPOMBILLTHE HHEA DETTEMEHT.

MpoMBILLNEHHBLIA PEMAMEHT BRMOYaeT B Ca0A aHHLIE O NPOOYKTE W TEXHONOMYECKRE MHCTRYELWA.

MpOMBILLNEHHBIA PEIMAaMEHT MOMET COASMFaTE HHCTPYRLMKA No YNaKoBKE 1 OPYTHE PAIOEn.

4.14 [JaHsHsie o NpodykTe Bmo4anT & ceba.

a) HAWMEHOBAHWE W KoL B COOTEETCTEMK CO CReufnEanmeii;

b) onUCcadke NeKapcTEeHHDN GOPMBl, 88 A0IHPORKK W DAIMED CopHM;

C] NepeqdeHs BCEX HCXOOHBIX MATEDWANOE C TOYHbIM HIWMEHOBAHWEM B COOTESTCTEMK C NPUHATOM
HOMEHENATYROH M YEIIZHMEM MX KOO0B, 3 TAKNKE YEAIAHWEM BOEX BEWECTE, KOTODBIE MONYT Npectpai0anBaTs-
CA B X008 TEXHOMOMAYECKOrND NPoLUecca;

d) OWMOAEMEE BeIX0 MOTORGH NPOOYELMK C YESIAHWEM O0MYCTHMBX NDEOENoE W BRIKOT NDOMEEYTON-
HbIX NDOOVKTOR (NDM HEoGXooMMOCTIA).

415 TexHONorMYeck e MHCTRYELMK BENIOYaT B cedn;

a) JaHHbe O MECTES HAXOWOSHHE NPOUIA0ACTER W OCHOBRHOM OD0PYO0RAHMM,

b} MHCTEYELUMK NO NOAMOToRKE OCHOBHOMD 0SOPYE0BaHWA {HANDUMER, N0 OYKCTEE, CBOpKE, KANMGPoRKE
(NoBEpKE), CTEPWNWAIALMW] HNW CCRAMKA HA Hx;

c) nogpoBHoE NOCTAAMEHDE ONUCAHWE TEXHONOMMHYECKDND NPOULECca (HANPKUMED, MO KoHTROM MaTepu-
anoe, NpeqeapuTansHod 0GpaboTwe, NOCNanoEATENLHOCTH BHECEHWA MATEDHANOE, BDEMEHK NEpesEeLLInaZ-
HMA, TEMNEPATYDE M T.4.)

d} onMCaHKWe BCEX BHO0E BHYTRHNPOWIBOOCTEEHHOTD KOHTROMA C YEEIaHHEeM SOMyCTHMEX NpE0anos,;

@) YCNoBEMA XpaHeHda HepachacoBaHHDW NPoAYKUWK (B T. 4. TPES0BaAHWA K YNESKOBKE, MADKMDORKE) M
CMEUMANEHEIE YENOBWA XPaHEHHA (NDW He0BXo0umocTI);

f} cneyWancHLe Maps NPeocTopORHGCTH.

HMHETPYKUMM MO yNaKoDKe

416 [OnA 300 Braa NpogdysLde, DasMepa W BMOa YNakoskKn JonsHel DeiTe paipaboTaHsl ¥ yTReDHw-
JEHBl AHCTPYHLMK NO YNAKORKE, KOTOPBIE JOMMHE BENKHATE B Ce08!

a) HAVMEHOBAMWE NEDOYIELAH,

b} onucadue es NEKapCTEEHHOA QOpME 1M O03MPoaKK {NPKY HECDXOOMMOCTH ),

)] KOMWYECTED NPOOYKTA B OKOHHATENEHOW YAKOEKES, BLIDEHEHHOE B 8QWHHLAY WIMEDEHHA [WTYKaX,
MACCE WNM ofkama);

d) nepedeHe BCEX YNAKDBOHHEX MATEDMANCE, HEOOXOOWMEN ONA CEQHW NPOOYHUWMM CTaHOapTHHD
pasMepd, B T. 4. KONWHECTED, PAIMED W THI YNAKOBOYHOID MATEQWANE C YKAIAHWEM KOOE WK HOMEepa B
COOTEETCTEMIA C WX CREURDHEaLIIMeA;

@) ob0azel WNK KONWK COOTRETCTEYIOLLEND NEYaTHOM YIAKOBOYWHOND MATEHana (Np| HeobXoaMsMocTiA)
W oBpaslbl © YEAIAHWEM MECTA HAHBCEHWA HOMEDA CEDMM KW CPOKA MOJHOCTH NPOAYKTA,

f} cneyWMantHsle Mepbl NPEJOCTOPOMHOCTH, B T. 4. TIWWATeN:HYI: NpoRepry oDopyOOBaHWA W 30HE
YNAKDBKK, TADAHTHDVIOWHE YHCTOTY YNAKOBDMHOH NHHKIA NEDE] Ha4anom pasoTel,

g) OMNWCAHWE NPOLECCa YNAKOBKK CO BOEMMH OCHOBHEBIMM BCRIOMOMATENEHEME GNEpalEAamMA W KCNONbIYE-
Misihd OO0 OB HMERM,

h}) nogpobHoe onMcasve NPOBESEHWA BHYTPUNPOMIBCACTREEHHONS KOMTPONA, B T. 4. nopAgox orbopa
Mpol ¥ yRaIaHHe J0NYCTUMER NpELEN0E.

JAcnonHUTENEHD BMOTYT BeTE pAIpaboTaqHbl APYTWE OOKYMEHTE, KOHKPETHIMDYIOWME NONOKEHWA Npo-
MEILLNEHHOND DETTaMeHTa.

MpoToKoNk! HA CEPMIO NPOAYELMA

417 Ha kaxgyio cepHd NpoIyELMK COCTARNASTCA NPOTORON (MPOTOKDN HA CRpHID NPpoaykyrHd). MNpoTo-
KOMkl XPAHATCA B YCTAHORNEHHOM NOpAaxE. [TpOTOoROME BON#HE BhbiTs COCTARNEHE B COOTBETCTRMH C NPOMBILL-
NEHHBIMKA DETMAMEHTAMIA M TEXHOMOMAYSCKMMA HHCTRYHLMAMK. MeToauea cOCTARNEHNA NPOTOKONOR JOMMHA
MCKMIOYATE OWKBKM NP Mx 3anonHesys. B npoTokone nonwed BelTs yEasad HOMED NPOWIBEOSHHOR CEpUM
MO KLAL .

Mepen Hadanom MoSoro TeXHONONMYecKons NDoYecca HeobOOMMO NEDEEPUTE W OhopMUTE NPOTOKON O
TOM, 4TO oBopyaoBaHME W pAGOUEE MECTO HAXDOATCA B YMCTOM COCTOAHMM, HE COOEpMAT OCTATHOR NPeakay-
WEMD NpOOYETS, AOKYMEHTALUWKA 1 MATEPHANGE, HE OTHOCAWMWECA K GAHHOMY NPOLECCY, W MOTOR0 K MGNOME30-
BAMKID.

MpoTORON HA CEPKKE NPOOYKLWA O0/TEEH BEMIOYETE B Ce0R CNegyiilmMe JaHHeE:

a) HAWMEHDBAHWE NPOOYKTA;
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b} paTy W BpeMA HALANS W OKOHYAHWA OCHOBHED NPOMERYTOYHEIX ATANOE W NONHOM TEXHONOMMYEcKonn
npouecca;

C) PaMHNEG W HHALKANS COTPYOHAKS, OTRETCTEEHHOMD 38 BRINONHEHWE KEKO0H NPOMIBSOCTBEHHON
CTanHH,

d} hamunA{) 1 HHKUWANE ONepaTopalor), OTRETCTESHHOM (BIX) 38 OCHOBHLIE CTAAWM NPOMIB0ACTRA,
a Tarke aMUniK B UHALWANE NEY, NPOEEDABLLMX BEINONHEHWE KAWO0R W3 2THX oNepagMi (HanpuMep,
BABELLMBAMHAY,

&) HOMBED CEpMM WMNK HOMED AHANWAA, 3 Takke GakTHYSCKOS KONWYECTBD BIABELIBHHEIX WMCXOHEX
MaTEPHANOE, B T. Y. HOMED CEDHW W KONWYSCTRED N0GABNEHHLIX PErEHEPHDOBIHHEX KN NepepaboTaH b
MaTEpHanoE;

f] OCHOBHEIE TEXHONOTMYECKWE ONERAUKK MNKW J8ACTEMA, 8 TAKKE CCHoBHOE 0BopyaoBEAHKE,

g) NEOTOKOMNR! BHY TRMIDOHIBOOCT BEHHOM KOHTRONA C YEAIAHHEM HCNOMHUTENEH 1 NONY-EHHBE Dey k-
TATOE,

h) BexOQ MPOAYKELMA, NONYHEHHOR HA OCHOBHEIX NPOVIBOACTREHMHEIX CTAGWAX,

i} nogpobroe onMcadye MGeIX OTEMOHEHWA OT MPOMEIUNEHHOND PEMMAMEHTA ¥ TEXHOMOMMHYECKMX HH-
CTRYELUMA, NOONWCAHKOE CTEETCTEEHHEIM MALOM.

313 vHGopMagMa opOpMNAETCA JOKYMEHTANBHG OOHOBPEMEHHD C BHINOMHEHBEM COOTBETCTEYHILEA
onapayui. MpoTokon Ha CeEpRI0 NDOEYKUKY NOONMCHESETCA NHUOM, OTEETCTEEHHEM 38 NPOREHEHHRIA TEXHD-
NOTMYECKNA NPOUECS, C YHAIAHWEM OaThkI.

MpoTokonl HA YNAKOBKY CEPMM NPOOYKLLAMW

418 Ona gasnod CEpUA WNKH Y3CTH CEPHIA NROOYKLEHK A0TTEHEl COCTARMATECA NEOTOROMNE! Ha YIAKOBEY,
KOTODBIE XDAHATCA B YCTAHORNEHHoM nopaase. [NpoTokons 0onsHel BuiTe OCHOBAHLI HA QERCTBYIOLIMY WH-
CTRYELMAX Mo ynaxkoaxke, Metoguka coCTAaNe A NPOTORONCE SOMKHE MCKNIoHaTe owHBry npuw s3anonyeddn. B
MPOTCKONAK YEAILIBANTCA HOMED CEDHH W KOMWYECTED HepacthaCoBaHHDR NPOOYKLMA, NOONerawei ynakoases,
3 TaKMe HOMED CEPHM W NNaHKDYEMOE KONWHECTED MTORDA NDOOYKLMK.

Mepeq Hasanom NOSOR YNakopoYHoR onepaudy Heobxoguso NPoaepMTE ¥ OPOoDsnTE NPOTOKON O TOM,
yTo oBopygoeaHHe U pabodes MECcTo HEXOOATCA B YHCTOM COCTOAHKMM, HE COOSDHAT OCTATEOR NPEabdyLLars
NpoOyxTa, SOoKYMEHTALMA U MATERMANDE, HE OTHOCALUWKCA K QaHHOMY NPOUSCcCY, M TOTORE K HCNONEIOBAHKIO.

MNpoTokons Ha YyNakoeky CEpMW NDCOYELKA QONKHE BENKHaTE B Ce0R Cnegyiolive GaHHbe:

a) HAWMEHOEAHKE NPOOYKTA,

b} gaty (e 1 BpEMA ONEQALKMA NO YNAKDBKE,

C) PaMHNEE 1 WHMUWANE MELE, OTRETCTBEHHOMD 38 YNEKOBKY,

d} faMHANHN ¥ HHALMANE YNAKOBLIKWKOR ANA PaINHYHBEE CTAOMA YNEKREH,

€] NpOToKON:l NPOBEDEA COOTEETCTRIAA YNAKOBKA TPEGCRAHKAM WHCT DYELMWIA N0 YNAKOBKE, B T. Y. DE3y k-
TaTh! BHYTPWNPOHIBCACTBEHHOM KOHTRONA,

fi NogpobHee JaHHLIE O BRINONHEHKUA CNEPAaUMA N0 YNAK0BKE, B T. 4. COBMEM HA KCNOoNBEIYEM0E oBopy-
OACEAHKE W YNAKOB0YHEE MHHKMN;

) oBpAALLI NEYATHRY MaTEPWANOE, B T. 4. 00pasLsLlI ¢ SS0IHAYEHWERM HOMEDA CEDKN, COOKA TOAHOCTH W
Mobol QONONHWTENEHORE MHDOPMaLLKMIA;

h) nogpofuoe onucakre MNoSex OTEROHEHNA OT MHCTRYHLKA No YNAKOBKE, NOGNMCEHK0E OTRETCTEEHHbIM
THLOM;

i} KONWYECTED KW HAMMEHOBAHME BLYTAHHLIX, MCNOMEICEAHHLI, YHUHUTOREHHBLIX WKW BOIBDALEHHLIX HA
CENaj NE4aTHBX MATERHANCE W HEPAChacoRaHHON NPOOY KUMKW KONUHECTBO NONYHYEHHOR MoTOBOH NDoEYHLMM
ANA coCTARENEHWA oBlan GanaHca.

3TH faHHk g DopMNAINTCA JOKYMEHTANEHD OOHOEDEMEHHD C BRINONHEHHENM COOTREETCTEYWILWERN onepa-
usie. TMpoToKon Ha YNAkoBKY CepHd NPpoayEuMye NoOONMCLIBRETCA NALOM, OTEETCTREHHEM 33 YNakoaky,
VEAIAHWER JAThI.

HMHETPYHLUMK M NPOTOKONE
Mpuemka

419 Mpreska EaXO0E CEDMKA KAMOWD BA03 NOCTARNASMBE MCXOOMBIX, VTISKOBOUHBIX M MEYATHBX
MATEPWANDE BEASTCA B COOTRETCTEMM G NMCEMEHHOR MECTPYHUWEH. [0 peIyNLTATaM NDMEMEM COCTARNRBTCA
NPOTOKGM.

4.20 NMpoTosonks NpUeMEN GOMHEHEl BENYATE B CeBa cnegyuse AaHHbIe:

a) HAMMEHOBAHWE MaTEPWANEa No HAKNAOHoKA W oB0IHA%EHKED Ha YNaKoaKe;

b} BHYTPHAAROOCKOE HAMMEROBREHWE WK KO0 MaTEPWANEa (NP OTMNRYHA OT NePEYMCeda a);

C) Oaty NpUEMEN;
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d} HAWMEHOBAHKWE NOCTABWMES W NPOMIBOOMTENS (NO BOAMOMHOCTI),

&) HOMEPD CEPUK NPoUIBOOUTENAS

fy obiues KOMNWUECTBO NOMYYEHHE MATEPHANOE M YKWCNO SOWMHKL YNAKOBKA;

) HOMED, NPUCESEHHEBIA NOCTE NRHEMKM,

h) aamedaHu (HANDUMED, O COCTORKMK YIEKOBKK).

421 CnegyeT paspaboTaTe W YTEEPIUTE MHCTRYELMK N0 BHYTDKHIABOACKON MAPKMPOBKE, KADEHTHHY M
HOAHEHMIO HCXOOHBIX, YTTAKOBOHHEIX W ADYTHX MaTepuanos.

Or6op npob
4. 22 B vHCTDYEUMAX no oTGopy npob aonsss GelTs YEIIAHE MALE, YIONHOAMOYSHHBIE Ha NROEBEGEHWE

ITHX ONEPAUKWA, MCNONBIYEMBIE METOOKKW 1K 050DYO0BAHWE, KONWYECTRES OTOMPAEMEBIX MATEDHANOE W MEDH
NPEgoCTOPOMHOCTH, MCKMIOHAKOWWE JIAMMAIHEHME MK YXYIWEHHE KaHecTEa NpogyrLmn (6.13).

MNposegeHre KCMLITAHWA

4 23 Cneayet paapaboTaTe M YTEELOHTE METOOMKKN MCNETAHWA MATEDKHANOR W NPOOYELMAK Ha DaINUYHBLY
ITanax NPOWIR0OCTER C YEASAHHWEM HCNONbLIYEMBIX METOA0E W obopyAoRaHMA. PeiynbTaTkl MCNsITaqHHE adwop-
MMAICTCA B BMge npotokona {6.17).

Mpoves

4 24 CneayeT paipaboTaTe W yTEEDOWTE WHCTRYELMK, PEMaSMEHTHRVIOWWE BblOAYY PAIDEWEHHA Ha
PEANAIALMIO W OTEMOHEHWE MAETEQHAN0s W NEPOAYELMK, B HACTHOCTH, PAspELISHHR HA PEANKMIALMIO TOTOBOH
MPOOYEUAA YNONHOMOYEHHERH Nuuane (2.4).

4.25 MpoTokoNsl PEANKIALKKA KAKO0A CEPMA NPOOYELMK CReOyeT XPaHHTe OANA obecneuesda (np«
HEODXOQWMOCTH) BOIMONMHOCTI 82 ONepaTHRHOrS OTasiea (paanen 8).

426 CnegyeT paapaboTaTe M YTEEPIMTE METOOMEM (MHCTPYHUWK) Ha cnegyiow e paboTe!:

- ATTECTAUMK |EannOaLMeG);

- MOHTEMX M KEanUGpoeky (NOBEpKY ) 0E0pYa0BaHKA,

- TEXHWYECKDE COCMYyMWMBAHWE, CHHCTEY M JEIMHEEKLMIO,

- obyyeHwe NepocoHana, 0BecnedYeHne erc oOemaod, cobnodedre NoasHn NMYHoN THIMEHE! M NP,

- HOMTPOME CKDYHaOLWEN Cpenh:;

- Bopeby C NApaIUTAMK, HACEKOMEIMA 1 O0YTHMY HHBOTHEIMH,

= PERNAMALMIA;

- DT3B MNPOOYELAH;

- BOIBQAT MPOSYELIMA.

BrINONHEHAE KaXO0HA W3 YE33AHHLIX paboT oopsnASTCR NPOTOKGIOM.

427 CneayeT pazpatoTaTh ¥ YTBEDOWTE WHCTDYELMK N0 3KCMNYATALUMIA OCHOBHOMND NPOHABOOCTEEHHITD
¥ HOHTPONBHO-3HANWTHYECKOrD S0Py I0BaHWA.

428 OnAkpuTuseckoro o0opya0BaHHA CNEaYeT BECTH MYDHANE! C NEDEYHCTIEHHEM B HHX BCEX CNeDa L MH
Mo aTTECTAUWMM (BANUOALWK), EANWEPoBKEe (NOBE2pKE), ODCNYMMBAHMIO, OYWCTHE WM PEMOHTY, B T. 4. OAaT,
PAMHINAR W MHHLWANOE, 3 TAKHE NOANHWCER NHL, NPOBSOWBLLIWX 3TH ONEpaLWK.

4 29 WMcnonkaosaHde OCHOBHOM WNE EPUTHYecKornn obopyaAoEaHMa ¥ NDOMIBOOCTEEHHBE MNoWaned,
e BLINCNHAMMCE TEXHONOTHYECKWE ONEpanWH, cNegyeT DerMCTPHEOEATE B CNeUMANEHEDN ¥yDHANAK 8 XpOHD-
MOFHYECKOM NOQATKE.

5 NpovzeoacTEO

MprHLAnG

OnA nonyqaHdA Npogykuqia TpefyeMoro HauecToa TeXHONOTWYECKKE ONepaluri CnedyeT BhNonHATE
COMACHD NPOMBILLNEHHOMY DEMaMEHTY W COOTBETCTEYHIL M MECTRYELMAM, TRaGoBaHKAM HACTOALLETO CTaH-
[AapTa, HOPMETHEHEE OOKYMEHTOR ¥ PEMMCTPALMOHHOM O0ChE.

Ofwme NonNoMeHK

5.1 MpouapoQCTEEHHEA NPOLECC ¥ B0 KOHTROML QOMKHE BEINGTHATLCA KBANUEALKPOBAHHEIM N2pCo-
HAMAA.

5.2 Boe onepauud © MaTepuanami ¥ npodyEUHeR (Hanpukep, npueMia, KapadTid, oThop npob, Kpade-
HWE, MADKWPOBKA, NOAMCTORKR, NPUIOTORNEHWE, YNAKOBKS W OTIPYAKa) OONHHE BENOMHATECA COMMAacHD NMCk-
MEHHEI MHCTDYELWAM WTH METOOWUEAM M, NPH HEOEXOAMMOCTI, NPOTOKCNHPORATBCA.

5.3 Bee nocTyNark@e Mareprank JonHHe BeiTe NpOBEpaHEl Ha COOTRETCTEME 2aKazy. Tapy | ynakoagy
cnegyeT O4HLETE U MaApKMPoBaTE.
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5.4 DaKTsl NOBPE#AEHHAA TAPE W YTIAKOEEH, HOTODEIE MOMYT OK33ATE OTPHUUATENBHOE BNHAHME HA Kad4e-
CTEQ MATEPWANCE, CredyeT paccneaocRaTs W NPOTOKONMPOBETE © MOCHEayIoWwMM cooblgHmes B oTgen
KOHTRONA KSYECTEA.

5.5 MocTynamilke MATERHANL ¥ NPOWIBEIEHHAR FOTOBAA NPOAYKUWA AOIMEHEl HERE NS HHO NOMELLATE-
CA B KADaHTHH, JSHCTEYIOWWA MO NPUHLANY PAIAENEHOMG XDAHEHRA HNKW 33 CHET OpraHuIalnoHHLX MED, 1
COABQMATECA B HEM 00 NONY4EHWA DRIPELUEHWA H3 KWCONBEI0EARNE UMK OTIRYAKY.

5.6 Mpuemka NpoMexyTOYHON 1 HepactacoEaHHONA NPO4YELIKK BRINONHASTCA NO NpAaUnan, GeRcT By k-
LLHM ANA MCKOOHEY MATEDHANCE.

57 Boe matepHansl W NpOOYELKI0 CREAYET XPAHWTE B COOTEETCTRYILMY YONOBKMAX, ONpEeNEnsembx
NPoMIBCOUTENEM, B Nopeaxe, ofecneqMeaowenm panensHne CepHMa NpoaykUM M ee oBopoT Ha cknage.

2.8 Ans rapadTHK OTCYTCTEMA OTENOHEHWA 33 A0NYCTHMBIE NPEegens cRedyeT oDecnednTe KOHTPOMR
BRIECOA NPOOYELAN W EONWYSCTEEHHOE CONOCTARMNEHWE Br0 C JAHHLIMK NEOMBILLTEHHOMND pErNaMEaHTa,

5.9 He ponycraeTcA OAHCEPEMEHHDE WK NOCNESoBaTaNEHOE NEORESEHHE ONepaUMid C PaaNHYHLIBAK
NPOOYETAMA B OOHOM M TOM ¥e NOMELLEHAW NRW OTCYTCTEMK 331UATE OT PUCKA NEDENYTHEIHWA MNW NeDEKpEcT-
HOM 3arpRIHEHKA.

310 MpoaysuHa ¥ MaTepuans AoM#Hel BeiTe IAWMIEHE 0T MUEPOSHOMR W JPYIHE BHO0R 3argAIHeHnA
Ha BCEX ITANax NpoU3R0SCTES,

311 (Mpu paGoTe ¢ CyXMMA MaTepUanamMy U NpOgyETamMK HEoBXoaWMO NPUHWMAETE 0CobbIE MEapbl Npano-
CTOPMKHOCTH N0 NPEAOTERALEHME GEDAI0BAHHA W PACNPOCTRAHEHWA NBNK, CCOGEHHD NPK paloTe C CHNBHO-
ASRCTEYIOWWMA H CEHCHEHMNIMPYHILWMMY BELLECTEI M.

512 B xo0e BenonHeHHs TeXHOROMMYEcKorD Npouecca Ha Boex MaTepuanax, yNakoskax ¢ Hepachaco-
BaHHOW NpOOVKUKER, OCHOBHOM ODODYONOBAHMK 1M NOMEWLEHWAX A0MEHSE Dbl Ts 0G0IHAYEHHA (MapKMpoaKa) ©
YEAIAHMHAEM MPOWIBDOWMON NROOVELHK MNW MaTepMana, ero Oo3Mposkod (NpW HeobxXoOWMOCTH] W HOoMepa
cepur. Mpx HEoBXOOKMOCTH CNESYET YHAZLIBATE CTAOMIO TEXHOMNCIMYECKOTD NpoUECca.

9.13 OboaHa4eHnA (MapKMpoaEa) Ha ynakoeke, 0Bopya0BaHUK HNK NOMEILEHWARX J0MEHEl BT YETHN-
MK, OOHOIHEHHRIMK, YCTAHORMEHHOR dopMel. Kpome npiMeHesns SyrBeHHs ofoaHaseHni peroMeHyeToR
HMCNONE3I0RATE LBETOBYID MAPKKWPOBKY, YHAILIBAKILYD CTATYC NpoayKume (Hanpumep, «Kapantuue, sTlpaua-
10w, eOTKNOHEHos, «HdcToE» W T. M.).

2.14 CnegyeT KOHTpONUpoBaTE NEEBMNEHOCTE COBQUHEHHA TRYBONpOROGOa M Opyrore 0Bopy QOBAHKA,
CIYHAWETD ONA TRAHCNOPTUPOBAHWA NEOOYELMH W3 OOHONA 30HEl B ARYTYIO.

515 He aonyckaeTcA OTKNOHEHWE OT WHCTRYEUWA. [Pk HeofxoaHMsiocTd NACEMEHHOE DAIDELEHKE Ha
OTENOHBEHAE OT MHCTRPYELMA GONKHD GilTe NOMyHEHD OT KOMIETEHTHEDN AL ¥ OTAaME HOHTPONA KaYecTRa.

5.16 B NpoMaBoncTESHHBIE NOMBLWEHWA MOKET BXOAMTE TOMBKD NepooHan, MMEerl Wi Npaso AocTyna
B HUHX.

517 Kak npasnno, B NoMELEHKEEY W Ha 000Dy LOB3HKK, NPEAHAIHAYEHHLIX ONA NPOWIBOOCTES NEeKapeT-
BEHHBIY COSOCTE, HE JONYCKASTCA MAMOTORNEHWE NEOOYVEL MK HEMEOHUWHCKOMD HATHAYEHHA.

MpepoTepaweHHe NEPeKPEcTHOND JArPAIHEHHA NPH NPOMIBOOCTRE

518 CrnegyeT WCKMIOHYUTE BOIMONHOCTE JArPAIHEHHA HCXOOHEX MATENMANOE KAKH NPOOYKTOR ADYTHL
MaTEpKANaMK WKW Npogykramd. B npouyecce NpoMIncicTea pUCK cNyYadHoro NepekpecTHon 3arpAIHeHns
BOIHWEAST NPK HEKOHTDONMPYEMOM BLIJENEHWM NN, FA308, HCNApeHHi, aapoacnel Wk MUKROOPraHnIsM0s
W3 MaTEpHance (NEoayKUMH] M 0T OCTATOHHLIX 3arpAIHeHHd Ha oBopyooEaHMK ¥ OJesne noded. CrenesHs
PHCKA 3ABACHT OT THNA JAMPAIHEHMA W NPOGYETA, NOARERHEHHOTD IarpRIHEHVI.

K Hawbonee onackHeM IArpAIHACLNM BELWECTEIM OSTHOCATCA CEHCHBMNMAaNDYIoWWe BewacTea, Grono-
THYECKWE NPENapaTel, COOEDKILLMWE MUBHE MUKDOODIaHWIME, HEKDTODEE OPMOHE, UATOTOKCHHEL M OpYIWe
CHMNBHOOEACTRYIOWWE BEWESCTEE. OCobeHHs ONacHD JArpAIHEHRE HHBEKUHMOHHEX NPENapaton, 8 TAKWe npe-
napartog, NEPeaHAaIHAYEHHLIX ANA NpHea B SONbWHx 0038 WKNY B TEHSHNE NDoOOMEHTENLHOND BREMEHI.

319 Ana npegoTepalleédda NeperkpecT Horo IarpaiHeHnA cnegyeT NpenycMoTReTs CNEOYIOWHe TeXHA-
YECKHE W ODTaHHIALMOHHEIE MEDED.

d) NpOHIBOACTBO B BhIJENeHHEX I0HAX (00a3aTensH0E ONa NEHWLWINAHOR  MUBLX BAKLWMH, BakTepu-
AMbMLIX NPENAPATOE W3 MUBLY MUEDOOPTAHWIMOE W HEKOTOPRN SDYVIKY BUONOriHEcKkky NpenapaTtos) W9
pAANENEHWE UMKNOE NPOMIBOACTES BO BDEMEHH C COOTEETCTEYIOWEA YEOPKoH NoMelaHya H 00opyI0BaHWA
MEHTY LIMKNIBAMN,

b} oprasdIaLWa Bo3OyILHBX WMO3I0E W BLITAMHEX YCTROACTE,

C) CHAMEHWE DMCHA ZATPRIHEHNA, BRISEIBAEMOID DELMEKY NALMEA HNK NOSTODHEIM NOCTYNNEHHWENM HE0b-
paGoTaHHOM MW HEOOCTATOYHD 0BpaboTaMHoro Boagyxa;

d) xXpaHeHHe 3FWHTHCA {CNeUWansHon) O0e% 0k B NPElenay 304 NpoUIBCOCTER NPOOYELKK C BRICOEAM
PHCKOM MNEPEKPECTHON JarpAIHEHNA;
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&) HCNONBIDBAHWE BbICOROMPEKTUBHEL METOO0R OUUCTEA M obpatoTiM C LENBID HCKMoWEHWA HEQO0CTa-
TOYHOR OHUCTEM, Y8CTO RENRIOWERCA NEMYHHOA NEpeKpecTHONS 3arpAIHEHWA,

f} HCNONBE30BAHWE CIFKDETEX CACTEM NPOWABOOCTRS

) KOHTPOMN: HANKWYWA OCTATEOR NDEABAYLLEND NPOOYETA MK MOKLLKY CPEACTE W MapidpoBra 0Bopyno-
BAHMA C YEATAHWEM CTATYCA YHCTOTEL.

520 CneayeT Neprogu4eckd NpoRepsaTe AHPeKTHBHOCTE MED N0 NPEOOTEPALUSHKIO NEDEeKDEecTHOND
IArPRIHEHAA B COOTRATCTBWIA C YTESDHOSHHLIMA HWHCTRYKLIAAMA.

ATrectauda (Banwoaumal

5.21 ATTecTauwa (Banyoauma) HanpaeneHa Ha nogsiwedre 30ekTHEHOCTA paboThl W NPOBCGUTCHE B
COOTRETCTEHK C yTEEDWASHHLIMH METOZUEaMK. Ee peayNeTaTk oMbl SOpMIATECR OOy MEHTAMNBHO.

522 MNpu yTREDHOEHUH HOBOMD NPOMELWNEHHONS DETNaMeHTa WNM MEeToOa NpOMIBOOCTEA ChegyeT
MEPOBEQATE WX NDUICOHOCTE ANA CepMiHonn NpoMIecacTea. [JonwHo BeiTe NOOTESEOEHD, YTO OaHHLA Npo-
LECC, MCTIONEIYEMBE MATEPWANE W ODODYOORIHHE NOIBONAKT NOCTORRHO NPOM3IB0INTE NDCOYHKUWK Tpedye-
MOTD KEaHeCTRE.

523 Mpu cyllecTBEHHEK WIMEHEHWAX TEXHONOMHKM, B T. 4. Moboix naseHesdax obopyoosaqya unH
Marepyanca, cnoCobHe BNMATE HA KEYECTE0 NPOOYELMHM WK BOCNPOWIB00MMOCTE NPOLECCa, CNEqyeT npo-
BOOWTE ATTECTALMIO (BANWOAUMIO) COOTRETCTEYHILLWY NPOUSCCo,

5.24 [OnA NoCTOAMHOTS NOOQTREPHOEHHA QOCTHMEHHE TpelyeMelx peayneTaToB CNeQyeT NposodMTh
MNOBTODHYED ATTECTALWKD (BAMWASLWK] TEXHONOMAYECEHE NPOUSCCoR W METOOWK.

MexoamHisie maTepranisi

5.25 OfecneuysHne HCXOOHLIMK MATEDWANAMN AENABTCA OTESTCTEEHHON onepauwel, Tpebyiowel non-
HbIX CRBEMEHAW O NOCTARLLMKRY.

526 WcxopgMisle MaTepHans CRedyeT 3akynaTe TOMBEKD ¥ YTREDKOSHHLX NOCTASLUMKOE (VEIIAHHEEX B
CRELRHDWEALIAAY 1, N0 BOIMORHOCTH, HENOCPEOCTEEHHD ¥ NPCHIBOOWTENER 3TKY MaTepwance. TpebosaruA K
HHM OOMHHE GbiTe YEA3aHE B CNeUduEan9sax HA WCKDOHLIE MATEPHANK, YTREDHOSHHEX NPOHIBONNTENEM
NEKADCTEEHHEIK CREOCTE,  COMACO8aHs © NOCTARLMKOM. Boa BONPOCH, CRAZAHHEE C NPOM3BOACTBOM M
HOHTRONEM HCKOOHBIX MATEPHANoR, B T. 4. paBoTy ¢ HKUMK, MADKKMPOAKY, YNakoBky, NOPROcK NpeaLABneHUs
PEKMAMALME W CTENOHEHWA, CNEAYET COMMaciBLIBATE © NPOHIBE0OWUTENEM # NOCTABLLMKOM.

5.27 B ka0 NOCTABKE CNenyeT NpoBepATe LWENoCTHOCTE TAPk!, YNAKOBEKW W NNOME, COOTRETCTEME
HAKMAZHON MAPKMDOEKE Ha Tape (YyNnakoaga ).

5.28 MNpw NnocTaEke WCXOOHEIX MATERKANOE M3 HECHONBEKME CEPKA KawOyio Cepio cnegyeT paccMaTpi-
BATE KAK HEIABWMCHMYIO B OTHOWEHWY O0TAoDa npod, NpoBeasHds WCNETAHWA 4 NONYYeHHA DaIpELLsHAA Ha
HCTIONBIOBAHIAE .

5289 McxogHele MaTepransl, HAXOOAWASCA Ha CKNage, SomeHsl BkeTe MaApKMPORaHEl CODTRETCTEYIOLLLMM
obpaaos (5.13). MapskpoBKa Q0M#Ha COOQEQHATE, KAK MAHMMYNM, CIEOVIOWYI0 MHEOODMaU K.

- oBoaHANEHHE MCXOOHOMD NPOAYETE M BHYTDMIABOACKON KOO,

- HOME[D CeRHW, NPUCBOSHHEBIA NDM NPWEMKE;

- CTATYC Marepuana (Hanpumep, «sKapantusy, «Moneitaduan, «Paapewenoys, « DTHNOHERD W T.0.1;

- CPOK MOGHOCTI MK GaTy, NOCHe KoTopo# HeoBxKoaMM NOBTORHEIR KOHTPOME.,

Ecne cknanckoe XoIAfcTED NoONHOCTRG SCHAWEHD EOMNBIOTEDEMKY, YEAILIBATE BCK0 MAODMALMIo Ha
MADKADOBKE HeobRIaTansHo.

5.30 KouTponk NOONHHHOCT COOEMEMMOr0 KaXOoHA YNakoBkd ¢ HCXOOHEMW MATEDWANAMKA DarnameH-
THPYETCA COOTBETCTEYHILLIMBK MHCTPYHUWAMK W METOOWESMK. YNaKopk ¢ HepachacoBaHHol NPoOYHLMER, 13
KOTODEX DM oTOGpaHE: P0Gk, OCMEEHEl HMETE COOTRETCTEYIOWYIKD MapHHpoBKy (6.13).

5.31 Mpw NpoM3ESOCTEE NEKADCTEEHHLIX CHBACTE MOTYT WCNOMNBI0BATECA TONLED HCXOAHBIE MATEDWA NI
C HEWCTEKLLWE CROKOM TOOHOCTIA W BONYLLEHHBIE OTOEN0M KOHTDONA Ka4BCTRA.

5.32 VcxogHeIg MaTEpHans O0NHHE BeEOARATECA TOMLED CNEUHANEHD HAIHAYEHHSLIMA NHUEMA B 000T-
BETCTEHN C MACEMEHHOH WHCTRYRLMEN, NP 2TOM JOMHHE BINOMHATECA TREGORaHHA MO TOYHOCTH BIBSILIKES -
HHA W OTMEDHBAHWA MATEDHANOR B YMCTYI0 1 MADKWDOBAHHYH TAPY.

5.33 CneayeT BeINMONHATE HEIABWCARMYHD MPOBEDKY KAMA0MD Bel0aHHOTO BELUSCTES, 80 Macckl M obsena.
PeaynsTarts NpoRepky onkHsl BeiTe 0hopMNIEHE Q0K MEHTANLHO.

5.34 MaTteprank!, BelOaHHEE QA KA#00H CaDM9, CNenyeT XDaHuTE B GOHOM MECTE © YeTHON MapKHPORKOA.:

MNpomexyTousan U HepachaconaHHan NPOOYKLWA

5.35 Nepeg Hadanom MoBoR TEXHONOTAHECKOR ONEpauMH CNegyeT MPHHATE MEPL, TAPaHTHDYIOWHe
YACTOTY NPOMIBOACTEEHHON 30Hsl 1 OB0pYOCRAHMS, OTCYTCTRME MIOBLIX MCXOOQMLIX MATEDWANDR, NPOOYKLHM,
OCTATHDE NPOOYELMA MK O0KYMEHTALMK, HE OTHOCALMXCA K JaHHOMY NPOUecoy.
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5.36 TpomMesyTOYHYH W HEPacHacoBaHHYID NPOOYKLHIO CNenyeT XPaHWTe B HAONEHALWY YENOBWAK.

537 KpuTHUYECKHE NPOUSCCH A0MEHSEl GHTE ATTECTORaHL [BanMaOMpoBaHe) (5.21 — 5.24).

5.38 BuinonHedve cex Heolxogume oNnepauMi No BHYTPUNPOMIBCOCTEEHHOMY KOHTROMIO 1 KOHTROMID
OEPYEEMWER CReanLl BONHKHD BhiTh GRODMIEH0 QOKYMEHTANBHO.

539 Bece hakThel CYLLEECT BEHHOMD OTENOHEHWA BEIXOOA NPOOYELMM OT OHUOIBMOre CNegyar perncTpHpo-

BdTh 1M paCCnNaloBaTh.
YnakoBoyHLIe MaTepHans

540 3akynke, XpAHEHWID M KOHTPOMIC NEPBMYHBLIX W NEYATHLIX YNAKDBOYHEBX MaTEQWANOE CNEOYET
VOEMATE TAKOE HE BHAMAHME, KaK 1 WCXOOHOMY ChipkhD.

241 Ocoboe BHMMaHWE CNE0YeT YAeNATE NeYaTHeM MaTepuanan. Mx cneayeT XpaduTe B DeaonacHbx
YVCNOBKAK, WCKMHHADWME OOCTYN NOCTOPOHEMY MY, PaipeiadHbie ITWEETEA W J0YTHE DaID0IHEHHEE MaTe-
AN GONEHE XPAHKTLCA M TDAHCTICDTHPOBATECA PAITENbHD B I3KDLITOH TARE, MCKMOHRIOWER WX NePenyTal-
BaHve. PaspelueHne Ha MCNonkEIoEAHME YNaKoBIYHEX MATEPWANCE AMTHHO BblaBaTELEA TOMNBKD CREUMANkHO
HAIHAHEHHBLIMK NHLAMA B COOTRETCTEHH C YTRSDHOSHHOW WHCTRYELMEA.

542 Kamood nocTABKE WK CEPMH NEDENYHEY MNKH NEYATHRIX YNAKOBOYHEE MaTEDHaN0s qonweH GelTe
NPHCBOSH HOMED MMM OTNHYUTENLHEIA IHAK.

543 MNpocpoYeHHBIE MNK HENPDUIOOHEE K WCNONBEIDEIHWD NEYaTHLIE WNd NEPEHYHEIE YNEKOE0HHEIE
MATEPMUANE OOMEHEl SETE YHAYTOMEHE ¢ GROpMAEHMEN NDOTOKONS.

OnepauMy No ynakooks

544 Tpy yNAaKoBKe NPSOYELMKA NonHed ObiTh CREO8H K MUHUMYMY DHUCK NEPespecTHOrD JarpA3HeHna,
NEpenyTEIBAHWA MMM NoaMeHs. He 0onyCKagToA yMakoesIBaTe NpoayKUWK DaINWYHBEX BHAOE B HENOGCDELCT-
BEHHOA BAWICCTH OpyT OT OpyTa NpW OTCYTCTAEMK (DUAMYECKOND PAIAENEHWA I0H.

545 Mepen Hayanos oNepauyna No ynakoeke cnedyet yienuTeca a ToM, 9To paboyan aoua, YNakosos-
HEIE NAHKK, MEHaTHLIE MALWWHE! 1 OpyToe oBopyaoRaANKME HAXOOATCH B YMCTOM COCTOAMMW M HE COoOepwar
MAETEPUANOE, NPOOYELMH WK A0KYMEHTOR, OTHOCALLWECA K NPEAWUECTEYIOWER DaboTe M HE KCNONBIYIoL MECA
B TeKywem npouecce. OHMMCTEA MHMKA YIAKCERM MPCAYKLMM A0MMHE BLINONHATECA NO CHeUManEHBM MHCTRYE-
LIHAM.

546 HanmeHoBaHWE W HOMED CepMK YNEKDBELBARMON NPOOYVELMK O0MEHE ObTh YE33aHE HA KEO0HR
MHHHAK AME YCTAHORKE.

547 TpK NOCTYNNEHKWK MRPOAYKUAA W YyNAKCEOHHLIX MATEDHANOE Ha YYaCToR YIAKDEH CNEAYET NpoRE-
DHTE WX KONWHECTRD, NOQIMHHKOCTE U COOTEETCTRME WHCTRYRLWARM NO yNaKoBKE,

5.48 lMeperqHaEA YyNakoRxa ANA HANCNHEHWA MEQED HAYANoM CNepauWi HanonHeEHHA OoMHHa BulTe
yucTol. Ocofoe BHMMaHMe chiegyeT obpartvTe Ha yoanedwe nobelx 3arpRaCqsiowExs BewecTs {OCkongos
CTEKNA, METANNHYECHAX YACTHL 1 Np_).

5.49 lMocne HANOMHEHWA W YEYNODHBAHKA NPOOYKUHK 828 MADKMDOBKY CNENYET BHNONHATE Kak MOMHO
GuicTpee. ECnik 3To HEBOIMONHD, TS CNEayeT NEMHATE He0SoONMbIE ME DB NPOTHE NERenyTEIBAHNA NDGE YKL KA
WM OWAGCUHOE MADKMPOBKA.

53.50 MpasrNEHOCTE BRINOMHEHHA MNIODLIX NeYaTHBE ONepaUFi (HaNpHUMED, HAHBCEHWA KOOOE UMK CpoKa
FOAHOCTH) NP ¥NAaKoBKE W NOCNE HeE TLIETANEH0 HOHTRONWEYETCA M cPOopMNAETCA JoKyMeHTansHo. Cnegyar
YOEMNATE BHUMAHWE DYYHOW MADKMDORKE, KOTODAA OOMHKHA KOHTDONWDORATEER YEPES DEMYNADHLIE HHTEPEArk
BPERMASHA.

5.51 Ccobble Mepk NPEQOCTONOHRHOCTH SOMHHE NPMHKMATECA NP ACNONEICEAHKK DaIpEIaHHBIE 3TH-
KETOK 11 HAHECEHMK MEYaTH BHE NHMK yNakoek. [NA NpeaoTRpaleHHA NepenyToIBAHWA NeYaTHOM MaTepuana
PEXOMEHOYETCA MCNONLI0BATE ITHEETHH B DYNOHE BMECTO PAIPESAHHEIX ITHKETOK.

2.52 CnegyeT KoHTPONMPOBATE NPEaBANEHOCTE PAGoTR AMEXTROHHEY CHHMTRIBATENER KOA0B, CHETYMEDR
ITHKETOK 1 APYTHX NoGobHEIX yCTDORCTR.

5.53 MaprvpoBKa YNaKko@oYHeDR MITEPWAN0OE, HAHSCEHHIA NEYATRH WKW THCHEHWMEM, O0OMKHA GbiTk
OTYETINHECH, YCTOWYMBOA K BO3EACTEBNID CRETA (BRAMDPaHWIC]) ¥ YOANeH K.

5.54 MNpy koHTpone NPOUecca yNakoBkd NPOOYEUWH HE NAHWK CNegyeT NpoBepATh, KaK MAHWMYM,
CREOY KL

a) oDLWHA BHT YNAKOBKM,

B} KOMOMESKTHOCTE YIESKOBKW,

C) NPABANLHOCTE MENONBIOBEAHKWA YNAKOB0YHEX MaTEPWAN0E B COOTBETCTEMM © OOKYMEHTALMEH Ha
OaHHYH NROAYKUMKD,

d} NpaEUNEHOCTE HAHECEHWA NEYATHEX HAONHMCEA;

€} NpaErnNeHOCTE PaboThl YCTRONRCTE KOHTRONA Ha NAHHK,

OBpasys NPOOYKLMA, BIATEIE C YNAKDECHHOW MHMHKK, NOBTOPHC HA NMHKD HE BOIBDAELLAI0TCA.
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555 Ecni npW yNakoBKe NEOOYKUAA BO3HMENN HENDENBMOeHHLIE O0OCTOATENBECTEA, OHa MOoMeT DeTh
BCABDELLEHE B NPOWIB0ACTED TOMLED NOCAE CREUHANEHON NPOREDEY, NPCEE0EHNA PACCNEnoBaHHA ¥ © palpe-
LLIEHWS NALE, WMEOLWETD H3 2TO NONHOMOYHA, YEaIauHse J8RCTEHA GOMNHHE BbiTe OopMNes sl NpOTOKONEM,
KOTOPKIE CREAYET XPaHATL B YCTAHOBRMEHHOM NODALKE.

556 Mp# CYLECTBEHHOM MM HEOEEUHOM DACKOROBHAA, YCTAHROBEMNEHHOM NPW CONOCTARMEHWH KOnHMye-
CTEA HEpachacoBaHHOR NEOOYVELMA, NEYaTHED YNAK0BIYHEX MATEPHANDE W KONUHECTER SOMHIL NOMyHEHHOR
MOTORCH NPOOYELMH, CREOYET NPOBECTH PACCNEA0BIHWE W YCTAHOEMTE NPWYHHY ITOMD DACKOEASHWA 00
NONYYSHKR PAIpeLUEHWA Ha DEANWIALMI0 OA3HHOA NDOIYELANA.

5.57 MNocne sapepleHis ONepaldi no ynakoexe niobele OCTABWWECA YNAKOBOYHEE MaTEeDManbl C
HAHECEHHEIM HOMEDOM CEDHM OOMMHE DBTh YHANTOMEHL! C COCTARNEHMEM NpoToKona. BoappaTt va cknan
YNAKDBOHHBIE MATEDHANDE & OTCYTCTEYHALMM HOMEDOM CEDMM BRINONHRATEA B COOTRETCTEAM C YTEEDHASHHGA
MHCTDYELIMEHA.

MNoToBaa npooyEuMa

5.58 [o BpQady PAIpELUEHNA Ha PEANKIALMID MOTORaA NPOGYKLKA J0N#Ha CO0epHaTeCA Mo KapanT -
HOM B YCAOBWAX XPAHEHHA, YCTAHOBNEHHBIX NDOHIBONMTENEM.

5.59 Mopagok oueHEM KAYECTRA MOTOB0R NPOOYKLMKE ¥ TReGOBaHWA K DoKYRMEHTALMK, HEOBXOOWMEE ONA
NOMYYEHKA DAIPELUEHKA HA DeanMIaune, NpUBEgEHE! B pasgens 6.

5.60 Mocne eead4 pajlpellesHyA Ha PEANW3IALKI0 rOTOREA NPOLYELHA XPaHWTCA Ha CKNage roToBoM
NPOAYKUAA B YCNOBMAX, YCTAHORNEHHBIX NPOWIB0LHTENEM.

OTENOHEHHEE, NOBTOPHD HCAONLAOBEAHHLIE W BOIBEPALLSHHLIS MATEDHAN LI

561 OTENOHEHHEIR MATEDHANL W NPOOYELAA A0MHHSE MMETE YETEYID MADKMPOBKY W XDaHWTLCH PaANens-
HD B 30HAX C OFPaHAYE8HHLIM A0CTYNOM. OHW NOANEMAT BOIBDATY NOCTABLWEY, nepepaboTee (8cnd aTo
OONYCTHMO) WKW YHAYTOEeHHD. [Tiobsle BsINonHeHHLE JeRCTEXA ACNHMHE JOKYMEHTANLEHD OpMIATECA M
YTEEDWAATECA CNEUMANEHE HASHAUEHHBIM MNEPCoHanonm.

5.62 MepepafoTea OTKNOHEHHOH NEOAYKUMM JOMYCKAETCA B WCHEMIOUMTENEHEY CNYyYaa% NP YONoBRHK
OTCYTCTEHA CHMMEHHMA KAYSCTRA roTOB0NH NPOOYKUWA W BRNONHEHWMA Boey TpebosaHuwd cneyrdmkalmi. MNepe-
paboTea oCylUeCTENABTCA B COOTBETCTEMM C YTEEDHOEHHEBIMA MHCTRYELIMAMA NOCTE OLUEHKK BOAMOSHOND PUCKa
C NOCNENYECLLMM 0ORY MEHTAMNEHEIM OORODMIMEHAEM.

5.63 MoeTODHOE MCNONEICEAHKE BCEA (MNK Y3CTH) paHE:E NPOWIEEOEHHON CEDHM NPOOYELMKM TReGyemo-
M KAYeCcTBa NyTem 0bLEOMHEHNA 88 C APYIoH CEDWER TOMD e NPOoOYKTa Ha ONPEJeNeHHOM 3Tang NpOWIE0g-
CTBA OONYCKASTCA TOMLED NOCNE NOMYYEHMA NPEABADMTENEHOND PAIpeLeHa, NOLMMCAHKOTD OTBETCTREHHEI-
M Mlas. [oBEToOpHOE MCNONLI0BAHKE NPOOYELMA JOMYCHAETCA TONBEKD NOCNS OUEHKY BOAMOMHON DUCKa (B
T. . Bro BNHAHUA HA CDOK MOOQHOCTH CEQWH] NS YTEEDMOEHHOH MHCTRYRLMK © ofhOpsNeHHen NPOTORKONA.

5.64 HeobiogumocTe JONONHHTENEHOMD KOHTPONA FTOTOROH NPOOYELWMK, NPoWequei NnepepaboTiy, Mg
NPoOYELWK, B KOTORYID Bbin BHMOMEH PAHEE WIOTOANSHHEIA NpogyeT, onpedenfeTch OTOancM KOHTPOnA
KaYEeCTRa.

5.65 Boappawl@HHas C PeIMKA NPOOYELKA, Ha0 KOTOPOHR Bhin yTEEYeH KOHTEONE CO CTOROHE! NPOoWIanmK-
TEMNA, NOMKHA Bl T YHALSTORENA, BCNA HE NOATEESDHASHD COOTEETCTEWE 86 KIHECTEA 3A0AHHEIM TPaGOEIHINAM.
Pelwexwe © NOBTOPHOR NpoAawe, NepeMapkMpoBKE MNA DereHepalrid MOXET DeiTh NDUHATO TONBHO NOCNE
CNELUHAMLHOTD AHANN3A, NPCRESEHHOND OTLEN0M KOHTPONA Ka4aCTEE B COOTEETCTEMH C MMCEMEHHDR HHCTDYK-
ureE. Mpr 3Tom Hecbxaqumo YHUTHEITE XapakTep NpoOyELHKE, 88 NPedsLICTOpWIG W COCTORHWE, CobmioaeH9e
CTELMANEHBIX YCNOBHE XPaHEHAA ¥ BOeMA, NDOWe0UIeE C OaTk BenyCKa. MNpu Mod s COMBEHWAX B OTHOLLISHAA
KAYECTER NPOAYELMM HE OONYCHAETCA 88 NOBTODHOE HCNONEIDBAHWE MMW NOBTODHEIA BRIMYCK, HO OOMYCKAETCA
B8 XMMHYECKaA NepepaboTra © Uenesd pereHEpaUnH aKTHEHLIX HHIPEOQWEHTOR. BCa BRINOMHASMEE JEACTEHA
J0M#HE TIWATENEHD NPOTORONHPOBATHCR.

6 KoHTponk KavyecTBa

MprAHLEnL

KouTpons kKadecTea cenlad ¢ oThHopon Npol, NpoEeIEHMENM MCNBITAHKA W NpOBEPOK HA COOTBETCTRME
TpeboBaHWAM CHeUMGIMKALMA, MECTDYHUMA 1 DpYTHE JOKYMEHTOR, © Opraqnaaynei paboTel, OoKyMEHTMDOBE-
HWEM ¥ NpOUBAYDaMA Bbl0aq4M paIpelleHWA Ha peandaalKio. Llens KOHTPONA Ka4ecTEa — HEe JONYCTHTE K
WCTIONBIDBAHMIO MMM PEANMIALMKE MATEPWanNk UMK NPOOYELWIO, He YOOBNETROPAILIME TReGoEaHAM KaqecT-
Ba. Cnywfa KOHTPONA KAYSCTEA BLINOMHAST WCCNSOOBAHMRA, MPOBEPKM W YYACTEYET B NDAHATHM Mobb
PELLEHWN, KaCAOWMXCA KAY2CTES NPoGYELMK. OCHOBONONAra0WHM NPUHLKNoM 0GSCnEue s KDHTPONA Kaqe-
CTBA ABMNASTCA HEJAEWCHMOCTE OTONA KOHTPONA KadecTea (pasgan 1).
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OBwMe NonoweHNA

6.1 Ha k2 0om NpeonovATHA, BbINYCKa0WEM NEKapCTEESHHEE CPBOCTEA, QOTHEH DTE OTOeN KoHTRoNA
KAYECTES, HEIABWCHMBIA OT APYTWX NogpaifenaHui. PYRoBoOMTeNs 3TOr oTO8na A0NMEH MMETE HeoBxoam-
MbsH ONLIT W KBANMEHEAULHID. K OTOemy KONTRONA KaYecTEd OTHOCATCR OOHE WM HECKOMBED KOMTDONEHEIX
nafoparopguii. OnA BsNOnHEHWA CROWX YHELMA oTaen Jonwed GulTe obecneded BCeMM HEOoDXOOKMEIRIA
pacypoani.

6.2 COcHoBHEIE 0DAIAHHOCTH HAYaANLHHES OTOENA KOHTPONA Ka4YecTea HanoMeHs B paagene 2. Ha otgen
BOANATAOTCA TAKKE ODA3EHHOCTH Mo paspaboTke, arTecTaudu (BanUOaLWK), BHEODEHW BOEX HHCTRYHLKA
{METOOMK) NO KOHTDON0 KAYECTES, XPAHSHHIO KOHTDONBHLX 05pa3U0E MATEDWANOE W NDOOVELWA, KOHTPOMO
MPABUNEHOCTA MAPKMPOBKK YNAKOBOK C MATEDUANAMA W NDOOYELHER, 0GECNEYEHMKD KOHTPONA CTAGKNEHOCTIA
NPOOYELMK, YHACTHIO B PACCNefonaHqed DeknamMalid, cRAJaHHLX © KAYSCTBOM NPoOykUHK, W 7. n. Boe 3TW
DYHEUMKH OOMNKHE BSINONHATECA B COOTEETCTEMM C yTRESDMASHHBIMA MHCTDYEUUAMM C ODoDMNEHKEM NPOTORD-
NOB (NDW HEOGKOAKMOCTI).

5.3 Mpw cueHke KA4SCTEA MOTOROH NPOSYKL MM CAEayeT paccMaTpuBaTs BCE CONyTCTEVIOWHME (hakTopsl,
B T. 4. YCMNOBMA NPOMIBOOCTEA, PEIYNETATE BHYTRUNPOMIBOOCTEEHHOMN KOMTPONA, aHanK3a NpoHIBCACTEEHHON
OOKYBMEHTALWA (B T. 4, QOKYMEHTALWA HA YNAKOBKY), COOTEETCTEME CNELWDMEILNAM Ha rOTORYI0 NPoOYELMHIO W
COCTORHWE OKDHYETENLHGA YNAKGENH TOTOROA NPOIYEL AN

6.4 CoTpyoHHEM OTOENA HOHTPOMA Ka4ecTBa AOMMHE MMETE ACCTYN B NPOMIB0ACTEEHHLIE 30HE ONA
oT@opa npod W NpOBEIEHMA aHaNKMaa.

Oprasviayua paboTkl HKOHTPONBHLIX NAGOPATOPHA

5.5 Momewenrs ¥ oBODYOORAHWE KOMTPONbHLIX NaGoparopri GOMEHEl COOTEETCTEOBATE OBLWMHM K
CNEUWaNEHBIK TREB0AaHUAM, NPEIERRNRSMBIM K 30HAM KOHTPONA a4ecTea (painen 3.

6.6 MNepcoxan, noMeweH|s ¥ cbopyaopadwe NAaGoparopuid OoMsHsl COOTBETCTEORATE BAGY W obbamy
npoxaecgeTea. B oTgensHsx chyyqandx GonycKaeTch MCNoNe30BAHNE CTORCHHKE NatopaToprid NpK yCRoBKK
BENONHEHUA MK TpeboaaHuid, nanoxeHHsIX B pasgens 7, 1 BHECEHMMA COOTBETCTEYIOWMY 3anHced B NpoToxo-
Nbl KOHTPONA KAYeCTEa.

OoxymeHTauMa

6.7 JoxyMeHTAUMA KOHTRONEHEX NASOPaTopWiA OoNHKHE CODTEETCTROBATE TPESOBAHWAM, WATNCMHEHHEM
B painane 4. K JokyMeHTaLWME MO KOHTROND KE3YECTRa OTHOCATCA!

- CReUMdHKaLHi,

- MEeToOuKM oThopa npob;

- METOOWMKH W NPOTOKOMNE NPOBENEHAA MCNETAHWA (8 T. 4. AHANWTHYECKWE ONEDaLMOHHER NACTE WiANK
NabopaTopHbIE Wy DHANE);

AHANUTHYSCKME OTYETE WANK NacnopTa;
= pEIYNBETATH KOHTROMNA CSpYHAOWER CPaOsl B NROMABCOCTEEHHSIX NOMBLLIEHHAX;
NPOTOKOMNE STTECTALMK {EANWIALNK ) SHANUTHYSCKMX METOO0R;

- METOOWEM M NPOTORCMAL KANWBDoaKK [NoBEDEM ) NpWEopoa W OBCNY#HMBAHMA SNNAPATYER.

212 uHopmaumra Boerda gonssa beiTe rOTOBA K NDEOCTABNEHMID B OTAEN KOHTRONS Ka4ecTea.

6.8 OoyMEeHTAUMA No KOHTROMKG KaYacTBa, OTHOCRLWAACH K NPOTOKCNaM Ceprid Npoaykuwe, JomkHa
¥PAHWTECA B TEHEHHE OOHOM0 roaa Nocie WCTEYEHWA CPOKa MIgHOCTH CEpMIA.

6.9 [nA HekoTOpbx JaHHBX (HANPUMER, PEIYNETATOR AHANWTAYECKNX MCNBTAHWA, BHXOOOR rOTOBOA
MPOOYELMIA, NapAaMETPOR OKDYHAMLLEA CRegE M T.0.) LenecoobpasHo XpanHTe NpOToROMNEl B BUAE, NO3B0NAK-
LyEsd OUSHWUBATE TEHOSHUHH WIMEHEHWA NapaMeTnon.

6.10 B aononHeHKe K NDOTOROMaM CopWid NPooykLWM chedyeT KpaHiTs B QOCTYNHOM BHOS W OpyTyio
MEQEHHHYI0 HREoPMaUMe (Hanpumep, NatopaTopHiie My DHAME MIANA NPOTOKOME ).

OrSop npob

6.11 OrBop npof gon#ed NPOBoOMTECA B COOTRETCTEMM C YTREDHOSHHEMN MHCTEYHUMAMK, BEMIOYE-
LK B ceba:

= METOOMKY OTEOopa Npod,

= NEpEYeHL HCNONBIYEMOrS 0GopYI0BaAHKWA,

= KOMWYECTREC OTOMpaeMily npob;

- MHCTPYKLHA Mo paanens Mg oTobgansoi Npobe Ha YacTy (NpK HeobxoqumMocTH);

- TN ¥ XA0EKTEPUCTHEK Tapkl gnA oTbopa npod;

- HAHECEHHE MAPKMPOBKK HA Tapy C OTODDaHHEIMK NRoBasMW;

- CHEUMANEHEE MEDEl NDELOCTOROMHOCTH, OC00@HHO OTHOCHTENLHD CTEDHNEHEX ¥ ONACHLIX BELLECTR;
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= YONOBHA XPAHEHMR,

- WHCTRYELMK MO OYKCTHE W XpadeHne obopyoocaadua AnA otBopa npod.

6.12 OToSpaHHEE KOHTPONbEHBLE 0GPaILULI A0TEHE NPEACTAENATE PENPEIEHTATHEHYID BROODKY CRDHK
MaTEMANoE MNnK NpoaykuMue. Boamoxen oThop Npoh, XapakTepuayiowny KpMTHHECKHE CTAOMN TEXHONOMMYEc-
KOG NPOUECcsa (HANPWMED, B0 HAYAND WNH OKOHYaHWE ).

£.13 Ha mapiuposke Tapel © oTobpadHbiE npobamin Qon¥HEe ObTE YEaAZaHE B8 COOQEpMMMOS, ATkl
oThopa npob W yNakoakK, U3 KOTOPEBX 3TH NpoDe BNy OTOBpaHk.

6.14 CrobpanHeie Npot KAKI0H CEDHK rOTOB0R NPOOYKLRH OOMEHE! XPEHKTECA B TEYEHHE OQHOMO roaa
NOCNE MCTEHEHWA COOKE B8 MOAHCCTH. [OTOBAR NPOOYKUMA GOMKHA, KaK NpABKND, XPEHMTECA B CEOEA ONOHYAa-
TEMBLHOW YIAKOEKE M B DEXOMEHIOBAHHEX YONOoBKAK. KoHTpONEHLE 08pailsl MCXOOHOMND Chipsa (KDOME pacs
TEODWTENEHR, MA308 W BOALI) AOMKHE XaHUTECA HE MEHEE ABYX NET NOCNE BENAYH DEIDSILEHWA HA DEANK3a-
LMK NOOY KEKE, 80T 3TO OONYCKASTCA MX CTAaGUNLHOCTRIC. TDH MEHBLLEM NEPHOOE CTAGHNBHOCTI, YEAIAHHOM
B COOTEETCTRYIMUEH CNeuMdMEaLMy, BPEMA XPaHEHMA MOKET DeiTe cOKpaweHs. KoMMYecTao KoHTROMbHbIX
COpaIuoE MCXOOHOMD ChipbA, MaTepHancs i NpoOysUWd oonwes Geime JOCTATOMHBIM ONA NPOBSOEHMA WX
MOMNHOD NOBTOPHOMD KOHTROMNA.

Mpumeyardde —Npy H2oCHOOMMOETH CPOK XPaHEHMA COPAIU0E MCXOOHOM CRIpER JoNHeH ObiTe HE MeHEs
CPOKE MPEHEHWA COOTESTCTEYHILWEH IOToB0E NPamy KL

Mpoeegerne MCNLITAHKA

515 AHaNWTHUYECKWE METOOMEW JOMEHE DbTE aTTECTORaHE (BANMOUPOBAHE ). Bog MCNBTaHWA, NpHBe-
JEHHEIE B HOPMATHEHON OOKYMEHTALWA, OON#HBE ObiTe BEINONHEHS B COOTBETCTBMW © YTBEDHISHHEIMMK
METOOMKAMHK.

6.16 Monydedsbie PEIYNBETATE HCNBITAHHE QOMEHE OQODMNIRTECA AOKYRMEHTANBHO © TIIATEMEHOM Npo-
BEDHOR BCEX BHECEHHLIX AanHbx Boe pacqeTs! JoN#HE TIWATENEHD NPOREPATECA.

6.17 MpopogrMbe UCNBTAHKWA CNEQYET POpMNATE AOKYMEHTANBHO © YHA32HAES:

a) HAWMEHOBAMWA MATEDHANA HNW NDOIYELAKY B O0IMPORSHHON qropME

b) HOMEDRA CEPHA M HAWMEHOBAHWA NPOWIBOOHTENA WHNK NOCTABLWWES,

C] CCwINKW Ha COOTBETCTRYIIWME CNEurdMEaLHK 1 METOOWEY HCNBTaHWA,

d) peayneTaToB MCNBITAHKMA, B T. 4. Ha0MopeHHa, BeHUCIEHME M CCBINKW Ha BoE NAcNopTa aHanuaos;

&) ATkl NPOBEOEHWA KCMbITAHWA,

) haMuni 1 MHHULWMANOE MKW, NPOBOOHELLIME WCMNITaHHE,

0 EMWNMA 1 HHALMANDE AL, NOOTESDHIABLLWX NPOBSTEHME WL TAHWIA 11 PEIYNETATS BRIMWCIEHNR;

h) OAHCIHEYHOID IAKMOYEHKMA O BLIGAYE PAIDELIEHHA MM OTENOHEHWK NPOSYELMK (MW GpYIORD peLue-
HKHA O CTATYCE NDOOAYELHKA ), 0ATEN W NOOMNWCH OTBETCTEEHHOTD MALA.

£.18 BeeonepadWi No B4y TRHNDOHIEOTCTEE HHOMY KOHTROM, B T. 4. ONepaulHi, BeN0NHASMEIE NALAMA,
HENOCOEOCTEEHRS PABOTANWLMMKE B NPOMIBOOCTEEHHEN 30HAX, AOMKHL NPOBOAMTECA B COOTRETCTEHWA O
METOOMKAMK, YTESDHOEHHEIMM OTIEMN0M KOHTRONA KAYECTES, 3 WX Pe3yNETaTel OPOMNATECA OOKYMEHTaNLHO.

£.19 Ocoboe aHvsadre cnegyeTt YaenaTe saqecTey NadbopartopHeX peakTHEOE, MepHoR NabopaTopHon
NOCY AL W TATRORAHHED DACTEOPOE, CTAHOADTHEX 0BPaIL0B W NWTATENLHEX CPe, OH AOMEHE MOTORKTECA B
COOTRETCTEHK C MACLSEHHEIMKY WHCTRYHRLWAMN.

620 PeakTUBL, NPEOHAIHASEHHBIE ANS ONATENBHOMD WCNONBICBAHMA, OOMNHHE HMETE MADKWDORRY C
YHAIAHMEM 0Tk NPUIOTORNEHKSE W C NOGNWCAMM KCnonHuTened. Ha atereTee gomsed GbiTh YKAZAH CDOK
MOHOCTH HECTADMMBHEE DEAKTUBOR, NWTATENLHLE COeR W Cnedddiiyecsde yonoBya WX xpadesisa. 4na
THTPOBEHHLIX PACTECPROR CNEOyeT YEEikBaTeE DATY NOCNegHen YCTAHOEMEHWA TMTER W COOTBETCTEYHOWMA
NONPaBoYHEA KO MLMENT .

£6.21 Mpw HeoBxo0uMOCTH Ha TADE CEOYET YEAILIBATE AATY NOMYYEHWA KA¥O0MT BEWESCTRS, HCMONbIy-
EMOMD ONA NPOBEOEHMA MCNEITAMKA (HANDHMED, PEAKTHRCE ¥ CTAHAADRTHLE 0GPaIL0E) C COOTEETCTEYHO LMK
MHCTDYEUMAMKA MO WX MCNONBICBAHKWID W XDaHEHWD. B HEKOTODBIX CNYYaAx Nocne MonyYedns WK nepes
HCTIONEIOBIHMEM PEAKTHEA MOKET BOIHWKHYTE HEOBXOAWMOCTE NPOBEAEHHA &8N0 HCTkITAHKA HA NOATMHHOCTE
WIAMK ApYIOND MCNBTAHWA.

B.22 MMBOTHED, MCNIONEIYEMBN AMNA KOHTPOMA HOMNOHEHTOB, MATEPWANOE WM NPOOYELIMK, Creqyer,
npk HeoOXoaMMOCTH, NOMELLATE B KADAHTHH Nepes patoTon C HUMK. YX0T B KOHTRONE 33 MHBOTHEMK J0MHE
ObiTE OPraHH30BaAHE! TAK, YTOOE OGBCTEYHWTE HX NPMIOOHOCTE K MCNIONBI0BAHWKD N0 HAIHAYEHWY. HHBOTHRIE
OOMHHE BelTy MAPKWMDOBAHS!, WCTORMK Da00oTH C HEMK SOMEHSEl BT oOpMAeHEl JOKYMEHTANBHD,
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7 Pabora no KOHTPaKTaM Ha NPOWM3BOACTEC NPOAYKUMA W NPOBEAEHWE aHANK30B

MpuHUMME

Bo vabewanne pasvoqTesi, cnocobHbix NPWBECTH K yXYILWEHWKD KEYECTES NPOOYKUHK WNK BRNONHEHRA
pagor, cnegyeT TWaTeNsHd COCTABNATE, COMACOBMEATE W KOHTRONWMPCREATE BRMNOMAHEHWE KOHTREKTOE Ha
NPoUIRoOCTES NEOOYELMK 1 NPOSEOEHWME AHANKI0E. KOHTREKT MEXOY JAKIIHMEDM K MCNONHWTENEM JOMTHEH
GblTe COCTARNEH B NMCLMEHMHOA (DOPME C YEAIAHKEM YETED ONpegeneHHby obAIaHHOCTEN KakOoh 13 CTOROH.
HOoHTpaKT AoNMeH YoTAHaaNMEaT NOPAJ0K A8RCTEHE W OTEETCTEEHHOCTE Y IIOMHOMOYEHHITO MALA 33 Bhifaqy
pazpelleda Ha DEANHIaUMKD KaO0R CeprK NPOoOYHLMK.

Mpwueyadye — HacToswwd pazien pEcCMaTPHBESaT TONBED OTEETCTHEHHOGT b NPOM3BAOUTENSA 38 BRINGMIHEHWES
TPedoBSHWA HACTORLLEND CTAHOAPTA.

Ofwme nonoweHWA

7.1 KowTpakt qomsed BulTe COCTRRN2H B NUCEMEHHON DopMe 1 QonMes BEMoYaTe B ceba nepedeHb
MPoWIRCOCTEEHHEXY ONEPaUKHE WKNK aHANWI0ER, BLNCNHASMBIX HA OCHOBAHMK KOHTRAKTA, W NpOEoOMMED
TEXHHHECEWX MEDONDHATHIA.

7.2 BuinonHeHWe KOHTRAKTA HA NPOMIECOCTRES WIHNKW NPOBEOSHWE AHANHIOR, B T. 4. C Y4ETOM Npagno-
WEHHBEX WIMBHEHAH TEXHWYECHOID WM GPYIOne XagakTepa, JoMHH0 COOTEETCTECEATE Tpedosadnam Hopma-
THEHBIX JOEYMEHTOR HA NPOWIBCOCTES W DEMMCTPAUKMOHHON O0CRE HA QaHHYI0 NDCEYHEWD.

JaKaIUMK

7.3 3arasquk HeceT OTEETCTEEHHOCTE 38 OUEHKY KOMNETEHTHOCTH HMCNONHWTENA W &rs CrnocoSHoCTE
BRIMONHMTE KOHTRAKT HAOMEWALMM 000a30M, 3 TAKKE 38 BXNIOYSHWE B KOHTREKT NONGHEHWA, 0GeCcnauMBann -
LMY BRMONHEHWE TpeboBaHNA HECTOALLEND CTARgaDTA.

7.4 3akasqmi NpegocTaBNAST WCAOMHUTEND MHQOpMaUMID, HEoBXoansmyd ONA BeNOMHEHMA NPEOYC-
MOTPEHHEIX B8 KOHTPaKTE pafoT 8 COOTRETCTEMW C TPeGomaMuAMKM PErMCTRALMOMHOND OO0CEE, HOPMaTHRHEIX
OOKYMEHTOB M J3K0HOOATENECTED. 3aKazddl gomwes yOeOMTeECA B TOM, YTO MCNONHWTENE 0GNagaeT NonHoi
HHPopMayKed o aKTopax, CEAXAHHED C NEDAYKUWaH Wk paboTol, BEMONHASMON N0 KOHTRAKTY, W NPEqCTaB-
MANWAY ONACHOCTE OMNA &M0 NoOMeWeHi, obopyaoaaHna, NepcoHana, SpYIky MaTepManca HNy NpogyETos,

7.5 3akasqdk gonwed yBeduTeCA B TOM, 4TO BCA MOTOESA NDOOYKLWA W MATEDHATR, NOCTARNEBHHEE Sy
WCMONHWTENEM, COOTBETCTEYIOT CNeUMgMKaUManM, a paipelleHke Ha PeankuIaumKio aTol NpoaykuMHd BelOaHqo
YONHOMOYEHHEIM THALOBM.

Henonuurens

7.8 MocnonuwvTens QOomseH wMeTs COOTEETCTEVIOWME NOoMEWeHna, obopydomaq«e, IHauWA, O W
EOMMNETEHTHRK NEpCoHan ONA HAONEWAWErD BeINOMHEHHA KOHTRAKTE. KOWTPAKT HE NpOW3IBOOCTED MOMET
BINONHATE KCMOMHWTENL, WMEKILLAN DEIpelBHKE Ha NPOMABOOCTED NeKAPCTEEHHEE CRenCTE.

7.7 HMcnonuvTens J0MmEeH rapaHTupoBaTE NPMIoOHOCTE NOMYUSeMElX MM MATEDWANOE W NPOOYKLFK ANAa
WMCRONEI0BAHAR 10 HAIHAHSHAD.

7.8 HMononHUTENE HE OMTHEH NDHENSKETE TRETED CTOROHY [ANA BkNORHEHMA PabOT WNA WX YACTH, NopYYEH-
Hisl &MY N0 KOHTpaxTy, Be3 NpeasapuTenEHOM PRCCMOTDEHKA 1 COMACOBAMHKA C JAKSIHMKoR. TIDW 33KNI0WEHHN
COHTALLBHKA  MENTY - WCNONHATENSM 1 TPETEEA CTOPOHOW O00MmeHa GbiTh rARaHTHA TOMD, 4TO WRdopsMalmus o
APOMIEGOCTES 1 NpOBE0EHMH aHANKIos ByneT A0CTyYNHA JaKAI4MKY B CODTEETCTENW C KOHTDaKTOM.

7.9 MocnonHuTens He 0MmeeH NpeanpHHEMMaTs GeRcTBMA, KOTODBIE MOTYT 08a3aTh OTDULIATENBHOE BIK-
AHWE Ha KAYECTEO NPOOyKEMK, NPOMABEIEHHOA WIANW NDCAHANKIKPOBAHHONA KM B COOTEETCTEMMW C KOMTDaKTOM.

KouTpakr

710 KOHTPaKT JaKnK0YasTCR MERDY IAKATUMKOM 1M HCNONHUTENSM. B KOHTRAKTe YKAIBIBISTCA OTEETCT-
BEHHOCTE CTOPOM 33 NPOMIBOOCTEDS M EOHTDOME NEOAYEUMK. TeXHASECKME SCNeETsl KOHTPaKTa J0MHHE GelTh
COCTARMEHE KOMNETEHTHEMK MNALAMA, 00Na0aKWIKMKH COOTEETCTEYIOLWMMEA IHAHWAMK B DBNACTH TEXHONOTHAK
NpPOM3BCOCTES NEKapCTEEHHEY COEOCTE, NPOBSTEHMA AHANWIOE W TPEGOBaIHWA HacTORWEND cTaKgapTa. Boe
COMALLEHHA NS NPOWIBOACTEY W NPOBSOEHMIO AHANWA0E JOMKHs BT COMNAacoRasl obeMMM CTOPOHAMIA W
OOM#HE COOTEETCTBOBATE TREGOBAHKAM PEMNACT PALMOHHOND 0CkE.

711 B KOHTPaKTE DOMHHO GbiTe YK333HO, KakkuMm 0DpazoM YIonuHoModYeHHos NHL0, OTRETCTESHHOE 33
BEINYCK CEDHW NPOOYKLMK ONA PeanvIalKK, ApasTHRYeT, 4To KAX0an CepMA NPoOYELWME Belna WaroTORMNEHa 1
NpPOECHTRONMPOBAHA B COOTESTCTEMKM C TPeGoRAHMAMM HODMATHBHON OOKYMEHTALMK M PEMCTREUMOHHON
A0CLE.

712 B koHTpakTe JomsHe! BeiTe YEadadsl NWU, OTEETCTREHHEIE 33 JAKYNKY, NPOREOEHNE HCNBITAHWA K1
BhIOAYY PRIDEWEHMA HA KWCNONEIDEAHWE MATEDHUANOE, NPOWABOOCTAN, KOHTROMNS KEYECTEA (B T. Y. BHYTRHMDO-

18

E u 5 '|' FOCT P 52249-2004, MNpaBuna npov3BoACTBa 1 KOHTPOSSA KayecTBa fekapCTBEHHbLIX CPeACTB
[NEEWE  Good manufacturing practice for medicinal products (GMP)


http://www.gostexpert.ru
http://gostexpert.ru/gost/gost-52249-2004
http://gostexpert.ru/gost/gost-52249-2004

MoOCT P 52249—2004

HABOACTESHHEIA KOHTPONL), TGO Npod W NpoBSOAaHKE AHANWA0R. [pK 3aKNKYEHMH KOHTPAKTA Ha aHaNM3
MEDOYKUAA JOMKHE SeiTe NpagycMOTPEHE BOIMOHHOCTE NPORESEHA oTBoRE NPoE MCNONHHTENEM B NOMELLE-
HIAAY NPOWIBOAMTENA MDY A,

713 MNpoTokons NPOM3E0ACTES, AHAMNWIOE W PEANWIAUKK NPOOYELKK, CODTEETCTEYKILIWE KOHTDONBHERE
OBpaIL s A0MEHEl XPAHWTECH Y JAKATHUES MNH OOMsHB BbiTs @88y JOCTYNHEL NepadsHs AoKYMEHTOR, OTHOCA-
WMHCA K OUEHKE KaY8CTER NPOOYRLMK W CRAIAHHLIX C DEKNAMALWAMW WNH BOIHHMEHOBEHWEM COMHEHWH B
KAYECTEBE NPOOYELWM, N0MTHeH ORTE ONPegansH 3akasiqiom B WHCTPYELWAK No OTENOHEHWIO (OT3HBY) Npoayk-
UK. 3TH SOKYMEHTEN JOMHHE GBITE 0OCTYNHBL ANA 38Ka3491WKE.

7.14 B eoHTpakTe SomsHO DbiTe NPEOYCMOTREHD NPABD 3JAKAIMKEA Ha NOCELWEHWE NPOWABOOCTES MCNOM-
HHTENA.

7.15 MNpw 38KM0<EHAN KOHTEEKTA HA NEOBENEHWE AHANWI0E BOIMOMHO MHCNEKTUDOBAHWE MCNONHWTENA
HAAIODHEBAW DPrAHAMM.

8 Pexnamauuu M OT3LIB NPOOYKLWH

MpAHLHML

Boe pernamaumi b MHOpMAaLKe, KSCa0WMEcA NPOaYKLKMK C NPegnonarademMsirmn HapyWLeHHaMKE KayecT-
B, AOM#HE! Bl Te TLWATEMNEHO NPOAHaANKINP0RAHS| B CODTBETCTEMMW C MECTDYELUWAMK. Ha NpegnpuaTHd JonxHa
GLiTe CO30AHA CHCTEMA DRCTROMS W 3dMPEKTMBHON OTaLIEa C PRIMKA NPOOYKLMK C ABHEIMA AWM Npegnonarae-
MMM HADYILEHWAMK KAY8CTEA B CReqyIolwmy chy-anx:

a) NpoOyKUMA OEAIaANack ONACHON MM ObEMHER YCNOBUAX NPMMEHEHIA;

b} NpoOykuMA TEpaneETiYeckd HexbperkTHaHa,

C) N0 KEAYECTBEHHOMY K KONHYECTESHHOMY COCTABY NPOAYELWA HE COOTRETCTEYET COCTARY, YKAIAHHOMY
B DErMCTRELNOHHOM JOCHE,

d) KOWTPONE MOTOROMND NEKapoTEEHHOND CReACTRa WKNKH MHIPEOWeHTOR, KOHTDOME NPOMENYTOYHER CTa-
AW NPOWABOACTEEHHOTD NPOUEcca HE NPOBOOMNCA WNH HE BRINONHANKCE TPEGOBaHWA Wnk 0GA3aTanLCTEA,
OTHOCALLWECA K YCNOBHAM BBU1AYH PAIpEllieHWA Ha NPOMIB0OCTRO NEKapCTEEHHEX CPENCTE,

&) NP Jpyrdx HenpedavaeHHsy 0GCToATENBCTEAY.

Pexnamaymm

2.1 Ha npeanpuaThn Gorsked DbMe HAIHAYEH COTRYOMME, WMEIOWKA B DAcCNOPAXEHMH HECDXOOMMBIA
NEQCOHAN, CTRETCTEEHHLIN 38 PACCMOTPEHKE DEXNAMALME M NpUEATHE peleHdid. Ecnw aToT coTpyaHME e
AENASTCA YNONHOMOHEHHEIM TALSK, TO ¥NONHOMOSSHHOES NWUDS SOMHHO BTk NOCTAANEHD B MIBSCTHOCTL O
poex aKTax peknaMalkE, paccnenoaaqyi M OTILIBO0E NDOoOYKLWA.

B2 NedcTEMA N0 PACCMOTPEHKIO DEKNAMALMA H3 NPEANONOAHMTENEHD HEKAYSCTERHHYD NPOOYHUND 1
MPHHATHE RELLEHWA 08 OT3RIES NPOOYKLKWKA J0MHEl BkiTe MANCHEHLl 8 COOTEETCTRYIOWENA HMHCTRYKLIMK.

8.3 CnegyeT obecneynTe TWAaTeNEHOCTE PACCNEqOBAMKA DeKNamMalMy W erg Doy MeHTaneHoe odwop-
MINEHWE C ONHCAHKMEN GeTanad nobol NpETeHIMK Ha KaYesTRa0 NPogYELMK. K 3Tol padoTe 0baHHD NpWENeKa-
BTCA NMUUD, CTEETCTEEHHOE 33 KOHTPOMNE KEYSCTRA MOy HLNA.

8.4 Ecnu obHapyweHo WNKM NogoapesasTcs HeCcoOTBETCTEME KaYaCcTRa Kakod-nubo Cepud NpoaykLM«,
CNeqyeT NpUHATE DELUEHHE O NPOBEQKE aHANOMMYHBIX CEPHMA. B YacTHOCTH, NpOREpEE MOTYT NOGNEMaTE JPYTHE
CEQHK, CONePMALLWE NEpepaboTaHHENE NDOOYET M3 ITOH CapHi.

8.9 Pewearua 1 Mepsl, NPUHATEE N0 MoB0R peknamaury, GoNHHE BblTe BHECEHE! B COOTRETCTRYIOLME
MPOTORON HA CERMIO NDONYHL M.

8.6 NpoToKone pekNaMauvi CNegyeT PeEryNApHD DECCMATEHEITE M AHANHIMPOBATE C LENE0 BRIRBENEHHA
cReUHbueckdy ¥ NOBTOPAMILKYCA akTopos, Tpedyiowwy oCoDoro BHWMaHWA W CNOCODCTEVIOWMY OTIsIBY
THED Y LA .

8.7 MNpo yyowedn KEaHecTBa NPoOYELKEKY WA gpyris npofnessas © KaHecTEOM, B OTHOLWEHMH KOTODkRN
MNPeqnNpHHWMaNTCA KODPeKTIDYIOWHE DEACTBHMA, NPOUIBOOUTENE O0AZEH HIBECTHTE COOTRETCTEYIOWMWE KO-
METEHTHEE SRTaHE.

OTakie NpoOyKUWH

2.8 Ha npeanpuaTid GomeeH ObiTh HAIHAYEH COTDYOHKEK, HMEKLWWA B PACNODEEEHME He DKo oMM
NepooHan, OTEETCTESHHEIR 33 CHOEBDEMEHHEIR OTIHE NPOOYKLAW C PRHKA. Kak Npas«ng, 370 NWU0 J0MKHD
BRITh HE3ABMCHMEIM OT CIYHE DEanNMaaUMM KW MapkeTiHra. EcnK aToT coTpyaHqe He AENAETCA YNONHOMOWEH-
HEIM MWLM, TO FICNHOMOYEHHOE NULD GOMTEEHO GRTeE CCREA0MIEHD 060 BCe (DaKTaX OTILIBOR NPOOYELMMK.

2.9 lMopRgok OTawBa NPOOYELMK Q0M#eH ObMe DEMMAMEHTHDOBAH HHCTPYELMER, KOTODYKD chegyer
PEMYNADHO NPOEBEPATE 1 NEPecMATDHUBAT.
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810 OTabia NPOAYKLHK OOMMEH GCYLWLECTRMATECA GNERATHEHDS K 8 MOD0e BpameA.

8.11 KoMNereuTHRIE Opradel CTRaH, Kyga sorma ObiTe Hanpagnesda NpoaykuMa, GonsHe DeiTe Hesen-
MEHHD MHRODMAPOBAHL! O NPHHATAN pellaHya ob OTakIBE NPOOYELMKE B CEA3K C NOOOIPEHAENM MK obHapywe-
HWEM HECOOTRETCTEMA 88 KAYECTRA.

8.12 OoxyMedTaumWa No oTrpyIKe NPOOYELMKA GomeHa BT AOCTYNHOA ANR NMUa (MWL), OTBETCTREHHO=
rofbix) 33 OTIkIE NPOOYWLMK, W COOBPWaTs JOCTATOHHYI0 HHHopMaLKWe o8 onToBRX NOKYNATENAX W NpAkEX
Jakazqukax (agpeca, komepa Tenedoxos/darcos B pabodes KW B Hepaboyes BpeMa, HOMEDA CEPUA W 00LeMEl
NOCTAROK), IKCNOPTHEY NOCTABKAY W NOCTABKAX 000aIL0E NEKAPCTEEHHLX CREACTE.

8.13 HaoTospadHod NpoayELMKn A0MEHS BkiTh COOTBETCTEYILLARA MADKMPOBEa. OTOIBaHHYIO NDOOYKLMIO
CREOYET XPAHNTE B HAOEHHD WIONMPOBAHHLEL I0HAX A0 NPWHATUA DELLEHWA O 88 OANLHEHLLEM HCNONLIOBAHKM
WM YTHH3AUNA .

8.14 MocnenoBaATENEHOCTE ASACTRWA NPH OT36IEE NPOOYELWMA Q0MEHa GBTs (POPMNEHE O0KYMEHTA ML=
HO. DHOHYATENEHE OTYET OOMEeH COO8paTs DanaHc Meway HONWYeCTROM NOCTABNEHHOR W OTOIBaHHON
MPOSYKLLMAIA

815 3PhesTHEHOCTE MEDONDHATHE N0 OT3LIEY NPOSYELWK CNEOYET DEryNADHD aHANWAWDOEATE.

9 CamoMHCcnekuua

MpsHLpans

CAamMOMHCNEEUMA 0MDEHA NPOBOOWTECA C© UENkI0 NPOBEPEY BRINOMHEHWA NPESNPpUATHEN TpeboBaHriA
HACTOALEAD CTAHAEPTA W NPHHATHA HEOBXKoOUME MED N0 YCTPEHEHHIO HELOCTATHOR.

9.1 C Uenk BeNOMHEHKWA NEHHUHNCE 0BeCNaYeHnA KaHecTEa BONPOCH, CEBAZAHHEE ¢ paGoToN Nepco-
Hana, coepwadven NoMelesri, akcnnyaraysel obopyacaanua, oKy MEHTAUMENR, NPOMIBCOCTEOM, KOHTRO-
MEM KA4SCTED W PEANKIAUMER NEKAPCTEEHHLIX COROCTE, MEPONPHATHAMA No paboTe © PEKNAMaLKAMA W OTIRIEY
NPOOYELMK, 8 TACKE NPOBSASHHI0 CAMOWHCMEKLMA, OOMKHE DEMYNRPHD PACCMATPUBATECA B COOTBETCTAMM C
YTEEDEOEHHON NDOrpaMMONA.

9.2 CamMoMHCNeKLMA JOMKHa NPOR0GMTECH HEIARKCHMO ¥ TLLATENEHO CISLMANEHD M3 IHAYSHHEM NALSM
(NMLaEMM ) W3 WTaTa NpegnpuATHA. [Noneaso NPoBECAMTE HEIABMCHMEIR ayQWMT IKCNEPTAMM CTOROHHWY OpraHmH-
AL,

9.3 PeaynbTaTkl NPOREISHUR CAMOMHCTEKUWA JOMMHE BhiTe 0DOpMIEHE GOKYMEHTansHo. MNpoTokonsl,
COCTARMNSHHEIE N0 PEIYNETATAM NPOBEOGHWA CAMOMMCTIENLMA, OOMEHL BXMO4ATE B CE0R BCI0 NOMy-HaHHYI0
WHROPMALWKD W HEOEXOOWMEBIE KODDEKTHDYIOLWE OBACTRWA (NP HesbxogumocTd). JeicTBXA, NPHHHMABMSIE
Mo PE3yNLTATAM CAMOWHCIEKLMA, CneayeT odopMAATE GOKYMEHTAMNBHO.
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Mpunoeesne 1

MNpoW3aBoAcTED CTEPHUALHBLIX NEKAPCTREHHLIX CReOcTR

MpHHuMNk:

K npouasoncTey CTERHNEHBEE NERERCTEEHHLIX CREACTE NPEgLAENROTCR ocobee TpeboBaHmA, HANPARNSHHEE Ha
CEEMEHAE K MAHAMY MY PHCHA 380 PRIHAHWR MUEDOORIEHWAMAME, SECTHLAMA 1 NAPORSHE MK, BRNonHeHmsS 3THx Tpebasanni
B0 MHOMM 33BMCAT OT ONLITA NBPCOHANA, aro NOAroTORKY W OTHOWSEHKA K pabote, DoobeHHG Bsicogde TRaboEaHNA
NPSIEABAAKTCR K OSSCnBqYaH KEYSCTEa, NOArOTOBKE M SEINONHEHWID TEXHONOMMYECKWY MPOoUSCoos, WY TIATENLHOR
aTpabfoTee ¥ aTTacTayMM (BEAanEAauMK | KOHTPONE EOHEYHIA CTESMN NROWVIBOOCTES MW KOHTRONE MOTOBOMD NPOOYETa HE
MOCHET PACCMETHHBATLECR KBY BOMHCTEEHHOE CPEACTED ODBCNEHSHWMA CTEPHNEHOCTH WK QRYTHE MOKazaTansl xasecTea
MO YKL

Mpwmeyadwa — HactoswMA cTAHOAPT HE YOTAHSENWESET METOOE ONPEOSNSHAA YHMCTOTE BONYRE,
NOBEPEHOCTEA W NP, NO MAKPOCDIAHMEMAEM 1 HACTHUAM. 3TH TREE0BaHIA NPHBEOOATER B QPYTHY HORMETHEHEX IOy MEHTX
{ctanmaprax CEN, MCO, TOCT P MCO w gp.).

OBwme nonoxaHwA

1 Mpou3apoacTEd CTEpHNbHLER NPENAPETOE SONHHO Gmh OPraHM308aH0 B YA TEE NOMELUEHWAX [30HAX) © BOA0YILWL-
HiIMM WNE3aMY 4rA oDecneqeHuA J0CTYNE NEpCoHana WunK nepaMelesms obopyaoaaHMA 1 MaTepnanos. B quorex
MOMELEHHAY (I0HEX] D0NMEH NOAGEPHHBATECH YPOBSHE HWMCTOTE NGO COOTRETCTEYHILLEMY CTAHOAPTY. & BOAOYY OOMHEH
NOASEaThoA Yapa:s dMNeTpe HEOBROOHMMON P KTHEHOCTI.

2 MogroToess NEPEMYHOR YIARDEXH, MPWTTORNSHWE IPOOYETA W HARONHEHWE OON#HL BEINAOMHATECR B 0758 0HLE
SHETHEE 30HEX | NOMELLEHAAR ).

Mpouecte NPOM3B0ACTES CTERWNEHEY NEXBPCTEEHHEIY CREACTE NOOPAINSNRNTER HA QB8 KETaropHn;

- NpPEmyCMETRWSARKILIME hHHWILHY Y CTEPHAMIELMED [T, 8. CTERMNUIGUMK B TEPMETAHHOR NEPEMHHOR yNakoems ),

- NpOBROEHMEIS B ACENTHYSCKNY YCNOBMAK HA OOHOM HNW 808K STENAX NPOMIB0NCTEE.

3 HMoTeE NOMBWAHWA (30HbI) ANA NPOMEEOOETES CTEPUNEHDA NPOOYHYME KNSCCHQUUMPYIITER B CODTESTCTEHN ©
TPEDORIHUAMK K ORDYHSHIWER CPE0e C WEnki CEOSEHNE K MEHEMYMY PUCES 33MPAIHEHMA NPOOYKTE WK METEPWAEoE
HACTHUEMK WK MAKpoopradHuamame. Kasoas npovasncreaHHan onepagus TpebyeT onpeaensHHom ypoBHe HUCTOTE
OHEYHAKILERA CRaOE B SECNNYATHRYEMOM COCTORHUM.

Ors obacnssaHns COOTEETETEMA HWETEIX NOMALLEHMA [YMCTRE 30H) TPEBOEaHMAM, NPE0ERBMASMLIM K SKCOmyaTupy-
EMOMY COCTORRHED, HE MPOEKT GOMHESH NPELYCMaTOHEATE A0CTHHAEHNE 380AHHLIE KNSCO08 HHETOTE BOAOYSE 8 DCHIWEHHOM
COCTORHKM,

CDEHBWEHHOE COCTORAHWE — COCTORHME, B KOTOROM SHCTOE NOMEWEHWE yHELMOHRMEYET, TERHDNOMMYSCKOE obopy-
ACBSHWE NOMHOCTERD YEOMNMBETOBEHD, HO NEPCOHAN OTCYTCTEYET.

SHCOMYATHPYEMOS COCTORHWE — COCTOAHME SMCTOND NOMEWEHWA, B KOTODOM TEXHONONmMecsos obopynosaqmes
iy HELWOHHEYET B TRREYEMOM DEFUME G 3303HHLIM YHCnon paioTarward NepeoHana.

HHCTRIE 30HL N NPOWMEB0OCTES CTERMNLHBELE NEKAPCTESHHEIE CRSOCTE NOAPAIAENAKTER HE YETEIPE THNA:

A — POKANLHAR 2008 ONF NPOBEASHWA ONApALMA, NPSNCTABNAKLME BRCOKME DHCK QNA KE4ECTER MPODYELMI,
HENPAMED, 308K HANDNHSHWA, YRYDOPEM, BORDEITHR SMiyn v Gnsagoros, COBnMHEHUA HacTel 0BopyQ0BaHMA B ACSNTHHEC-
KX yoNoBWRX. Kaxk Npaguno, B TakMy 30HEX HENONL3YHTOR 0QHOHANPEENSHHEIR (NBMMHAPHEIA] NOTOR BO3gyxa, ohecne-m-
BARILYMWA B HEZEMEHYTOR YMCTOR 30HE QOQHOpOgHYR cropocTe 0,36—0.54 wic (peromannyenos aHaqeHne ). NMogoapsadie
OAHOHENPEENSHHOCTH BOAOYILHOMD NOTOKE Oormkss DeiTe NOSTEEPHOSHO NPW arTecTauwd [Banupagua). B 3akperes
MAONARYHILME YOTRORCTEAN M NEpHETIHHEY DORCAE MOMHO MCNOMNEI0BETE OAHOHANPABNEHHEIR NOTOK BO3AYEE C MaHsLWER
CHODORET R,

B — 20H3, HENOCREOCTEEHHD OHDYHAWAR 30HY A W MPEOHEIHEYEHHER ONE ACENTHHECKDID NOWMOTORNEHHS W
HENONHEHWR,

G v O — 4METEE 30HE SNA BEINONHEHHA MEHES OTEETCTBAHHBIX CTAOMA NPORISORGTES CTEMNLHON MPODYELMMW.

HnacowdmkaUuA 30H NO JarpAIHEHNID BOA0YXE HACTHUSMA NDHESREHE B TatnuuE.
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B SECMMAN RS QONYCTHMOE YREN0 Aoty B 1 M7 B039YRA, NPW PAIMEDE YACTHL, PANHOM WM Bonewes (s}
Tun aoHed 0 GCHE LN M oG TORNH (B B IECOAYATARYEMOM COSTORHAN (1)
0.5 www (d) 3 MEmM 0.5 mmm [d) 5 mEm
A 3 500 1{e) 3 500 1 (&)
B {c) 3 500 1{e) 350 000 2000
G (c}) 250 000 20040 3 500 000 20 000
O e} 3 500 000 20000 He parmamerdtvpyarcs (f) | He perramediapyancs ()

Mpume4HaHKMA

{a} HoHUaHTRALUMA Y2CTHU & PRIMEDEMM, PEBEHEIMK WK NPEBEEILSHWHMH YEKEISHHEE 3HAYEHWA, ONPS0anAeTen o
MOMALERD OMCKDETHOND CHETYMES 33P0A0rsHEX SacTHL.

B aoxe A cnagyart npeaycMETPMBETE HENPE P AHLE KOHTPONL KOHUSHTPAUMK Y20THL,. PEROMEHOYETCR NPEaycMar-
DMEETE TAKDA KOHTPONE M B 20HE BY.

Mk TeRYLWEM KoHTRONE 30H & 1 B otBuparTes npabil obuwmM oGsamom He medas 1 w7 Tawoi xe ofues npob
DEXOMEHOYETCA W ONA 30H610 C°

{b} YpoBEEHb JAMPASHEHMA HACTHLAMK, MOEE33HHLIA B TAAMMUE ONA CCHALLEHHON COCTORHWA, O0MEEH QOCTAETECH
e pEd 15— 20 MuH [DEXDMEHOYEMOE IHEHEHWE BREMEHN BOCCTAHOBNEHWA | NOCNE ISBERWEHWH NPOLECCE NPW OTCYTCTEMK
nepooHana. YposaHs JSMPAIHEHHA YSACTHLAEME ONF 30HL A B SECNAYVATADYEMOM COCTORHAM J0MSEH NOOASpHWBATEER B
A0HE, HENODCPEOCTESHHO OREHAKWAER NPOOYET, EOMOES MPoOyET @ OTEDLITER YHAK0EKE MMEKT NPRMOA HOHTAKT ©
OHEYHAKNLER CPegoi.

NonyCcHAsTCA, YTO B NPOUECCE HANOMHEHWA HE 2oarga moseT DuiMe NOKEIaHD COOTEETCTEME CTAHOAPRTAM No
HACTHLEM, MOCKONEEY CAM NPOOYET MOMET BEIOENATE HBCTALE MNH KANEMSHA,

{c) B apvax B, C w D gparmHocTs 20s0yxoDOMEHa QOMsHE ONPEOSnATECA © YYSTOM [33MEP0E NOMELWEHHR,
HEXOZAWEMGA B HaM obopygoBaHnA n nepocodana. ns 2o A, B v C cHcTema noghoToamd Bo3gy s SOMEHS MMaTe
COOTBETCTEYHILWWE duneTpe [Tina HEPA).

{d} 3HSMEHHA MABKEHMENLHO AONYCTHMON YWMCNE A3P03nnbHL H80THY © padmapand 0.5 w1 Bonss B acHAWEH-
HOM W SKECNNYSTHRYEMOM COCTOAHWMAY DPHEHTHUPOBDMHD COOTEETCTEYHIT KNEccam Sctatel no FOCT MO0 14644-1.

(g} MNpagnonardasncn, 4T B BOEAYEE STHX 30H YAcTHULl & padmapama 5 mem W Donsse aomsHsl OTCYTCTEOBATS.
MOcrankeRy HEBOAMOMHO CTATUCTUHECEY JOCTOBEPHO SOKAIATE NONHOE OTCYTETEME YACTHL, ANA 3THR CNYH2EE YOTAHORMEH
npefen — 1 Yactuuai®. BEnonsaHde SToM yoNoBrA CNanyeT Noxa3ate MW aTTEcTALRM YHUCTON NOMELEHAR.

(fy TpebopaHWA K 3TOE 30HS ¥ SOMYCTHAMEE Mpe0sns 3SSNCAT OT XADEKTERE BeiMONHABMEIZ B HER ONEDEUMA.

* 3w TpaboeannA BeaneHsl 4nA cTpad EC e cestRbOpe 2003 r. OnA npom2e0qcTe, BeINYCEEMKLWMN NPOgYELHED ONA
BHYTREHHEr peiHEd Poccuickon Segepagyui W 0N\ CTREH, He BxogRwnx B EC:

- HANEEPE BHLIR KOHTRONE KOHUEHTREEMNA YACTHL MOomeT BuiTe 3ameHEH HA NEapHo0MYSCKMA KOHTROMNS, NPORDOMMEIR
HEERES HEDOMLWME MHTEPBANL] BREMEHW, HAENDHMED, NEPE0 HAHANOM CMaHE! M NOCNE B8 OROHYEHWEA,

- BMECTO OThopa npobw ¢ obwem obeamom He MaHes 1 M MomeT BhiTh MERONLI0BAH METOO NOCHEG0BATENLHOMD
atbapa npolb no MOCT MO0 14644-1—2002 wYutTeie MoMSWEHMA 1 CER3AHHES © HUIMA BOHTRONMPYEMBIS Cpaiel. Yatms 1.
HnaccndikEaumMa “MCTOThl BOZOYXNEN.

TpebosaHmA £ apyrvs napaMetpar (TEMNSpaTYDE, OTHOCMTENEHOA BNAMHOCTH W Op.} 388WMCHAT OT NPOOYETE W
APAKTEPE TEXHONOIHYECKME ONBRELUWA. 3TA NEPEMETDE HE CEA3EHE C KNACCAMEA HHETOTEL
Mprssps ONSpEUHA, BRNIONHASMBIX B 30H3) DAANWHHEIX THRIOE, NPMBE0aHE B Tabnuyax (nyHxms 11 w0 12):

Tun 3ok Mpddaps. OnEpaLEdE ONA NPOAYEToE, NOgAEKILHY BAHMILHOR STEpUnuSELAN (nysET 11)
L) HanorHeHws npoayEToM, ROOE ro HENL3IS NOOBSPraTh PACKY S8rPRIHEHHS
c MNpuroToeneHWa DACTEOPOE, KOMOA KX HENB3A NOGEEPAETE PUCKEY IAMPAIHEHIAA

HananveHwa npodyETtom

B MNpUroToENEHKWE PECTEOROS M NOGIOTOEKS NEPEMHHOR YyNAKOSXM, MATERHENCE W Op. ONR Nocnegy-
Jrowere HanonmseHnR

Tun 3oku NpumMape oeepaLiel QnE aGEnT MacEeie NparoTosnaHns (nywer 12)
3 ACEMTHHBERDS NPHMTOSNSHWE W HENDNHSHNE
c MNpuroTosnsHwa pacTBopns, NOONEXRBLME e TPELMM
n} Cnapauyi © MaTEpHanaMK NoSNa MOEKT
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4 Crenyer NpeayCMaTHBaTE KOHTROM: YHETOTE 30H DAMHHHEE THNOB N0 HECTALEM B SKENMYETHRYVEMOM COCTORHHH.

5 B acenti48choM NpoUisngores Heolzogmmoe QoSTETOYHD YaoTo NRO8agnTh MUKPOGHONOrHYECKEHE KOHTDONE ©
HMENONLIDBEHNEM METOO0E CEOMMEHTAELMM HA 4awmy, othopa npob B ofkame Boany:a ¥ C NOESPEHOCTER (HANPHMED,
CMEELl W HOHTAXTHBE NRAcTrde). Metoge orbopa npob, WoNoneE3yeMss B SKCINYETADYEROM COCTORHMN, HE SOITHEHE
BHOCHTE MOMEX B 33WWTY 30HL. PESYNLTETE ROHTRONA CNE0YET YYUTHBATE NPW PEOSMOTOEHMN QO0KYMEHTELHIA HE CEpMH
oToB0W npogyElMe. Focns BeiNORHEHWA EPATHYSCKME ONepauMid cnagyeT nNpoBognTe MAEDOBNONOMYSckMA KOHTDO
NOBSREHDCTER W NERCOHENE.

Cragyer Takss NPOE0AWTE QONORHETENEHBIR MAKPODMONOrMHSCKMA KOHTRONE BHE TEXHONOIMHECHONS Npayecea,
HENPHUMED, NOCNE STTECTAUMK (BEANWOAUWK) OB0PYS08aHMRA, BEINONHEHAR OHBCTHA W Se3HDERLM.

FexomaHayam=a NREgens AOmyCTHMOM MAKDOOHIM JArpR3HEHMA YMGTEX 230H B SHCNMYATHRYEMOM COCTORHMM
npYBEnSHE B TaBnuue.

Ferpwergyeme & npegens eeepaitor jarpaisenan (a)
!“n e CELHEEH TR AR HI Sy EONTAEKTHEIE NMNACTHEHE! OTEEYATOE NMEOYUATER
B noagyxe, KOE jw® avamerpos 90 mm, DuEMET oM 56 M, (& nansuesl,
KOE 3a 4 v (b} KOEmnacrima KOE/nepuatea
A =1 =1 =1 =1
B 0 o 8 5
L 100 50 25 —
D 200 100 50 —

Mpuume4aaHus
(B) YES3aHs COBOHHE IHIYEHHA.
(b} DonycxaaTes SKenoHMPOBaHME OT4ENbHLE CEOMMEHTALMOHHLIX NNACTHH Mamae 4 4.

G B 38BUCMMOCTH OT PEdyNLTATOE MPOBDOWMONG EOHTRONR CNE0YST YOTAHOBMTL NPEgens MPEgynpesgeHHsa 1
OSACTEMA ONA NOKEIETENERA J8rPAIHEHNRE HYECTULAMK M MUEROODraHMIMAMI, 3 TASE NpagyCcMoTpeTh BLINOMTHEHWE BOppEK-
THPYHILME SEACTEMA B Cry<as NPEELILEHAR 3THX NPSOEN0E.

Mzonupyowans TexHONOrMA

T MNpHMeHEHHSe M30NHEYHHLER TEXHONOMMH CE0OWT ¥ MAHUMYMY BAMAHUE YENDEEKE HE TEXHONOFWHBCHNE 30H:. B
ACENTHHECKIM NPOWIBOACTES 3T0 NO3BONSET IHEHUTEMLHD CHHIWTE PUCK MUEPOBHOID 3ArpRIHEHMA NPOOYELME K3 ORpy-
HEHILLER CREOb .

B vacnaTopax ¥ napeganiyHbl yeTPOoACTEAY BCEX THMNOE OOMMHL BRMOMHATECA YOTAHORNEHHEE TRE0OBRHHA K
waqscTEy Boagyea. TTpy aT0M CRNEgyeT YYWTEESTE, B HAKOE CTENSHN BOIMONHLL YTEHKN (NOBOEKOSHUA], BLEABAHHLIE
ACOHEHHOCTAM KOHETEY HLIMH KW MATERMANCE MBONATORA. NEpeparnoqHEE YETPORGCTEA MOy T BuiTs PAZHEIMEL OT HOHCTRYE-
UMHA & OQUHEDHAR HNK OBORHOR DSE0eH 0 NOMHOCTRE MEEMETHIMPOBAHHER CHETEM, NPaayCMaTPUERMILME NPOBSOEHnE
CTEQRMMEILEMA.

Mpouecs NEpEnEqY MATEDHANDE BHYTPS M HARYHY H30NATODA RAENRETCR OOHWM W3 HEMEONES CHNBHEX NOTEHLMANL-
Hslx WETOMHMKOE 3ArpRIHaHni. NpocTpaHcTan BHYTPK M3ONATOPE NPSOHAIHEMEHD ANA NPOBENEHMA ONERALWA, NPESoTEE-
NAHLLAE BLICORMA PACK AMA KE4ECTEE NPOOYRUHW. B To e BDEMA DONYCRASTOR DPraHnaagis padoqrs 30H BHY TP H3ONATORa
GEd oOHOHEMPAEANEHHOM [NEMUHEPHOM ) NOToKE Boanyxa. TpeboBaHus K MCTOTE BO3NyxA B CPENe, ORDYHEKNLER Wa0R-
TO[, IBBHCAT OT KOHCTDYHLY MM HIONATOPE W &M HAIHSHEHWR. 37Ta Cpags QOriEHE HOHTRONMEOBATECA, H ONA ACEnTHHECKOM
NpaWIBONETEa COOTBETCTEOEATE, Nd KpaAHad mapea, aoxHe D.

B MzonATopsbl MoryT GkiTe BEEAEHE B SKCANYSETALME TOMLKD NOCHE 338ERLWEHARA BT TECTAL MK (BENKOALWKW), KOTOpan
ACBHHE YHWUTLIBATE BOE KPMTHHECKWE axTaps MIOMMPYIOWER TEXHONOMW, HENPHMED, KBYSCTEO BOJOYVES BHYTOW W
CHEPYHH HIONATORE, NOPRAcK 00paboTH HA0NATORE, TEXHONOTAK NEPE0aHY M LEROCTHOCTE WIONATORA.

O CrhegyeT yoTaHoEWMTh NOPARODK TERYLEM KOHTPOMR, BEOEYSOWWR B c8bA QOCTETOMHG 4AcToS NPOBSnEHNe
HENEITAEHHA HA HAMMHAE YTEYEK B HIDNATOPE M CHETEMS «NapHaTis—pyranas.

TexHonorHA TELIgYBAHME — HaNONHEHWE — FEpMaTHIaLMAN

10 YoTpoRCTED #BLIOYBAHME — HAMOIMHEHME — repMeETHIaunAs — 0DopYO0ESHNE CNEUHENEH0A ROHCTRYELHN, B
KOTOPOS B TEHEHWE OAHOM HENDEPEEHOID TEXHONOMMHYECKOM UMKNE W3 TERMONNACTHSHOM MPaHYnATa opMHpyTes
WNAKDEKEM, KOTOPME HARONHATCA NPOOYETOM W fEpMeTiawpyioTod. Boa ami ongpauwny NPosoasToR B NpEnendas ogHom
ABTOMBETHHECHOMD kamnnesca. DBopya0EaHME ¢ERIOVEAHWE — HAMONHEHWE — MBEMATHAALMEY, BENONEIYEMO8 B ACBNTH-
SECHOM NPOMABOOCTEE M MMEHLLES 20HY A € Sthrhsx THEHEIM NOTOKoM BOIOYKE, MOKET BEITh YOCTAHORNEHD, NO KPARHER MEDE,
B 30HE T NP YCOOBAM WCNONBICEEHWA NERCOHANOM OO8HOE, NMPUMEHREMON B 30Hax A v B. Owpysawwas cpega 2
OCHALLEHHOM COCTORRMM QOMHHE CODTEETCTRORETE YETAHOBNEHHLIM TREDOSAHNAM M0 HSECTWLEEM 1 N0 MEKPODPrEHA3MEM,
d B SHCNNYATHRYEMOM COCTORHMM — TONBRD MO MUKpOOPrEHEaMaEn. ObopysoeaHne «BROYBSHWE — HANONHEHNE —
MEPMETHIALMRS, MENONLIVEMOS B NPOMABONCTES NPOOYHTOR, NOgNESEALME GMHHLIBOR CTEDHNM3ALMKE, JOMHHD YOTAHSE-
NWBATLER, M0 KpaAHER Mepe, B zoqa D
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Oeofos BHAMAHNE CNenyeT OOPATHTE HE CNEgYIoWee:

- HOHCTRYELWED ¥ ATTECTALMK OB0pyI08aHMRA;

- STTECTAUWH W BOCNPOMIBOSHMOCTE NPOLSCCOE (OMHCTES HE MSCTER W 8 CTEPMNHIALUMA HS MacTEn,

- MAPAMETPE YMCTOMN NOMBLUSHWR, B KOTOROM YoTaHoaneHo obopynosaHmsa;

- oBy4eHME ONEpaTopog 1 Mx OOEROY;

- OBACTEHA B KDUTWHBCKOR 30He 0BOpYSOBAHUR, B T. 4. BhINOMHEHWE NOSCOSOMHAEHHE M cBOPKW B ACANTHHACKNE
YONOEMAK 00 HEHANE HANOMHEHWA.

MNpogyyTel, nognexawmwe UHKMLIHOA CTEPHTAZALWNA

11 MNogroToekE MEPEKSHOA YNEKDEKH, MESTEQUANos W BONLIWKHCTBE NPOSYHTOE QON#EHE NPOBOSHTLCH, NO KPARHER
repe, 8 3oHe O, s1ofe obecnesme JOCTETONHD HASKMA YROSSHE SarPRIHEHNR MUKDODOIEHMIMAMHN K HECTHUAME Nepan
CTAAWAMKH HANETRALMH M CTEpMNMIEWAN. [P NOBLILLEHHAOM DRCKE 38rPRIHEHWA MUKDOOPTEHHIMAMYE (HEaNPHMBD, Korma
NPOOYET, RENACWHACH XOPOWSR NMTATENEH0A CREn0R ANA MAEPOORIEHNEIMOE, J0MEEH KPEHHTECA B TEHEHHE ANHTENLHAM
BOEMEHHA A0 CTEpHNHIAUNMH MAW OH OBLMHO MOTOBMTER B OTHDLITEE SMKODCTAX] TEXHONOMMHECKHE ONBREUMH CHenyeT
NPoBOAMTE B OKPYHSHKWER cpage Tina C.

HananHeHwe npogyETam, RogneEwmmie rHWUWHOR CTEpMNUEaUIME, O0MHHD NPOS0OWTRER, N EDaAHER Mepe, B
zaHa G

Mok NOBLIWEHHOM DHERS 3AMPAIHEHHE NPOOYETE 07 DEPYSEDWLER CPaEL, HANDKMED, SN OMEPELMK HENOMHEHWA
NPCROAAT MEOMEHHD WMTH ¥ NAKOEKH UWMEI0T LUWPOKDE MPN0, MM M HeoDHonuo QepeaTs OTHPETEIMHY DONSs HEackanskmx
CEEYHO 00 MEpMETHIAUMH, HANONMHSHWE OOMHEHD NPOBOOMTECA B 30HE A, HEXOOAWSACH B OXPYHSOWER cpeas mina C.
MEHrOTOSNEBHWE W HENONHEHAE MEERMK, KDEMEMH, CYCHEHIMAME U AMYMTLCHREMA NBPa MHHLIHONR CTERWNRIELHER Cremy-
BT, KAE NPEBWNG, NPOEOINTE B ORPYSEWER cpaga Tna C.

ACENTWYECKOS NMPOM3IBOLCTED

12 Onepauvy & MATEPUANAMA NOCNE MORKH J0N3¥HEl NPOECOWTECH, MO KPEAHER Mapa, B OXpYHA0WEeR cpage
tina 0. Onepaguy 0 CTEpMNEHEIME . MCEOOHEME MATSDHANEMA W KOMNOHREHTEMH, SCNK HA NOCNESYIOWAE CTAOKAX
NpOUSECH HE NPEQYEMOTREHE M CTEPAMMZAUKA MMM dUNeTRaUMs S8pe3 hMNETPG, YOSPEHBIIWNE MUEDOODTEHNIMEL,
OOM#EHE NDOBOOATEGA B 30HE A, HAXOORWEACH B ORpYyEE0WER Cpans Trna B

MouwroToanaHWe PACTEOROE, HOTODLIE 8 X018 TEXHANGTW-SBCHAN MPOLECES NOQNEHET CTERMNRYWERA s TRaLWH,
OOITEHD MPOBOOWTECA B 30HS C. Ecnu insTRAWKA HE NPSayCoTpeHa, NPHIoToENEHNE METENANGE W NPOOYETEE QONHHD
NpOBOOMTECH B A0HE A KDTOPERA HEXOOWTCA B OKpYHAKLER cpene Tina B.

COnapagun no REpepatoTHE M HENOMHEHWH NPHMTOENSHHEY B BCENTHSECKHE YEMOEMAX NPOOYKTOR CABGYET NpOBD-
OWTE B 30HS A, HAXDOSLWEACH B OKpYHESOWEA cpege Tmna B.

TPAHIODTUPOBAHWE HECTWHHO 38KPGTEY MEPEWSHEIE YNEK0B0K, HAMPAMED, Npd NRoneHOR CYLURE, OOMHHD 00
FABSPHUEHAA YEYNOPEM NPOBOAHTECH NMES B 3018 A, HEXOAALSACH B OKDYHAWER cpage Tvna B, nbo 8 MepmMaTiHHeLx
MEpEgaTOMHLE YETRORCTEAX B OKpYHBHWER cpage Tina B.

MpyroToENSHWE 1 HARONHEHHE CTRPMANEHED MA38H, KPEMOE, CYCNEHIWA W 3MYyNECHE QONEHD NPOBOAWTECH 8
30HE A, HEXOORLWEACH B OHEYHAWER cpens Tna B, B rom cnydasa, Kornd npoayeT He 380IWMIWEH 0T DEpYREFRIWER cpagkl
W HE MOMEMHT NOCNE0yo WS uresTHAL K.

Nepconan

13 B yncTeX IoHEN A0MEHD HAXOAWNTECA MEHUMENLHD HeoBxoanmose konwsecTeD NEpecodans. 3to acoferHo samHo
AR SCEMTMYECK0ND NpoMIeoqcTEs. TPOBEREM W KOHTPOMEHEIS DNEPUKMK CHaOyET, N0 B03MOKHOCTH, NROS3OUTE, HEX00RCE
33 NPEsnamMH YACTEY 30H,

14 Back NEpCoHAn (B T. 4. NEpooHAN, 3aHATHIA OYMCTEOA B TEXHHECKMM ODCRyMMBEHWEM], DEDOTIWAA B TAHME
IOHAX, BOMAEH NPOXOOATE CHCTEMETHSECKDS 0OyYEHHE N0 BONPOCAM NPOMIBOOCTES CTEPHNLHLL NPOOYKTOR, BRIKMER
MAFHEHY M DCHOER MrEpabrnanorm. Chegyar obpaniTe 0oo008 BHAMAHWE HA HHCTRYKTAR M ¥OHTRONE 33 PAGOTHHEEMN, HE
npolusfwvKye Takor oby4ars, HO BOTOPDEM HEoDXOOWMO BENOAMTE B HWCTYED 20HY (HANPMMER, MHMUEAM, 38HATER B
CTPOHTENLCTES WMNH TEXHWHECKDM OBCnysuBaHn).

15 He gonyckESBToR BXa0 B S0HE CTEPHNLHOMN NPOW3BE0OCTER NEPCOHANS, pAGOTAKLWLEN © MATSIWENEMA M2 THEHER
HHEBOTHEI MMM KyNETYPEMY MUKPODDIAHMEMOE, KOTOPEE HE BCNONSIYHOTOA B TEXYLWEM TEXHONOMHECKOM NPoUScoe, 33
MCEMOHEHMEs OCOBLE CRYHAEE, MPW HOTOPEX HEoBXaauMa coBniasHmE CNEYHANEHLE WHOTRYHLMA ONA BX008 8 3TH 30HE.

16 Heobxagumd BLNONHATE TPOGOBSHWA & AWSHOR TAMeHE W $dcTota. [Nepoodan, 38HRTeR B NpOM3IeonocTes
CTEPHALHEG NPENAPATOE, QOMESH 3HATE NOPROOK ONOBSLWEHUA pykoaoocTea [cnywbe kasectea) o mobele fakrapa,
KOTOPLIE MOMYT MOHMEECTH K NOSLWEHARD YROEHR 3EMPRIHEHIR CBERG QONYCTHMOA HOPME! (KEK N0 RONWHECTEY, TEK W NO
pazHOEMOHOCTAM). CREgyeT OpraHMInEans KOHTPOME 33 COCTORHHEM J00PORLA NapooHana. Pewsadne o Meapax B OTHOLWE-
HHW MEDCOHANE, ROTOPLIA MOMET STATE WETOSHUEDM MUKPOBHOM JSrPASHEHWA, OOMHH NDHHHMETECR CNEUMANEHD HAZHES-
HeEHHLIM LA,

17 MNepesnesaHie 1\ MEITEE CHREOYET BRINOMHATE B COOTEETETEHM & MHOTRYKLMAMK, STO0 CRECTI K MAHEMYMY DRCE
SAMPRIHEHNA O0EHTE, NPSOHEIHEHEHH0A GAA HACTEY 30H, W BHSCEHWA 3aTPAZHEHHA B HWCTES J0HLI.

18 B 4MCThIX 30HAX NSPCOHENY ISNPEWSETER HOCHT B HAPYHHES Y306 M IEEMHPHES YEPAWSHWA, 8 TAOHS NPHMEHATE
KOCMETHHY.

189 Onesps M es KaWEcTED JONHHE COOTASTCTEOBETE TEXHOMOMMYECHOMY NPOWECCY W THITY 30H6I. E& HYyHHO HOCUTE
TaK, 4100kl 0DSCNEYNTE JHWHTY NPOGYETE OT 3ArPAIHEHME.
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K ogesine, NPEQHAIHEHEHHOA ANA 30H DEANMYHLE TMNOE, NPETLRENAOTCA CRegyowme TpebopaHmA.

Joxa D. NomoeHoA YOoD 0OrmHaH 33K06IEATE BONOCE. GOpOOa TAKHE QOMHHE Dbl Th 28K0LITE {CMSUMEMHOR MECROA ).
Cragyar HOCKHTE 3AWHTHEIA KoCTHM oOWears Ha3HaYsHMA, COOTEETCTRYHWYH 00YBE WM Gaminbl, HAOSB3EMEIE MOBE DK
abyen. JonsHe BeiTe NPUHATE MEps ANA NRESOTERSWAHAR NPOHAKEHAA NOO0M 33rpRaHEaHEe B YHETYH 30HY WIBHE.

Joxa G. Mnossai ¥ 5op SonssEH 380pelBaTe BoNacel. SOpoaa W yobl THCHS OONHHE BhiTe 28KpLITH. CREOYET HOCWTE
KOCTHIM (LENEHBIR MAM COCTOALA W3 0BYX Y3CTER), NMNATHD obneramwwi 2anACTER, © BOPOTHUKDM-CTORKDA M COOTBATET-
EyHILLYED abyes vk Gaoune. CGnexna » oOyBs HE QOMEHE BEIOSNATE BONOKHE MW 43CTHLLIL.

JoHbl A w B. MNnoeroR yEop gomiaH NoNHOCTLH 33KPLIBETE BONODCE!, 8 Tawse Bopogy 1 you (mpur Mx Hang-u). Kpas
ronoarRarg yBopa qonsHe Beite yEPaHel N0 BOPOTHMK KOCTHOME. CNenyeT HOCHTE Macky, 4Tobs npanarepanTe pacnpo-
CTPAHEHHE KEMENE, CTEHAMSHEE, HE0NYA0EHHBIE PEIMHOBLIE WNN MOAMMEPHBIE NEPHSATER W CTERMINBEHBIE (MW J23uHgaLN-
poBaHHEIE] GaxMnel. HusHAA Y8cTe WTaHMH gamiHa ok 3anpasngda BHyTpe Gaxun, a8 pyREea ogesisl — B REpHETHA.
AUMTHER DOEKOS HE OOMHHE BEUGEMRATE BOMOKHE HNK YSCTHLE W Q0ITEHE YOSPHMBATE HACTHELI, OTSENAKLIWECR OT TEna.

20 HapywHEs DOSHOAE HE OOMEHE NoAA0aTE B HOMHETE ONA NSpeonesadsd, BeyiuWe B 3oHsl B w C. Kasgbii
paborHue 8 30Hax A 1 B ponsked Beime obecneqaqd HucTol cTepineHal OOe+00R HE kEwOyo caeHy. Bo epéuma paboTe
NBPHETHEH CREgYET DEMYNARPHD OSMHpRUMpoEaTE. Mack 1 nepyaTie CNenyeT MEHATE, N0 BPEAHER Mape, BRIV CMEHY.

21 Ogasga, NpagHAIHAYEHHAR OAA HUCTOR 30HE, QOMHHE OHHILETESH W XPaHATLEA TaKMM oDpaaom, 9Tobe wosin-
HMTh HEHONNEHWE 3AFPAIHEHNA, KOTOPBIE MACYT OT HEE BNOCABOCTEMN OTAENHTECH. 3TH QNEpEUMK CNE0yET BLINOMHATE B
COOTEETCTEMA © WHCTRYKLMAMA. HENATENLHD WMETE OTOSNEHEIE YHECOTEW ONA ROAMOTOBEA TR0 OOEXAE (MPS-HaqHBE |
Coesna, nOOQraTORNEHHEA HERAONEXSWHKM OEPa30M, NOBPEKOBET BONDKHE THEHH H YEEMHHWBEET PUCK DTOENSHWA H3CTL,.

MNomewenua

22 [Ona Tofo 4100s CBECTH K MUHAMY MY OTOSMEHME SSCTHL MW MAKDOOTEHHIMRGE, M MX HEEOMNaHHE, O0aCneEHuTE
BOSMOMHOCTE MHOMOKDATHOA OORADOTHY MOKWMMK ¥ SE3HEHUMEYOWAMKE CREACTEAMM, BES OTKPEITEIE NOBSRXNHOCTH B
HHETREE 30HEY OormsHbl BETh rNA0KEMK, HENPOHMUASMEMH, G283 TPEWWH W HZN0MOE,

23 Hrobbl yMEHLLLMTE HEHONNSHWE NBAM @ 0BneriETe CHKCTEY, B NOMELWBHHA HE O0MmHHD DITe TRYOHOOOCTYNHEX
LA oHpcTi eect. Konm{ecTed eecTynanwu: YacTad oDopynoBaHMA, NONOoK W CTENNEMEN QOMHHD DbiTe MUHHMENEHBIM.
HoHETpYRUMA OB8peil SONsHa NpeQycMaTprBaTes OTCYTCTEWE TRYOHOOOCTYNHED ANA O4WcTEd Mect. Do aTol npusvse
NPMMEHEHHE PAZNBMAMHEY JBSPER MOMET DkiTh HEHaNATENLHEIM .

24 MageecHee NOTONEA A0MEHE BhiTe FEDMETWHHEIMKE © USN&0 NRESOTERSWEHUA NOMA0EHHA 3arpAIHEHWA 13
MPOETREHGTES HAD HIAMA.

25 Mowtak TpyBonposonos, BoanyxOBOO0E W gpyrond oOOpYOOBEHWA CNEOYET BEINONHATE Tak, 4100kl HE DeiNg
TREYOHOOOCTYMHEIX SMA O4RCTEM 30H W NOBEPXHOCTER, 3 TRIOHE HEMNSPMETISHER MEBST.

26 JanpewastcA YETAHABNMEETE BODOHKM H REHANWIAUWOHHES TRyEM B 30Hax A 1 B, ncnansayamels AnA ScentH-
HECHOND Npow3soncTes. B apyrix 3oH3x Cnegyat npeaycMaTpuBaTe PAIp6IE CTRPYW Mesiny oBopy0oBaHMEM M K3HEMM3a0N-
AHHOA TRY GO (eopoHoR ). NpY YGaneHMK CTOROE B HMGTEX NOMEWEHH DONEs HU3KWE KNAcco B CnegyaT NpenycaTprsarns
TpEns (MTHAPOISTEOPE ) ANA NPESOTERAWSHNA 0bpaTHor noToka.

27 KomHate! (MOMEBLEHWR ] 4R MEpeniSEaHUR SONEH NPOEKTWPOEETECA N0 NDWHLMMY BO30yWHBE WMo 308, CHw
AnrckHel oBecnEHEaTE hHAMHACKOE DAANANSHNE PEINMHHEY STAEN0E NEPEOOEEBIHNUA, STOBE CEOOMTE K MUHKRMY MY 38rpRI-
HEHWE TAXHONOrMHAckoW 04806 YACTALAMK M MEKPOODraHMasManiy, W shhekTHeHoD oOTERaHE MOMBELLEHHIE NOTOKDM
ATHHNETROBAHHOM Bo3gyxa. NOCNEAHAR HECTE KOMHATE (NOMSWEHWA) ONA NEPEOOAEAHMA B OCHALLEHHOM COCTORHWE
[ACIGHHE MMETE TOT HE HNACC HACTOTE, YTO W 30HE, B KOTOPRYH OHE BanaTt. B HEROTOpLIX CNyYaAs uensconBpasHo maEte
OTAENEHBE KOMHATE [POMBLLEBHWR) OMA NERE00eBaHUA AR BEO0S B HACTEE 30HE W BLIXO0A W3 HAX. YETROACTES ONA METER
[ CREgyeT, Kax NPEERN, YOTAHAENMBATE TOMSED B NERESOHER HACTH ROMHETE [NOMELWEHIA] ANA NEpS0ISEEHWR,

28 Obe Apspr BO3OYLIHOND WNK33 HE 00MHHL BhiTe OOHOBDEMEHHD OTEDRITEL [IAA NpE3oTERAWEHN OTHDLIEAHMA
Gomes Hem OgHOA DEEpH OORIBREMEHHD CNEOVET NPEOYCMOTRETE CHETEMY BNONMPOEKK MMM ONOBELEHMA {BHIYENEHYD
HIMNKW 3BYRAOBYED ).

249 Cucrema obecngsanun oThHNsTROBSEHHLIM BOSYA0M OONHHS NoONSEHESTE NORORUTENEHLA NepEnE0 dABRE-
HIEA M OTHOLUEHNED K ORDYSa0WKM 30H3M DONSe HAINOn THNE M COOTBETCTEYHILME NOTOK BOA0YXE MW BCEX YCNoENAK
i HELMOHWPOEEHAA, 3 Take SthhekTHEHDE 00 TEXaHNE BOZOYX0M KOHTRONWMPYEMOA 230H:. COCS0HWE NOMELEHNA BEaNem-
Hilx THNOE OOMHEHEl MMETE Nepanag pasneHeR 10 — 15 Ma {perosasgyeros sHagesre). Dooboe BHUMaHWE CHEgYaT
YOSMNATE 33WMTE 30H ¢ DoNSWeR CTEnSHL PUCEE, T, 8. HENACPEOCTEEHHOMY OEPYHEHMD OTERSITOMD NPOgYRTa MnM
KOMPOHEHTOR, KOHTEETAPYEOLMY & NROayRTos. Moy pafoms © HERDTOpaMEA METERHAENAMKA [NATAMRESHHLIMA, BLICORDTORCHYHEI-
MiA, PEMHOEKTABHSLIMA M MR, ] MM HHBERIME BUDYCaMA, DITERWAMKY W NPSNApaTEMM K3 HUX MOrYT NOTREB0eE TE0A CREUMEnNE-
Hble CHocobk NOOrOTOBEM BO3NYXE W 0DEtNEYSHMA NERENANA gasneHuA. [nA HEraTOpbL DNEPauUKMi MOsET NaTpeboBaThos
OEKOHTEMUHEUMA obopyooeadeA W obpaboTes YA4anSEMOID BOLOYxE.

A0 CneayaT HArNAOHD NOKS3ATE, Y4T0 HANPARNSHWE BO3AYLLHE NOTOKDE HE NPEACTABNRET PACKA ANA 38MPRIHEHHA
NPOOYETE, HENPWMER, CNSOYET YO0CTOBEPHTLECR, 4T0 8 30HY, MPE0CTEENRRLLYHD HEHDONLWHE MK 4NA KAHSETES NPOOYETE,
& BOAOYILHEIM MOTOROM HE MOCTYNET H3CTHLE, METEMHWHAMM BLISENEHWR KOTORG ABNAHOTER 08Ny MBSO ME NEpeoHEan,
BLINOMHASMER ONSpagHA Mnk obopynosaHTws.

31 CrnegyaT npegycmoTpET: CHETEMY SB3PWAHOIND ONOBEWEHRA 0 0TE338 CHETEMEl MOOMOTOBKM BOXTYE, YOTAHO-
BMTh DATHHHM NEPENANE DEENSHAR MEXTY JOHEMH, TAM, I8 3T0 MMEST BEKH0S IHSHEHHE, JHAYSHUA NEPENa0E OREMEHWR
HeEOGRaaHMO DErYNADHD 3JEMNWMCEIBETE HNA OOEYMEHTHPOBATE HHBIM CNotobom.
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OoopyaoBaHke

32 NaHThl KOHESREP0E HE QONsHL MEPEcEkETE PA3NenUTENLHLIA BApeLaD Mamay 3oHEMK A 1nu B w paboyesd JoHon
O MEHBLERA YMCTOTONR BOINYRE, SBCMH TONLKD CEME NEHTA HE NOOBENMEETEA HENPERLIBHOR CTEQWMAZEALWE [HanpuMap, B
TYHHENS CTEPHNAIELMN ).

33 KoHCTRYELMR, YCTAHOBKS W PACNONOsEHWE 00pynosaHuA, MTHHME (MECT CORQHHEHHR] 1 30H 0DCMyHHBAHMA
OOM#EHE NPEYCMATRHESTE BO3MOEHDCTE PADOTE & 000pYO0BEHHEM, &M TEXHWHECKOND OBCNYHHEAHMA W DEMOHTA CHAEYHM
HACTON 20HE, B cnyqse HeoDaoauisocT NpOBSgaHnA CTERMNHIEUMK 88 CNE0YET BEINOMHATE NOCTE MAKCHMENEHD NONHDN
paabopEd obopyooBaHWR [HACKOMEKO STO BO3MOMHO).

34 Ecnw npu NpoBESaHHN TEXHWHBCKDM oSCcnyMHESHMA MNu pamonTa ofopy oBaHuR, HAXOOSWBIOCH B YWCTON
a0HE, GEN HAPYWLEH YPOBEHE YMCTOTE [CTERMMSHOCTH], TO NEpES 80300H0BNEHHEM NPAUIBOACTEA CNEOYET BRINONHATE
COOTEETCTEYHMLYH OHHETEY, SEZMHDEKLMHD WM CTEQUNNZALNI 3Tom aDopyQoBSHMA (30H6I ).

35 Monysarve Bogs TPEbyeMOnn EA4SCTES OOMMHD MBRAHTHROBATECR MPOSETOM, HKOHCTEYELMER, MOHTAMO0M W
TEEHWHECHHM OECNYRUBEHHEM CHETEM NOSMOTORKK 4 PRCNPEAENEHHA BOOLL He 0oNyCKaaTor 3Kcnnyaraumn obopy 0oBaHIR
AOAMETOBKA BOOL CEEDX NPOSETHOR MOWHOCTA. TTPHAROTORMEHNE, KPAHEHWE W DACNPEana e S0E QN8 MHEEHUMA CenyeTt
BENOMHATE TAK, 4T00L MOKMEHWTE POCT MEKPOCPIEHMEMOE, HANDWMER, 33 CHET NOCTOAHHOR UMPEYNAUWMH BOObI MEE
TAMNEpATYpe Benwa nnes 7 oG,

3B Boa KpuTHHSCROE 0DODY OOBEHWES (CTERWMMASTOD, CHETaME! NOQIDTOERM W PUNLTRAUMHY BOIAYEE, BOINYIWHEIS W
raanBeE PUnsTobl, CHETEMEI MPAETORMEHNE, XPEHEHHS W DACNPE0SNEHAA BOOLI M NP} NOONEHAT STTECTALNH (BANMOELMK]
W MNEHOBOMY TEXHHYSCKOMY OGCNYHHEAHHED. ME NOBTOPHLIA BEO0 8 ASACTEMES DONHEH DT PEIDEWEH B YCTEHORNEHHOM
MOPAKE.

OuMcTHA W ge3IvHpeRLWA

A7 Ooobod aqaqeHne wnear obpaboTEd HWOTLR NOMEWEHWA, KOTODRE O0MEHE GhiTe TILETENEHD OMUWLEHL] B
COATEATCTAMM G MHCTRYELMaR, NPy npoesgaiie e3HHheiliie HE CReaysT orpeHW-SHBATECH NPAMEHEHREM TONERD 0OHAM
AEsHPHUMpYROWETD cpencTea. [nA obHapysEHUA YOTOMHMELX WTAMMOE MHUEPOORIEHAIMOE B NOMSWEHWE CNenyeT
NPoEGOUTE PErYMARHLIR ROHTRONE.

38 Cnegyert KOHTPONMPOEETE MHEDDOHOS 28rPRIHEHHE MOKILWME M Ze3vHHL D YHLWMY cpeacTs. PacTeOpE QOrHHE
HAXOOMTECA B NPEaESpUTENEHD BpaboTasHe: soHTERHERE:. KpaHanie PacTeOpROs, 0N KOTOPSX HE NpEOYCMOTPaHa
NOCREAYHILAR CTERMNHIALNMA, OONYCHASTOR TONLKD B TEHEHWE DNPEEnaHHDN Nepyons epewand. B aoxax A 1w B cnenyet
NEMMEHATE TONELD CTEPMIEHEIR MOHILWLWE 1 OsauHeunpyollme cpagoTaea.

39 C ueneh) YMEHLWEHWA MAKDOOHOMD 38rpRIkeHMA HEOOCTYIHEE OMA CHHCTHA MBCT MOSET HCNONbI0BaTECH
rE3088A QsaMHpEKLWA [HyMuraumnA ).

TexHONOMMYaCKMA NPpOoWecs

40 Ha scex cTanuwAx NROWIBONCTES. B T. 4. H3 CTAOWAK, MESQWSCTEVE LMY CTERMNWEEL MK, SNSEAYET NDETYCMETpR-
BETE MEPE MO NPEOYNPERIEHWH JEMAIHEHWA.

41 He sonycrEsTcn MpEnToanaHWE NEXaPCTEEHHERY CRSOCTE MMERODHONOMHECKON NPoWCHOMaaHMA WK Hanon-
HEHWE MW B A0HEN, MENONLIYEMBIX A NPOM3E0OCTES SOYFHE NEKEPCTEEHHEN CpancTe. Onapauiyn HAnanHEHA BaHyms-
HAMK YU TLI ORrEHAIMOE HNW SRCTRAKTaMY BAKTEPMA NOGNE MX HHAKTWBALMK MOTYT DbiTh BRINOMHEHE! B TEX HE NOMELLE-
HHAX, HTO W ONERELMA HENONHEHMA OPYTAMH CTEHAMLHEMI NEKaPCTESHHEIME CREOCTESMH.

42 [Npe BTTECTALMK {BANMOALWA] SCENTUHSECHOM NPOUSCCa CNEYET NPOB0OMTE S0 MMATALWK C MENOTk I0BaHEM
MATATENEHDA CRANEI [HANONHEHWE CPanani ). [Tpun Bifops NMTETENEHONA CRE0E CNEEYET YHHTRIBEETE J03POEaHHY hopMy
NPOOYETE M CENSKTHEHDCTL, NPOAPEYHOCTE, KOHUEHTRELWMID W NPRROGHOCTE STOA NMETATENEHDA CREghl AR CTEMHANM3aLMA.
MIMUTEUMA NPOUScCa A0NsHS K88 MOMHO BNWsE OTPEMETE TERYLUWMA NPOUSCE ACenTHHECKDD NPOM3B0OCTED M BHNKHATE B
cein BOE KPUTIHECKHE CTAAMM TEXHONOMMHECKOM MPOUScca. 3ToT TEcT TAHE QOMNMEH YHUTEIBATE PAZNMHHLE BOZNEACTBIA
HE NPOUSEE, RATOREE BOAHHEERT B TEKYWEAM NPDOMIBOSCTES, 8 TEHEE CHTYELHE THANKYOWSM CHyHans . -

Muuraunus npouscea © MENoMs30BEHWEM NMTATENEHEN CE CREAYET NPOBOAWTE NPH NEPECHENENEHOA STTECTALMK
NpOUSCCH CTEpMMMIELME, B X008 HOTOROR NOCNEAOEaTensHD NPOEIOATEA TP YONBWHEIE WCneETaHrA. B gansHaiem
CAEOYET NOBTOPATE MONBITAHWA Y&pS3 ONPeneneHHLIE WHTEPEANL BReMEHd, 3 TAKE Nocna Meobsse CyLBCTESHHLN
MEAMEHEHHA B CHETEME BEHTANALME M HOHOWUMOHWPOSAHWR BO30yXE, 0BOpyOoBaHUY, NPOUBCEE MW EONWHECTEE CMEH.

Haw npapand, WCNeTEHWA © HENONE30S8aHHEM NATETENEHL CREN CREOyET NOETOPATE 083 PA3E 8 fog S5RA KEHA0A
CMBEHE! W EEHO0M NPOUScEa. MHEno NepesqHelx YNEHoEos ¢ MMTATENHOR CPpeqod QonMHO DhiTe QOCTATOYHLIM GrHE
NOMYHEHHA OOCTOEEPHOE ouaHxl. (N7 MAanss Cepui HWCno NEPBMHHEL YIEKDEOK © NUTATANEHOA CPenod SonsHD BeiTh
pPEBHD PaIMERyY CERMA NPOOYELHK. MEnbimasmas NposagaTcA © YENLE NPOBEPHA OTCYTCTEWR POCTA MUKPOOPAEHWIMOE B0
BCEK YEKDEKAK, OAHSKD A0MYCTHMEIM CHHTRETER YPOSEHS 3AMAIHEHWA ynakosor Medas 0, 1% ¢ A0BapuTEnEHEIM BHTER-
panos 0,895, [Mpov3sofnTans gonked yoTAaHIEMTE YPOBHY OpadynpasoaHvs v gancTenA. Mool cnyyad BbRenSHuR
AAMPRIHEHNA NOONERUT PACCRBO0BEHMED,

43 lMNpopsgaqne ATTECTALMM (BEENUOALAK] HE OOFHHD BOSOMTE TEXHANOMMBCKOMY NPOUSCCY.

44  Mecrounnen eopocHaBeeduR, ODOpYQOBEHWE NOOFOTOSEM BOML W TPHIDTORNSHHAR BO0A NOONEHAT pEryNRPHOMY
KOHT RO HE HANWHIE KHMSECERE M BHONOrHHEcix JarpRzHEHHA M, B RE0EROOMMEIXN CTyHEaHY, H3 SHI0TORCHHLL. JonmHs
BT OpfEHWADESHE CHCTEME OOV MEHTHPOEAHWR PEIYNETATOE KOHTRONA W Nobsl npeqnpuHimMasisi 0 RcTEIA.

45 B ukcTeix 30HAX, acoDeHHD B X008 NPOUSEEa AcenNTHHOCKDID NPONMIBaAcTea, Neban SeATansHOETE QM- DeiTh
CEE0EHE K MHUHAMYMY, NEPSIEMEEHHA NENCOHANS QONHHE NOOSHEATECS NPEEMTEM W KOHTPOMMPOBETECA © UEns0 mabe-
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HEHWA BEOSNSHEA H2CTHU M MUKDOOPTEHHIMOE BENSOCTANS NOBRLUSHHDA AETHEHOCTHA NEPCOHANE. YYUTRIESA crnaugqdmiy
NEAMEHASMOE TEXRONDMIMECHOR OResakl, CrneaysT ODecnEqrTE NEpcoHany EoMBORTHEES YENGBKA NO TEMIEPRATYRE W
ENEHEHOCTH,

46 MurpobHog 38rpASHEHNS CHIPER W WEXOGHEIE MATEPHANOE OONHHD DeiTh MUHMMANEHLIM. CRagqdeiany He Hux
O0MHHE! BEMOHETE 8 CEOA TPE0OBSHUA K MHHDODWONOMTHECKOR YNCTOTE, BCNM HE0DHaqUMOCTE STOM Beina yoraHoeneqa
B MPOWEcGs KOHTROMR.

47 MononsaosaHie B YKMCTEX 20H3X TEpe! [YMEROBOK] M MATERHANDE, CNOCODHLD BROSNATE BONOKHE, O0MEHD BaiTe
MIHAMANEHEIM.

48 Cnenyar NoWHAMATE ME DL N0 NPEO0TERELEHW 38rPRIHEHME MITOS0M NPOAYHTE SacTHLEMA.

49 TMpw paboTe C paanMYHLIMN OSTANAMK, THP0A KW CDORYOOBEHWEM NOCNE MY OROHYETANLHOR D4METEM W abpabaTtin
O0rHE BhiTe HCKNEHEHD W NOETODHOS 380 PRZHEHHE.

50 Murapeans BpemMaHn MOy MOAKDH, CYLWEOR W CTERUNMISUWER YMAERoBxH, AETANERA 1 000Dy S0SaHNA, & TAaKsE
MECHOY WA CTERAMMZALWERE M HCNONL30BAHNEN O0NHHE OsTe CBEABHEI B MUEHUMYMY. [JAWTEN6HOCTE STHE MHTEpBANR0E
JACMHHE ONPEABENATEER © YYUETOM YENOBRA KpaHaHMA.

51 Bpame mesgy HEHanoW MpEUoTOBREHWS PACTEOPE M B0 CTERMNMIALUWER MNK CTEQUNEIYVELWER HuneTpaguan
Ao BeiTe MUHAMANEHEM. [INA KaRO0ro NpoaykTa Cregqyet yoTaHDBNTE MAKCHMANEHD OONyCTHMOS BREMA © YHETOM
COGTABA NPOAYETA W YOTEHOBMNSHHOND NOPASKE XPAHEHWA.

52 Mapag cTepunEidauusei CNegYeT NpoBoOQMTE oTHo0p npob onA NposSgeHda MEKRODHONore-SacKonn KoHTPONR.
Craiyar yETAHOBMTE NPenenkl YPOEHA JSrPAIHEHEA, NEOBSPREMONT HANOCPEICTEAHHD NAPES CTEpHNWIaLMER. BanwmiuHa
ST MPE0SNos 3[EMcHT o7 3difEKTHEHOOTA NPHMEHASMOND METOOA CTEpumMaagm. Npe HEoGEo0MMOcTH NPOBSRRKT
arcyToTEde nuporeHos. Bos pacteophl [ooobesHo hdry 3moHHEE pacTeopsl Baoneluwy oSeamMoe) cnagyeT NponyCckETs 4apas
M NETREL, YOSMHMBRUME MUEDOORTEHHIME], YETIHIENMBAAMEIS HENOCHBOCTEEHHS MBS0 HEMONHEHHEM .

53 Oetand, KoMioHEHTS NSperHH0R YNakaexy, oBopyaoEaHWEa 1M OpyIee NPSOMETE, MCNONEIYEMEE B HUCThIE I0HAY
ACENTHHECKD T NPOMIBOACTER, QONMHE CTERWNWICEATECH M DACTYNETE B HUCTYH 30HY Y983 NPONOGHEE CTEPRNHAE TP,
EPMETHYHD BCTROSHHBIE B CTEHRl, NWEO NepeasEaTecA OpYrHM Criocobom, SSuMIUasiEme 0T BHECEHHR ZarpRaHaHniE,
Haropo4yss rasel gomyHel NPoXoadTh Heped dunsTPbl, 3808 PEHESEDLL S MHEPOODIEHNIMEL

54 Cnegyar mpoBoOMTE BTTECTALMKD [BANMEALMD | NGO HOEOM Npouscca. PeayneTarn aTTEcTaumye {Barsaaum
O0M#HE NOATESPHOETEOR Y80E3 ONPEIENaHHEIR HHTEPEANLI BREMEHN, OCHOBLIBARCE HE ONLITE RABOTEL HNW NP BHECEHAK
NEDBGN IHTHUTENEHLLE HIMEHEHWA B NPOLECS uiM cDopyJoeaHWe.

Crepunezauun

55 Boe npoyscosl STEDAMMIEL0MA GONHHE BeiTh STTECTOBSHE! {BaNUgHposaHs). TpebyercA ooobos BHMMEHWE, 8CAW
NPMMEHASMER METON CTERMNWIBLNY HE ONWCEH B JeRCTRYHILER DapMakonss WnY HENoNEIYETEA QNS NPOOYETa, He
ABMAKMLBErOCH NPOCTEM BOGHEIM WA MECHAHLM DECTECROM. MPagnoHTHTENLHEIM RENASTCR METOO TENNOB0A CTEOMMMEE-
UK. B neofom cryvdas satog cTeprnnIanmM QOMEH CoOTEETCTEOBETE NHLEHIMM HA NPOMIBCOCTED 1 PETMCTRALMOHHDMY
AOCKE.

56 [OnA nsoBora npouaccd CTeEpanMIauXy CNEaagysaT NoKE3aTh (C NOMOLLERD GIA3HECKRE A3MEPaHHIR M Dnono ek
MHOWMKETOPOA) &M NPUInOHMoCTE SR GEHHOR pogyElar M 3dubarTuEHOETE: ONR QOCTHHREHHR TRa0yeMElx YENDBWA CTapn-
NAZELNA B0 BOEX HACTHAX 3ArpyaKM kamnom suna. CooTsaTcTame NPoUEces 3a0aHH6IM TpelosaHAM CNEayeT NogTESpH-
OaTh Heped oNpaQansaHHLIE MHTENEANG BEMEH [HE MEHEE $8M OOWH Pa3 B o WNW Noons nobsse cyllecTeaHHE R
HaMaHaHME B 0bopygoeaHnK ). MpoTosons Boad HCMLWITEHUA CRegyeT XpaHETE.

5T Mpousct crEpumny3auss Qon=es o0ecneqneaTe Sthi-EakTHEHOCTE CTRpUNMIaLNKY Boar odvema aanpyasi.

58 [OnA ecex NpoUsccoB cTEpMiWIauMe oormiHel OuTe paapaboradsl W aTTecToRaHsl {BENWMONMPOESEHE) CREMEl
IBTPYIRA.

59 BranorH4ECHNE WHAMKETOPL! CNEOYET PACCMATPMESTE B KEHECTES AONONHMTENEHOM METOOE KOHTPOMA CTaph-
NAZALME, BHONOriHSckHg MHOMESTODE QOMMEHE] XPEHUTECS W MCMONLI0BATECA COMNACHE HHCTRYHELMAM METOTOBMTANA, 8 WX
KAHECTES0 OOMKHD KOHTPONMPOBATLEER & NOMOLLEN METOS0E NOIMTHEHOND KOHTRONR. TTHM MEMRONL30BAHMA GRONONAHECKHE
HHOWKETOPOR CrEOyET MPeayCcMOTRETE MEDEL, HEKNOHE0WWE BOIMONHOICTE MHAKPOGRONONIAHBCHON JAMAIHEHWRA OT CAMMX
BronNorYecKHy MHAUKSTOPOE.

B0 Crnegyar Jemho OnpensnyTes Mepbl, 05EcnsqueamlMe PAANENEHHE NPOSYETOR, NRUEOWME M HE MPOLEDLLIWE
CTEpUNMEILMID, Ha kasnol OparHE, MOTES WNH OpYIoR 8MEOCTH ONA NROSYETE MNW KOMNOHEHTOR A0N#EHE DhiTe HeTran
FTHHETHA & HAZBAHWEM MATEOWAND, HOMEDOM CERHM M YHAIAHWEM, NPOLWAN OH CTERHAM3aUIRKE Mnd HeTt. Jrm oboaqaqanna,
NPOWNa MM CEpMA (AN NOOCSpHA) NPOUSCE CTERHNM3EUMH MAH HET, MOMHD WENONE30ESTE TAKME WHOWEaTOPRE!, HaK
ABTAKNEEHAR NEBHTA, HO OHW HE OSHIT HBOEHHOM YEE3GHHA HE 70, 4T0 CEPHA D8 RCTBATENEHD CTEEMNEHE.

B1 [ns £8da0ro UEMKNE CTEQWIMEELMA CRanyeT oo pstnaTe NPOTOROMN, KOTOPLE QOTHHEl Y TEEEHOSTECR W BX00MTE
COCTABHON 48CTLEY B NPOTARAN CARMH rTOS0R NPOIYELMA,

Tennosar CTEpRNMZanymA

62 Hamos=A UWKEn TEnnoeEsa cTEpUMIanne QonHKeH 33nucklBETLCH HE JHATPAMME SBEEMA — TEMNBEPATYpSED B
ADCTETOHHG BONBLWOM MACWTADE WK PEMMCTRWPDESTECA © HEODROIMMOR TONHOCTER NPH FOMOWM Opyrons oSopy DoBaHHR,
PacnonomEHAE OaTHHHDE TEMMBRATY DR, MENONEIYe e AN7 KOHTPONA WA 38nHoH, 4omHD Beime OnpansneHo Bo BREMS
ATTECTELMM {BANMOALMK] M, N0 BO3MOMHOCTH, NROBEPEH N0 SPYTOMY HEZABMCHMOMY JATHHEY TEMMBEPATYPEL, PECmanomHeH-
HOMY B TOM M8 MECTE.
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63 OonycHRaToA BCNONEI0EATE KMMHYSCKHE B DHONOTH4ECENE HHONKSTOPRSE], HO OHN HE OOMHEHB] 23EMEHATE GHAZNHEC-
HME M3MEPEHURA.

64 o Hadana oTcysTd NPaSoMEMTENEHOGCTA CTEPMNKIALNMH J0MKHG BhkiTe NPEAYVEMOTPEHD OODCTATOMHOE BREMA,
phecnesHBaNWLEE OCTUHEHWE TREOYEMOA TEMNBEPaTYPs BCemm obbama 3arpyamn. 370 BpEMsA SOMNEHD ONpEasnaTecs 4MA
KAMOOMD BUOE 3ArpY3Ed OTOENBHD.

65 MNoona 38EspWaHWA BRCOHOTaMMEPaTYRHOR hatkl WMENS TENNOEOA CTEPUNMIELWK CNEOyaT NPUHATE MEDE!
NpOTHE 3EMPAIHEHKA 3aMDYIEA 8 NEPHOS OXNaE0aHR. Cnegyet CTapHnUaneans Mody i oxnas0Emwy KuOK0CTh MW r&aa,
BCETYNEHILUME B KOHTAKT © NPOOYETOM, KPOME CRAYHEEE, K008 BO0SMOMHOCTE WCNONL30EEHNA HEMBPMETHHHEX YNakDaoy
WCHAHHEHA W NPYESOEHE COOTEETCTEYHWME OOKSIETENLCTES.

Bnamuoe Tenno (nap}

GE Mpr CTEpAMMZELHA  BNSHEHBIM TENNDM (MEROM) CRESYET HOHTRONWPOEETE TEMNEPATYDY W ENEMHOCTE. Kak
NPREWND, CASOCTEE YNPAENEHWA QOMHHE DbITh HEZABMCHME 0T CREACTE HOHTROAR M 38NHCHBIAW WY YCTROACTE. Ecnn gne
ATOR WanM WCNoNsIYTeH AETOMETHYECHHE CHETEME! YNIPAENEHMR ¥ KOHTPANA, OHM OorHel BeiTe ATTECTORAHL] [BAnHaK-
pOBEHE), 470 rApaHTUPOBATE WX COOTBATCTEME HDMTWSECHMM TREDOBaHMAM mpouscoa, HapylieHwR B XO08 Npousscs
OOMEHE PEMMCTRMPOBETLER CHMOTEMOA WM HOHTRONMPOBATLCA onspatopon. B xone npouscca cTepunuiEumy NoKEIaHIR
HEIFBRCHMONT DETHWEE TEMMERETYDE GOMEHE MOCTORHHO CEEPATEGA G OAHHBIMY OMATDEMME! 3ENUMCSBRIOWETD YOTPRORET-
Ba. [N CTEQWNMISTOPOE. HMEHILWMY CTOK B OHE KAMSPE!, MOMET BOIHHEHY Te HEODNOAHMOCTE PETUCTRALMK TEMNERATYDLI
BATOR TOMKE B TEHEHME BOBM LMKNE CTEMnmzaums. EChi g umsin CTeinn2ammy 8xonmT haa Banyy MIDOESHAR, TO ChenysTt
OOCTATOMHD HACTO NPOS0AMTE NPOEEDEM KAMEDE HE FEDMETUHHOC TS,

BT Crapunudysnss NPEamMeTsl, HE HEXOAALMEEA B FEpMETIr-HEX YNSHOBKEN, O0MaHE DsTh 3888 0HY TR B MATERMEN,
NPONYCHAKWAER BOAOYE W NEQ, HO NPEO0TERALAKWMEA NOBTORHOES 3AMPAIHEHNE 3T NPEOMETOR NOCHE CTERMIMIELNA.
Heohxoaumo obEcnayUTE KOHTAKT BOEX YACTER JAMPYARM CO CTEPMNMIYHWLHM BreHTOM NPW 38 0aHHEE TEMNSRaTYRE W
BREMEHM.

68 [OnA cTapunu3auEd QOMHEH MCNOMEI0EATECH NAP COOTEATCTEY HMLEND KEHECTES, HE COOSpPHEMA BRNKHEHHA B
TARCM KDMAYESETES, NP KOTOROM MOMET NPOAZ0ETH 3arpRIHEHHS NPOSYETA WNH 0Dopy S0EaHnR.

Cyxoe Tenno (xap)

G [Mp# CTEEANEIZLAN CF XXMM TERNOM [SEP0M ) 30MHHE BhiTe NPEgYCMOTREHE! UWDKYNALNA BOZOYXE BHYTRH KEMEPE!
W NOAOSpEaHs MaBLITOYHOND JBENOHWA © LAMLI NPSI0TEJSLEHWA NONA0AHWA BHYTPE HECTEPMNLHOM Boagyxa. Mobon
MOCTYNEKWWA BHYTRE BO3gYE SOMEEH NROXOOWTE 98pas huneTpbl Beltokoil abdekTHEHOETH (Tina HEPA). Ecnis crapunis-
BALNE NPeOyYCMATEHEIET YOTPEHEHWE NAPOreHoB, T0 NpY STTECTEWMN (BaNUOSUMM) CNEOVET BLINOMHATE TECTLl HA aHO0-
TOKCHHL,

PH,E[HELH!DHHHH CTEpHNH3aLMA

70 PaguaumoHHAaA CTEpHNMIELNA MCNONbEYSTCR MEeHeiM 0EPa3om OnA CTERMNWIEUHK TERMOHYECTENTEMNLHLD
METEQMARDE W NpoayeToE. MHOME REREpCTBEHHLIE CREACTES W HEXDTOPEIE YNEHOBOHHLE METEPNENE HYBCTAMTENEHE K
WOH 3 DY LS MY M3nyHeHui. B CBAZW © 3THM aHHLIA METOD, BOMYCKSETCA TONRED NPH 3KCNEDMMEHTANSHOM NOATESRHOS-
HAM OTCYTCTEMA 2/ BRESHOM BNMSHWA Ha npogyer. Kak npaewno, ofnysasve ynsTpadmonarcsbid manyHeHam He
AEMSETEA NpHEMMTEMBIN METOS0M CTROHNMISUMA.

71 Bo spess NpoUecta CTeEpMnUEaLme QOMEHE MIMEDRTECA NOMOLEHHER G088 M0HUIMDYEOLIETD manyyaqss.
ATOrG CREgyeT KCNoNsI0EaTE JOINMETDE], NOKE3AHMA KOTOPEX HE IZEWCAT OT HCNONbIYEMOR MOLLMOCTH D03k M2MY-HEHA,
HO HOTOPEIR O80T EDNHHECTEEHHDE 3HAHSHAE NOMMOWEHHDA 0036 HENOCPEACTESHHO B Npogyxumn. [nA kawnol 3arpy I
B CTEDMMHAIYEMOA NPOOYELWH OONHHD HEXOOWTECH OOCTETOHHOE KOMMHECTED QOSHMETHOR, PACNONDMEHHLN TakuwM obpa-
20K, 4TOER B O0MyYASMOA 3I0HE BCEMOE HAXOOUNCR O0BAMETD. NOMMMEPHEE O03MMETDEl MOMHD NPAMEHATE TOMSKD B
TEMEHWE YOTAHOBNEHHOM COOXA NSACTEMA KENMODOBEN © WEMEPaHMEN WX ONTHHECHON NNOTHOCTA B TEMEHME KDDOTHOM
BREMEHN NOCNE DOmy-<aHuRA.

72 B xassctee cpagcTsa SONoNHMTENLHOM KOHTPOMA MAOMYT WCNONEINBATEEA GHONDMMHECEWE MHOWKETOPEL

73 MeToonms STTacTagMy (Banu0aumnK] QonkH: AJaHTHROEaTE YHET BOIMOHHEIE MIMEHEHWA MNOTHOSTH yERaaH
CTERHNAIY EMOR RO YLK,

T4 [MNpr NpoEaSEHHK NPOYSSEE PEaSHELEHMOHHDN CTEPMMM3ALMNA HE Q0MTKHD BTk CHMEWMBAHKA OBMMEHHDA 1 Heob-
MyHEHHORE NPpoayELME. HE Kasaon ynakoeks CREOyeET WCNoNs3I0EETh YYBCTEMTENLHEE K MAMyYEHHID LUESTOBLIE WHOMEATODEI
AnA Toro, 4Tofsl PEINMYATE YNaKDsxs, MPoLWERIUME W Ha NRoUEnume obnyyeHHe.

75 CyMMapHanR NorMmOWEHHEA 0038 WANY4EHWE SONsHS Deitk HADpDaEHA B TEHOHWME BREMEHW, OTBESEHHOM HE
NPOUBCE CTEDMMAZE0MIA.

ETEFHHI'E-EI.I.HH QECHOOM 3THNEHA

7B Meton cTapunniEnmn ORES0M STHNEHA MOHET WCNONE30SATECA TONBKD TEM, TOS HANLIA NPHMEHATE SPyTea
METOOLI CTeprmzanms. Mope NnposesaHdy STTECTAUMN [BAMMIAYMK) CRBMYET NOKA3ATE, YTO NPOUSss CTEpMMM3aLMH
CRCMOOM 3THNEHA HE OK33:BAST BREJHOM BNHAHWA HA NPOOYEUWMI, 8 3308HHBE YENOBMA W QNATENEHOCTE AErazalme
NOZBONRKT CHAZATE OCTETOMHYRD ROHUSHTDALMED FA23 ¥ NPOOYETOE PEEKUMK S0 S0MYCTHME YPOBHER, DNPESENEHHEE SIA
AEHHOM BHOE NPOSYELEME MNW METEpKana.

T7 CYLUSCTSOEHHOS IHAHEHWE WMEST HENOCPEOCTEEHHEN KOHTAKT MEROY fE30M M MARDOOpTEHMaMamMe. Chnegyet
NPMHATE MEPS NPEOGCTOPOHHOCTH 0T BRMIHEHAA MUEPOORTEHUIMOE B MATEPIEN [HANDEMED, B HEWCTENNE MOM mocine-
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IMPOEAHHER Ganor). Ha npousco STEpMNH3EUMWA OECHO0M 3THNEHE MOMT OHA38TE CYLLBCTESHHOS BNMRHHWE BHO W HOMHYE-
CTED YNEEDBOMHOID METSpWand.

T8 TewmnBpAaTYRY W BNEMHOCTE JATPYIHM nepen obpabotiof rasom cnegysT NpYEECTH B COOTEETCTEME © Tpebosa-
HAMK npouscea. Tpedyemas ANA 37000 BPEMA OOMHHD DbiTh N0 BOZMOEHOCTA MUHHMANEHRIM.

79 KEmOs@A WuMen cTEpHNHIa UMY JOMEeH BOHTRONMPOBETLEA © WENONLI0EAHNE M COOTEETCTEY KHLWE SuOnorHess
MHOMKETOPOE, PACNPEOSNEHHLN B JOCTATOMHOM KONWHECTEE NO Boemy obbewmy 3arpyzar. Nomy<esHaR sHbopmagms
OONHHE BHODMIATECH QUEYMEHTANEHD W BX0OMTE COCTEEHOE HACTE B NPOTOXON HA CAPMH MOTOS0E NPOgYELHEA.

BO OnA kEsaond WHENRS CTERUNA3E0ME omsHe Belte oiopMners NpoTokons, COSEmHELWNE JAHHEIS O ONHTEML-
HOCTH LMKNA, DEENEHEN. TEMNERATYPES W BNEAHOCTA B KAMEDE B0 BREMA NPOUBTES, KOHUEHTPEWMN M333 M JaHHe S 0B oBuyem
KOMMHECTES WMONOMS30BEEHHOM rasd. [apnesve v TEMDEDATYPA ODNSHE DPEFMCTDMPOBETECR B TEMEHHE BCAM0 LWMKNA
CTEPUNHZILME HE JHarpamme. 3TH JaHHEE SOMEHE BXOOWTE COCTARHOR Y3CTEH B NPOTORAN HE CHEEHMED MTOEDHA MOy ELRA.

B1 Mocne cTeprnd3alwd 3aTpyidky CRemyeT XpaHETs Mo HOHTPONEM B BEHTHUIMPYEMLE NOMBWSHNAX, 4100k
OEECHEHUTE CHUMEHWE OCTATOYHOR KDHEEHTRALWA FE38 W NPOOYKTOE PEESKLHE 00 ONpenensHRong YpoeHA. JTaT npouecs
MQNEHAT STTECTALWA [BAr Q2K ).

PHAETPALKA NEKARCTESHHLIX CPEOCTE, KOTOPKIE HE MOMYT BhkiTh CTEPHMNW30EaHEI B NEPENYHOA YNaKoEKes

B2 TiposageHnE CTapHNHMIVIWERA thurns TRALWM HE RENASTOA SOCTAETOMHEIM YCMAODBHEM CTERMAM3ELMM, BENK BOAMOH-
HE CTERUNAIALMA MPOOYETA B OROHSETEMBEHOA NEPEMYHOR ynakoeks. MpeanoYTHTENLHEIM REMASTCH METON CTAPMIMIZUMA
napos. ECne CTEpUNMZEUHA NPOSYETE B OROHYSTENEHOA NEDEMHHONR yNAKDEXE HESOIMOEHE, TO NEPED HANGNHSHAEM
PRCTEOROE MMM SUOKDCTER B NPEIESpHUTENnEHD CTEPMAMI0RAHHY K NEDBWHHYED YNEKDBRY WX CREgyeT Npomyckars HepsEs
CTEQUNEHEIE GUNETRE € HOMUHANBHBEIM p33IMEpos nap He Gongse 022 MEM WAK © SEBMBANGHTHREIMK CEORCTBAMA No
YOSPHAHWD MUKPOODraHNEMoE. TaEns umsThkl MOMYT 3808PHWMBaTE SONsWyH 4acTe Gakmapud wnm nnacHaswsx rprbos,
HOOHE BOS BHPYCL WNM MUEONNA3MEL [0 BOSMORHOCTH Npogecs MNsTRALMK CREenyeT SononHATE CoOTBETETRYHILER
TeproabpabaTeon.

B3 B ceraw ¢ mam, 4TO y MeTooa dunLTPagMKY 8T QONOMHWTENEHBLIE DHCE 38rPAZHEHMA. MAHDOO DEEHKIMEMA 1D
COSEHEHWHD C APYTAkEN CROCODEMM CTEPHNMIALMK, HENOCHE0CTESHHD MBS HANOMHEHHEM MOKHD DEROMEHOI0BETE NOETOR-
Hyh M NLTPALWMH NPOgYETA Yapa3 JONoNHWTENEHBIA yOSPRABIHNLAR MHEDOOPIEHWAMEl CTERMA WY AMA hMneTp. DEoH-
HATEMLHY D CTEIWNAZIOWYH GMNLTHEUME NPOAYETE CREAYET NPOBOAMTE KAK MOMHO Bruss § MECTY HANONHEHHA.

B Crnemyat MEnonsanesrs MnsTRb G MMEMMENEHEIM 0T SENEHWEM BONOKOH.

BS Mapan HoNoNe30ESHREM CTERKNMIVIOWSD GUNLTPEE 1 CRE3Y NOCAE Bro WCNONEI0EAHWA CREOYEaT NpoESpnTe
ATCYTETEME Y HEM NOBPEHOEHAR TAKMM METOO0M, K3 TEOT HA «TOYKY Ny3bIpeRas, MeTanom guody 3MoHHOM NOToKE MnK
BLIGEMHHONA MO0 DSEMNSHAEM.

Mpu. STTECTALMH CNEdyeT WIMEBpRETE BpaMA, HaobXogMMos OnA GMneTpEUMK pacTeapa 3a08HHOM ODLEeMa, W
napenan oEEnesds HE erneTpe, Modes JHSHMTENLHES OTEMOHSHWA B NPOLECCE NPpOMIsOoScTEa of aTTEeCTOBEHHER
NOXBIATENEA CREOYET PEMHCTPUPOBATE W SHANWAKPOSEETE. PedynsTars 3THE NPOBS PO SonsHE DbiTh BENHESEHL B NpaTo-
KON HE CEAR npaayryms. Cpady nocng Menane3osaH A CNeayeT NoOTESIHOEaTE LEMOCTHOOTE KRMTHHECKMN Fa3086e W
BOaOyWHLR deneTpoE. LlanacTHooTe apyrvs dmneTpos Heabxomgumo NofTESpHOETE HEPES COOTEETETBYHILWE WHTERBANE!
BREMEHH.

BE Ha nonycrasTos MEnonb30RaTE O4MH W TOT Ha GHnLTD B Teranre Gonas agHord pabouand OHA. 33 BoKnHSaHHEM
Cnyyass, ¥oroa Gones grvTansHoe @M MENONbFEAHWE MOTEEMHOEHD ATTECTEUMER [BAMNOaLWaR).

BY Tipesarsemsrd iiunsTh B8 QonHeH oKa3L8aT0 BEMAHWE HA NPOOYET, 3A080HHES R 8r0 KOMIOHEH Tl M0 BLIGERAR
B HEID KaEHe-NME0 NOCTOPoOHHNE BELLECTES.

JapeplweHWe NPoMIB04CTES CTEPMNEHOR NPOOYELMK

BE OnA yrynopHESHWA NEMEMHHOR YNSKOEKH CNEOYET HCNONLI0EETE ATTECTOEAHHEE {BAMAMDOBAHHEIS] METONR.
MEpBrHEE YNBK0EKKH, MEpMETHIMPOBEHHLE 33NAAR0A [HANDWMED, CTERNAHHEE UMW MMACTMACCOBLIE AMNYNL), MOSNEwaT
100%-H0@ NPOSEPES HE MEPMETHYHOCTE. TEpMETMYHACTE GEYTHE NBEPAWYHE X YyIAROBOK DONKHE NPOBEPATEOR ND CODTEET-
CTEYHILMM METOOMKEM.

B9 MepeuqHbE YNEKOEKA, NEpMETHIMDOEEHHEIE NOO BAKYYMOM [BEKYYMHEN YNAKOBEKA), SOM#HE NPOBEDATECR HA
COXPAHSHME BAKYYME C ONPEOSNSEHHOA NEMOOu-HOCTER.

30 MepevHHeIE YTIEKDEXH C NPOIYEUKER NA NEapeHTERENEHOND BESNSHNA HEDDX0OMMO NPOBEDRTE HHOMEASYANEHD
HE HAMWSME NOCTOPOHHAE BEIKHEHHA Wnd gpyTux gederos. BuayansHeid soHTRoNe CREayeT NpoBoaNTE MM TRe0Y e
YOOEHREY OcEalEHH0cTH W hona pabodera nons. CRegyer parynNRpHD NPOBEPATL 3pEHUE ONEPATOROE, BLINONHARKILYME
BMIYANEHLIA KOHTRONE (SCNH ONEPETOPE MENOMLIYET 04KM, TO NROSE DXE APEHNR MPOB0AWTER B O4xax ). B 1008 suayansHorm
KOHTRONA NPOOYHLKHG PEROMEHGYETCR OpPraHWInBEsIBaTE SACTRIE Nepepbew 8 pabore onepatopos. TpK HENRONLI0EIHAK
SEyTas METOO0E HOHTPOMA 3707 NPOUSCE HE0ToauMMo STTECTORETE {BANMAMPOEETL), COCTORHME 0D0DYQOEaHMA CnegyaT
NEPRAGHYECEH NPOBEPATE, PEayN=TaTh BRAYAMLHOM KOHTRONA A0MkHEl Geime odiopmMneHsl GOKYMEHTENEHD.

KoHuTpones auwecTea

31 MoneimaHde roToRon NPoOYKTa HE CTEPUNEHOCTE CNBOYET PHCCMATPHEATE NHWE KSK I3SEDLWAKILYWA 3Tan 8
NOCNEN0EETENLHOCTH MED, ODSCNEHMBRMHLME CTEPMMEHOCTE NPOSAYETE. TECT HE CTEPHNEHOCTE AONMEH BuiTe STTECTORAH
{BRENMOHPORAH) NR MPOOY LMY KEXOO0ID BHOA.

B2 TMpw nanyqedHrd PEApEWEHEA HE BeINYGE CTERWNEHOA NPOOYELWR RO NApaMeTpaM cnegyet yoenume ocobos
BHAMAHWE STTECTAUMA (BANWIALME]) W KOHTPONE BOEMD TEXHONOMMYSCHOT NPOLectE.
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93 Obpa3us npoayrUWMK, EoTophe Gene 0To0paHE ONF NPOSEOEHAR HENBITAHWA HE CTERMNEHOCTE, QOIMTEHE ObITh
pPENPEIEHTATHEHLIMN OMNA BCERA CEpMH NpOOyELAM, OcoBeHHD ONR TEX Y3CTEA CEpUH, BEPORTHOCTE JAMPAIHEHNA KOTOPLIX
MEKCHMARLHE, HAMPWMEp:

a) Ans npogykTos, paciacoeaHHelx B ACENTHHECKAX YENOBMAX, 8 oTobpadHbe obpadus OomsHE BEXaOuTs NEpBu-
HEME YNEKOEHH, HENODNHEHHLIE 8 HE4ENE W B KOHUS CEDHW, M Noone mobon CYWecTESHHOND EMBILETENLCTES B X008
TEXHOMOMMYECHON NPOUSCCa;

b} ons npogyeTos, MPOWESWHE TENNOBYH) CTEQWNNAZELMID B NEpEMYHOE yNEK0ERs, 0CoD08 BHMMEHWE Cnenyet
yoenuTe otBopy aBpaayose Ma NoTEHUMaNEHD HEMBONS:s XoNO4HOA YECTH JEMPYIEM CTEpWNH3ATOPE.

MpunoweaHue 2

MpoMIBOAETED MEOUUMHCKMX BUoNOrMYaCKKX Npenaparton

HasacTao magquuHCkay Bonor<eckds NpEnapaTos ¥ nOpAODE KX KOHTPOMA B0 MHOMM ONPEJENAEITER TEXHOND-
rMEl NPOUEBOOCTEE, OT KOTOPO@ B 3HAHMTENEHON CTANSHA 3I3RWCHT OTHECEHHE METMUMHCER BUoNoraHeckiy NpenapaTos
E TOMY HAH MHAMY BA0Y. B SaHHOM NPHNCHEHAY DBCCMETDHERRTER CNS0yriLg9Me MEdHUMHERHES BRONOrMHeckke npenaparss

a) MURPODHLIE KyNETYPE:, 38 WCROHEHNEM MOmHeHHLN NO TEXHONO pekomMbuHadTHon JHE;

B MHEPCOHLIE W KNETOMHER KYNETYPR, NONYYERHLIE MO pekoBuHEHTHOA QHK Texsonoren Wik metogom regprar-
FALHI;

) SHCTREETE K3 GRONOMAYSCEME THEHBA;

d] HWBEE AMEHTE, BRIDAWAHHEIE B 3MDDHOHEN MK HHBOTHEIL.

E Tamum menpurHCKe BHononHeckum NPpanapartam oTHOCATER BEARUMHE, MMMYHHEE CRIBOPOTHA, BHTHMEHE, FOpho-
Hikt, LW TORMHLL, HEQMEHTE 1 ORYTHE NPOOYE T GEapMaHTALNK (B T. 4. MOHOKNOHENEHLIS SHTHTENS M AR0OYKTEL, NOMYHEE5E
w3 pekombnsanTHoR QHK).

E npooyetam, yHAZaHHEIM B NEPEHCNEHMH 8), NPHMMEHHMEl HE Boe TPETOBAHWA HACTORWSAM NDHNGKEHKA.

fMlpumadaduse —p nogroTosrs HACTORWEND CTAHOAPTS Gk yyuTars obwye TpeboesHuA, RpeaLAanASMEE
Broamwproi opraduiau«en agpasoaxpasexir (BOSE) k opradiIaumy npon3scicTea M KOHTPOMsHEM nadopaTopuAmM.

B HAcTORWENM CTEHORPTE HE Npusafsdsl Tpebosasis K oneun+4ecaim. Bioan GHONorHHacin s Npenapanoa.
TpefosaHHA K HIM 0aHE B CHEUWENEHLE HOPMETHEHEY JORYMEHTAY.

Obwwe NoNoKeHMA

MpozscdcTeD MEOHUMHCHAY DUONOTWHECKHE NPENAPETOE MMEST CBOID CNEUungiMKy, ONPESEnNAEMYH) XBpaxTapom
NpOOYELMM W TEXHONOMER nponzscacted. NpW NpowigOogcTea W KOHTRONE MEQWUMHCKDA DWOnore-<ecron NpogyHma
HEDEXOOMME NPUHEMATE CHELMANEHLIE MES NPE0OGTOMOMHOCTIA.

E otnwuwe o7 obbMHel NEXSPCTSSHHEIY CPeOcTe, KOTOPLIE NPOMIB0OARTCA C WCNONBI0ESHIBEM XAMWYHECHAY 1
HAAHECKHE METOO0E, OBBECHEYUWBEALME BLICORYID CTENEHE CTABMALHOCTH, NPOMABOOCTED MEJHLMHEKHAE BUONArMYECHMX
NpenapaTos CERIAH0 C GUONOMMECKAMI NEOLECCEMH 1 MATEOHANAMY, TAHAMK KaK Ky THEHDOBAHWE KMETOK KNA 3KCTPE-
HL{MA METEMAENE M2 EHELN OPTaHHIM0E. 3TH SGPuoNorMHEckea NpoLEcosl XEPaKTERHYHITEA BApHaBansHOCTER, HTO NPNBED-
OWT K HENOCTORHCTSY CNEKTRE M NPMPOgEl CONYTOTBYHILMY NPoOyKToE. Bones T0M, MaTapvants, HENoNeIYeMsE B NPOLEC-
CHX KYMLTHENPOBEHKA, cami no cele AenRTeR cyboTpaTamy ANA POCTE MUKDOORTAHHEMOE.

HoHTpone MEQUUMHCHAX DUONOTMMECEME NDENAPATOE BENKHE8T B ce0A Granorr-<eckns BHANUTHHECKHE METOOE,
HOTOPLIE XEPSKTERHIYIOTCA DONSE BRCORDA CTENEHEID BapUaBansHOCTH, YEm EHaMKo-XAMUHECHAE AHANHTHHECHAE METD-
Al Moatary Npy« NPOM3E0ACTEE MEOWLWHCKHE BM0NOrMHeckux NPENapaTos ocobos IHIYEHWE WMEDT METOOLI BHYTRHIPO-
MABOOC TESHHOND ROHTROA.

Nepcoxan

1 Bee corpyarik, pafotamwmye B 3oHax NpOWIBOnoTEs MESHUMHCKME Bronariyecae NpEanapanos (8 1. 4. Nepoo-
HAMN, 3AHATEHA DHNCTROA, ODCNYRHBAHMERM UMK BOHTPONEM EEHECTEE), DOMMHE MPOL0aMTE OONRONHATENsHDS o0yHeHKa B
COOTEETCTAEMM G WX OBAZAHHOCTAMKE W OCODEHHOCTAMMY MPOMEB0OMMON NPOSYELMIA. COTDYOHMEA SOMHHE] WMETE JOCTATOMN-
HYH NOQroToeky B COABCTH NWHHOR MMrHSHE B MARDODHaNoT.

2 OnA yonelwHom BenonHEHR CEOWE DDA3EHHOCTER NHYAM, OTEETCTESHHEIM 28 NPOMABOOCTEO W KOHTRONE KE4ECT-
BE MPOOYELUMK, HARAOY © QOCTETOMHEM NPEETHHECHMM ONETOM CRaaYsT WMeTe HeobxRoouay Gaioeyo nograToexky no
BakTepranondy, Sronorud, DHOMETDUM. XHMHK, MaguUMHE, dEpMany, QapMakonon, EMpYCOnorad, WMMyHONOmW |
BETEQUHEMH.

3 Ons abacneqeHuA GE30NACHOCTH NPOMIB0OMMOEA NPOOYELMH CNE0YET YSHTHBATE WMMYHHER CTATYC COTRYOHNEOE.
Broa cotpyaHui, 38HATEE B NPONZBOACTES, TEXHWHSCKOM DOCAYHMBEHNH, NPOESOEHWH MCNETEHWA 1 YRO0E 38 HABOTHi A
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(B TOM HHCNES W KOHTRONSPE ), HOMEHE, 0 Maps HeaBRoGHMOCTI, NPOXOOHTE BESHUMHALAR, 8 TEOHS PETYNADHOE MESMLIEH-
ckos phcnagosaHre. [MoMro CHEBMOH0R HEoDXOOMMOGTY 3N TE NEPCOHANE 0T MHMUWMPYRIWME BraHToR, CHNEHOOEA-
CTEYHALMY TOKCHHOE WK BMNSPraHoe, CREiyeT NpefoTEpaAaTe 385 PRIHEHNS CEPWMH NPOOYELHK BHOMUMPYHILLMMEA 3reH-
TamK. K&k npasuno, Aonyck NOCTOROHHMY MWL, B MPOH3E0OCTEEHHEE 30HE Q0NMeH Bams CTpomm orpaHu-eaH.

4 HeolmoOumo WeEnsYETe QONYCE B NPOM3BCACTEEHHYH 30HY COTRYOHWKDE © KaHMMH-NAGB0 MIMEHEHKAME HMBMYH-
HOM CTATYCE, HOTOPGIA MOMET OTPHLETENLHO NOENMATE HA KEYBCTEO NPOMIBONWMMON NpoaykTa. B npowisoscres saniaHe
BLIM. » npenaparoe tyDepeyndHa monyT OuiTe 38HATE TONRED COTEYOHWEH, HOTORLE PErYNAPHD NDOXOOAT NROBSpsd
HMMYHHOM CTATYCA KWNE PEHTrEHoMEfHYSckos obcnafoBaHue FyaHOR KNETE.

5 B resande paboqero BpemMeHd He SOMYCKSETSA NEpaEron cOTRyOHUEDS 13 30H, 108 BOINMOHEH KOHTAKT © HHELIMY
MAKDOOPTEHHAMAMM MNH HMBOTHLIMKY, B 30Hs paboTel © Qpyrol NPOOYELHER MMM ODYTAMKY  MUEROODraHRasmasm. Ecne
noactHes nepadonos MEBEHaTs HEBOAMOMHD, NEPCOHAN, 3AHATEH B TAROM NPOWIBOSCTES, DOMMEEH CTROND BRINOMHATE
TPabOBAHMA MO OBEROHTEMWHALHKA, B T. 4. CMEHY O0es0E ¥ 0ByEH, W, NP1 HeoBxognmMocTie, NEHHMMETE O¥L0.

MomewsHuA W oGopyooBaHWE

G TpeGoBaHMA K “HCTOTE NPOMIBOOCTEEHHER NOMEBLEHAE MO MHKDCODTEHKIMEM W HSCTHLAM 328MCAT OT BMaa
MPAOSYETS M TEXHONOMYSCKOR CTE0MW, © YYETOM YPOBHA 3AMPAIHEHMA MCXOOHEX MATEDWANDE M ONBCHOETI 38MPRIHEHNA
TOTOEON P00y L.

T Benay onacHacTi NEpExpecTHOND JarpAIHEHKA MagULMHCEE BHONOrMHEckE NPENapAaToE, 0C0DEHHD HE CTAOWAX
PAatoTE C MMBELIMH ORIEHUIMEMHA, MOTYT NoTRE00EATLER AONGAMHATENEHLIS MEPE TPENOCTORONMHOCTIY, HANPHMED, MENOnk-
IDBHAHNE CNELWANEHD NPESHAIHAHEHHON GD0PYOOBEHWA 1 NOMELLEHAR, DRrAHWZALHA NPOWMIEOACTEE MO MPMHLUWNY 07580
HilX EHEROE pafoTel W BCNONEI0ESHNE JSKDETEX CACTEM. YPOEEHE PAZISNEHWA. HeoDeoouMeR QRA NPEgoTERAWEHWH
NEPEKPEcTHOND 3arpAIHEHHR, ONDEOENASTCR BHO0M APOSYETS W NEPaMETRAME HENANLIyEaMors oBapynoBaHmuA.

B Anm npovaeoacTea BakykHel BUM 1 paboTel C SHELIMH MAEDOOPTEHUEMEME. BCNONLIYEMEMA B NPOM3E0OCTES
npanapatoe TYOEPEYNMHE, KEK NPEEMng, HEODOaWMD NPAMEHATE TONBRD CNELHENEHEIE NMOMELLEHHR 1 obopyaoeaqne.

89 Mpw patore ¢ Bacilus ambhracs, Clastndivrm bolwlinum e Closkidiom fefan go 38e8pWeHWA NPOLBCCE W
MHARTHEALMA HEODHOOMMO WENONEIDEETE TOMLKD CNEYWANEHEIE NOMEBWLEHIR M 0DopysosaHne.

10 One gpyrux cnopoofpasyonme OpraHMamos MOKET NPMMEHATLEA OPIEHUIaUMA NPOWMIBOOCTED NO NPHHELMOY
OTOEMNEHED LMRNOE ME YCAO0EHKA, HT0 NPH S3TOM HENONBIYIOTCA NOMEWEHHA 1 olopyQ0BaHWE, CNEUHANEHD NPEgHEAHIYEH-
HEIE ONA STOA TEYNNL NPOAYETOR, H OQHOBIEMERHD MPOUMEB0ONTORA NPOSYHLMA TOMLKO Q4HOM BMOE

11 On® Tawax NOOYETOE, KAE MOHDENOHENEHBIE SHTATENS W NPOOYKETEL. MPOM2E0OMMEE N0 pekoMnHanTHoR OHK
TEXHONGMAK, OGNYCHABTER M 0OHOBPEMBHHOSE NPOWIBONCTED B OOHOA 30HE © MCNONLI0BAHMEN JaXDEITER CHETEM Buodiep-
MEHTATOROE.

12 Thocne cTaguu BeIDRLMBAHUA NOCMEIYHILME TEXHONOTHBECEHES CTAOMK MOMYT NPOB0AMTECH ANA DASHEIX NPOISYE-
108 OOHOBEPSMEHHD B OOHOE NPOWIB0OCTESHHOR 30HS MW YCNOEMK NOVHATAR SABHBETHEE Map N0 NpegoTepaLleHE
NEPEXPEcTHOND 3arpRIHeHHa. [N yEuTsm BARUMH 1 SHETORCHHDE TER0ES NAPAMNSNSHDE NPOMIE0OCTED BOIMOMHD TONEE0
NOENE MHAKTHEALMWA KyNbTYREL KN NOEMS 88 QETOKCHESLMH.

13 OnA npoviecgcTea CTEpMNBROR NPV ELWA CREOYET HENONE30ESTE NOMEWEHUA © HI0LITOHHEM DasneHuan. dna
NPEgATEPALLEHWA PECNPOCTRAHEHWA ISMPAIHEHMA 38 NREOEnkl CBUMANEHEIE 30H, NOOBERMSEMER BOIBACTENKD natans-
HOE, B 3THX 30HAX CREAYET COYNS8ETE OTPMUATEMNEHER NERENE0 DAEMEHAR

BoKcsl © OTPUUATENEHEM NERENANCHM AABNSHWA, WONONL3yemsE ans paboTel C NATOMSHAMH B ACEnTHHECKMY
YONOBWAK, CREOYET ORPYHETE CTERHNEHBIMA 3OHEMW C MI0LITOSHEIM DABNEHWEM.

14 Tipw sefope obopyooBaHuR GHNLTRAUNK BO3OYEE CREOYET YUATHEETE OCO0DBHHOCTH NPOM3ROOCTEEHHLIX 30H.
Kak npasunog, He NPMMEHABTCA PELMPKYNALMA BOZOYXE M2 30H, B KDTO{LIX BRNONHRSETCA PABOTE © HUELIMH NATOMESHHEIME
MARROOPTEHMAMAEME (38 MCHNIOHEHWEM 000CHDBAHHE CAYHEEs ).

15 TINAHWPOBEE MNPOW3AOOCTEEHHLE 30H W ROHCTRYELMA aBopy0oBaHMA 4ONNHL ODECNEYMBATEL BOAMOMHOCTE Npo-
Sa4EHHA M SERTHEHOR OYMCTRR M OSEOHTAMMHEUAW [HANDUMED, & HONONEIoEIHMEM MaToga dyMmyraywd ). MeTogusu
OHACTEN W OEOHTAMHHELUMH GON%HE DbITe ATTECTORAHEI {BANWAHDOEAHI).

16 HKoHcTpyeuwra obopynoeaHia, MCNomns3yaara QnA paboTel & HMEEMNA MEKPODPIEHWIMEMN, SONSHE WOKNH4EaTes
BOAMIEHOCTE 3BTPRIHEHMA 3THAX KYNETYP U3 BHEWHAE HCTONHMROE B X048 TEXHOMOTMHMECHOND NRoYScts.

17 Koncrpyeuwr TpyDonpo&anos, BEHTUNER W (IMNLTPOE OHMMCTHA BO3Oyxd gonwHa obednewmeare yoobcTeo wx
OHMCTEW M CTERANH3aYM. PEROMEHIYETEA MENOMLIDBATE CHCTEMEI *DHWETHA Ha mecTas [clean in placa) » scTapunKIaunn
HE mecTes (sfenlze i paces). KOHETPYHUWMA BEHTMASR Ha EpMEHTATORAR QUNHHE NPEOYyCMETPHEETE BOIMOKHOGTE HE
CTEPUNMZELME NapoM. PUnsTPpel GonsHe Geime riapo@obHeimge, cpox ux cnysbel gonsed buiTe OnpEOEnsH B xoge
ATTECTEUMA {BENWOALHA].

18 HKoHoTpyRUWMA NEpEMHHOR HI0NALMH JOITHHE HCEMYETE DUCE Y TEYRM, HTD CNEIyaT NoaTespHiarts HEmkI TAHHAKMN.

19 HMgmee OTEo0kp, HOTORRE MOMYT COOSPEETE NETOMEHHEE MUEDOOPrEHEEME], DONXHL NPOXOaWTE SitiekTHEHY D
OSKOHTEMUHE LA,

20 Bonaacraws sapuadensHoste BMonari4ecisid NpoayEToE Wi NPoUEccol B ¥008 TaXHONOMMWEacion npouscca
MOGHET BOZHUEHYTE HE0GX0OMMOCTE B OTMEPHEAHHN HNW BIBELUWEAHHN KEaRe-nwio pobasok mnm HHIPBOWERTDE (HEmpMMER,
GychepoB), NOATOMY B NPOMIBANCTESHHOA 30HE QOMYCHBETER ¥PDEHHTE HEGONLLLME 2ANAckl 3THXE BEWEBGCTH.
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BuEapHM 1 YOO 38 MHBEOTHBIMA

21 WreOTHLE MCNONLIYEITER NA NPOU3IBOOGTEA PASH MEJWMLMHEKAK DUONOrA-EcEME NPSN3pEToE. BAKLWHEl NPOTHE
MOAROMMENATE [0BE3EAHE ), ChIBOPOTEA NPOTHE AQDE 3Mai {NOWS0M W KO3k ), BERUWHE NPOTHE DEWEaHETES (KPONmHA, MsILmn
W XOMAEM | W CRBOPOTONHLIA MOHAS0TROMAH [NoWanM ). HUB0THES MCAONbIyETER TAIOKE ONA KOHTDINA Ka4BsTES BonBWHMH-
CTEA ChIBOPOTOR M BAXLIMH, HAMPAMEE, MWL [BSHLWHE NPOTAB HOKMELLAE ), MopcEde cediHxy |BLH saxuwHal, a Tascka anA
NpOBESEHWR MCMLITAEHWA HA MMPOraHHOCTE (Kponmnm ).

22 Dfwwe TpabosaHMA K OPraHMaaL 9K BHEAPHEE, YyXOOY 38 HHEOTHLIMM M EBRAHTHHY NOMEEAEHLI B COOTEETOTEYH-
L&A HODMATHEHOH A0KyMeHTaUw. BUBapHn, B KOTODLX COQEPHETCR HHBOTHEIE, MCNONLIYEMBIE ONA NPOVIBoOcTES W
HOHTRONA KE4ECTES MagHuMHCIE BRONOrw-ackiy NPEnaparon, QonsHs Bkre 0TAene s 0T 30H NROM3B0OCTES M KOHTPOMA
raqecTES. COCTORMME 3000086 HAEOTHSEDG, KOTOMEE CYHET MCTONMHUEE MK WEXOAHE MATEPHEN0E AW MCNONL3YHITCR QA
EOHTRINA KS4aCTEE NPOOYVELWKM W NPOBEAAHHA WCNLITAHAR Ha De30nacHoCTE, ADNEHD ROHTRONMPCBATLER, 8 PEXVNETETEI
KOHTRONA hsCHROBATECA B QOKYMEHTAUMW. [NA NepooHana, SHATI B 3THX 30HaX, O0MsHE ObiTe NP0y cMoTpeHl
HAOMHETE N5 NEpEo0eaaHiA M CODTESTCTEYHWEA paboqan opasaa. Npn Menanb30B8aHng 0BedsRH QNA NPEOMIBONCTES WM
KOHTROMA KEHECTES MEIMUMHCKI: SHONOrMHEtkuE NPENApaTtos HeoBRonumo yeuTLIBaTE ocofee TpECoBaHURA, YRAIAHHEE
B gedcTeyswmy «Hopmarueax BO3 ana Bronorw-sacens sewectas Me 7.

OoxymeHTaLmWA

231 B cneundiksuyin HE WCXOOHEE METEPHENE ONA NPOMIBONCTES DHOMOrMYECcHAY MEJULWMHCHAE NOSNapanog
CRBOYET BEMNEMATE GONONHATANLHYE HHPODMEUWE 0F MCTOHHUER, NPOMCXOHEOSHMY, METOOE NPOKIBONCTES W NPYMEHAS-
Mbix METOMAX HOHTROMA KEHECTES, B 4ACTHOCTH, MAKEOBWONOrHSEceora KOHT RO,

24 Kax npasano, cneudwhusauny TpedyKToA TAKEE QMR NDOMEEYTOYHLE W HEpEcEHEcOBaHHRIN MESHLWHERME
BHONOrMYEcHY NPENaRAaToe.

MNpowzecgcTEo
HcxogHebie maTepHansi

25 CnegyeT 4&THO GNREAENATE MCTOYHWE, NPOWCHOEOEHAE W NPHIOAHOCTE HCXOOHEX MATEPWANDE ANA MCNONsI0-
BaHMA. Ecnk npoEegasde HeafHOOnMel WCNEITEHMA JEHAMEET MHOM BPEMEHY, OONYCHAETCA HE4MHETE obpaboray
MEXOHEN MATEPWENOE 40 NONYYSHAA PEIYVNETATOE 3TH MCNLITAHWA, B TaKx Ccry4an: PRapelleHs Ha BEIMyCE CEpHM
MTORGA NPOOYELAK JEEH0AT OT NONOHATENEHE PE3YNETATOE MENETRHWA WEXOSHEX METEDHAN0E.

26 MNpH HEobEoaMMOCTH CTEPANH3ELY HCX00HLE METERHARDE NPEANCHTHTEMEHEM REMABTCA TEMNOBOH METOO.
LA MHEKT HBELEHN BHOROrM-EckHE METERHANG0E MOTYT NENAONL30BATLEER QPYTHE GOMYCSTHMEE METOO (Hanpuwap, abpabor-
KA MOHM3AR YR MY HEHREM ).

CHCTEMA NOCEBHLIX MaTepUHance W DaHKOB KNeToK

27 OnA npasoTBREWBaHNA HEXENATENLEHONM HAMEHEHWA CBOWCTE, ROTODOE MOMET NPOM3IOATH BCNBACTEME MHOM-
KOETHEE NEpEcesns i Donswom SMcna redspausi [Naccass ), NpoMEssacTen MEgUUWHCENE Brnonomsacia: npenapa-
TOR, NOMYHESMBEIL H3 KYNETYD MAEPOODIEHWIMOE, KyNETYD KNETOE MMM PEIMHOHEHAEM B 3MOH0HEY 1 BMBOTHBE, JONHHD
BbiTe OCHOBAHD HE CHETEME MMEBHOND W PEDOMETD BAHKDE NOCERHLIE KyNeTYR WHMAH KNEToR.

28 Hohw4ecTeo raHapauuh (YOs0aHul, NECCEwan] Masiy NnocesHLIM MATEHAN0M MY DEHROM KNETOR 4 raToB0A
NPOoAYELMERA OOMEHD COOTEETCTE0ESTE TPaDOSSHMAM HOPMATHEHOR JOKYMEHTALMA M DEMWCTRAMOHHOND A0csd . Macwma-
BHROSSHME NPOLECES HE JOMHHD HIMEHATE STO GEYVHIAMEHTANEHDES COOTHOWEHNE.

28 MNocasHble MATEPWENS W DaH KNeTox HEohoogumo CODTEETCTEYE MM 0Bpai10M XapEKTEMMINEETE M NPOBERATE
HA OTEYTETEME KOHTAMUHALMK. B 0ansHERLEM WX NPHIoOHOCTE S0MHHS Bt NOOTESHOEHS CTABMNEHOCT B XApaKTERMG-
THE W EEHSCTBOM NOCNEI0BATENEHLX CAPMA NpOayEiM9. NocesdLE MaTepuans 1 DaHK KNETox cnagysT Ccoananats,
EPAHNTE M METIONE308ETE Tax oOpasom, 4Tobkl PHMCK WY 3ArPRIHEHMS MKW KIMEHEHWA BN MHUHAMANLHEL.

30 MNocasHble MATERHANL M DEHKKM KNETOK HEoDXOOMME COANABATE B KOHTPOAWPYaMon cpans, checnssBamowan
ZALATY NOCHEHLL MATERPWANGE M BAHK0E KNEToR W PADOTEOWER & HAMK NEpEoHana. TIpy CO3naHHK NOCEBHOM MATAPMENS
1 GaHKE KNETOK HE QOMYCKRETER OOHOBREMEHHAR pafoTa B oOHOA 30HS WNKW OOHMM W TEM HE NERCOHANDM © SPYTIHMK
HMELBAM MM MEEMLMDY WM METEPAANEMA [HANPUMED, BARYCIMI, TMHARMA WNA WTAMMEMIA KNETO0R).

31 JaHHee, nogTeapHaEsipne cTabineH0cTs ¥ BOCNPOHIB0OMMOCTE NOCEEHLE METEPWMANDE W DAHKDE KRETOR
HeofoaMme GhOpsnaTE B BHOE QOKYMEHTOE. EMEOCTH, NPEHHEIHEEHHEIE ONA W XPAHEHWA, DOMEHE BhiTe rapuaTi-Hs-
MM, HETED MADKMPOBAHHEIME M XPAHMTECR NpH Heofmanuwmol Temneparyps. Haobionmmo TIWATENEHD BECTH SORY MEHTEMNL-
HSH BT XPEHALMECA BMECCTEN. B xonogquneHeIx VETEHORKAE TEMNSPATYRY KpEHEHNA CEYeT HENPEPLIEHD PErHMCTRRED-
BaTh, 3 8 YCTAHOBKEE © HMOKAM 230T0M — KOHTRONHPOSAETE COOTBETCTRYHILMM Obpaacs. Bod OTRNOHESHAR NEpaMaTpos
EPAHEHWA 38 YOTAHOENAHHLE MPEHMUL W BEITERAKWWE K3 3TOM KOPDELTARYIOLWWE NeAcTEMA AonsHe Sutk odiopmneHel
NPOTOKDNGOM,

32 Paboma © NOCEEHEMH MATEpHENEMH M DaHEaMK KENETOR BRNOMHAETCR TONBED CNEUWANEHD HAIHEHEHHEIM
NEpCOHANGA NOQ KOHTPONEM OTESTCTEEHHOM nHua. JoCTyn K XPESHALMMER NOCEEHEIM MaTEpHanam W GaHkan neTow
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CNE0YET KOHTPOMMPOEETE. PRANMYHEIS MOCEBEHLIE METEDHAME W D3HKY KNETOR CNEOYET XPaHUTE Takkm odpazos, 4Tobe
MCHNEMHENEGE BOIMOMHOCTE WX NOAMEHE MK NEPERPECTHOM 3ArPRIHEHWA. PaRoMEROYETCR PAANENATE NOCEEHKLIE MATE-
[pransl 1 GEHEM KNETOK M PAIHLIE YSCTH XPEHWTE OTOENEHD B wabemanne me noTapy.

33 Onepayws o0 B0aMM BMEDSCTAMK, COOSXEWHMME TNEEHEA W pabodwi GadHm KNEaTok M NOCEEHLI METEPHAanoE,
CNenysT NPOEOATE B OOQHOM NOpROKS. EMKDCTE, 0OHEM LI BIATAA M3 XPEHANALLE, He MokaT Beite Tyqa BozBpalyeHs.

MpuHuMnL paboThI

34 CrnegyeT NpOBEQRATE POCTORL CROACTES CPE0L KyNETHEHDOBAHMEA.

35 [OobaaneHns MATERHANDE WNW KyNLTYD B HBEpMBHTETODE ¥ OpYTHE COCYOL, 3 THEHS oT160p npod W3 HHx
HEOGROAHME NPOBOANTE B TIUATENEHD KOHTRONVEYEMED YENOEMAY, O0SCNEMHESHILME HEBOIMOMHOCTE BHECSHMA 3arpR3-
HeHuA. MNpw eHecaHryn gobasos vnw oTdope npob reobxoorMo KOHTRPONEPOEATE NPEEMNLEHOCTE NOOCOESHHEHNR COCYO0E.

& Tpouscoe UBHTPMGYTMDOBEHMA MMM CMELWWEBEHWA NPOSYRTOR MOMNYT NPWBScTA B obpaioBasqn  aapoionan,
NoEToMy BO HIGEHAHNE NEPAHOCE HWBLIX MHUEDODRIEHAIMOE 3TW NPOUECCs CREAYET NPOBOOWTE B MIOMMDOSaHHLE 30HEK.

37 Mo e0zMOEHOCTH, CPSE0E KYNETUEHPOBAHME J0NMHE DuiTe CTEpUMM2oBaHa Ha mecTe (i silu). Mpe nogaqa e
dhepMaHTETODE TA308, GRS, KHMENOT MW WERIYSd, NEHOMECHTENER W T.M., N0 BOAMIMHOCTH, CHEOyET MCNONLI0EETE
CTEQUNEE LS hUNETPL], BETROSHHSIE B NEHWEA NOOE4M.

38 Ocobos BHMMAHWS HEODXOOWMO YOEMATE ATTECTAUMK (BANMOAUWMK) METOS0E YOANEHMA WKW MHEETHBALMM
BHEYCOE (CM. COOTRETCTBYHILLYED HOPMETHEHYED OOKYMEHTALME).

39 Tipw vHAKTHBALMH MK Y QENSHHA BMRYC0E B X048 NPOMIBOLCTES HE0DN0 OWMO NPWHATE ME0LI NPOTHE NOBTOPHOID
IBTPHEIHEHWA 0DpaboTaHHOR NPOOYELAK CO STOPOHE! HEODPAGOTaHHOR MPOTYKLMA.

40 B xposmarormadiyEciad METO0ax MCNonsIYiTER JaiHbe Bk oDopyOoEaHUA, KOTORO0S Son&HO BhiTs cneuw-
ANbHO MPEOHEIHEHEHD ANA NPOSSSEHHE D4MCTER OOHOM TANE Npogyigsn. Masoy caprsmsg npogyrlle ato obopynoeaqne
OOMGHHD NPOROANTE STERUNAIELARK KN JeadHgEkHe0, He papoMeHayeTcn MCNoMNsI0BaTE OOHD W TO #e obopyooBaHwsa Ha
PAAHE TEXHONOMAHSCEME CTaAMAZ. CNeayeT YETAHOBMTE KPMTERHN NPHEMMEMOETH, CROoK CyDbl M METOSL] CTEpMAMISLIAKE
MK SEaHHEELME KONOHOK.

HﬂH‘I’FD.I'Ih Ha4ecTea

41 B ofacnesaqun cTafnnbHOCTH EEHECTES MEsMUuHoHAR BronorMHackx NPENapEnoe ocobos IHESEHWE WMSaaT
EHYTRANPONIE0NCTESHHEIA KOHTROMS. KoHTRONEHEE ONEpanHIE, HMEDLME DELLSHLES IHEHEHNE ONA KEHECTER NPOOYHUMH
[HEaNpUMED, OTCYTCTEWE BUPYCOE ], HO KOTOPLIE HE MOy T ObiTh MPOBSOSHE HE MOTOB0N NPOOYHUWH, CREgysT NpOB0DOMTE Ha
CODTEETCTEYHILLME NPOMERYTOMHBIE CTAOHAY NPOWIB0SCTES.

42 06paEays NPOMEHYTONHLIX NROOYETOE HEOEXOOMMD XDAHWTE B CODTEETCTEVHLMY YENODEWAX, W HX KONHYECTED
Oon+HDT BhITe QOCTATOHHEM GNA NOBTAOPEHAR WMITH NOSTESPHGEHMA HCRRTEHWA N0 KOHTROMD E24BCTEE CEPMM MPOysLUMIL.

43 HewoTophle TEXHOMOIMHECHME NPOUSCCE, HAaNpWMep, @eEpMeHTEUMA, TREEyIT HENPEPSIBHOID ROHTRONA NEpa-
METPOBR. JITH QAHHEIE OOMHHE BXO0MTE COCTARHOA YECTRRY B MPOTOKOMN HE CEDWE NP Y LN .

44 Tipw WcnonsL30EaHWKE B NPOXIBGACTES NEpeEUERSMBLL KyNETY R WX Cneunduy CegyeTr yMTEBETE B TpebosaHnny
¥ KOHTPONED KEYECcTES.

34
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MpunoweHue 3

MNpowisoacTRo paauodapMalBRTHYACKHY NpanapaTon

OBwwe NoNOHMEMHA

MponzeoncTeo pagwodEp SLEBTHHECEMX NPENAPaToe M padoTa © HMKMK NPEOCTAENRINT NOTEHUKANEHYH ONACHDCTE.
Crenegst PHCKE 33BWCHT, B HACTHOOTH, 07 BAGE WANYYEHME W NEpHMOOa NOMYPacnafa paawoasTHeHX naoTonoa. Ooobos
BHHMEHME CNEOYET YOSNATE NPENOTEPE WEHWD NEPEKPECTHOND 3ArPASHEHKA, DECNPOCTREHEH PAONOAKTHEHO M 38IPR2-
HEHWA W YTHNWIELNE PAOMOAKTHEHLIX OTXOS08. HyHD yHMTRIBETL, YTO pagqobapmausBTUeckie Npenapatkl HacTto
HAMITOBNMEAKTER HEGONLLWKMME CEpHAMK. BCNEacTaHs TOM STO NEPROY NOMYPESCNANE MHOMHY PaamodEaps SUEETHHECHN
NPENBPETOR HEBENE, WX PEANMIALMA MOMET OCYILACTENATLECR 50 888 PLIEHWA WCNBITAHKA MO KOHTRONID kKB4actea. B atom
cryyas otobos aHaqveHws npHoGpETasT HanPepLIBHAR OUEHES 3hhekTHEHOETH CMECTaMEl OOBCNEYEHIMA Ka4aCTEa.

Mpumesanne —MNponsogcTes paguodapMaLEETHHECKMX NRENARATOE JONHKHO COOTEETCTEOBATE TReboBaHAM
HOPMATHEHEEX ODEYMEHTOB, COSEPMALUME OCHOBHLIE TReOOEAHMA ¥ IBUWWTE HACENEHMA W NEPCOHENE OT BO3OQEACTEMA
WOHW MDY HILLSM WAMy<EHHR, 3 T TReGoEaHWAM HALMOHANEHOM IEKOHOgATENECTEA.

Nepconan

1 Boe cotpyoHMEM (B T. 4. NOpOOHEN, 3aHATRH yDopoi 1 obomyrmBadwan |, paboTaiume 8 304X NpOM3IsaqcTes
PEAHOAKTHEHOR NPOOyHUMH, AOmHHE NPOATH SONONHATaMNLHDE obyyeHne W HeobxXogumysd NOOFOTOBKY NO 38.4MTE OT
pagUaLmn.

Nosewenwa v oGopygosaune

2 PRawossTHEHYH NPOOYVELMI CRESYET XpaHdTe, obpabarnears, ynamopsiEaTs W KOHTRONWPOEETE 8 CRELManLHI
NPEOHAEHANEHHEIX ¥ HE0NHPOEAHHEX NOMBWEHHAY. TaxHonors<acios obopygoBaHME AnNA NPoWasnncTea pagHotapmea-
LEETHSECKME NPSNADETOE HE QOMEHD WCNONEA0BATEEA JNA SRYTHE Lened.

3 One npaaoTBpallasEA. PEcnpocTpaHeHuA PAGHOEKTHEHEX YBOTUL B 30HAX, B HOTOpED NposogRTos pabore ©
PASHOAETHEHDN NPOSYELMEA, MOEET DXE3ATECA HAODXOO0MMEIM COEBATE OTPHUATANEHLR NEpanan DAasnsHWA N OTHD-
LUEHIHD K OKPYHERALAM NOMELWEHEAM. [Mpe SToM TasE HeoiRonmMmo NpenoTEpalaTs ISMAIHEHWE NPOEYHLMH 4aCTHLIE MK
W3 BOAgYXE pABOHER I0HLL.

4 Mpw NpOMIBOACTES CTEPAMEHOR MPOOYELAKY YCNOBMA B paboqMy 20HAK, B KOTOPEX NPOOYELMS MO NEpEMHHERA
YAKDEKE NOOBEBRMANTCA BOA0ERCTEM ORIYVEEHNILER Cpe0s, 40N¥HEl COOTEETUTEOBETE TREDORAHWMAM NpMno®eHHA 1. 3Ta
YONEEHA MOy T 00SCNBYHBATLCR MENONL2O0BAHWEN OBOPYANBEHUR C DOHOHAMPAENEHHLIM [ NEMUHAPHEIM | OTOROM BOSEYEE,
nogasaeseid 9T HEPA-huneTpoR, 1 BO3SYIIHEME WNIO3aMK. Tamir Tpe0oBaHMAM MORET YODBNSTEOPHTE MONHOCTERD
witnWpaeaHsae abopygopaHne. 310 olopyJ0BEHHE QOMMHHD HAXOOWTECA B HWCTEX 30HEK, N0 KpSAHER Maps, He Fse D

5 Kak npasuno, HE NpPUMaHABTEA PErsHEpanMa BO30yXE M3 30H pabotel (0bpailueaHWE] C PREHOSRTHEHEIMK BELWEBGT-
BaMH (33 WMCENHEHHEM 0D0CHOEAHHLE cnyyass). [JnA BoenioMeHNA BOSMORHOCT 32MPASHEHWA ORPYySEHWSR cRegkl
PASHOEKTHEHLIMK BEWBCTEAMY BaobxoaumMo NpEOYCMATPHBEETE COOTEETOTRYRILYHI CHUCTHY BRITRHHOM BOXIYEA, 8 TAKHE
AWATY 0T NONS0AHHA BOZOYNE B HHCTYH 30HY 883 BRITRHHEE BO30Y X0B00L (HAMDMMEE, MPW BLIKNEHSEHHOM BLITHHHOM
BEHTHNATOPE).

MNpowzeogcTeo

G Bo w2bedaHHne NepakpecTHOM JarpAIHEHWA MNK NEPanyTHESHHE HE OONYCKEETER MPOMIE0ACTEO . DAIMWYHLIX
THNOE PAAHOBETHBHON NPOOYELHN HE OOHW. M TER HE YETAROEKEX 8 O0HO M TO HE BREMA.

7 My H2aBRagMMOCTE NPHHATHA PEWEHHR O BeIMYCHS MAW oTOpakosse Cepur NPOOYELHE 00 38ESpUarHis Boax
HEOOXOOMME. HONBITAHMA GCOB0s IHAYEHME MMBET NPOBEOEHWE ATTACTALMK (BEANWOALWMK] NDOUSCOOE, BHYTPRNPOMIEAS-
CTEEHHOM KOHTPONR M MOHWTORMHNE TEXHONOMHHSCHAY NADEMETROE M DEpyREHLWLEA Cpamkl.

KouTpons kavyscTEa

8 Mpu BeINyCEe CEPHKA NPOOYKLME 00 SHESPLIEHNH BOEE HE0BROAMMEIX MCNETAHWA MokeT noTpeboBaTecs NpUHATIE
YNOMHOMOYSHHEIM MHLOM PELEHHER O NPHIOOROCTH Capal, ohopasHHOM B YOTEHODENSHHOM nopRare. Moprook JeAcTani
B ATOM CITyHE8 GO el Th ManomeH B MHETRYELAK, COOSREE0ERA DAHHEIE O NPEOXIBONCTES W HOHTRONES KAHSETES, KOTOPRE
HEOTEOOMME YHECTE NPH NPAHATEN PEWSEHAR O NPUITOHOCTH CERAN NPOSYELEMKA. B 3T0R MHCTRYRLMM TRHe S0MsHE Bkt
YHAZAHE OSRCTEMA YNONHOMOHEHHOND NHLE B CAyYad, aciy NocNs PEandaguMy Cepii npogyeye Seno BeRanaHn es
HECOOTSETETEME YETRHOENAHHLIM TpedoaaHuAmM.

9 Haobxonumo xpadnTes oBpasus K00l Cepun NPpOgyELW, BCni ApyTie YEEIAHWA B SOKYMEHTALMKY OTCYTETEYROT.

PeanwIauMs W 0TILIA NpOAYKLMKA

10 Cnegyer =pasiTe NoApobHYH OOKYMEHTALMED HE DEANMAALMED NROOYEWAK. MEpkl, NPHHMMESEMEIS ONR NPEKpa-
LLUEHHA MGNONLI0BEEHWA BpakoeaHHLN pagrotapMalyesTMHECKHE NPENApaToR, NPHBNOATOA B MHCTDYKLWAX, KDTORLIS Sons-
HE MPEAYCMATPHESTE OTILIE TAROE NPOSYKLHA B CAMDE KOPOTEDS BREMA,
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NMpunoeesne 4

MporieogcTEO NEKAPCTEAHHEIX CPAACTE OANA HHBOTHBIX
(KpoMe WMMYHHLIX NPenapaTon)

HaCToORWSE NpUNEHEHNE OTHOCUTCH KO BCEM NEKADCTEEHHBIM CPE0CTBAM AMA MABOTHBL, 28 HCKNEHEHEM MMMYH-
HilX MPENaPATOS (NPOMABDOCTED KOTOPLE PACCMATDMEAETER B NPUNOMAEHAA 5 K HACTORLEM Y CTEHOADRTY) M NEeKapcTEaHHEX
HKOpMOE.

MpowasoncTeo gofaBoK K NEKAPCTEEHHLIM KOpMam

B HacTosLen NPWNOEEHAK HCNONEI0BEAHE] CREAYHIIME TEQMEHEL

nekapcTeedHele kopmMa (medicated feeding stuff): Modar cweck NEEAPCTEEHHEY CPEGCTE ONA SHBATHEIX W
KOPMOE, BEIMCHSEMAR B MITOB0M BUAE, NPEAHAIHSSEHHSA QN KOPMNEHAA HHB0THER Bea NANLHSRWeR aBPpaboTmM, woTopas
DACCMETHVEAETGR KaK NEXHpCTEaHH0E CPaqcTed Brartnaph Caomn NeqebHbIM MK mpogenESs TS cim CBORETEaM.

No0aBEM (NpeMUECKE) (pre-mix) K NeKapcTEEHHLIM KopMam: MModue nexaporeaHiLe CRBETES ONA MNBOTHLI,
NPAETOENEHHER J3PEHEES ANA NOCNE0YOWEND WENDNEI0BAHKA B NPOWIBOSCTES NEKAPCTESHHEX KOPMOB.

1 MpowaeogcTea AodEs0K K NEKAPCTESHHLIM HOpMaM TpeByeT nonons308aHuA DoNeLORT KONWHECTER DECTHTENR-
Hislx METEPHENOR, NPHENSKSHLIME HECEROMBIL M PRIZYHOE. NoMawEHeA onA nposisogcTea nobasox cnagyer npoesTipo-
BaTL, 0BOpYACBETE M SHCNAYATHROESTE TAKMM DOpE30M, HT00R CEACTH K MUHAMYMY ONACHOCTE NPOHAEAHAR HICEROMEX W
rpsaayHoe (3.4). © usnesn Bopebs ¢ HIMW CNE0YET NPOBOGUTE PErYNARHY 0 G0paboTey NoMELLEHWA.

2 Mz-3a bonewor ofbena neind, obpasymuarocs npy NpoMze0acres HepathacopaHHL: BEBACTE AnA qobasos,
aeobol BHHMAEHNE HEODXOIMMO YABNATE MEpEaM NO OBNBMHEHD O4HMETRH NOMEWLEHAR 1 NPEaOTERaLIEHMK NEPEXpacTHON
JarpAzHEHUA (3.14), HENpUMEp, MpUMEHEHNEM MEMETHYHEIX TREHECNOPTEP0R W NENENOIMoTHTENREA. Hapaay © wenaneao-
BAHAEM TaRO 00OpYOOEEHEA CRETYET NPOBOOMTE TIWETENLHYED H PEryNRRHYID OHHCTEY NROMIBOACTEEHHEIE MOMELLEHAR.

3 Cregyer obacnsduTs OOHOPOOHOCTE BEIMOMNHEHWA CTAOMA TENHOMOMMYSCKOM NPOUSCES, KOTOPGE ORI3LEBaRT
CYIBCTEEHHOE OTPHUETENEHOS BNUAHME HA CTAE0MNEHOCTL AKTHEHEX BEWESCTE (HANDWMEP, WCNONs3088HAS Napa NpM
MPOWABONCTES MPEHYN).

4 Mpowseogorea nobasos Wenecoobpasno OpradvanesBaTs 8 CNEUMAani3nposaHHER I0HEN, BIHECEHHEY 33 npa-
[EnE OCHOBHEL NPOMIBONETEAHHEY NOMELLEHE. B NROTHEHOM CMy4E8 3TH CREauHaniaMpoEaHHLIE NOMEIWSEHNA Cnegyar
QHEYHNTE DY S pHBIMM 30HAMW, HTO0DEI GNBCHOCTE ZArPRAHEHRA SPYTHK NPOMIBODETESHHER I0H Teing MHHAMANEHOA.

Mpow3EocAcTES NPENAPATOR NPOTHE 3KTONAPAZMTOR

5 HecwmoTps Ha orpasu4EHHe, yEA3aHH0E B 35 HACTORWErD CTAHRIAPTA, NPENaPaTel NPOTHE SKTONSPA3MTOR, NPag-
HEIHSHEHHEE A HARGEHOMD NPUMEHEHWA, DTHOCALLMECA K NEXapoTEEHHEIM COBOCTEAM QMNA MHEOTHLIX W BEMIYEHHLIE B
NHUEHIKIG HA NPOW3BOOCTED, MOMNYT NPOM3BOOMTECA M HENONHATECH B 30HAX, NPSOHBIHSYEHHEX ONA WITOTOENSHWA
NECTHUMEOE, Mo NDWHUWTY DEOSnsHHLi BO BPEMBEHM UMEROE NpoWIsaqcTesa. Tasws 304kl HE NPeOHEaHa-sHsl ONH
NPAKIENACTES ODYIME BRO0B NEXBPCTEEHHEX CPEACTE ONA MHEOTHLIX.

6 [Ons npegoTEpRilaHR NEparpacTHON 3arpRIHaHnR CREgyEaT MEnane30RaTsE ATTECTORAHHEIS |BANWAWDOBaHHER |
METOOMKN OHACTRW. CRegyseT NpeHATE Mepsl no obecnededrss BelonacHorn XpEHEHUA NPENAPETOS ONA SUBOTHLIX B
COOTESTETEMN C TREOOBAHMAMK HACTORLLEM CTAHOAQTE.

MpoW3IEoOCcTED NEKAPCTEEHHLIX CPEACTE AMNA MHBOTHLIX, COOEPMALIME NEHWLWANWHE

T Monons30BaHre NEHUUMNNMHOE B BSTEQXHEDWY HE NPEOCTARNAST TAXOID PUCKE C TONKH IDEHHA MNSpCaHcnb-
TNAZZUNN HUBOTHER, KEK B CNYHSE WX BONONEICEAHAR YENnosakonm. JapercTpUpoEaHHEE CNYHEd TMNBRCEHCHORNMZALHM ¥
nowansd 1 cobax Bemd ohycnoensHe 0oy sy TORSHHHBIMK BaWScTEaMM [HANPHMER, HOHODOPHEIMH SHTHDWAITHEAMK ONH
nowansa). Takwe NpEnapars pERDMaHayEToR NROMIEOANTE B CNEUMANSHD NPEAHSIHASEHHED MAONMPOBAHHEL NOMBLLEE-
HuAx (36 ), HO ATE PEEOMEHIALIMA MOMET HE PACNPOSTRAHATLEEA HE CAY-AK, KOME ROMELWEHKA NPEIHIZHANE B TONLRD 0N
NPOMABANCTES NEXEPCTEEHHED CREOCTE ONA MHMBEOTHER. O0HAKD HEbXOmMMo NEMHATE B08 HEODROOMMEIE MEDEL DO
NPEQATEPALLEHWI NEREXPECTHON 38MASHEHWA W obEacnesarne DE30NACHOCTH NEPCOHANE B COOTBATCTEMM © TpedoBaHuR-
M HACTORWEND cTaHgapra. Mps vononsoaqe obwms NoOMEWEHHA MPOM3E00CTED NPOAYKLMH, COOSPMELER NaHMLMn-
TNAHEL, QOMKHE DkiTe OPraHM30BEH0 N0 NPHHLANEM DEINSNSHHEL BO BREMEHH LMKNOE NPOMIEONCTES 1 QOMHHD COMPOS0m-
OSTECH ATTECTORAHHEMK [BAMMAKDOBAHHEIME) METOAHEAMA JEHOHTAMUAHELNAN 0 OHHCTRIA.

Xpaneuwe oBpazyos (1.4 | nepedncnesas VI v 6.14)

B B cerau ¢ Bonemam OFBEMEMH OKDHYETENEHLD YIEROBOK HEKOTOPLIX NEXEPCTEEHHEY CPEACTE ONR KWBOTHEX
{B H4ACTHOCTH, SUORBE0H) NPOVNZEOOUTENK MOHET OREIATECR HEYO0DHEIM XpaHnTe 00pPE3UEl EaRG0HA CaprA NPOIYELHA B WX
OHOH4ATENLHDA ynakoeks, OoHakD NPoMIBogUTans AomieH abecnaqynTe (PEHSHAE AOCTATOHHON KONWUHSCTES BRKHEHEX
ODpEIU0E KEKOON CEpUM NPOOYELWMY B COOTEETCTEMM ¢ TREDOBSHMAMK HACTORLEMD CTAHOAPTAE,

8 B e chyqans yNakoeka s XpaqeHiA apaMBEHE 0Dpa3u0e OofsHa DbiTh MBI DTORMEHS M3 TOND HE METEpRana,
HTO W MEDKMPOBAHHER NEPSMHHER YNEK0SKE, B HOTOPOR STOT NROOYET PEANNMIYETOR HA PeIHHE .

CTepUnbHLIe NEKApCTEEHHLIE CPEOCTEA ONA MHBOTHLIX

10 MexapcTegHHsE CRRACTES ONA HMWBOTHBX, NOONEMAME MHALHOA CTEQUINAZSLWA, MOryT NPOW3BOOWTLEH B
HMEThIX 30HAX DoNes HWIKOM KNAcCa, e 310 TPeSYeTCA B npunosaHar 1 (acne pewadde ob 3T0M NpWHATO B YOTaHoa-
NEHHOM NOPROEES), QOHEED THN 30HEI NOMBWEHNA Donsed BuiTe B Heews D,
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MpunowxeHue 5

MNpoMIEoacTEO MMMYHHED NEKAPCTEEHHLIX CPEACTE QNA MHBOTHEIX

OBwme NoNoHeHnA

MponzeodcTen MMMYHHBE MEEARCTESHHEY CRESETE ONR MMBOTHEX WMEeT pAY ocobaHROCTER, KOTOPRE CnEpysEt
NEMHEMETE B0 BHAMEHKE NEW OPrEHM3E0MH CHOTEME 0DECHEYEHUA HaHBCTEA.

M3-3a BOnNLLUOND KONMHECTES BWI0E BUBOTHEX ¥ CONYTOTEYILKYE NETOMEHHEX MAHDOORTAHWIMOE CNEXTD NEOOYELAY,
NpOoWZE0OMMORE HE NPeONPUATHA, MOKET DhiTe C4aHL WMPGORMM NpH HeDonswon obearme npowssogcTed. B cerak c 31HmM
NpoMzecncTed O0EYHD OPraHMayaTcs Na NPpEMHUMNY OTAEMEHEE UWENoB. bonee Toro, eenay 0CODEHHOOTER 3T0M Npon2-
BOASTEE (CTAAMM KYyNETHEMPOBRHWA, OTCYTOTENE (HMHWWHOR CTEPMMIMZa0MWA |1 T. 1.} HeoBxogMMa TWaTenLHER 2anTa
NPOQYELAH OT NPRMOND M MEpERpEsTHOM 33rPA3HEHRA. BONbLICE BHHMAHWE CNEAYET ¥IANATE 3J3UWMTE ORPYHRHLER CRankl,
CEABEHHD NPK HENONE30BAHMN NETOMSHHEL. WK 3EI0THSECKAE MAKDOORraHHaMOE. NpW BeNDNE30SEHAW MERROOPrEHEM0E,
NETOMEHHLX N8 Yenoserd, GCobeHHD TIWATEMHD CRSIYET JAWUMILATE PADOTEHWMA NERCOHAEN.

C ywarom 3Tux harTopoE, 8 TEKNE HECTADWNEHDCTY CROBCTE, XaPAKTEMHON ONA MMMYHHEL NRENAPETOE. W OTHOCK-
TENLHD HA3EDA 3bErTMBHOCTH NPOBOOUMEX WONLITAHWMA (B 4BCTHOCTH, NPH ROHTRONE ESHECTER MOTAB0A NPOgyELMK),
CUCTEME 0ecne~eHEs Ka4ecTRa nprobpaTast oobeHH0 BamHoe aHaHeHwa. [pH NPOMIEOTCTES WMMYHHE NEKARCTESEH-
H CPEEETE ONA EHBOTHEE CLObyH PO MrPEET NOCTOARHEIR EOHTPONL 28 COBN0aSHIEN 2oex TReDOBIHMA, MINOKEHHLLX
B OCHOBHOA HECTH CTEHOARTA W HACTORLEM NPWNEREHAN. CnenyeT NROB0GHTE HENDEDEIBHYH GUSHKY DEHHLE, MOy HEEmMeLx
B X008 KOHTDONA PEINMYHL BCNEXTOR NPOM3E0ACTES (0BOpYODEaHHE, NOMELLEHMA, NDOAOYHUMA ¥ T. N.) HS COOTRETCTEHE
THeOBSHUAM HACTORWEND CTAHAAPTA. PElueHis ¥ JSRcTEMS, NPEINEMHATEE HE OCHOBAHMM 3TOR OUSHKH, A0MEHE DeiTh
OhOpMMEHE OORYMEHTEMNRHD.

Nepconan

1 Boe coTpy4HMEM { BEMEMAR NEPCOHAN, 3aHATEM DHMCTEDA 1 oBcnysiusanian ), pabaTaums 8 30Hax npouMasaqcTes
WMMYHHON NPOgyELHE, QomEHEe NPOATH By -4EHHE N0 NHYHDA FAIMEHE W MUEPOBMONoM MK W QononHWTenkHoe oby4sHWe B
COOTBATCTEMM GO CHeUMpUsod NRpoRE0 UMOR MPooyELMA.

2 NMuua, oTEETCTEEHHLIE 38 NPOUSBEOACTED W KOHTRONE KAHSCTES, SONEHEl MMETL D3308YI0 NOGROTOBKY N0 CNEAYED-
LMK NpEAMETEM (BCOM WNY HEROTODLIM]. BaKTeproncrin, BHoNore. BHOMSTDUM, CHMAK, AMMYHONODAW, ME0MLMHE,
NApazaTanorid, thapaaumy, haparanors, BRpYCOnore W BETERWHANWH, & TEKHE HEOBR0AMMES SHEHHA N0 2aMTeS
OEPYHEHILWSA Cpaikl

3 Mepooran 4onseH e J80MWLEH 0T BOZMOKHOM J3PEHEHNA MUKPOORTAHWAMAMEM, MCNOM2EMBIMA B NPORIE0T-
crea. [py Menanb20EEHRM MUEDODDIEHWIMOE, MIBSCTHEIR KAk Bo30yauTany BaneaHel Henoeaes, HeoDonumd NpHHMMETE
CeEOBikle MERE MO FELMTE NERCOHANE, PROTAHILEMND C STHMA MHEPOOD BHAIMEMH KT 3ECNEDMMEHTANEHE MW HHBOTHEIMH.

B cnyyae HeoBaogumocTi NEpCOHan A0MHEH NEMEMEATECR COOTEETCTEYVIOLMMHN BIHUMHAMK W NRONOOMTE ME0MLMH-
choe ABCnenDesHMe.

4 Haobxogumo NEHHRMETE COOTEETCTEYVIWME MEpsE NPOTHE NEPEHOCE MUEPODDIEHMAMOE NKOEMA 38 NREgEN
NEoHEs0ncTEd. B 38RMcHMOGTA OT BHAE MUKDOORTEHHIMOE K TRHAM MEDEM OTHOCRTER NONHDS NEPSnISBaHwE ¥ 0DR3ETENs-
HOE MPAHATAR QYIS NEpas BaiXo0om Ha MpOM3B0QCTEEHHOR 30HI.

5 Mpw NpOM3BOOCTES HMMYHHOA NPpogyeuwme ocolyie BRMHOCTE NPEOCTARNREET PHOK NPAMOM M NEREEDRCTHOM
BAMPRIHGHAR, BRILEISM e MEPCOHEN0OM.

OrA npE0oTEPEWEHEA NPAMOID 38TRAIHEHUA, BE3LIESEMOTD NEREOHANGM, NPEAYCMETRHEASTER BRINONHEHWE pROE
MED M HHCTRYKLME, BRNEYamWEe B cefn Mononk3o0eaqne 3a1UMTHOR o005 HE PaanHHeI CTAOAMAY TEXHOMOrMHEcHarm
NpoUSced.

OAA NpeNoTEPAAHNE MEPERPECTHOMN JAMPAIHEHMA MEPCOHANR HE 0MEEH NEPEMELLATECH M3 OOHOR 30HL B 0Py
Bez cobniOeHrA NPEENN, MOKNEHERWAY PUCK NEPEHOCE 3ArPASHEHMA,. 3TH NPA38MNa QonxHE OkiTh HANOHEHE B MHETPYE-
Ldn. B medende palodert BpemaHdl NEpooHan He SONEH NEpexcqnTe W3 30H. (08 BOAMONHO JAMPAIHEHWE #HHELIMN
MHEPOOPIrEHMIMEMH HNH COOBDRATOA MUBOTHEIE, B NOMELWEHWRA, r0e pabotakT o apyrMMpe NROOYETEME MNH MAKROODraHN3-
A, Ecnw TAME nepemallsHri v20esate HEBDIMOMHG, NEPCOHAN, 3aHATER B TAKOM NPOWMZS0ACTAS, QOMEEH CNEN0BETE
HETHE YETAHOAMEHHEIM METOOWEAM SEHOHTAMAHALMK, B T 4. BRNONHATE CMEHY O0es ik, oByEd, M, No Maps Heobxonumactd.
NEMHAMETE QYL

MoMHATD CHUTETE, HTO NEPCOHAN HE CTANKMBAATER © PHCROM 38MPAZHEHWA NPK BXO08 B MA0NWUPOBAHHYHD 30HY 4NA
NPOEEEEY KyNeTYR, HEXOORWECA B FEPMETUHESRE J3EPEITEY ROHTERHERaR, NOBSPXHOCTE KOTOPEE NPOLWNE ASKOHTAMMHE-
L{MED, BCNM B 3TOR 2048 B TEHEHWE NOCRegHME 12 4 HE BENWCE PAB0TEl C OTRREITEMKA MAKDOOPTEHHIMAMK (38 HCKNTHEHRER
CAYHEEE SHAOTHHECKHN MUKDOORIEHMIMOE ).

NowmeweHnA

G Mopu NpoOEXTHROBAHMA MOMELEHHA J0MEHE SkiTe NPeOyCcMOTPREHE 3EWNTA K&K NROOYELMM, TAE M OHDYHEEIRLWER
cpagkl. 370 MoHeET GeiTe QOCTUMHYTD 38 CHET WONONBADBAHWE WIONMPOBAHHLIX, YWCTEIX, YHCTLIXM30NUPOBAEHHS WK
HOHTPOMAMPYEMELX 30H,
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T CmepauMy G oRHMBRIMH MUKPOORIEHHIMEMN QOMHHEl NROEGOHTECH B MIONAPOBAEHHLL 30HAX. ¥POBEHE HIODNAUMH
ACIHEH 38BMCETE OT NETOMEHHOCTA MAKDOORIBHKIMOE M OT TOr, BeIM N Os ENBcCAhMUMPOEaHE! KAE SEIOTHECKHE.

B OnepauMd ¢ WMHAKTHEMPOBAHHEIMK MMEDOODMEHHIMEMY CNEOYET NPOBOOMTE B YWMCTHE 30HAX. MWETEIE 30HE
CHE0YET TAKHE MCNONL30EETE NpW pabore ¢ HEUHEMUMPOBIHHLIMKE KNETKE MK, BEOSNEHHBIME M3 MHOMDENETOYHLE Opra-
HUAMOE, M B HEKDTOPLIE CAYHaR: NPpW paBoTe co COBnaMH, NPOWSOLLIKME CTERNNHIYIOWYE GHNETRELMID.

B OnepauMe © OTEp ThIMWA NPOOYKTEMA MW KOMIOHSHTAMN NEREHHHDR YNEE0EKA, KOTOPSE HE NOONEEET JansHEA-
WEld CTEPUMAZELHNA, CNEOYET NPOBDOMTE B Dokca (WOTAHOEKE) © OOHOHANPAENEHHEIM [NEMWHAPHEIM ) NOTOEOM BOLOY XA
[a0Ha Aj, HAXOOAWEMSA B 3oHe B

10 Ecnd nporEeoacTeo HEXO0AWTOR B TOM #8 A08HKH, T0 ORyTAE ONapaniie O HHBEIMK MMEDOORTEHAIMEMA (KOHTPONE
KEHECTED, HCCTNBNOBEHHA ¥ OMArHICTHES M TN} S0MEHE BRINONHATLEA B M20NHPOEBAHHLIE W BEIGENEHHEE NOMELLIBHHRL.
CTensHe MAINALWA 338MEHT OT NATOMEHHOCTA STOM B0 MUEDDOPIEHHIM0E W OT Tar, Gen N4 OH nacchfurposaq Kax
SHAOTHHBCKWA. TIpK BENONHEHWA QUSrHOCTHHECKHE ONEPELWA CYILECTAEYET PHCK JEMAIHEHMA BRICORDNATOTEHHERE MARDO-
OPrEHKAMEMY.  YPOBSHE M3ONALMK OJOMHEH COOTBETCTAOHATE BOEM BLILENEDEHUCNEHHLIM PHCEAM. FE30NAUMA mawar
MOTEEEIBATECA W B CNYHEAE, KOGHA KOHT POrks K84BCTEA M ADYTAE DNEpaUMKE MPOSOOSTCH B 303HWAYK, pACNONDseHHsN sBnuan
MPOMIBONCTESHHBL Z0EHWA.

11 MaorpoBaHHeS NOMEWSHWA JONMHE Narko 0eanHdGuuMpoeaTecA. [Ipd IPOSHTHPDBEHWK STAE NOMSLWEHNA
CNEOyET NPegyCMaTpHEaTs:

A) OTEYTCTEME NPRMONM BRXO0E BEHTHIMPYEMOM BO3OYEE HEEYHY,

b} Haneme aeHTUNAUKRK C obBScneeHeN OTDUMUATaNEHOM Nepensgs SaeneHar (paspeseHaR). Boigyx gomead
yoanATECH Yapa: HEPA-dMneToe. He nonycsaaTcs peumprynALNA BO30yKA B Ty M8 30HY, 38 HOKNHHEHWEM CMy4E88 &
OONSEHATENEHOA G4YMcTEd HEPA-SHNLTRamMK (OBLMHD 3TO YENOBEHS BRINOMHASTCR MW MDOX IR DELMPEY NS
BOAOYXE Y8peE3 NpMTodHele HEPA-dane TR, KOTOPEE MCHRONLIYHKTEA QA STOR 20Hw). [MocTynnedia Boigyxa M3 ogdal
I0HL B APYTYH A0NYCKASTCA B TOM CRYHEE, 8GN BLITRHHON BOATYE NROXGOMT SEpa3 08A NOCNER0BaTENEHD YETAHOBNEHHE X
HEPA-dmnsTpa. Mpe 37oM OomkHe Geime NpagycroTpEHsl HENPEPEEHER HOHTROME WENDCTHOGTA NEpEc GUneTpa 1
cpEnoTEs BEAnNACHON YAANEHWA BRTRHHOM BOLYEA B CNYHEE NOBPEMOSHWR 310 hneTpa;

C) BOAYH, BLINGOALWA W3 NPOMIBOOCTEEHHEL 30H, B KOTORX NPOSOAMTEA PADDTE G SK30THSECHMMI MHEDOODIEHW -
MEMM, OOMHeH NpoXoaWTs Yeped 088 nocnegoBatansHd yoraHosnedHelx HEPA-duneTpa. Tpe atom pEUWpEyYnAUMS
BO3OYRE MERTY NPOHIBOOCTESHHEIMK JOHAMM HE 00Ny CRASTCR;

d} HaneMe CUcTeMel CHOpa 1M oeauHEEL M BHOKHE OTEOO08, BRNDYEA KOHTAMWHUPOBEHHLA KOHZEHCAT M3 CTEpH-
NA3ETOpoE, DUOpEAKTOPoE W T N. TEEPOLIE OTROML], B T, Y. TEYNE MHBOTHEIL, CREOyeT EimBhruMpOsaTs, CTEpMNMI0eaTE
MM CRMraTh. KOHTBMWHMPOBaHHEE EMNLTPR HEoiXoQMmMo YEansATe De30NacHLIM Cnotobom;

B) HOMHATE NEREONEBAHMA CNEAYET NPOSKTHROSETE W MCNONEIOBATE KEK BO3OYLUHEE LUINHEE W 05opyaoBaTs, npw
HEOBROQHMOCTH, YMEIBANEHUKAMA M JYLUeakimg. Crama nepanans 0EanaHWE BoaTyEa QOMHE NPej0TEREWLATE DRMHEHWE
BO3OYHE MENKOY pabOYER J0HOW M OHDYHAKLLERA CREO0A. & TROHE DWCK J8IPASHEHWA OOBEIRH, WENONLIYEMan BHe pabogsai
A0HLI;

fi ana mepamewedsr 0DopyQoBaHHE QO0MHE OkiTh NPESYCMOTPEHE CHOTEME BOANYIIHEIX LIMAKIS0E, KOHCTPYELMA
KOTOPOH MPSOoTEPALANS Dbl ABKHEHWE 38rPAZHEHHOM BOAMYES PEOO4ERA 30HE B0 BHELWHKH CPagy W DUCK 2arpRIHaH R
ABOpYOOESHMA BHYTRM WNKaa. PRIMED LWAK2A OONHEH NOIBONATE MPOE00MTE e TMEHYI SEROHTEMMHALMI NOBEPX-
HOCTI MEpEMELEs MR METEHAN0E, PeroMBEROyETCR YCTAHARNMEETE HE ABE0H LUMK2E TEAMED, NOZB0NR0LUMA KOHTROM-
PoEaTs BREMA, SOCTATOMHOS ONR NPORSASHWA el TUEHOR D8X0HTEMHHALMN,

g) B MHOMMX CIySaRx ANA DEaonacHon YOAansHHA OTX0008 W NOGE4M CTEPMNEHLE NPEOMETEE HBoDoaMM npoag-
HON BETORNAE C OBYMA OBEDREMH.

12 BoagylwHe Wniasl ON8 NepenEyy MAaTepqance B KOMHETE NEPEQEEaHMR Cnagyer obopyJoeate Grompy -
LMK YETPORCTEEMEA, MPENATE TEVHOLLMMKA OOHOBPEMEHHOMY OTRDEBaHHI Bones ogqHof asapi. B x0MHET LI NEPDEONEEIHWR
CNE0ysT NOOABATE OMMIUBHHEIR BO3GYE TOMD M8 KSHECTER, YT0 M 008 NpOM3snacTEEHHLX 304, OHW S0nsH= Guite
ABOpYOOESHE CHCTEMEMHY YOANEHWA BO30yxa, 0bECnBYMBADLMMK B0A0YROOOMEH, HEIZBWCHMEIR OT NPOMEBOOCTEEHHEE
30H. BO2AYWHEE WNH03s QAR NEPEnE-9 MaTERMENG0E Q0N HL, K8 NPasnno, BEHTMIMPORETEEA TAMM #e obpaIos, ogHaxs
ACAYEHEETGA MPWMEHATE HESEHTHMAPYEMLIE LWND3E WA LWm0zsd, GEopyQ0BEHHEN TANLRD NEMTOYHEIMK CHETEMAMA.

13 Cragvu TEXHOMOMMHSCROM NPOUSCCE, NP HOTORG MOEET MPOWZ0ATH ZErpAIHEHNE NPOOYHLMK (XpaHeHne
KOETOK, ROAMOTOBKA CPed, KyNETHEMPOBEHWE BMPYCOE W T. M), GOMHHEl BINONMHATECR B OTASNLHRE 3odax. Ooobas
NPEgACTOROMHOCTE TRafvares npu pabore o ®MBOTHEIMK W NPOOYHTAMA HHMEOTHOM NPOMCE0EIEHNR.

14 Onapauu ¢ mUsROCPraHnEsani, NPoABMAKLLMMKA BREICORYHD YOTORMHBOGTE K Jeaushaxumi (Hanpuwep, cnopa-
abpazysilHe DARTERAM), 10 W WHEKTHEALMY CREIYET BEINSNATE B HIONMPOBEHHEN 30HSE, CREUMaI-HD NPE0HaaHE-aHHE X
O0A MPOBEASHWA TEKAX ONEpaLME.

15 B npowisnfcTeaHHDd A0HE CNEgyeT OSHOBPEMEHHO NPOBOONTE PA0OTE TONLKD © MUKPOOPrEHAIMAMK OIHOI
BMOS, 23 HWCHNIOHEHMEM MPOLUSCCOE CMELUBHHA M NOCE Y HILEI HANONHEHWR.

16 Crnegyer npegycMaTpMEaTs BOIMORHOCTE NPOESOSHUA DEziiderUay NPoMEBo0CTESHHE 30H B NMPOMERYTREX
MECHOY MPOMAB0OGCTBEHHEMH LMKNEMK G WENONEI0BAHWEM ATTECTOSaHHEE [BEANMAMPOBEHHEX) METOS0E.

17 OonycrasTes NporIsogcTE0 MERPIOPraHHEM0E B HOHTROMMEPEME X J0HEL NDH YONOBKMH, 4TO OHO OCYLBCTENAST-
CA B NOMHOCTERY 38HPEITOM H CTEPHNHIYEMOM TENNDELIM METOO0M ODOPYI0BEHMH, 8 BOS COSIHHEHHR NOCNE 388 MUSHNA
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pabortel ¥ nepen paafopsod TROHE NOOBSPIEATCR TEMNOBECH cTepunwiayue. Jomyckaercs chopea coBguHEHEA nog
NOHAMHEHBIM OIHOHENPEENEHHEM { TAMUHSDHEIM] NOTOROM BO30YES MPW YEADSRE, 4TO M RONWHECTED OMPEHWSEHD, WENOMS-
AYHITER COOTHETCTEYHILME SCEMTHHECKME METOOL! M OTCY TOTBYET ONEGHOETE yTedEM. MNapameT sl NpOLBCcca CTERANM3a0MI.
wononsdyesMorn. nepsd pasbopson CoBOMHBEHNA, DOMEHE NPOWTA aTTECTEUMI (BANMOAUMED] SRR BCEX MONONbIyamsix
MHEpOOpraH amog. B npenenas aaH0R 30HE PEIHLE NPOOYETE MOMYT DeiTe 28MPYHEHE B PAZHLE GHODEARTOPE TONLXD NP
OTCYTCTEMM PMCEA CAYHEAHOM NEPEXpacTHOD 3arpRiHaqna. PaBora o mapoopradmamani, £ OTOpsM NpeaqLABNRNTEA
oabikie TPEbOBEHMA KIONALKMK, DDNEHS BeINONHATECA TOMLKD B CNEUMANEHD BEOENEHHEL I0HEY,

18 B noMsewaHinRE Ons COqepHaHnn HUBOTHLE, NPEOHBIHSHEHHRK ONF BWENONE30Ea MR (MNA BCNoNE3YeMex) B
NpOMEBOACTES, CHEAYET NOOSBEHHMEATE PEHAM HIONMPOBAHHORA MIMIK 4METOR 30HL! 1 OTOSNATE WY OT NOMELLUSHAR 4R
COOEpPMEHHA OpyTHE sdBATHEE. [OMELLEHMA, [0S COO8PHATOR BMBOTHRE, MCNONSIYSMLE ONA KOHTPONR KEHScTEa nponyK-
LHE (B T. 4 H G NPHMEHSHUEM NETONSHHLL MHKDOOPIEHNIMOE), O0MHHE! BeiTh MA0MApoaEHE .

19 Hoctyn B NpOWisdgcTasHHels 30HE MIOHET MMETE TONBED NBPCOHER, MMEKWHA HA 370 pHIpewEHne. Pamm
LQOCTYNE B NPOVMIBOSCTESHHLIS 30HE 40NEH DuTh ONPEOEnaH CREUWansEHOE MHETRYKLHEA.

20 TadHMHBCKaA DOKYMEHTALMA NPEONDUATHA OOMHHE CONSMATE HEODX0OWMEIE OaHHLIE O NPOMIBOOCTEEHHLIX
NOMELLEHMAY.

3TH NaHHEN OOMHHEL BEMEHAETE B CEEA NNaHL NOMEWSHAR, WE SHENNMEALWK, DOSCHATENEHYH 33MMCKy W apyres
MAaTERHANL], BXOSALLME B MDOBEKT NPOMEB0OCTER, NOIBONAKLIME YOTEHOBMTE HEIHAYSHWE W YONOBMA WCNONEIDBAHNR BCEX
MO MELLEHAR, B TAKHE BMgbl GUONOMAHSCEMY BreHTOE, & HOTODEMA NPOBOAWTER patora. NaTom Mded 1 NPOOyELMIE TEHE
OONEHE Beime dYeTho oboadHaseHel HeoBoonmmo WEE3aTe BHOR MHBOTHEI, COASPHEEWECA B BHBSPWAN WM ODyIMx
MOMBLLEHHRAY, 8 TEKHE BUdR pA0OT, BRINANHAEMEIX BONNIA NPOMIBOACTEAHHOM YHICTHE.

DRy MEHTALMA HA HA0NAPOBAHHES WIKNK 4MCTRIE 30HL! SONRHS COMBEMHATE NPUHLMIHATEHYED CREMY BEHTHNALMW C
YHAZAHMEM MECT NEHTORS 1 BLTRMEN BO3GYE, ufibTROE 1 M cnaumbuiEnyil, KparHocTan enanyxooiMeHs 1 nepenanos
gasneHnA. Crsgyer yHA3aTe, MERTY KEXiME NOMSWEHAMK NPEOYCMOTREH HOHTRANE NEQENSAA OSAMESHAR © NOMOLED
OATHHEDE (MHOWMEATOPOE ).

DBopygosaHue

21 KoHCTpYELUMR W MoHTa® 0SopygoeaHis JOmiHel COOTBETETEOBATE Crnayudmyeckkm TpabosaHyam OnA KSwaon
BA0A NPOOYKLAH.

Mapan BE0AOM B8 AKENNYATALMK OB0PYO0BAHMA 810 CNEOYET ATTECTOEATSL, 8 JSTEM OPraHHa0eaTs 8nd TEXHHBCKDE
OOCNYHEHBIHME 1 NPOSAIEHNE NOSTOPHOA ATTECTRLMK.

22 ObopyooBaHwE QonEHD ohecneaHEaTs YOOERSTEORNTEMEHYED MEDEW-HYR M30NALKMED DHMononeckis areqTon.
KOHETRYHEUKA W MOHTER 0BopyJ083HWA SONHE, NPH HE0TX0O0MMOCTH, DOSCNEYMBATE BMO NETKYED W ShhexTHEHY K QEROH-
TAMAHELMH WANH CTEHANM3ALMI.

23 HoHCTRYELMA ¥ MOHTE JaspaTomn obapyioBaHuA, MEAOnbIyamon: grs NEREMYHOR HaonALuMK BHonorHacime
BIEHTOE, AOMHHE NPEAYCMATPUBETE NPSO0TEPAWEHME YTaME MNK hopMUPOBAHNE KENENG M 33p030NaA.

BBofs W BhiBOJTE ME308 B0NHE! Bk Th 3HLMLLEHE T, 4T00L 00SCNEMHBATE HYRHYH CTENSHE WIONALMH,. HANEHMER,
MyTEM WCNONEI0EAHAR CTEQWMAZYOWME reapodbobHE EMNeTPOE.

A NoAE<M MNK YOANSHES MaTEPHANDE CRESYAT HENONE30EATE CTEPANMIYEMYR 2D LITYH CHETEMY, MMEB0 yENoEKA
MEMWHEPHOM NOTAKS BO3gyxa.

24 MNepen venonb3nesHves oDopyYA0BAHHE CHaOYsT CTEWNWINBEATE NPEONOHTETENEHD CYLuM NEPGaM Nog SaBne-
Hien. [pyrde Metogsl NPUMEHENE B TOM CRyqEE, acny ofopyaossaHne He QonyoHasT CTEPHNMIELWE napon. Bakho ve
NEGNYCTHTE N 05paboTke Takks BrOk BOPYROBEHWA, KaK USHToMOYMM W BOOAHMWE BaHn.

COBopyQ0BaHME, MCNOMLIYEMOE ONA JYMCTEY, DA3NENEHHA AW ROHUSHTRHPOBEHIARA, SOTEHD, KEE MAHHRMYM, CTE -
FM30BETECA WK AEanHdULMpPOBATECA NEW NEPEXDOE OT DOHOND BMOA NPOOYETA K gpyrosy. Heoboonumo Mocneaoears
BAMAHWME METOS08 CTEPHNMAALMY HE ShSKTHEHDCTE W BTTECTALMOHHEIR cTatyc obopyaosaHrs C WenkeD ONPanensHR
CROKE B SRENMYATALMH.

Boe MeToOMEA CTEQURMAALNK QOMEHEl BhiTh STTECTOEAHBI { BEMMAWDOBEHL).

25 HowmocTpyruva oSopynosEaHMA QONEHE HOHMOHETE SB03MOEHOCTE NEPENYTHEEHHA PAINMHHEN OQTEHUIMODE MMM
npoayeTol. TpyBonpoeogsl, knanaqel H GUNLETHE S0MEHE MAPHHPOBSATLECA B COOTESTCTEMN © MY HAZHE%EHWEM.

OnA yNEgoeos C WHESHYMOHHBIMKE 0 HEMHDEXUMOHHEIMIA METEDKANAMA, B TEKEE, K838 NPABMN0, ANA DAINMYHLIX
ORraHHMEMOB 1 KNETOE CREqYET MCNonL20BaTE OToeNEHBE neyBanope. Cogapsaqne 8 oaHom wHybarope Bonse ograr
THNA OPFEHMAMOE WAM TUNE KNETOX JONYCKIBETCA TONLKO B CYYE8 MOWHATHA BE0bXo0Mmel Mep no o repueriEgumG,
NOBSPXHOCTHOR OSKOHTAMUHEUWMW W PARIganaHes ynakosos, Cocyisl © KyNeTyPaMd gonsHel DeiTe MpoMaprupoBaHil
HHOWEMgYaNEHD, DuncTea 1 geanHthesuMs 3THE Gocyans |1 vHEYBaTopoe MoryT Geite 3aTpyaHeHE W TpefoeaTtk oocoBaro
BHHMEHHA.

EOHCTRYELMA W NOPROOK SEENAYATALMM 0D0pYS08aHiA, HCNONEIWEMOTD ONA XPEHEHMA BHoNOMYScki SreHToe MM
NPOOYETORE, DOMHHEl HCEM0HETE MSE0e BoIMOMHDS NERENY TEIBEHHE,

Boe spanAlmecs obpaiukl DOrmeHel MMETE HETEYE M OOHO3HEHHYH MADHAPOBKY W HAXOOWTECA 8 KOHTERREDAY,
SALMLEHHEY OT yTeqi. PelgpeHble NOCSEHEIE KYNBTYPE! KNETOE M OPEHWIMOE SOMEHE XPEHWTECR B CrEUMEansHD
NpEOHSEHENEHHOM OB00Y 08N,
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26 Hewotopeie Bwoe obopyoosasdR [Hanpumep, obopygoeadve, TpeOyHWEs KOHTROMA TEMOERATYPE) SONEHE
GeiTh OCHALWEHL DEMMCTRHRYHILWLMMHE YOTROACTESMY WHAKW CHCTEMAME CWHaNW3aY MY Bo nafesanng 0Tka30e, COBMECTHD
© SHAMNWIOM PErMCTRMPYEMBL DAHHLI, CNEoyET OpraHH308aTE CHCTEMY NPodUNaKTIHECKor D OBCNyYHBESAHWA.

27 Jarpyxa nHotuNeHBR CYWLANEHER YOTEHOBOE SOMGEHE NROMCE0ONATE B HACTORMI0MAROEaHHOA 2008, Onepauyn
No Pazrpysxe NWoANEHOA CYLWLANEHDA YOTAHOBEN NPUBOORT K 38MPRIHEHVID OKDYHEOWeR cpeas. B ceran o 3tuM npr
MENONLIOEAHAN MHOUNSHEIE CYLUMNEHLIE YOTAHOBOK, OTHPHBEHIWLMECA © OQHOA CTODOHE!, YHETOS NOMELIEHMS OOIMKEHD
NEARTH SELOHTEMHHALM 00 NEPEMELLEHAR B 3T 30HY QYTOR CEPHH NPOSYELWH, 28 ACHNEMEHWEM CePRA C OOMHAK0BREIMK
apraHuaMany. OsycTopoHHue NROEMNLHEE CYLLIMNEHER YOTEHOEKM OOMNHHE CTERMNH30SETECA NOCNE KEMOO0M WMENg
NPAWEROEMETESE, SCMH TANLKG OHW HE OTHDLIBAKITER B HHCTYHD 30HY.

CrapuniasumAa o nbHEN CY LWUHNEHBR YETAROBOK AOMHKHA NPOH3E0OMTECA B COOTEETCTEHM C NYHETOM 24 QaHHom
nprnoEeHA. B cryd@e opradnanme paboT no npaHUANY OT5eNEHEL LMENOE NPOMIBONGTESS M CNanyaT CTaprnuinsaTs,
No KDSAHEHR MEPE, NSNS Kam4oro UMEna.

HHBEOTHLIE M NOMEBEWEHWA ONA WX COQEPHAHNA (EMBaDMA)

28 Jbwuwe TpaboBaHuR § COOSPMEHWMI] HAHOTHLIL, NOMAWEBHWAM SMA HUX, YEOOY W ESDaHTHHY NRMBSOEHLE B
CODTEETETEVIILLER HODMATHEHOR SOKYMEHTALMA.

249 Busapue QormeHbl DeTe HIDNWPOEEHE] OT EYTHX NPOMIB0OCTBEHHEX NOMEWSHHA. X NPOEKTE SO0M#HE GwiTe
BLINONHEHR & cobnngeHsam Heobaoqumex TpetoeaHnEA,

A0 CAHWTARHOE COCTORHME MUBOTHRIX, MENONLIYEMBIX B NPOKIBOACTES, HEODXOOMME OUSHUBETE, KOHTROMMBOEAaTs
W PErMCTRMPOEETE. [TpEEna ODPSWEHAA C HEKDTOMHME BHOSMH $HBOTHE NDHEBEOEHE B CNEUMATNEHLL PYROBOOETER.

31 HMBOTHRIE, BHONOIMHECcHME BTEHTR W NPOBOOMMBIE WENLITEHNA GON#EHE BRMe YETHD MApEMDOBaHL (OOKYMEHTH-
pOBAHE} B COOTEETCTEMM © YOTAROBNSHHOR CHCTEMOR BO MIDEMAEHWE DVCHE NEPENYTHBAHWA M C LUSMLH KOHTROMR B
BOAMOHHEN BMO0E ONSCHOCTER

HesnHerymA. YHAHTOMEHHE OTXO008

32 NeawHdSryMa AN YHEHTOMEHWS TEEROERK W HAGHAE OTO0008 MOryT WMETE ocofeHHD BEHHYH pOnk NpW
NPOMABOAGCTES WMMYHHOA NpogykuMe. B canRaw © amam Haobzooms TILATENEHBA MO0 § MaTonam 1 obopyaoeanHnss,
HEMOMLAYEMEIM 0N NPEQOTERELEHIA JEMPHIHEHMA OKPYHBIOWER CPEL), 3 TAKMe & Mx T TECTALMY [BanMaELHK )

MpowaeogcTeo

33 M3-ag WwWpoEon pEaHo0EPaEMA NEogYEL WM, BOnNsWOm KonMYecT2a CTAOWA NP NPOM3BnacTES WMMYHHBIX NEKap-
CTEEHHEL CRBACTE ANA MHBOTHLIX W XAPAKTERA BUONoIHetKnE NPoOUSctos oobos BHAMARME CNEOYET YIENATE CTROMoMY
CODNKOEHMI ATTECTOBEHHER {BANAGHDOBEHHEIX) METOS0E, NOCTOAHHOMY KOHTPONK BCEY TEXHONOMHSCKME CTAONE npo-
MIBOOCTES M NPOBS0SHAK BHYTPHMPOM3BOOCTBEHHOM ®oHTpoNR, Doofos BHMMaHWS cnagpet obpatWTe HE WoKoOHbE
MATEPNANE, CPEfk KYNETHEMPOBRHEA W NOCSEHOR MATSpWAN.

MoxooHsie smarepuans

34 TpebosaHWA K MCHOOHER MATEPVANSM OONMHBl ObITh 48TED DNPESENEHEl B OOKYMEHTANBHO OfhOpMASHHEX
cneywHEaumax. Cnaywderanm QoNHHL CONSPRETE JaHHLE O NOCTABLAKE, METOSE NPAMIBONCTES, B0 MECTE pacno-
NECGHEHHNA WM BUOSY HMBOTHLL, W3 BOTORL WMIENEKAKTCR 3TH WOKOOHLE METEDHANL, 3 TEKME cnocobsl MX KOHTPONA.
OeobarHD Ba@HEl MAEPOBMDNOMMHEcAE METOORI KOHTRANA.

35 PeayneTarthl MCMSTEHMA HCXGOOHEY METEPWANGE 0OMNEHE COOTEETCTEOEATE cneuwdvkauwam. Ecnv npoespgsxmne
HMEMBITAHKA J3HMMEST MHOMD BPEMEHM [HENPHUMED, RALa (SMEpHoHL) DEanNafinDIHLE NWHWA NTHL), MOMST BOAHWHHY TR
HEOBROANMOCTE 0DpaboThM MEXOOHEN MATAPHENOE 40 NONYHSHWA PEIYNETATOE AHANWTHYECHMY WENLITAHMA. B atux
CNYHARX NOMYHEHWE PEIPEWLEHNA HE PEENMIELMI FOTAE0H NPOOYVELHK JAEHMCHT OT NONCHATENEHS PE3YNLETITOR WCNLITS-
HUA HEXOOHLIE MATERHEN0E.

35 Ocofos BHUMAKME CNEOYET YOENATE JAHHEM O CHCTEME ObBcne~deHNs KaYStTEa, NPUHATOA v NOCTABWKMER, O
OLEHKE NPEMIAHOCTIA HETOMHWKOE MATEPMANOR W Tpabyamel AnA 0GACHEHEHWA KE4aCTRE TECTaX,

A7 Tam, roe 310 BO3MONMHD, CHEgqyeT CTEpMNMICEaTE MOOOOHLE MATEDHANE TEnnoasIM MeTaaon, donyckaaTca
MENONbIOBATE W ODYIME STTECTOBAHHLIE METOOL, HAEMPUMEE, MOHHIKDYHHLEES HANYHEHNE.

Cpagel

38 CnocoBHOCTE Cpad NOaaapHnBaTe HEoh o0MMeIA POCT KNETOK 0NHHA BhiTe JApaHES NOOTESPHGEHE COOTEET-
CTEYHLHM CEpa3om.

39 TMpegnodTiTeneHa, Y4T006L Cpeds CTEPWNMAOBEANMCE HA MecTe (I Siu) Mnd HE nuHde. TNpeanoyTHTeN kLR
ABAABTCH METOH Tennoeol abpaborem. Tadk, Cpahl, KMCNOTE, WENOYA, NEHOFECATENA W RYIWE BELSCTES, BEOOMMLIE B
CTEQUNEHEIA DMODERKTOD, OOMKHE, B CBOK CHEPe0s, BTk CTERMNEHBIM

CHCTEMA NOCEBHKIX MATEPHANOE W DaHKOB KNETOK

40 Ona npesoTERALEHHR HEHAMETANEHOMD KAMEBHEHWA CBORCTE NOCEEHOID METEPHEAND BEMENCTEME MHOMOKPETHEX
NEPECaEnE MNW BOMELU0R0 HAENS FEHEPAUMA, NPOM3B0OCTED MMMYHHED NEXSPCTEEHHLE CEEAETE ONA HHEDTHEIL, NONYy4a-
Akl M2 MUKPODHER, KNETOYHEL MMM THEHEELE K¥MLTYE, KNK DEIMHOCHEHHEM B 3MODHOHEN M SUBOTHEX, OOMHHD BkiTe
OCHOBAHD HE CHOTEME NOCEBHLY METEDMEN0E WNK DEHKOE KNEToR,

40

FOCT P 52249-2004, MNpaBuna npor3BoACTBa U KOHTPOSS KAYECTBA NEKapCTBEHHbIX CPEACTB
Good manufacturing practice for medicinal products (GMP)


http://www.gostexpert.ru
http://gostexpert.ru/gost/gost-52249-2004
http://gostexpert.ru/gost/gost-52249-2004

rMOCT P 522458—2004

41 HonwqecTeo rexapausd (YOE08HAR, NBCCAMER] MasQy NOCEEHLIM MATEUANOM WY GEHKOM ENETOR W MTOB0A
NPOOYEUMERA QOMEHD COOTEETOTBOESTE JEHHLIM HOPMETHEHON SOLYMEHTEUMK M PErMCTRALNOHHOM 000kE,

42 TNocapHble MATERWEANE W DEHEN KRETOK CNEOyeT COOTESTOTEYIOWMM 00PA30M XapakTepHanears W HOHTRONWpO-
BETE HE HANWHWE 38rpRIHeHni. TOCceBHeS MATEDHANGI 1 DaHEd KNeTor GONMHE CO3NABATEER, COOSPHATECR W MCNONLI0-
BATLEA TEKMM ODPAzaM, STO0E CHA3MTE A0 MAHAMYME [ACK 2ArPRIHEHNR Wnk NoBoro wamedesdA. Tipn co3gasis NoCeaHE
MATERHANOE MNK BEHKDE KNETOK HE QONYCKEETCR OQHOBPEMEHHER PAGOTA B TOR HE J0HE MM TEM HE NEDCOHANOM & OpyTIHME
HHELIH MM MHDEEUAOHHEMA METEPHANSMH [HENPUMEER, BMPYCAMI MNH KNETOSHBIMKE NHAHARMI).

43 NnA 3awuTel CAMOND NOCESHAM MaTaprEna wnn BaHeEa EneTok, a Taokse paboTamdlero © HMMKW PERCOHANE W
ORPYREHWEA cpadkl NOCEEHLIS MATERHANE MNW BEHK LNEToK QOMMHEl CO0ABATECA B HEDDXOOMMLE YENOEWAY.

44 Mpowceosgersns, fopMa ¥ YCNOEMA XPaHEHWA NOCEEHOID MATEDWANE OJ0MHHE ObiTh NOMHOCTER OMMCEHEL
Heohxoauwmo MMeTs JoEE3aTansCTes CTatMsHOCTH W BoCNPOMIBOIMMOCTI NOCEEHEY METEHMANDE 1 kneToL. EMiocTa ane
APEHEHAA A0NHEHE BhiTh MEEMETHHHD 38H0LTEL, SETED MEBPHRMPOESHE! U XDEHWTEER Npw Tpebyenod Temnepatypa. Yenosus
APAHEHNR OONHHE KOHTPONMPpOBaTECH, HBeoBxoOnmo BEcTH TWATEMNSHEIA yHET KEHA0DA SOMHHLL XDEHEHWA.

45 K pabora ¢ MatapHanom gonyckas TR TONLKD CNeUMansHD HEaHaMaHHb0IE cOTpygHnms. Pabota gonsHa nposo-
OWTRCH MO KOHTRONEM OTEETCTEEHHOM MWUE, PAINM-HER NOCEEHBIE MATERHAME W DEHKN KNETOR CREnyET XpaHnTs TaRHM
oOpazom, STods HE QONYCHATE NEPENYTHBAHWE WM NEPEXPECTHOM JArPAIHEHMA. HANSTENEHO PAINSENATE NOCBEHEE
MATERHANL H DAHEH KNETOK HE YACTH K XPaHUTE X B PAaNHSHE MECTAX, HT0DbI Y MEHELWATE ONACHOCTE NOFHOA NOTERE.

MNpuHyKrne paboTsl

45 B xoge TEXHONOMMYSCHMY NPpoueccos cnegyer maberate M ceOgMTE K MHHEMyMYy o0pasnsdHqe kEnent wnm
nars. MNPoUScc UBHTOWEYIMPOESHAA MW CMBLWEHAR, KOTOOLIE MOTYT NPUSECTH K 0OPSs0BAHMI Kansns, A0MHHBEI
NPOBOAMTECR B WE0NMPOSAHHEE M YWCTEIXMIDNMPOBAHHLE 30HEY B0 WIBEHAHWE NEPEHOCE HHMBRIE OPrEHHIMORE.

47 CRyqanHbIg MponUek! MAOCTaR, GoabaHHD COqeEMaLlME KBRS OPraHMaMe, HEODEDOWMMO BRICTPO 1 Belonasc-
Hisi CROCOD0M NMEEBMAMPOBATE. [NA KEHO0M TS MARROORTEHHEMOB CNESYET WMETE ATTECTOEAHHES |BENWANDOBAHHEIE]
METOOWEH OSKOHTAMMHALMK. TaM, 8 WCNoNEIYINTCA PEANMHHEE WTAMME BAKTEPHA 0OHOMD BWEA WNK OHEHL NOEDEKE
BUPYCE, S3TOT NPOLECS MOMET Bamhe STTECTOSAH (BANMAMPOBAH ) TONLKD ONA GOHOM M3 HWL, S5AH SaHHBIE O Oy LB CTREHHOM
PAZMMHMA W YETORHMBOCTI K BOASERCTEMI MCNONLEYEMINT STEHTa OTCY TETEYHIT.

48 Cnepaumd, BRMSE0WHE B cabR REpaMBILEHHE TAKMY MATEPHANDE, KaK CTEPHNLHBLIE SPefk, BYMLTYRLL MK
NPoOyETEl, SONHR NRPOBOEGMTLEER B NPEEaPWTENEHD CTERHNWICEEHHER I8KPETEX crcTEMax. Tam, e 3710 HSB0aMOMHD,
CAEDEUME MO NEPEMELLEHMID METEDHANDE DOMHHE NPOBOAWTECH B QOHOHENPEENEHHOM (REMUHADHOM) NOTORE BOJTYHE.

4% NobasnsHwe cpeg nnd ¥ynsTyD B DuopeakTopel (dapMaHTaTope) ¥ Opyine Cocydbl G0N¥HD NPOBOqUTLER B
TIWATAMEHD KOHTROMMPYEMEL YoNoEKAx, ODSCnedHBaI0WNE HEE0IMOKHOCTE BHECEHNA 23arpRIHanny. [pn aobasneqm
KyNETYE HEOQDRADMMO TIUATENEHD MPOBEHATE NPEEHNEHOCTE COSOHHEHHA COCY 08,

50 Tam, roe 310 HeoDooOumo (HANpAMED, KOs oss v Gones epmeHTarops pEcnOnoHMEHs B DOHOA 30HS),
OTESPETHR OnA oThopa npob v BHECEHMA R00a80K SGOMEHE CTEPANMI0EATECA NApoM (NOCNS NOOCOBSHHEHWR, NEpED
NOSEHER NPOOYRTE W Nepen otcoegurHaqnen). B apyriy cry4ass qonyCEEeTcl XAMHYEcHAR J83HEErUMA BRo0H6EN
OTESPETHA W 33WNTA COSOMHEHIA NOO NaMWHEDHEM NOTOROM BOITYXE.

51 Obopyooeadws, NAbOPATORHAR NOCYDHA, BHEWHWE NOSERXHOCTH YNEKOEOK © NPOOYVELUMERA W QpyTee NogobHes
MATELHANLI NMEPED NEPEMEEHBEM M3 HI0MMPOBEHHDA 30HL6l QOMKHE DbiTe JE3MHDUUWMPOBaEHED © MENOMs30EaHWEM
BTTECTOBAHHON (BANMOMPOBAHHON ) METO0E (MYHET 47 OSHHOMO npuanoseddn). Doobyo npoboemy MoseT Ski3RBETE
BEOSHME SOKYMEHTALHKY HA CapH Npogyklry. Tonseo aBconoTHEIR MUEHMMYM SO0y MaHTaLMY, Heodxoauwal ons cobne-
geHs TpeboBaHWA HACTORWEN CTAHSAPTA, BONEEH MOCTYNETE B 30HY W NOKMAATE 28 TIpK Cnyqafsom . JarpazHEHIH
(HAMPUMED, KAMMAME WY 33P0AcNAEMH ) UMK MPE MENONLI0BEEHHA SE30THHECKME MHEDOOPTEHHAM0E OyMaRHERA 08y MEHTE-
LiMA OAMMHE AR3nsdUMpoBaTECH B LLIMO3E one NEpEMeiysaHne 0DonyqoesasA i NERetasarsci © MENonbI0BaHKEM
hOTERONMA WK dEsca.

52 HWoEra Mnu TEERGWE OTXOOR, Tame kak aabpuc, nocne oTiopa MaTtapHana va AWMLY, DOHODE308RE By Teinn gnA
EyNETYE, HEMENATENEHLE KyNETYRE MO DRononqecies BraHTs Uenecoobpaise crepuniinBars wik eadHHUWpPOBRETE
Nepsn YOANSHWNEM HX W3 MIONUPOBAHHOR 30HEL B HEROTOpRLX CNyYaRs NPHEMNEMEMN CHMTEOTER W OPYIHE MeTonk,
HAMPHMER MCNOMEI0BIHWE TEPMETHYHEDR ROHTERHER0E MNK TpyDonpoBsogoE.

53 Heofxogumo TILATENEHD KOHTPONMPORETE, YTo0kE! B NPOMIBOSCTEEHHYIO 30HY NONAJANK TONEKD T8 NREOMETE K
MATEEMAMK], B T. 4. DOKYMEHTALKA, EOTODLIE OTHOCATCR K MPOM3B0AMMOA NPOayLMY. A HOHTROMA 38 COOTEETCTEWEM
EOMHHECTES BHOCHMEIX M BEIHOCMMBIX NPEOMETOE M MATERMAN0E, B0 MIDEMEHME M HAKONNSHWA B NPOHIBOOCTEEHHOM
NOMBLWEHHK, DOMEHS CYLUSCTEORETE CHOTEMA YYETA.

54 TepmOoCTOERHE NPEOMETE M MATEPHANL QOMTHHE! NOCTYMETE B HHCTYHY WM HMCTYED M20NWPOEEHHYID J0HY Yeped
NpOROAHEE ABTORNABEL MAW Neds. MyBCTEUTENEHLIE K HAMPESY NPSOMETEL 4 METEPWAME O0NSHE MOSTYNETE Hepes
BOIYIHER WNE ¢ BNoKHpyams=ne JESDAMA, [He 3TH NPEOMETE M MATERHANL NOSBESpramnToR desnHdemud. Jomocka-
ETOA CTEPUAM3ALMA NPEAMATOR W METEQHANDE B Opy o MESTE, BCMA OHN NOCTYNEKT Y8pesd Wno: B qeoisol obanosse o
cofmogeqHnan Heoixo0MMe NPenoCTOROHHOCTEA.

55 Bo niDemaHWE 3arpRIHEHME HNK NOOMEHE! EYNETYPE KNETOR MAM MUAKDOORraHMasas B MHEYBaUMoHHEIA Neplog
HEOGLOOMME NEHHAMETE MEDE MPEAOCTORCCKHOCTH, omaHa ey LSCTEOBATE METOOHMES DHHCTEH M Jeausteiumy MHEyBaTo-
poB. ¥NEKoaH, HEXOJRIWMEEA B WHEYDaTOpEY, SOMMHE DbiTh YETHD M TIWATEMLHD MAPKHDOESHE,
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56 B anHoM ROMELLEHAH OO0NYCEAKTER OQHOBMEMEHHES ONEpaLny TONLRD © OOHMM DHONOMMYScKM SrEHTom, 33
MCHMEHEHWEM ONEPaLMA MO CMELWLEHNH # NOCSHENYWLEMY HANONHEHMID KK RPA HEN0NLI0BEHHIA NONHOCTEH 38K TEE
cHETEM. B npoMasyTEaY MEs0y ONEpEUMAMH © DEANHYHLIME HHBEME BHOROMMHECKMMHY BrEHTAMH NPOUIBOOCTESHHEIE
NOMELEHKA QOMEHHE NROXOGATE 3PekTHEHYD GeauHdIekLn.

57 MpooykTel QomnkHE AHEETWBMPDOBETECA MyTeM OoDEEnaHMA HHAKTHESTOPS © NOCHED YoM TILSTENEHEIM Maps-
MELUEaHnE . THoene 3TaM CME0s OMEHS NEREHDCHATECA B0 BTOPOW CTERWNEHEIR GO0y, 38 MCHNEHEBHBEM CRYYE8s, Homma
dhopha | pAIMED COCYOE NOIBONRKDT Bro NeMKo NEPEE0PaYMBATE H BOTRAXMBATE TaKMM 0Opazon, H9Tobk BCE BHY TDEHHNE
MOBEREHOETH CMAHMESNMCE KOHEMHON CMECEID Ky NETYPE-MHERTHESTOR.

58 Cocydbl. COOSPMHEWME MHAKTHEMDOESHHLIR NDOOYET, HEMNLIA OTEDRIEETE. M 3THx COCYOOB HENe3A arbwpare
npabel B 30HaK, B COOEpPHETOR MMELe DHonorMsacke amsdTel. Bow nocnegyowy abpabortey MHAETMBMPOBEHHEIX
NPOGYETOR CNEO0yET NROBIGHTE B HNCTE 30Ha% A W B Mnn B 2akpeimom 000pyOoEaH N, NPSOHAIHSYEHA0M ONR MHSKTHEN-
POBAHHER NPOOYETOE.

549 Heobxogmmo yORnsATe CaphbEsHoE BHUMEHME STTECTAUMN (BANMOALHK) METOO0DE CTEpMAM3aUNH, DE3HHETEXLNN,
VOANSHWA BHDYCOE M MHSHTHBALMEA.

G0 HanonHeHWeE, Mo B0IMOHHOCTH, CREgYET NPOBOIMTE HEMELNSHHD NAOCNE 3880 UEHNA NPOHIABOOCTESHHEIX One-
pauri. o Ha4ana onepaumd HaNoNHEHHR EMECCTH © HEpaoScOBaHHIN NPOOYEUWER S0MSHE! Bkl Te MEpMETHHHD 28HDEITH,
MAPHMPOEEHE W XPEHUTECA MM HASNERAWME TEMISPATY PHEIE YEROSMAX.

61 OonsHa Cy@cTEOBEETE CHETEME, 0OBCNEYMBEHILLAR KOHTDOME LENAOCTHESTH M MEPMETHHHOCTH YRARDEOK ROCHE
HEMONHEHNE.

G2 DnawdHsl, COOSPHEILHE HEbIE DHONOrMHBCcHME SMSHTE, 33HPLIBAHTOA KpRLLKEMK Takm obpasom, «Tobe obac-
MEHMBANACE HEBOZMOMHOCTE IBTPASHEHWA OPYIOA NPOOYELAK MOK NPOHMESHWE HHBLIE AMEHTOE B OpYTHE 30HL WNK B0
BHELIHEIH GRay.

3 Mesgy HANONHEHKAM NEPEWHHEIX YRAROBOK, W MEPEMPOBEOR W YNAHDBHOR N0 PE3NWHHBIM MPWHMHEM MOMET
NpOaRTH ONpEgEnEHHER OTpEaor epemern. DonsHs Dbite paapaborals M QoxyMEHTANLHD OPOPMNEHL] METOOWEN, ONMCK-
BARKILME MOPAGO0E XPEHEHUA HEMADKMPOBAHHER KDHTERHEPOR, 0OeCne4MBa WME HEBOAMIEHOCTE MX NOOMEHL 1 HEMmE-
HELWE YENoars tpasaduR. Doodos BHMMAHKE CNREYeT YOansTE XPEaHEHMD TEPMO- 1 CBETOYYBCTEMTENEHOH NPOOYELHEA.
TemnepaTypa XpaHEHRA 4onsHa Beime 3aaaHa.

G4 Ha kawnol TeXHONDNMECKON CTADWMK ChNagyeT NPOE0SMTE CONOCTARNEHWS DEENEHDIT ¥ OXMOSEMOIT BRX008
NPOOYELMK. Boe cytlacTEEHHEE OTKNOHEHWA 0OnxHLl BhiTe PECCNB0BAHE.

KouTpone KasecTea

G5 B ofecnedsoHud cTabineHooTH BEa4ecTes GHonor4ecks NEKapcTEeHHLE cpaqoTe ocobos 3Ha4EaHHE WMEeaT
EHYTPANDOWIBOSCTREHHLIA KOHTPOME, Bkl KOHTRONA, KOTOPRSE WME0T DEWSHIWSA IHSHEHWE ONA OUSHEW Ka4ecTsa
(HENEHMED, KOHTROMNE HE OTCYTCTEHE BAPYCOR), HO HE MOryT DkITe NPOSEAEHE HE FAOTOBOR NPOSYELMK, GOMHHE] BRINOMHATE-
CH HA QOHOA M3 NPE0WSCTEYVHIME CTAOMA NPoMIB0acTBa.

86 Ons NOBTOREHARE UMK NOATEEIMAEHNA PEIYNETATOR KOHTRONA KSHSCTES CAPHH NPOOYHUAM MOKET BOIHHHHYTE
HEOGROaHMOCTE XDBHEHKA NPW COOTRETCTEY HLWME YECNOBNAY QOCTATOYHOM obkanma oipasioe npoMesy TOHHLX NROSYRTOE.

G7 Moser B0aHWEHYTE HEODHOOMMOCTE HENPEPRLIBHON KOHTRONA N3paMeTpoe B XOO0E NPOUSCCa npowzscncTsa
{HENEHMED, HENDERLIBHOND KOHTROMA UIMYBCKHE NAPEMETROE B 0008 dEpMaHTEUNH ).

68 PacnpoCTpaHEHHDR NPEKTHEOR RENAETCA HEMNPDEDLBHOE KyMLTWBWMPOBEHWE BRONOre<acrold npogyeuwad. Tpa
TEXROM METOOE NPOVIENRCTES HEODROANMO NPKHATE B0 BHAMaHWE ocobee TpaboeanvA K OpraHRISUMIA KOHTPONA Ka4ecTaa

POy ELHA.
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MpunoweHue B

MNpouaInoncTaD MEgMUMHCKWY FA308

1 O6wwme nonoxeHWA

B HACTORWEM NPANOHEHAM PACCMATPHERSTCR NPOMEILUNEHHOE MDOMISONCTED MEMUMHEKMY 8308, KOTORO0E OTHO-
CMTCH K CNELMEMMIMPOBAHHLIM NPOMBEILLNEHHEIM NPOLBCCaM M OCYWSCTENASTCR, KAK NPEEUN0, HA HEAPMALBEETHHECKMX
NpegnprATHAX. MNPpMNoKEHWE HE PECNPOCTPEHRETCA HE NPOM3E0OCTED W OBPSIUEHWE MEIUUMHCEMX 3308 B BonbHWUE:,
pEryMHPYEMoS CNELMANEHEIMA HODMEMW. TEM HE MEHEE, COOTEETCTEYIHLNE PASOENE JSHHOMD NPMNOMEHWA MOrYT BeiTh
WENONEIDEEHE] B KEMBCTES OCHOBL! ANA GOFEHWIALMK 3TOR paboTel.

MpowzscacTeD MEQNLMHCKY TEI0E, KSK NPABWNG, OCYLUSCTENRETER B 3arRpsIToM obopyaosadun. Bnarogapr aromy
PHCK ZArPRIHEHWA OAHHOA NEOOYKLMA W3 OKPYHSHIWUER Cpagsl REMABETCHA MHHWMANLHLIM. DOHARD CYLWBCTEYET DWCK
NEPEHPECTHOM JAMAIHEHWA JPYTHMA razamm.

MpowzscacTED MEOMUMHC KA [E308 CNEQYeT OCyWBCTENATS B COOTEETCTEMM C HACTORILMKM CTAHOAPTOM, IEpMEKD-
ne LK TpeGoBHUAMK W ODYIMME O0KYMEHTEMA.

Mpumweywawue — TpeboBaHWA HACTOALWEND NPUNOMEHWA PECNPOCTREHRKITCA TONBED HE OOraHH28uHsn
NpCHABOMOCTES W KOHTPOMNA KBYSCTES MEOMLMHCKWE ra308. TPeDoBaHHA NPOMELLNEHHOR BEI0NBCHICTA NPW W NpOKMIBOa-
CTEE NPUBEEHE! B APYTHY HODMATHEHLIY JOKYMEHTAX.

2 Mepcownan

2.1 ¥NonHOMOHEHHOE MMLD, OTEBETCTEEHHDE 38 BeIDEMY PA3I0REILEHMA HE BRINYCK MEZHUMHCENX FE308, OOTHHD HMETE
CNEUMEMLHES JHAHWA B OONACTH NDOVIBOSCTES W KOHTRONA KE4ECTES MEQWULMHCHHE ME308.

22 Mepocodan, 3aHATeld B NPOM3B0NCTES MEOWLWHCKWE TE308, JONMEH NoHWMETE TPeioBaHnA HECTORLWEN CTaH-
OAPTA B OTHOWEHWA MEQALMHCEMY F3308, 3HATE KMTHHECKM BEMHBIE ACNEATE M BOIMOXHYE DNACHDCTE ONA NaUMEHTOR,
HAOTORYH MOMYT NDEOCTAENATE NEXEPETBEHHLE NPENARATE B POPME MEOMUMHCKME Fa308.

3 MomewsHuA ¥ 0GopYO0BAHKE
3.1 MNosseweHwuA

3.1.1 Onepausy HAMGAHEHAR MEGHLMHCKHIK 1 BEMEJULMHCKMMK TE3AMI CNE0YST OCYLWSCTENATE B 30MAY, OTOS-
MEHHER OT 30H HENOMHEHWA HEMEQULHHCKAMA Fra3amye. Janpewaatca obmes DanNoHEMK [KOHTaEHEDAMM | MEHOY STHMH
BOHAMK. B MERNEHETENLHEG Criy-Hasx OONYCHAETER HANONHEHNE MEMLAHCKHE M HEMBOMLWHCKAY MA308 8 OQHOR 1 TOR Hea
BOHE MO MPUHLMTY OTAENLHEDRX UAKNOE NPOM3E0OCTER NP YENODBHA, 4TO NPEOYTMOTREHE CREUWANEHEIE MEDEN NPBOoCTo-
POMHOCTA M NPOSOAMTEHR HEODROOWMAA ATTECTAUMA {BENWaAaLKHA).

312 MNoMawsHAA, B EOTORGE BLINOMHAKNTCA CREREUMA N0 NPOVIE0SCTEY, NPOSESEHMED MCMBTEHWA W XDEHEHI
MEOWUMHCKH TE308, OOMHHLL MMETE QOCTETOHHYH NROWASE ANH HCKNOSEHWE NEREnyTHeaHHn. NOMESWEHNA Q0miHk
COOSPMETECR B YHCTOTE M 0DECnEYMBETE TREOYEMER NOpRaor paboTel W XPEHEHMA NPOEYHLWH.

3.1.3 Pazsmeps 1 NNAHWPOBKA 30H HANGNHEHWMA SON¥HE MPE0YCMaTRMEETE:

a) OTAEmEHEE MADKHMPOBEHHLE 30HE NS PAAMMHHLI FE308;

O} oopoaHaMHoE abo3HaHEHME M PEINAnaHWE NYCTeid Bannosoe {KOHTEAHEPOE) W BannoHoE (KOHTERHSRORB), HAXD-
OALLMXCH HE pE3HEIX CTROMAR NPOM3E0OCTEE [HEnpumep, « DeunaaT sanansaduas, cHanonseds, sHapantude, «0nobpass,
#OTRNOHEHD ).

Cnocob, HEnons3ayelsii ONA QOCTAHSHWR 3THE YPOBHER pE30SnSHMA, 3Ja8UCHT OT XapanTepd, oibema 1 CROMHOCTH
TEXHOMOMMHBCHOND NPpoUScca. Mapamy pasnansaHMs MOnyT CIYHHTL 30HB C PE3METEAME NONE, neperopoagd, Dapeepsl,
ofnaHaANEHMA 1 T.0.

1.2 ObopypoBaHwe

321 Boa abopyooBaHwa 0N\ NpOM3aEcOoTea M NPOBENSHAA SHAMM30E O0MHKHD MDOC00WTE IEEHOOMHECKYRD 3TTEG-
TALMED W KEnMDpOBRY (NoBBpEY ).

322 MNaa cnegyeT nogaeats TOALHO B NpeOHasHa4eHHEIR and wern Dannod (kodTedsep). TpybonpoBogs, no
KOTOpEIM NPOOOOAT MEdkl, HE QOITHHEl WMETE COBMHHEHHA, 38 MCKNHMEHMEM STTECTOBAHHLIE NPOLBCCOR SETOMATHHECHAMD
HAMGNHSHAA. PACHpeasnMTersHEIR KOMNSRTOfEsL A0NHHE Dite 000y 08aHE COBOMHHTaMNEHEIMIA SNEMEHTAMW QMR HANOM-
HEHHA, COOTRETCTEVHILMAMH TOMLKD KNENaHY ONS HOHKPETHOMD (@38 MNW KOHKPETHOR CMBCH rasne Tak 4Tobkbl | aTomy
HOMMEETOPRY MOME NOACOSOMHETEEH TANLKD CODTEETCTEVKIWWE GannoHel (KOHTERHERE). FEnons308aHune pacnpenens-
TaMLHLIE KONMSKTOR0E M MY COSOWHEHWA C KNanasamMy Bannosos (KoHTERRER0E ] MOHET PEMNRPOBATEER HALMOHANEHLMEA
W WSO HBPOOHEIMA CTAHOEPTEMA.

32.3 Pabore no peMoHTy 1 TEXHWSECKOMY 0OCMHABEHWID 0B0pYONBEaHKA HE DOITHHEl BNUATE HE KEHECTED MEQW-
LYMHCRME T3308.

324 Cnegyer kaberate HANONHEHWMA HEMBOWUWHEEMS MBI0E B 30HAX W HA 00opYS0BaHNY, NPEAHBAHAYEHHEL QMR
NpOMIBOOGTED MEOWUMHCENE a0, MCKnoYasms JoNyCcRaTEA B CNyHaRX, KOMa HAYECTE0 333, WMCNoMms3yenmorg gne
HEMEOUUMHCEME WENEA, N0 MEHLWEE MEpPE, SHBWBANEHTHO HEYBCTBY MEQMUMHCKDID fE38 W TPe0oBaHWR HBCTORWE
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cTaHnapTa cobnooanTor. Mpy SToMm 4R NPegOTEPELWLSHMA A3MIAZHSHMA MEQHLMHCROM FrA38 CNEOYET HMETE BTTECTOERH-
HiliA {BANMAMPOBSEHHLIR ) METOO, KOTORRR MCHNOHEET NROHKKEHWS HEMEIHUMHCHAE rA308 B NHHEKID, ODCNysWEaRLWYH 30HY
HENONHEHHRA.

3.25 Pasopeyapss AR KPAHEHAR W NEDE0EHKHLEIE QWCTEPHE ORA GUCTABKMW O0MHHb BhiTe NPagHa3HaqEHE One
OHOM BMAA 13338 ONPEOENSHHOM KEYSCTEA. CHITHEHHLIE MEQWLMHCHAE rEa36 MOXHD XDEHWTE UK TPEHCNOPTUROBATE B
TEX #E DE3SPEYARAR, 4TD M SHANOIMHHES HEMESHLIWHERWE FaZ6, N YENOBAW, HTO Ka4ECTED NOCNESH, MO MEHLLL SN MEDE,
SHAMBENSHTHD KE4ECTHY MESHLUWHCHMX M&308.

4 NoxyMeHTaLWA

4.1 MaHHeE, BHNEYEHHEE B APOTOROMED NS KEMO0R CepUH HANONHEHHLIX CAnNOHOB (KOHTEMHEPOB), SOMMHE
conepare Methopmaumn oo Boer OCHOBHLR NAPAMETPEY COOTESTOTEYVIILLME CTASMA HENONHEHWA. [TPOTOROML. CEpMK
OOM#HEl COOSDHATE CREOYIOW YD MHbOpMELmMsa:

- HEWMEHODBEHHE NP0y HLWH;

- OATY W BPEMA CNERELKA N HANGNHEHWED,

- GELIAKY HE MCNONLIVEMYH YETAHOBEY ANR HANONHEHWA;

- HEMONLIyamMos 0GPy IoBaHNE,

- HAIBAHWE TA33 W CObIMKY HE CRELMMEEUMID ONA OEHH0M 1828 MK HE cneurdinkanpe One Eamnom M2 [aos,
BMOORILME B CMEGE,

- ONBpAUMA, NPEOWEeCTEYKHLHME HENONHEHNK (T.3 JaHHOMI NPWNCHEHMA ),

- KonddecTea W obeenm GannoHos (KOHTERHEROR] 00 W NOCAE HANONHEHKA;

- hamMUMME M MHALKANE TALE, TPOS0OMBELIEND DNEPaLME HAMONHEHA;

- thaMUrHE M WHALWANE ML, BEINOMHABLLMY 23O OTEBETCTEEHHYH ONBRALME [OYRCTEY NWHWK, Npremky Banna-
HOE {KOHTERHEPO8 |, CNoposHeHMe DANNoHOoB (HOHTEAHRER0OB) M T},

- OCHOBHBLIE NAREMETRE, MOOTESEMOSOWNE MPEEUNEHOCTE HANOAHEHWA NEH CTAHOAPTHLE YyONOEMAL;

- PEAYNLTATE MCNETEHWA NPY KOHTRONE KEAYSCTES W B CNYHanRx, onga obopyaosaHs rEnWbpyEaTch Nepen Kak=m
MEMETEHNEM, ChedniHEaUMI0 CTAHOAERTHOMN (B33 W PE3yNETATE KOHTRONR kanHbpoar;

- PEAYNLTATE KOHTPONA HANRONHEHWR DANNOHDSE [HOHTERHEPaR);

- OOPa2EL 3TURETEA © HOMEROM CEPMM;

- NogpobHy wHPOPMAELWMID O NEDRR 3FTPYOHEHMAY UMK HS0DLIYHEIX CrNEERK,

- YTEEDHOEHHOE MMCEMEHHOE DEAPEILEHNE HE N0B0S OTHROHEHME OT MHETPYELMA 1O HENOMHEHW;

- JATY W MOANWCE BOHTPRANSPA, OTEETCTEEHHOM 28 ONSpAUME HENOMHEHWA, NOOTESNMIRKLE NPEEMMEHOCTE
nNpaeensHUA paboTel.

5 MpowzeogoTes
5.1 Boe HpUTWHECKME CTEOMM TEXHONONHSSEHA NPOUBCCEoE NOONEHET STTECTAUMKA (BANMAALMM ).
5.2 MNpowzeogcTeo HepacdacoBaHHOW NPOOYRUWK (Gane-npogysTa)l

.21 Maze, NpagHaIHAYEHHLIE ONA MEJMUMHCHOM NPHMEBHEHIKA, NPOMAE0HAAT MYTEM DMMAHECKO CUHTE2S MW
MOYHAET 3 NPWPOOHLI WCTOHHMEDE, NPH HeoBXoOMMOCTH, © MOCNESYHIWER OYMCTROA [HANPUMED, HA YETAHOBKE Pa3ns-
NEHAA BO3TYEa ). TakMe ikl MOBHO PRCCMATIREETE KaK (hapMalsaTiiecsng oyBoTaHuMm mny HepacthacoBaHHLIE NexkEp-
CTREHHEIE CRESCTE.

5.2.2 MNpu wecBxogmmocTi CNegysT QOKyMEHTANLHD DEMMEMEHTHPOEAT: TREGOBAHNA K YMCTATE, OPYNAM COCTRBEMR-
HOLLIMM W BO3MOEHERM MPAMBCHEM, KOTSRS MOCYT NPNCYTCTBOBATE B HEXOOHOM FE38 M HA CTaOMAX 8ro o4ncTer. [nA kesnom
NEOLACEE O0MHHE B peapaboTassl COOTEETCTEYHILME TEXHONOMAHECKME Cansl.

5.2.3 Boeg cTagWi paznensHWA B OYMMCTEW D0NsHE DbiTe paipabotadsl Tane obpazom, 4robe obecnaqdnte W
MAKCARANEHYH AhdEETHEHOCTE. HAanpUMED, NEMMEcH, KOTOPSE MOMYT OFS33Th OTPUMUETENBHOS BNWAHWE Ha CTEOMKD
OHWCTEM, CRE0YET YOANATE OO0 88 QOCTIHEHNA.

.24 CTagur paznansHEA M OHHCTHA NOQNEEET STTECTAUMH [BANKOSUWK]) B OTHOWEHMA 3thakTHEHOCTI 1M BOHTRO-
NNpYHOTCR B COOTEETCTEMH C PR3y NLTATAMY STTECTALMH (BANKOBUMH). BHyTPHNPOHIB0OCTEEHHER KOHTDOME MOMET BEMH-
4HTE B c86A HENPEDEIEHDS NPOBENEHWS aHamaos. MNopAgos obonyHKMBaHKA oBopyAnBaHUA ¥ 2aMEHE DACKOOHBIE OSTANSA
{HanprmeEp, hUNeTROE CHMCTEA] SoNSEH DelTh CCHOBEH HE DEAYMILTETAX KOHTPONA 1 STTECTAUWMM (BANKOALMK).

5.2.5 MNpy HeObxagMMOCT B QUEYMEHTAUNK CREOYVET YHASLBATh NPEJENLHLE JHESEHWA TEMNEPATYPR B 2058
TEXHONOMMYSCKAY NPOLECEDE, MIMEPEaHHOR NEY BHYTRHIPOMIE00CTEEHHOM KDHTRONE.

5.2.6 KomMnbimepHslE CHCTE ML, HENONLIYEMEIE DNA YNPABNEHHR MW HENPEPEIEHOM KOHT POMA NROUSCC0E, S0MTEHE
OkiTh BTTECTOEEHE! (EANUOMPOEEHEI ).

5.2.7 One HeEnpepbiBHond NROLECss cneaysT ADKYMEHTANLHD ONPEnandTs NOHATHE CERMK MPOSYELME, KOTORoe
OorHE BhiTe COMMECOBEHA C NOPAIKOM NPOBEIEHWA AHANME HepachactBaHHOM raa.

528 B xofe npousccs NpoMasafcTes CRefyeT NOCTORHHO ROHTRONWOOBATE K34HECTED rE833 WM COBMHARNE B HEM
MPHMMBCEA.

5.2.9 Cnagyar npoenauTe MEkpoSHnonari4ackai ROHTRONE BOGE, MENONL3YEMaE QNA CRNEHOSHAA BO BREMA CHATHA
BOZOYHE, SCMM OHR MMEBET BOHTEKT © MEOMUHHEKHM FE30M.

5.2.10 Bea onepayss No TREHCNOPTHROBAHNH CHNMEHHEX 308 M3 MECTa NEPEMHHON XNESHEHWA, B T. 4, NpoBsna-
HHE KOHTPONS NEPEN TRAHENODTHROSAHHEN, OOMHHE BRIRONHATECA B COOTEETCTEMW G MHOTEYELME MM, HENPAENEHHEME HE
npagaTeEpawEHee nobor aarpRadeqwn. TpyBonposog anA TREHCNOPT MPOBAHWA ra3a gonseH beime obopygoead obpatrsm
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KNANEHOM MW SRR SHEMIMMSHEIM yoTpodcTeos. Doobos BHUMEHME CNaqyaT YOSNATE CHWCTHS ribrks COBOMHUTENLHELL
ANEMEHTOR, LWNAHME W MESCT CORGHHEHHRA,

5211 BHOBL MOCTYNHMELWWA ra3 MoxH0 0oBaEnATE B peiepayapes, B BOTODLIX XDAHHTCA 3TOT ME Ma3 H3 Npeis aywmL
nocTasak Mpw 3Tom peaynsTaTs AHanHaa npobsl onsHs NOOTEEREIMTE, 4TO KSHECTEO NOCTEENEHHOI A28 COOTABTCTRYET
YETAHOBNEHHEM TREGoBaHWMAM. Takan npoda mowaT ObITe OT0DpaHE 1t

- MOCTABMNEHHOM rE338 napan AobaanEHHEM 1nn

- pEIEpEYEPd C HEpActhACOBAHHBIM E30M NoCNE G0DEBNEHWA 1B CMELLEHWR.

5212 HapachatoBaHHLE E3k, NPENHEAHEHEHHBIE GNF MEZULHHCKDN NPWMEHEHMA, CRESOYET ONPESEnsTh KAk Cap
NEOUEYHLMS, KOHTROMMPOEATE COMAcHD COOTRETCTEYHILLMM TRE0OBAHMAM K BRNABETE [AIDSLIEHIE HA W HANONHSHWE,

5.3 HanonHexws ¥ MapEMpOBKA

531 Do npoasdsHuA onepauii HENONHEHWA CNe0yaT anpagendTse MOEEEETEnH (RApaMETis ) CEpMn NPOgyELIvN.

532 BannoHbl (ROHTEAHEDL) ONA MBQMUEMHCKAY MBI0E QOMEHEl COOTEETCTEOESTE YOTAHOBNEHHLIM TEXNHUHECHAM
TpedopaHuAM. MNooNs HENDNHEHWRA KNANaHs cNEgyet nnombnposaTe R sOHTRONA Epeoro Bokpemra. [nqs abecnaqeHns
BOSKESTHOR 3AWMTEl OT 3AMPAIHEHWA PEOROMEHOPETCR YOTAHABNMBATE HA BANNOHE KNAMRAHS YOBIHEHEAHWA OCTATOHHOM
LEBNEHWA.

5.3.3 PacnpegenTenkHsid KANDEKToD GHR HENONHEHMA MEQMUMHCKHMEN FA2amM0 1 DENNoHB! [ROHTEARE DL ] QOMHHE]
BkiTe NpEOHEIHYEHEl GNA DOHOMD ONPEZENEHHON ra3a Mne cmecy razoe (3.2 2 nadsoro npenosadan). Cnanyet opraHe-
FBETE CHETEMY KOHTPONR 33 oBOpoToNM BanNoHoE W KNANAHOE.

534 CrancTry v npogysky 0DopyooBaHMA ONA HANOAHSHKA 1 TRYDONPOBOA0E CRESYET NPOBOONTE B COLTRETCTEMM
C Y TEEPHABHHEIME MHOTEY HUMAMKY. 3TH ONERaUMKH MMERT 0Cobog IHAYSHWE NOCNE TEXHMHSEKDM 0DCnyMHBAHMA CHETEM
WM HAPYIWEHMA a8 UenocTHOCTI. Mepan Belqaqed PAIpelleHne HE MENOMI08EHHE CHETEMY HEODHOgHMD NROSERHTE HE
OTEYTETEME 3arpAsHEHHA. CneqyaT BScTH W COXPEHATE NEOTOROME OHUCTEN 0BOpY0BaHWA.

5.3.5 Bwayanewoe obDonagoeanve BANnoHOE [HOHTEAHSEROE) HAE NPOMASOSCTEOHHDM VHACTEE NPOBOOWTCH B CNagy-
HHLME CAyHERL:

- NP NOCSTYNINSHAN HoOBsE Bannoqos;

- 00 W NSNS NRD0M MCNETEHKA MTMIPOCTATHWSECKAM GEENEHMEM W SKBMBRNEHTHOM MCNETIHAR.

Mocne yoTaHOBRM KNSNEHE SI0 CNEOYET DEpHETh B J8KPLTOM NOACHEHWA ONA NPE0OTSpaleHuR NoCTYNNEHKA
nSomn 3arpAIHEHHA B BAnNoH (koHTaRHED).

536 MNepag HAYAROM ONBREUWMH HENAMHEHWUA CREOYET NPOBOOMTE:

- MpOEEPEY CCTATOMHOM OSEnEHAA (0T 3 0o 5 Gap) ans nogTespHOEHEA ToM, 470 BanNoH (KOHTERHED ) NANHOCTERD
HE ONOPOMHEH;

- WIEATHE DannoHoE [KOHTEAREPOE), B KOTOPELE DCTATOHHOE QEENSHWE HE DOHADYHEHD, A NPOB8OEHMA OOMOMHK-
TErkHEIE MED, MOZE0MAKLALG YOTEHOEWTE, 4TO 3T BannoHs (SoHTaRHEDL ) HE COOSMHAT BOOY UMK ODYIHE 3EMPRIHAKLWE
BELBCTES, 3TH JARBCTEMA MOMYT BEMNEHETE B Co0R OUMETRY © NRMMEHEHNEM NPOLEILIME STTECTALM (BANKOALMED | METOAoE
W BHIYEMNEHBIR ROHTPONE;

- HOMTPONE NOEpEHOSH RN Bannoroe [KOHTERHEP0B), © BOTODbIX Q0N HE BRiTh YDA HL STHRETHA, GNPagqenskms
CEQMH NPOAYELUMK, M BCS ODYIHE STHEETHW,

- BHEYANLHBIA EOHTOOAE BHEWHEM 8103 KEEO0M KHANaHa v Bannowd (KOHTEAHERA] HE HAMMYWE BMATHH, NPOWOME
OT Oyroeof CEAERH, CRONDE, QOYTHE NOBPEHOaHMR M 3AMPAIHEHNA MACHEMK WM CME3RaMK. CRefysT npoeoamMTe HagnessE-
LAk DEPE30M QUUETEY, HCNBITAHWA M TExHIMEER0sE 00CMyHMBEEHWE BannoHoB (ROHTERHEDOE);

- MpoBEPKY Kaaom BannoHa (KOHTERHSPE) WM ENEnaHHOm COSAMHEHMA KPNOTEHHOMD COCYOE ANA ONpanensHiEn
COOTBETCTAMA SM0 THIE JEHHOMY MEOULMHCROMY FEdy,

- MpOBAPRY ARO08 AATE MCNETaHWAD BaNNoHE (EOHTARHEDA), YOOCTORSPSOWYED, YT0 DkiN0 NPOBEOEHD MEHLTEHWE
Bannoxa (HOHTEAHERA ) THOPOCTATAYSCKMM SEENSHWEM [KNK 3XEMBANEHTHEM WCNBITAHMEM ) M CROK JEACTERA PEIYNETATOR
WENBITAHMA HE MCTEK B COOTHETCTEMM & OSRCTEVLLMMA HOPMAMM,

- MPOBEPEY HANWSHA HE KEM00M DannoHe [KOHTERHSPE] LBETOROND KOO8 N0 COOTESTCTEYHILEMY CTAHZAETY.

537 CnegysT TWEaransHD BRNONHATE nogroTosky Bannonos (koHTERHEpOB), BOIBPALLEHHLIX JNA NOBTOPHAOMS
HANAMHEHWA, HTO0E PHCK ZArpRIHEHHE el MEHIMEnSHEM. NS CHATER FE208 MABKCHMANEHOS TEOPETHH oS COO0SpME-
HHE MPHMESH DA Gasnedwd Hanondsamna 200 Gap gonsHo cosTaensTe S00 obeampbn HacTen Ha munnwuos. [0ns ooy
OasnEHnA ONRESENAKTCR SKBMBANSHTHEE 3HAYEHHA,

NogroToska BannoHoe {KOHTERHSPDOR) BRINOIHASTCR CNeqysolMM obpaste:

- W3 KEmaono BANNOHA Y4anAaTcR Bech OCTABWMACE 83 Ny TEM OTEaSYHBAHMA (N0 HDAAHSA MEPe, 00 JCTATOHHON
afcomaTHorn paamada 150 wBap) wnu

- B HEwnon DannoHs (soHTaRHepa) COpacLIEaaToA GARASHHE M BRINOMHASTCR NOCNBOYHOWAR NPOOYEXE C MCHOrkIn-
BEHMEM BTTECTORAHHEL [BAMMAWPOBEHHER) METOLOE (HACTHHHDE COA0AHHE W3BETOMHOM OSBNEHMHA HE weHss T Dap o
noCnagyHwMM CEpocam).

Ona Gannoxos (KodHTaRHepos], obopyQoBaHHE KNANAHSMN OCTATOHHAM (NONOHM TaM-HDM | QSEMEHNA, QOCTETOMHO
oOHOA OTREYHEH NOO BayykMoM g0 nasneddA 150 mBap. B npotuBHonM cnyqas chegyer nposoguTs NonHbIA SHAanJ3
CCTRELEN0CH 338 2 Eawaon Bannoxe (KoHTERHEDE]).

5.3.8 3anoneaHne GaNNOHOE (ROHTEAHEROE) CRESYET NPOESPATE B YETAHOBNEHHOM NOpROKE. DOHME 13 NOKSIETE-
neEA Tora, 410 BannoH [ROHTEAHBD] HANDNHABTEA HAQNEXEWWM 0Bpa0M, MOEET CNYEUTE JWYLWEHNE TENNA NPM NETHaMm
MO WKOCHOBEHNK K BHEWHSA obonoyse BannoHa (ROHTERHEPE ] 8 X048 HaNONHEHWA.
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5.1.9 Hamgeid Dannod QormieH MMeTsE MAPEHPOERY 1 UBETOBOA KOO, HoMBD 2P MMy D878 HENOMHEHWA, B TaKMe
[JSTE METEMEHWA CPOKA MOHOETH MOMyT BaiTe yRA38HEI HAE OTOSNEHON ITHEETHE.

6 KoHTponk kasecTea

G.1 Kawacrao BoOs:, MCNONEZYEMOA 08 NPOESNEHWA WCNBITAHAR TMAPOCTATHYSOKMM OaBNEHWE M, O0NHHD CODTEET-
CTROBETh, N0 MEHLLLER MEPE, KAHSCTEY NMHTEEEOR BOALI M MOSBERraTECH NOGTORHHOMY MEREDBHOROrMHECHAOMY KOHTRON.

6.2 MNposagaHie MENEITEHA ¥ BR0E4E PAIDELIEHWA HA BEIMYCK KAMOOM MEOWLMHCHOND M3 O0NSHS 00y LWLECT-
BNATECA B COOTEETCTENM C &ro crnauuwhearay e, Kasmsm segnuMHCEA ras OomHeH HCNETHEATECA HE CoOTEETCTEME BUEM
HOPMATHEHLIM TREDOSEHHAM C HHTEPEENAMH, OOCTETOHHEMEA ANA FAREHTAN ROCTORHHOM COBNMOOEHMA 3T TREboaaHmiE.

§.3 Ha nposageqHde HAMGMHEHWH HepaciacoBaHHOMm rada OomeHD BLQEeaTeCA paspewadve (5212 gadHoro
MPHNOHEHEA ).

6.4 Ecr odWH MEQWMUMHCKHA 33 HANONHABTCA Y& MHOMUMAMHIPoALIR KoNNBKTop, T0, N9 KPAAHER MEDE, OfWH
GannoH © raIoM o7 KEMO0M0 HANDNHEHYR Hepas HONREKTOD OOMEeH NPOBEDATECA HE NOONHHHOCTE, HONW-ECTEEHHDE
COSBEHAHNE 1, MDK HEOBXOOMMOCTI, HA COSBEHAHNE BOOE, NPW EAE00d CMeHE GAnnoHOE (KOHTEEHBPO0E] HE KONMEETOpE.

6.5 Ecrm ogMHd MeQMUMHCEMA A3 HANDNHABTCA B DANNOHb (KOHTERHEDE!) MyTEM MHOWBWOYANLHOA ONepaumnd
HENOAHEHNA, T, N0 KPERHEA MEPE, BoMH DBENN0H (KOHTERHER) NP LARS0M HEMNPENLIEHOM LWENE HANONHEHMA QonseH Bate
NPOBEPEH HA MOSAHHHOCTE W HONWSECTEEHHOE CofspmadHqe. MNpHMEDON HENPEPEIBHOM LHKNS HENONHEHWA ABARETCH
NPOMIBOMCTED B TEYSEHHE OHOA CMEHL OOHAM W TEM ¥E NEPCOHAN0M C HENDNE30ESHMEN DOHOND OBOpYADBEHHA 1 OaHOR
Sapiu rada B Dans-thopme.

6.6 Ecrm MEOWUMHCEMA 183 NOTOBMTCH CMEWeHWEM B BannoHe (KoHTERHEDE] SayE MnK Bonas paanwaHeE ra3ns na
OAHOM W TOM #e pAcnpenendTEnsHorD MONNEaETopE, TO0 MPW KEHA0M Yukne paboTel MONMEKTOPA CREdyeT MONLTEIESTE
COGBMMMMOE, KAE MHHMMYM, OOHOM Gannosa (KOHTSAHEPRE) HE NOONHHHOCTE M KONPHECTESHHOS COO8DMEHWE BOEX
KOMMOHEHTOR FAZ0E0M CMBCK W, NPM HEOBXOQUMOETH, HE COOBPHMEHME BOOEI M NPEBMMNSHOCTE COOTHOLWEHWA E308 B CMECK.
Ecnn Bannodbl (koHTERHEDE) HANOAHRKTEAR ND OTGENLHOCTH, TO KEHORR SannoH (HOHTEAHSR) CREOyET MCALITEBATE HA
NOANMHEOCTE M RHNPHECTEEHHOS COQEPHEHNE Boe KOMNOHEHTOS ME30B0H CMECA, M, KAK MAHUMYM, OOiH SannoH (kasTed-
HEQR] 13 KEMO0M HENPBEDLIBHOM LHKNES HSNOMHEHKA — HE NPEEMNEHOETE COOTHOMUSHHA FE308 B CMECH.

6.7 Ecne radel CMEWHESKTER HE NWHUA NEpag HEBNONHEHWEM [HANpWMeD, CMeck OXCHOE a3oTa/kdocnopoga), 1o
CNE0yET NPOSOAMTE NOCTORHHEMN SHANM HANONHABMOA CMETH.

6.8 Ecrw Bannod {KOHTEARED) HARDNHABTGA HECKONEEMMEA FA3aM0, TO NPOUSGE HENAMHEHMA Qorsed obacneMieats
MPAEMNEHOE CMEWHMBAHWE E308 B Kaxa0mM DanmoHe [KOHTERHBRE ) W NONHY I MOMOTEHHOETE CMESCH.

6.5 Kamgeid HANONHEMHER Bannod (KOHTeAREp] nepen annoMEBMpOBaHNEM SMA KOHTDONA NEpE0ro BCKPRTIA S00-
HEH NPOXOAMTE WMENBITAHWE HE FEPMETAYHOCTS & HCNONLIDBEHWEM COOTBETCTEVHILLETD MaTand. CRanyaT Take NpoBepsTe
HE FEpMETHYHOGTE BannoHs (KOHTERHEDR ), M3 KOTOpLE OTOVpannce NpoGsl QNA BHaMM08.

§.10 Bcnuv EpuoreHHeiM r&a3omM HanonHAKToR KDUOMHHLIS COCYaLl GNA NOCTAEM noTpebuTanan, T0 Cogsapsumas
KEHADMD COCY,08 CREAYET HONETHEST: HA NMOONHHHOCTE M NPOBOAHTE BT RONHYECTEEHHER BHANWA.

6.11 He tpebyerchr orbupats npobbl M3 KpHOrEHHEN COCYOO0B NOCHE WX HANOAHEHWA B8 TOM CHNYYS8, Scnd oW
APEHATER Y NOTREOMTENSA M NOETOPHD 3aN0NHAKTER HE MECTE W3 NEQESOBMHHED LMCTERH, NPM YENOBAK, HTO KOMINAHKWA,
ACYLUSCTENAHLWLAA HANOMHEHWS, NPEOOCTIANAST SHANMTYHESKMA AacnopT mpobs, oTobpaHHon KA Takon LueTepHe. Kpua-
MEHHEE COCYOLE, XPEHRWHSCH ¥ NOTREDHTEnen, cneayeT NepuonU4actEd MoNETEIEETE ONR NOOTESHSGEHHR COOTEETCTENA
Mx cogepeMmars dhapMakanaiHikigm TpeiosaHuEm.

6.12 He rpebyerch coxpadsaTe 0bpaaysL cepMn NROgYHLIMK, GCAKM 3T0 HE NPEOYCMOTEREHG 00y MEHTRLWMERA.

T XpaHaHWe W BeINyCK

7.1 HanonHesHws SannoHs [KOHTERHEpE] O0NHHL COOSPMATECA HE KEESPEHTHHHOM XPEHEHRA 00 BR0SYY pazpews-
HIEA HE BhINYCHE YIONHOMOHSEHHEM NHLOM.

7.2 Bannodil {KOHTERHEPE ) © 3300 CHAOYET XPAHNTE B CREUMANLHD DTESOAHHOM MECTE, 331UMLLEHHOM 0T BO3068A-
CTHMA SECTPEMANLHEL TEMNEPETYR. 30HL XPAHEHHA SOMEHE BeiTe YHCTRIMKE, SYEHMK, XOPOWD NPOBETRHEISMEIMA H B HIAX
HE OON#HE XPEHWTECA FOPIOHME MATEPHANL, © LENLK COXPEHEHHE DANNOHOE [ROHTEAHBEROE) YMCTRMEN E MOMEHTY WX
MENOnNEIOEIHAA.

7.3 MNMopsook (paHeHaA OOMHEeH NPaqycMaprESTs Pa3gensHoe ipadamia BannoHos (KOHTaRHE OB ) © PEIAMYHLIME
TH3AMM, HANOAHSHHLLL 1 MYCTRE DANNOHOE (KOHTEAHEROR), & Takke ochacneywesaTs NOpROoK 0DOPoTE IANACOE COrNacHD
OHEPSOHOCTH MOCTYNNEHEA NPOQYELMKM HE CKNAD [4NEPBLM ROCTYNHN — NEpELM BEOAH ).

7.4 Boepems TRAHCNODTHRORSEHMA M3308618 BaNNOHE (KOHTEAREPE ) Q0MsHE! DbiTh 38WHLEHE OT HEGNAMNPUATHBL
NoroOHLE Yyonoada. OnA ras0ess cMecel, 8 #OTOPLIX MDY 3EMOPERUBAHWN NPOMCKOONT pasnenadne ad, SomsHs
CObnOAaTEcA 0cobe YCNOBEMR KPEHEHWA W TREHCHODTMPOBEHWA .

TepmMHHE! ¥ ONpeageneHtA

GannoM (cylinder): TpadcnopTupyEMeld KOHTERHED BMECTUMOCTE Ha Bonese 150 n Bafwl, HEXOZAWWMECA nog
OEanaHran [GNA Uansn ORHHOMD MEWNCssa B ).

Mprmeyadne — B naHHoM QoayMeHTs OnpEaansHie DannoH RoapSayMasser, B COOTEETOTEYRILEM KOHTERCTE,
NOHATHE CBASKE DANNOHOE (yrakoBaka GannoHoe ).
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raz (gas): BewescTea wne Cvece BaLUSCTE, KOTOPRIE npy gaenaddd 1,013 Gap (101,325 ela) »n remneparypa 15 °C
HEXOQATCA NOMHOGCTE 8 FEa3000pasHoM CocToAHMA Nk npr 50 “C pasnexwe napos npessiwast 3 Gap (300 eMaj
(150 10286:1986 Gas cylinders — Terminalogy. Biingual edition ).

3oHa (area): YacTs NoMBLWUEHUA, CNEUMENEHD BROENEHHEA ONA NPOMIBOOCTES MEJHUWHCHAX ME308,

WCNBITAHKE rHOPOCTATHYECKHMM Oagnednem (hydrostatic pressure test): Moneimadwe, nposogrmos no coobps-
waHnas BEa0nacHocTy B CONTEETCTEMH C TRESOBAHIUAMM HALMOHANEHLIX W MERAYVHAROAHEE HOPM 4MA NPOBEMKH TOMD, 4T0
BAnnoHsl MNW PEIBPEYEPL MOTYT BLIGEECHATE BRICOEME DABNEHWH.

KNanaH yaepHadHMA OCTaTOMHO M OaeneHHA (minimum pressure retention valve): Knanas, chatwmanseid obpart-
HOR CWETEMON, NOA0SMHMBEHLLER ONpansneaHHDS Jaanasra (owano 3—5 Sap sepue aTmocEpHorD QEENSHIAR ) 1 NpegoT-
BLALLSAHALER 3SMMASHEHWE KNANSHE MM MCNonNE20BEHMH.

KoHTeaHep (container): KpworaHHeIR cocy s uncTapHa, Bak, Bannad, ceraxa BannoHoe nnm NnDEs gpyraEn ynakoeea,
HOTOPER BETYNAST B HENOCPEOCTEEHHLIA KOHTENT & MEDMUMHCKHM FE30mM,

KPWOTEHHEIA raz (cryogenic gas): Mas, woToped npw gaenesdn 1,013 Bap cemEaarch npw TEMNSPETYRE HARE
rHyC 150 “C.

KPHOTEHHEIA cocyp (cryogenic vessel): CTaumoHapHEIR WMk NEPEHOCHOR TERMAHSCEN M3ONUPOBAHHEIA KOHTERHED,
CHOHCTPYHPOBAHHBIR ONA XDAHEHHA CHMSEHHLS MKW EOWOMEHHER raaos. 2 ipuoredsoro cocysa a2 otbupastcs B
r23000pazHo MK HHOROM COCTORHKM (ONA WENsd GaHHOM NpNDEEHER ).

MEKCHMANEHLIA TEOPETHYSCHWA DCTATOUYHLIA YPOoBEHL npumMecH (Maximum theoretical residual impurity):
MpumEcs @38 OT BOIMOKROMT NRESLUTYLW SN 38rPHRIHEHNS, DETESIUARCA B BANNOHax NEpen HaNONMHEHWEM NOCRES NReneE-
pHTan:HOR obpaboTed.

f PAMEYaEHNAE— BetdHcneHiss MARCHMANEHDM TEOPETHSBECEON YOOBHA NEPAMESA MMEET SHaYYeHNe TONBRD SR
CHETRIE fd302 8 NP NoEEeHAE, ST0 3TH Makl BeOyT CabA kak Ha2ansHele.

MEOWUMHCHWA ra3 (medicinal gas): MoboR ras wne cMess ME308, MPEOHSZHENSHHEIE ONA B2E5aHWR DONLHEIM B
TEPANSETHYECHAE, ONEMHOCTHHECKIN WK MPOHHNESKTHYECHAL WENAX QN8 ORazaHHA hapMaronori-ecsors s0anancTemA ¥
FNECCHEHUMEYEMES KESK NMEARCTESHHLIE CRRCTES.

HepachacoBaHHRIA raz (bulk gas): NoGon raz, npegHasHa4aEkEIl ONR MEQRLHWHEKOIT MCNONLIOBEHWA, KOTOPRR
NEOWLEN BOA TEXHOMOTMHECHWE CTAOMH, 38 MCHMYEHWAM CTAGHH DROHHATEMEHOR YNAKOBKM.

obpaTHeIA Knanad (non-return valve): Knanad, roTopeid No3aonAET NRPOXOOHTE NOTORY TONLED B 0OHOM HENDEE-
FIBHHA.

OTEaYMBATE (evacuate): YOanATe OCTETOMHER ME2 M3 HOHTEAHEPE © NOMOWED BREYYME.

npogyexa (purge): Onepayus no oNoposHEHHE M NpOYMcTRe GannoHa:

- meToOoM COpOca W OTHEHMBEHWA Wik
- METOODM COpOCE, “ACTHYHOND CORAEHHA HADETOYHOM SABNEHKA DACCHMATIMESEMBIM ME0M K Brd NOCNagYHILMM
copocom.

pacnpeaenMTENLHLIA KonnekTop (manifold): OBopyNoeaHME WNKH YCTPOACTED, CROHCTPYWPOBEHHEN [NS OOHD-
BREMEHHOM ONOROMHEHNA MNH HEANOAHEHWA 0OH0M 1Ny Ganes HTalHepos ans rasa.

pezepeyap (tfank): CraguoHapHeiR ROHTERHED ONA XPEHEHMA CHMEEHHOMD MNH EPROraHHO rasa.

chpoc (blowing down): CBpoc nasnasvs Qo arMocthepHara.

cer3Ha Bannoxos (cylinder bundle): CHopea meCcTED I8KpENNEHHRX B KEEPEECE DANNOHDE, HOTOPLIE NOGC080MHR-
HYTER K PRONPE0ANTMTENEHOMY KDNNSKTAEY, TREHEDOPTARYIITCA M WENONE3YHTER KAK OnuH Bno.

C#ATLIA ra3 (compressad gas): [E8z2, EOTOPLIA NPW HENOAHEHWA D04 OS8NSHREM OCTASTOA NONHOGCTRH ra3o00pasz-
HEIM M4 TEMNEpaTyps wuaye 50 °C (150 10286).

cEnEeHHBIA raz (liquified gas): a3z, =0TopBIA NPU HANONHEHAW MO0 JAENEHWEM HAXOOWTCA B OByRaiHom
COCTOAHMM (A3 HEO MUOKDCTREY] NpY TaMiepaType MuHyc 50 0.

YCTAHOBEAS pa3igeneHnA Bo3nyxa (air separation plant): Yoranoeza gha othopa arsocapHorn Bo3gyxa
PE3OENSHAA S0 O4MCTECH, PUMETPaUMER, CHATHWEM, OXNEMOSHWEM, CHEEHHEM W JWCTHNNRUAERE Ha rasoobpasHeR
HMEMOROL, A307T W BProH.

uuwcTepHa (tanker): MepagarciHoR KOHTERHER ONA XPAHEHHA CHMMEHHOMD KN KPHOMSHHGOR raia.
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MNpunoEesne 7

MpoMIBOACTED NEKAPRCTROHHLIX CPAACTE M3 PACTUTANLHOM ChipiA

DBwme nonoseHuR

TNerapcTESHHbIE CREGCTES U3 PACTHTANEHOM CHIPERA MMEHIT CNOMHYH MPUPpoay, pRsHOO6Pa3H60IE X¥APaKTERPHETIHEN 1t
Gomslsos HUCnNo axTWEHLE MHIPEAHEHTOE, COQBUHALLMACA B MAENLX xonW4ecTaax. B cBRIM C 3THM NpY noov3s0acTes
NEKAPCTESHHEY CPEOCTE M3 PACTHUTENEHOND CHPLA 0coBW0 ponbk WIPAST HOHTROMbL MCXOOHBN MaTEPWANGCE. YCNOBWA
HPEHEHUA W NepapaboTie.

MomewsHuA
Cenanckme 3oHLI

1 MoxogHoe pacT¥ieneHoE Chipss (1.8, HeabpabaTaHHeES PacTeHUA| CNEOYET XDEHWTE B OT4ENLHLL NOMELEHWH .
STH NOMELEHWA DOmeHEl BeiTe X0pOWS NPOBETPHEESMEIMA 1 2AWLHIWIEHHEMKE 0T NPOHMEAHHE HACEROMBLE M HABOTHIE,
aoobeHH rpeayHoE. CheayeT NpEaycMoTRETE MERs] NPOTHE PACNPOCTRAHEHNA HMBOTHEX M MAKPOOPIEHAIMOE, NPHBHO-
CHMBIE C PRCTATENEHEIM Chip&Em, 8 TAHHE NPOTHE NEPERPECTHOM I3MPAIHEHWA. TTOPAOCK DEIMEBWEHNR YNARDS0K HE A0MTHEH
NPENATCTEGEATE CEODOOHON LHWDEY ALY BO3OYE,

2 Deobos BHAMAHWE CEgyaT YOanATs ODCNYMHESHMID W HHCTOTE CRABOCKHE 304, B KOTOPLIX MokeT obpaatcaLBaTe-
A Nk,

3 Ans XpaHeHHR PAcTEHNE, SKCTREKTOR, HACTOEE W OPYMoA NROOyRLMEH MoryT noTpeboaTecs otobslg YCrnoBrA no
ENEHHOCOTH, TEMISPETYDE M OCBSIUSHHOCTH, KOTOp=E Hanfonmmo ofacnsqmTe W KOHTRONHDOBATE,

"FOHEEMGTMHE:I’E FOHBEI

4 Mpw orops npob, B3EEWWBEHWN, CMEWEHHK M OPYTHY TEXHOMOrMHECHAN ONSpaUMaAy © DECTHUTENEHEIM Chhah,
CONPOBORMGADLYMACH NunaoipasosaHnes, CNENYaT NEMHHMAETE OCODLIE MEDLI B0 POOOSHEAHWED HWCTOTE, 3 TEKME No
NPE0ATERALULSEHUE NEPEKRECTHOM 38MPAZHEHUA (YIBNSHWE MBIH, BeUISNEHUE CNSUWANEHEX NOMELWBEHWE 1 T. 0.

DoryMeHTaLKA
CneyudMraymi HE HCXOOHLIE MATEPHANLL

5 MosuMo gadHelx, NpUMBSNEHHLE B HACTORWEM cTaHgapTe (4.11), 8 cnéundusauiny Ha PACTHTENEHOE Chipbe,
MCNOALIYVEMOS ANA NPOMIBOOCTES NEKAPETESHHLIE CREOCTE, CRaYeT, No BOAMONHOCTH, BRNEYETE:

- HEHMEHOBEHHE, NDWHATOS B DOTAHMKE © YEEISHWEM, NPY HeobxoouMocTy, knaccHdwiarapa (HanpaMen, «Knacou-
dhMERETOp PRCTEHWA W MUEATHRIX Kapna MuHHar);

- nogpobHy i MHEOPMALME O NPOMEXOHOSHWN PACTEHMA [CTREHA MAH MESTHOGTE, NP HE00X00MMOCTH, KyNLTYPA,
BpeMA W cnocod cbopa, WeNoNE30eaHNE NECTHUWOOE 1 Op.);

- yRE3aHWe of WCNoNLIDEEHHKA BCERD DACTEHHA MAW TONLKD B0 YACTH,

- OAHHEIE O METOSE CYLWEHA, SCAKM NPEMODRETEHE BLICY LUBHHLIE DRCTEHWA;

- ONMCEHWE PACTEHAR, 8 THIGHE OAHHENE 8M0 MARDO- W MUEDOCKONPHECKOT BEENES0BaHNIA;

- OAHHEIE Of MCNETAHWEX HA MOGMHHHOETE, B T. 4. WENBITAHMA HE NOONMHHOCTE NA H3BECTHEIX SKTHBHLE MHTPEOM-
SHTOE WK MAPKEPOE, ONR ONPEOENSHUA NOLNAHHOCTH HEOXOOHMD HMETE COOTRETCTEYHWME 05 pa3UkL CRSBHEHNR,

- ND BOIMCCKHDCTH, ONHCAHWE DCHOBHEX MHIDBOWaHTo e, olnananwme yCTaHoENSHH0A GapMakanorwacEon aETHe-
HOETRES, WM MEPREP0E:;

- METONE ONPE0SNEHMA COOSPHEHEA NECTHUMO0E ¥ WY JONYETHMEIS KOHLEHT DAL,

- WCMATEHWA HE 33MPAZHEHNE rpmbBany wiing Sakreprsme (2 7. 4. aiNaToRCHHE W NEcT-wHPeCTAUMHE ) W Npe0ans
ACNYETHMOM 38 PAZHEHIA;

- MCMRTEHWA HA CONSMEEHNE TRHENEN METRNN0E W SPYTI BOBMONHLIX NOCTOPROHHWN MPAMECESR,

- MEMLITEHWA HA BRNEHEHME MROPOOHLN MATERWaNoS.

Neoban obpaboTd, HANPSENEHHEA HA YMEHLLWABHHE 3aipAZHEHWA Mrbame, GarmepudAsn W np., gamiHa Bere
OOKyMEHTANLHO OdapmneHa. TAESR ODKYMEHTALWR JOnN®Ha BRNHarte & cels nogpobiyes medopmadns O npouscoa
ObpaBaTii, NPOBOOMMELX HEMETAHMAR M NPEGEnas GCTATOHHOM JarpAIHEHIA.

TexHONOrHYECHWE WHCTPYELWH

G TaxHOMOrMHECHUE MHCTRYELMM JO0MHHEl COOSPKETE ONWCEHWE PAZNMHHEN ONEpEUWA, NPOSOGHMEIR © DACTWTENE-
HeIM Chipsam (Cylisa, MIMEansHaHde, NPOCEMBEEHWE 1 NPL), 3 TAKEE O8HHLE 0 SpEMEHH W TEMNEPETYEE CYLUKA W METOORX,
MENONLIYEMBIE QMR KOHTPONA padmepos parMeHToe nnM 43cTil. DHE TErHe SONHHE COOEpPHETE ONWCaHNE MaTOOoE
YOSANEHWA NOCTOPOHHN MATERHANOE (HENPUKMED, NPOCAMBAHKE W NP.).

MIHETPYELLAK NO NPOMZB0OCTEY NEKERCTESHHEIX CREOCTE W3 PRCTHTENEHOND CEIPLA QOITHHE! BHNHMETE B C80R gaHHba
af v DEHOEE WMWK DACTEODUMTENES, BREMEHW 1 TEMNARATYDE JHCTREKLWH, NOAPOGHOE ONHCEHME BCEX CTAOHA KOHUEHTPMPO-
BAHHA M HCNONEIYEMEL METOO0E.
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OrSop npol

T Tax kak HaodpaboTaHHOE NEKEPCTEEHHDE ChIPLE NONYHEIT W OTOENLHEN DECTEHWA, OHO HEARSTCH HEOGHOPOO-
Hm, DTEop Npo CRamyeT NPoE0aMTS & ocoBoR NPENOCTOPOHRHDCT b CRHELHANEHO 00 Y4 e HHEIM nEpcosanam. MognMHHOCTE
EAHA0E AP DOMMHA MO0 TESPKIATECA OTASNEHLIM OOKYMEHTOM.

KouTpons EayecTeEa

B MNapooHan, 3aHRTHR HOHTRONEM EEHSCTES, 0NHEH HMETE CREaLHANEHYH NOIoToeky B 0DNEScTM NEKapCTEEHHLIX
CREETE WA PACTUTENEHON ChipLA ONA TOM, 4T00k1 OH MOT NRPO20AHTE KCNEITEHMA NOCTRENSEMOTD ECTHTENEHOM ChipsR
HA NOENMHHOCTE W HANWSHE DDAMECEH, BRABNATE POCT KONOHAA MHHDGE, 38apEseHHS NAPAAMTEMK, HEOOHOPOOHOCTE M T. M.

8 MagnMHHOCTE ¥ EAYSCTE0 NedSpoTESHHLN CPEOCTE W3 PECTHTENEHOND CRPeH AOMEHE KOHTRONMPOBATECR B
COOTEETOTEMM © HODMATHBHOR JOHYMEHTILMEA.

Mpunowexua B

Orop npob HCXOOHEIX W YNAKOBOYHLIX MATEPHANCE
Oowkwe NoNoMEHWA

Orfop npob AENRETCA BAMHIA ONEPAUMER, NpK KoTopoR GepeToA TONEXD MANAR Y3CTe MATEPUANDE, MPEOHEIHE-EaH-
HLL NA NPoMIsoncTea Boed cepud. HepenpesedTatieHas npofa He noisonmeT 08t rapaHTUpoBEHHOE ZAKTHYEHHE O
rayesTes ecail cepun. MpasuneHei orfop npod ABNASTCA OOHAM W32 OCHOBHLIX KOMNOHEHTDE CUCTEME ODBCTHEYHEHMA
HAYBCTES.

Mpumeyadya— Noprook othopa npob nprueaged B nyHxTax G.11—6. 14 HacTorwen crasgapta. B Hactorwam
NERNOHEHNW NPMBE0SHE! J0NCMIHWTENLHES YER3EHMA no orBopy npob MoEo0He H YNAKoB0MHED METEPHAN0E,

Nepcoxsan

1 Mapcowan, 3aHATEA OT00poM NpoE, QoMEEH NpoXOGHTE HEMNENEHDES ¥ CHCTEMATHHSCKDE NOETORHOES obyyadne na
BONpAcanM arbopa npab. Nporpammsl oDyYEHMA J0MEHE BEMoYETh B coba:

- mapAgox ordopa npob;

- MMEEMEHHEE BHETRYHUMK no atbopy mpob;

- METOOB W ODOQDYOOSAHNE, BENONEIYEMES NPH oTEopE mpob;

- METOOE MPEAOTEPSLEHIEA NEPEKDECTHOM A3MMAIHEHIA]

- MEPE MPEODCTORCHHOETH NP pataTe & HecTAEMNLHEMM WIKNK CTEQAMEHEMEA BELECTESMM,;

- BEMHOCTE YY4ETE BHELWHEM BHOES MATEPHANOR, ¥NEKDB0K M STHRETOK,

- REODEOAHMOCTE NPOTORONMPOBEHMA NHOOLIX HENPENBASEHHEE MMM HEe00k4HEX obcToRTENRCTA.

HcxogHble MaTepuans

2 MognMHHOCTE BOSE CEPMM MCXOOHEL. M3TEPWAN0E MOET ObiTh IEPEHTHROEAHE TONLKD NPH BAATHA Npab ¥3 scax
YMAKDBOY 1 NPOBROSHWM TACTA HA NOGNMHHOCTE KEOoi npobe. Jonyokaeton othop npob M3 4acTy YyNakoBok NpM HAnw4ue
BTTECTOBAHHON METOOHEM, MCKNKHYSHWAR BOAMOMHOCTE HENPEEHNBEHOR MEPEMPDOBEY HEHOO0A YMAROEEM © HCO0OHLMH
MATEEHANEMM.

3 Mpwr aTTecTaumy Taxod METOQUEN CREQYET YHUTRIEaTE:

- OEHHLE O NROMIBOONTENE W NOCTRELMKE, 3 TAKHE YPOBSHE BRINOMHEHUA UMK TRE00BAHHA HECTOALLEM CTEHOEPTE;

- crcTeny 008NeHEHWA KAYSCTER NPEONPHATAR — NPOHIBOOWTENS HCXOOHLIX MATERHENOR;

- YOENODEWA NPOMIBOOCTES M HOHTRAMA KEXOAHER METEpHanos;

- HAPSKTED W CBOACTEE WEXOOHLL METEMMANOE, 3 TR0EE MOMyHSEMOH M3 HE MPOOYELMA.

Mo aTam QAHHEIM MOEHO STTECTOBATE METOAMEY, AONYCHAKWYKH oTBOP Npab He M3 EaH008 YNEE0EKA © MCEOOHEMK
MATERHANAMW NP BRINOAHEHAN CNEOYHHMLHE YENOEMA:

- MCHDOHEE MATERHANL NOCTYNAKT OT OOHO00D NPOMIB0AMTENR MM C OOHOM NPSOnpMATHE,

- MCHOOHEE MAETEOWENE MOCTYNEOT HENDCPBOCTEEHHD OT NPOWISIOMTENR MMM B ONEYATAHHOR NPORIBOOMTENnam
WNAKDEKE, NPW-EM 3TOT NOCTARIME MMEET GeaynpeqHyil PENyTALMID, 8 ayguT erd cucTamel obecnedesds Kadectes
pPErYIAPHD NPOBOAWTES NOKYNATENEM [NPOMIB0QMTENSEM NEKSPCTEBHHLN CREACTE] WNW OMUMANEHD ¥RonNHOMOHEHHEIR
PO .

Tasyh: METOAMEY HANbLIA ATTECTORATE B CNEfyRiLM Chy3ER

- WCHOOHSEE MATERHANL NOCTYNAKT OT NOCPEOHHEDE W NPOMIBAIHTENE HEHIBSCTEH WK HE NPOLUEN By0MT,

- MCEOOHEE MATERHENL HENONLIYVHTOA QNA NPOWIEONCTES NBPEHTEPENEHOA NP0 YHE WA,

4 HaqecTeD CEpWH MOXDOHblY MATEDHANDE MOMET ObiTe OUSHEHO nyTewm othopa penpessHTaTMRHOR NpOObl W
NpOEEREHHS MCNETEHA. N8 3708 LAMK MOryT HENons3naaTsoA Npobsl, BARTEE QNS NPOBEOSHMA TECTE HE NOANWHHOETE.
Konwqectan cOpa3uos, oTOMPREMER JNA NONYHEHMA DENPEIEHTATHEHOA npodisl, ONRagenAeTcs CTATAMCTHHECKMM METOD0M
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W YHEILIBAETCA B NNase ordopa npob. Konw-ecTeo orgensHelx 0GpaIgos, x0Tops6Ie Mory T GeiTh CHELWEHE! ANA NOMTYHSHWA
oBwed Npobkl, ONPeganAETCA © YyHETOM BWIE MATERHANS, O8HHEX O NOCTAEWWEE, 3 TAKHE Bro OOHOPOOHOCTH.

YnakoBO4YHEIR MEaTE D HaNE]

5 Mpw cocTaen&EqHKn nnada orfopa npob ynagoBodHLD MATEPHANDE HEOBKOOMMD NPUHUMATE BO BHUMAHWE WX
EOINVHESTED, TREDYaMoES Ka4YECTE0, XEPAKTAD MATERHANOE [HANPWMED, NEDBEWHHES Y MEHOBOHHES MATEDMENE WANKM NEYHET-
HEIE YNEKOBOHHLE MATEDHAML], METOOL NPOWEECACTES, 38 TAEHE MHDODMALMIO O CHCTEMS ODBCNEYEHIR HaHesTRa ¥
MNPOMABOEMTENA YIAKOE0HMHEDR METEDHANDE, NONYYESHHY D NP NPOESgEHMK ayauTda. Konwsecten otinpaame npob onpa-
OENAETCA CTATHCTVHESKM M YREALIBEETCR B NNaxe othopa npof.

Npunomeexwe 3

MpovapoacTED XMOKOCTEH, KPOMOE W MaZel

OBwme nonoxeHwA

B npoyeccs NpOWIBOOCTES MHOKOCTER, KPEMOE W MA39A CNedysT NpUHWMATE ocofke MBEpEl NPEQOCTOROHHACTH
BHMY WX NPELPaCcNONOHEEHHOCT £ MAKDOOHOMY W MHOMY 3arpRzHeH. MosTomy HEOENOOMMD NPUWHAMATE CHEUMANBHLIE

MEPE N0 MPE0YIPECHIEHUH NOG0M BMGE J8rpRIHEHHR.
MomewsHWA ¥ oSopyooBaHKRE

1 Ans 38MTel OT SEMPEIHEHIA NP NPOVEB0NCTEE W NEPEMBILEHAM NPOOYEUAK DEROMEHIVETCA MENONLI0EATE
IBKPEITRIE CHCTEMEL. [POMIBOSCTESHHLIS 30HL, B KOTOPRXY HEXOOMTCR OTHDEITAR NPOOYEUMA MW OTHDLITEE YHCThIE
ynarkoexu, Kak fpasumno, cnagyer obopygoeate adkboRTHEHON CHCTEMOR BEHTHRALMK, MMEELWEN GMNeTRE O4MCTHA
BO30YHE.

2 HoHCTPYELMR W DACHONOHEHWE PEERTOROR, aMEoncTEd, Tpyionpoeanos v HECOGOE SOMEHE NPEYCMATPHEET.
YOOBCTED WX CHMMETHA W1, NPA HEODXoQuMocTH, geadHtesumn. B 4acTHocTi, B KOHGTRYRUMK 0DoDYg08aHMa O0nNMHD GuiTe
CEESEHD K MUHNMYMY HINWHWE MERTERIX 30H W TYNHEOE, B KOTOPEDR MOMYT KOHUSHTPWPOBETECA OCTETEM MaTapuance,
BLIZLERRLMNE DAZMHIREHE MHEPOODIEHNIMOE.

3 Mo BO3MOMHOCTA, HE PEXDMEHOYETCH WONOMsI0B8aTE OBOpyNoBaHHE W3 cTekna. Bo mBardy chyqans aetand
OBORYOOBAHMA, BXO0RLIME B ROHTEET © NPOSYKLHER, QOMEHEl WAMTEENMBATECA M3 BEICOKOHSHEC TEEHHOR HEDHE BEHLLER
CTanM.

Mpowasopcteo

4 CriegyeT 3a0a8dre TRE0OBIHWA K XMMHHECHOMY W MURDODHGAOrMYeCcKoMy KEMecTEyY BOgbl, MCNONbIyEMon B
NPOMARDACTES, M O08CNEMMBATE KOHTRONE BRINONHEHHMA 3THE Tpaboeadni. Bo vaDemaHWe DHCKE DAIMHOMEHMA MUKpOop-
TAHWAMOE CABQYET HASMNEHAWWMM obpaacm oDpraHWioBeaTe obonysMBaHHE CroTes nogroToskd Boae. MNacne abpabotew
CHCTEM NOOQroTOBEM BOOL EHMMHECKHMA CPEQCTEAMMY M HEDDROOWMG NPOMbITE NGO STTECTOBAHHOA {BENWIWDOEAHHORN )
METOOMEE, TEPEHTHMEYHIWLER NONHOS YOSNSHNE DeauHinUM Py LML SELBCTE.

5 HaqecTeo MATERWANOE, NONYHREMBIY B LWWCTERHEN, CNe0ysT NPOBSPRTE G0 WX NEQEMELLEHMA B BMEICTH Ons
HPEHEHWA .

B Cneayer HOHTROMMPOBATE Nepensqy MaTapiance no Tpybonpososgan, 4Tolsl rApEHTUPOBATE MY NOSTYNINEHKE B
HY#HOE MBCTO.

7 B nomeweHHRe, rme coaepemTcn OTEPRITER NPOOYHUMA WK HHCTRE YNEKO0EKA, HE SOMYCKESETOR HAXOMDEHHE
METENWANGE, CNOCOBCTEYHLWAY BR0SNSHAN BOMDKOH M DDy AMPRIHAKILME BEWACTE [HANPKWMED, W3 KAPTOHHEID MMM
OEPEERHHEN MOQR0HDE ).

B Bo ppema onapauMi HANONHSHWA cnagyaT obacneduBaTe OQHOPOOHOCTE [MOMOMEHHOCTE ) CMEGCEHN, CYCNEHIHA
M T. 0. [pousce nepemMellnEaHHA M HENDNHEHWA NoOnasKT arTecTayun (Bankgauwn ). Docobos BHMMaHKwE HEobxogrmMo
YOENATE 00ECNeeHND OOHOPOGHOCTI CMECK B HEHANE, NOCNE GCTEHOBOK M 8 HOHLE NPOLECcE HanonHEHWRA,

B Ecnw rmmoBsifA NpogykT yHARBLEASTOA HE CRady NoCNS OEOHYEHHA NPOMIBORCTEEHHLE DNEPaUWMEA, HEeoBxognmo
YETEHOENTE MAKCHMENEHD JONYCTHMOS BREMA 00 8rd YNasoskd ¥ COOTEETCTEYHILLME YENOBKA XPEHEHAMA.
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Mpvnomesne 10

MpoMasoacTES Aa3po30ONed ANA WHFRAMALWA

MpowzsofcTEl B3P030NEA ONA HHIAMALWA, HENONHAEMEX B BannoHbl, cHabEeHHEIX SOIMEYIDWHAMKE KN2NaHAMA W
HAXDORWMXGA NoO gaenedsen, obnafsar apakTapHeME OCOSEHHOCTAMKH M K HEMY NPEgBEABRAKTER CHEUHAMHES
TpefoBaHuA. YENOEHE NPOM3E0ACTER A0N&HE OFSCNE4HEATE MEXCHMANEHYED ZHWHTY NPOOYETE OT 33MNAIHSHMA MHEDOOR-
radnzMani 1 dactgame. Ocoboe IHaYSHWE MMBST KAYBCTED QETANER KNANaHoE, 8 B ChyHEE CYyCraHali — WX OfHOpo-
HOCTE.

ODwwe NONoMEHAA

1 Hak npasvno, MCNoMs3yHToR 083 METO0a NPOWMIBOOGTED M HAMGNHEHHA:

a) ABEyRCTYNERHaTEIA METOD [HENONHEHNE NOO JRENaHHEM ).

ARTHEHEN MHIPEOMEHT BEOOMTOR B MPONENNEHT & BRICOKDA TOMK0A TEMNEPATYDEN KANEHWA, YNEAH0BEE HANONHABTCA
0300 BETHEHOMD WHIPEOWEHTE, HE HEE HAOSBSSTCR KNANEH W NPONEnnEHT © HAEDA TOY4ROR TEMNEPETYPE KMNEHKA
BEOMWTCA YEpal OTESRCTHE KNanaHd. TaMNEpanypa aKTHEHDM WHIPESMEHTE NOOSB[HHESETCR HMZXOR B0 mbemaHwe
NoTaps 38 C4ET MCNAPEHMA,

b} OOHOETYTIEHYATLIR METOS (ONOOHDE HANGMHEHWE ).

AHTHEHLIA MHIPSOMEHT BEOUTCR B CMECE NPONENASHTOE N BLICOCMM JABNSHUEM WIANM NPH HHIKOA TEMNEpETYRE.
Jarem NPOovZs00UTCA HENDNHEHNE YNERO0SKM B O0HH MPWEN.

Nomeweswa v oGopygosaHne

2 MpowzsoacTEn ¥ HANOMHEHWS DEKDMEHOYETCH NPOB0OMTE, MO BOAMOKHOCTH, B 33KPLITEN CACTEMAX.

3 Tam, 38 NpoOyHYMA M4 88 SMCThIE ROMNOHEHTE COOEPMATOR OTEPSITEIMM, NMOMEWSEHWA O0MHHE CoOTEETCTRO-
B3Th, HAK mMuHEMyM, 3048 D Boagyx 8 Hex O0NEH NOGABATECA Yeped unsTpsl, 8 O0CTyn OCYIWESCTENATECA Yepes
BOIMYLLUHENS LUMKEhEL.

MNpoKIEOOCTED W KOHTRONL KE34YeCTEA

4 Dosnpyrluws KNanaHesl ONA 83po3oned REnAKTEA Sones cnomHLIMKE, Y8aM BONBLWWHETAD YETPORETE, MENDMs3ye-
Mblx B @EpMEUEETHYSCHON MPOMBILLNEHHOCTA. TEXHHHEDHAE YCNOEMA HE HWE, MeTodukw orbopa obpauos W HOHTpONkE
OOENOYHALME KNENSHOE Q0MKHBl COOTESTCT BOEATE TREI0BaHMAM, NPEQRABMASMEIM K EEHECTEY TaKoR npoaysumry. Ooobios
FHAHEHWE MMBST NPOBEASHWE BYOMTE CHETEME OBSCnEHBHNA K2HECTER ¥ NPOMIB0AMTANA QOSMPYHILLME KNanaHoes.

5 Bre netyqus BELECTES (HANPMMED, MAOEME WM rE3000pa3H61E NPONeNneHT ) AomiHe! Geme NpomyWeHs! Hepea
TR, VESPHHESKWAA HacTHysl © pazmapane Bonsee 0,2 mes. PEsomEHOYETCR, NO BOIMOMHOCTH, NPOSOAH T QONOAHK-
TansHYE HHALTPELME HENOCDEACTEEHHD NSRS HANGNHEHASM.

6 ¥YnakoesH W ENanaHs QONKHBl NPOXOONTE CHUCTEY B CODTEETCTEMM C ATTECTOREHHON (BANWOMPOBAHHOR) METOOM-
KA, YHUTEIEAHLER CEORCTRS NPOOyELMK 1 oBecns4HEaNLER OTCYTOTENE 2ArPRZHEHHA BENOMOTATANEHEIMH TEXHONDM-
HECKMMH CRECTRAMK (HENPAMEN, CMA0HHEIMK], 3 TEGEE MURpOBHOTD 3arpRIHEHHA. THone HUCTEH KNAENaEHe CHenysTt
EPAHWTE B 4HCTEIE 2EEDLITHIE YNakoskas. Bo nalesaHWe BHECAHNA 3AMDAIHEHNA MPK NOCNELY LAY ONePEUMAK [HANDWMER,
npu ordope npob ons NPOBEOEHWUA MCNEITAHNWA) HEODXOOMMO. NPHHUMETE MEDE NPESOCTOPOMHOCTH. YNEKDAKA 40MHHEI
NOCTYNETE HE MMHAK HENONHEHHA OYMLLEHHEME HNK CHBLETEER HE MMHEE HENOCDBOCTEEHHD NBPEN HENOMHEHWEM.

7 Haobxopmmo obecnesduTs OOHOPOOHOCTE CYENEHEMM 8 TOHKE HENDNHEHHA B X008 BOAM NPOLECCE HENDNHEHWA.

8 Mpy WenNonNeIoEaHWK JEYXCTYNEHYETOID METO0a OnA NOMYHEHNA 3ES0aHHOR cMmec Hedabwogumo obacnesute
TAYHYH MACCY BE0ANMEIX BEwecTE HA obow sTanax. MNoatamy 8o Mo criysdsx uenacoobpaied 100%-Hem HoHTpOnes
MACTE HE KEHO0M 3Tans.

8 HOHTpONG NOCMHE HANOAHEHWA QoNMed NOSTEEPOMTE OTCYTCTEWE yTedss. Boe Nposapdy HE HANWHWE YyTedar
CABAYET NPOBOOMTE TAK, 4Tobk! HE OONYCEATE MUKPOTHOND 3ArPRIHEHHS MO DCTATOHHOR BNEM.
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Mpunoxexas 11

CHETEMEI C© KOMNLIOTEDHLIM YNPABNEHHEM W KOHTDONEM
OcHOBHLIE MOMNOKEHHA

BHEOpEHAE CUETEM G ROMNEOTERHEIM YNPEENSHWEM M KOHTPONEM B NPOWIB00CTES NEKAPCTESHHLIE CRBOCTE, 8 T. 4.
HPEHEHWE, PACNPESENEHHE M KOHTPOMNE KE4ECTEA, HE GOITHHO NPMESNTE € HAPYILEHUI NPUHUAME HACTORLLEND CTEHOARTE.
JameHa pyHHBIX ONEpaLMA CHCTEMEME C KDMNLIOTEDHEM YNPSENSHWEM M EOHTRONEM HE S0NMHE NPHB0OMTE K Yy QWaHH
KEMECTES MPOOYKLMA MW HEPYLWEHWAM B CHETEME 00BCNEYSHHA keMecTEa. HeoGxogrmMo YHEcTs DUCK NOTER OT08NLHEX
CBOACTE NPEQBAYLEND NORROKE PafoTe, CERIBHHEIA © YMEHLLLEHWSM PONY ONapaTtopoe.

Mepconan

1 BawHyw ponk WIpEeT TECHOE BIGMMOOSACTERE PYROBOSALLMY PEEOTHIEOE W COTRYOHMKOE, JBHATEIX © CHCTEMAMM
© HOMMEHTEPHEIM YNPAENEHWEM M KOHTROnEM. [MUa, 3aHHMEHWHE OTEETCTEEHHEE JOMEHOCTH, JOMHHEl NPOATA Heobxo-
OWRYH NOSMOTORKY OnNA pabore 8 paMeax W NONHOMOMHA G CHCTEMEMW, B EOTODE MOMONBIYHITCA HOMNBOTERE. 310
A0MHHO 0BECnEHUTE AOCTATOMHO BRICORMA YPOBEHL SXCNEATHIL NPW NPOSKTHROSAHNY, MOHTAME, ATTECTEUNA {BAnnGaU09 )
M SKCMNYATALMK CHETAM © KOMNLHTEPHEIM YRPAENEHAEM W KOHTDONSM,

ATTEcTAaUWA

2 DObem HealxoauMon 3TTECTALMA 28BMCHT OT HEZHEYEHMA NPUMEHREMOR CMCTEME!, BUOE STTECTAUMH (NEQCHSK-
THEHOR MMM PETROCHEKTHEHOR) W BESOSHWA B CHCTEMY HOBRIX 3NEMBEHTOR. ATTECTALMA ADNMHE PACCMETIHMBATECR KAK
HEOTHLEMNEMAHA Y3CTh BCETD UMKNE MAIHW CHCTaMbl, BEMEHEOWEM B cefa 3Tankl pazpafoTid, NporpamMMiDosaHEs,
MCMETAHIEA, COAHM B SKECNNYATALAKE, SOKYMEHTANRSHOM othopMaeHHA, (hyHELBOHWPOBAHWA, KDHTPONA M MOOSDHH3aLMA.

TpeGoBaHWA K CHCTEME

3 DHopynoBaHHE CREnyer PAaiMallETe B HEGMERALMN YENOENAR, HCHMOHEHILME ENHAHNE NOCTOROHHAE EsTapog
HE pAGoTY CHETEMEL.

4 Cnegyer paipabotate W pErynApHo 0BHOENATE OETANEHO0E IMMCEHME CHCTEME (B T. 4. CODTEETCTEVHILLMY CREM).
FT0 ONMEIHWE OOriHD BENE-ETE B CobR oBuwme nOnoMeHWR, HAZHAYSHWE, COSTAEE CHOTEMEI, MEpE BEAONACHOETY, 0bnacTe
NPAMEHEHHA, CARSKTEEHCTHIN ACNOME2083HEA ROMMLOTERE W BF0 BIAHMOOERCTEME C QRYTHMH CHETEMAME 1 NPOLECCAMA.

5 Mporpamsdos obecnededda SANABTCA GCHOBOW KOMNOLHITEPHEX cicTem. MNank3oBaréns goroweH yOsOWwTsocA 2
COOTEETCTEMA NPOFPEMMHOM O0BCHEYSHAR TPE00BaHUAM CHETEME! KEHSCTES.

G CHCTEMS & HOMNEHTEPHBIM YNPESENEHHEM W HOHTRONEM DANMHE BENEHATE B GehR, No BOIMOHHOCTH, BETPOSHHLIE
NPArpaEMME! MPOBERHA NPEEXALHOCTH BBOOA W 0OpaboTEM DaHHEIN.

T Mepen Havanom paboTs HEOEEOEMME NROBECTIA TILATENEHY NPOBSRY CHETEMI G BOMMNE TERHLIM YITPESEMaHEM
M EOHTROMEM W yOS0MTECA B 88 CODTEETCTEMM 380aHHLIM Tpaboeaqmam. MNpr 3amoHs pyYH0R CHCTEMED HE CHCTEMY ©
KOMMSTEPHEM yIPSENEHHEM W EOHTPONEM chnegyer obecneswrs ud napannensqy padoTy B TEYeHWe HEROTOROMD
BREMEHH, PECCMATIRBAR 3T0 KBK 480Te NPOUSOYDE! KOHTPOMA W BTTECTALMM.

B Beon naHHE M W KOPPEKTAPOBKE MOMNYT BeINONHATESA TONBKD COTRYAHHEAME, HMERLLKMKA ANA 3Taro qoctyn. Ona
NPEgATEPALEHA HECSHEUMOHPOBAHHOM BBOOS JEHHEX CREOVET HCNONLI0EETE CREUWANEHLIE KRKOWH, WaEHTHOEEWN-
OHHLIE KEPTH, MEPCOHANBHLIE KOMETH . OrPEHHHUTENN OOCTYNE K HOMISHOTEPHBIM TapmuHanan. JomeHe oy lscTe0eETs
MPOLENYPE BLIGAHK, OTMEHE] W WAMEHEHMR MPEEE JOCTYNA K BBOAY M MENPEEMEHWID JAHHEE, 8 T. 4. NEpUOOWHBCKER CMEHE
TR NEaponai, No BO3MOKHOCTH ENEOYET NEMMEHATE CHETEME], NOGBOMARLAE DEMMCTEMPOEETE HACEHHLMOHHPOESHHEIE
NONLITEY BROSE B CHCTEMY.

8 Mp# pyqHoM SE00S KEMTIHECKWE QAHHEN (HANEHMEP, MECCE! W HOMSDA CEPMH HEMPEOHEHTE NPH BABE1HMBEEHMN
HEOGROHME JONONHATENEHD NPOESPRTE NPEERNEHDCTE BECOE OAHHLIX. 318 NPOESOEa MowEaT DhiTe NPOBEOSHS SpYTIM
ONEpPETApOM MW ATTECTOBEHHEIMKE SNSKTROHHEIMKE CRESCTBAMM.

10 CHETEME OOITHHE PETUCTDMROSETE MMEHE ONEpatopos, BEOOALME WK NOATEERMARELMY BEOL EPETHESKNS
AaHHsE. onyck ¥ WENPEBNSHEN BESENEHHEX DaHHEIK QOEHEH DR OrPEHI-HeH y3RuM Py mvy. Baecedns nobong
MAMEHEHAA, KSCARWENDCH BEOOA DaHHEY, TPEORET CREUMAMSHOM JOMYCKS WM OOMHHG NPOTORONMPOBATECA © YHAZAHHEM
NEAHWHED KIMEHEHWA. Haohoanwo pEcoMoTpeTs BOIMOMHOCTE BRNKOHEHNA B CHOTEMY (DOPMUPOBEHUR NPOTOKGNE BoEX
QNEpayHiA No 2800Y W MCNPASNEHNK SEHHER

11 MameHeHHA B CHETEME MK B NROMPAMMHORM ABECHBYSHUW ONMHE NPOB0AWTECH B COOTEETCTEMM & ONPEOENSH-
HOH NPOLaaYPoA, BENEHEMWLER 8 Cabn QSACTEWA No aTTECTRUMW, NRDsSpKE, COMMEcoBaHMED W OKDHYATENEHOMY BHECEHMID
MAMEHEHAR. MaMERaHUA 00MmiHEl BHOCHTLER TONBKG MO COMACOBEHWH C MMLOM, OTEETCTEEHHEIM 38 HOHEDETHLA YHACTOK
CHCTEME], M OOPMITATECA JOKYMEHTENEHD. BCE CYILSCTEBEHHEE HAMEHEHWA NOANEHAT STTECTALMA.

12 Ons npossg@Hie 8y QATa EEYSCTES HeoDNOaMME BOIMOMHDCTE NONYEHMA HETHHE PACMEYETEHHEE KONWA O3H-
Hislx, ¥PEHALMACH B 3NSKTROHHOM BHOES.

13 JaHHwe goisHe GTh 3AILMWEHL DUAKHECKUMIE MMH 3MEKTROHHEIME METOOEMA OT NPEAHAMEPEHHARD M
CNYHARHOM YHHTOREHWA B COOTEETETEMH C 4.8 HACcTOoRWEM cTadpapTa. Heobeoammo NpoBspsTes HAOSHHDCTE M TOMHOCTE
OSHHBEE W NOPROOK OOCTYNA € HAM. ECne nNasupyston BHECEHME M3MEHEHWA 8 HOMNLHOTEPHOR obopyOo0BaHWE HMAK
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NPOrpamMMHOE ODECnEMaHHE, YIIOMAHY THE NPOBERKN JOMTHHE NPOBOSMTECR © MEPHOONHROCTER, ONPEREnASMOR © YHETOM
MO MMEHABMEIR HOCATENSA WHEODMALMA.

14 DanHes gomaHbl GeiTe JSWHILEHE NMYTEM WX PEMYIARHOMD ROMMPOESHAR. KoMK Cnegyet spaHiTe B TEYEHHS
YETAHOBNEHHOM NEPRONE BREMEHH B MIONMDOBIHHOM 1 DE0N3CHOM NOMELLEEHHN.

15 Ha crysal 0THa208 B GUCTEME © EOMNEHITEDHEM YTIPESANBHHEM W EOHTRONEM S0rMHo ObiTh NREOYGMOTREHO
HEaohxoomMMmos pesepEHos obopygoBaHwe. Bpeus NpHBEdSHMA pozepeqHoin obapyOoBaHHA B OSRCTEME OnpefanAetcn
OOMYCTHMEIM HHTEpEanoM 8 pabora cuctame. Hanpurep, nehopuauyun, Heobxoguman QR 0T36IBS NPOOYKUMH, OonsHS
BbiTe NOMYHEHE K8K MOEHD DhiCTpea.

16 Cnegyer paapaborate W STTECTOEAETE NOPASOE JEACTEMR HA CNYHAEA OCTAHOBKH MMM HEMCNPASHOCTH CHCTEMEL.
B HEMCNPABHOCTH W MEPE! MO WE YETPEHEHAD BonsHel BeiTs othopMIEHEl OOKYMEHTANEHO.

17 Moprook BE0sHNA O0KYMEHTALMK, SHANW3E OWHEoK 1 KOPPSETHRYOWWE SRACTEHA Aomead BeiTh onpagensq
CHABLHAMLHON WHOTDYHUMEA.

18 Mpr cOCAYHMESHKK KOMNBOTEPH0T 00OpyODBAHNA OPYIOA CPrEHWIEUMER HeoDuoguMma 38xni4nTe C HEeR
CHYMANEHEIA QOM0BOR, 8 ROTOPOM CREGYET HETHOD ONPEOENWTE OTEETCTEEHHDCTE ATOR ORraHM3auMKY (Paagen 7 HACTOR-
LS CTEHOSPTA ).

19 B cny4ans, KOME BsNyCH CERME NPOOYELMW OCYLBCTRNRSTEA & MENONE3I0EIHHEM CHETEME O HOMNSHITEPHLIM
YNPEENSHUEM W KOHTPONEM, 378 CHCTEME QOMKHA NPESYCMATIWEETE A0NYCK K BEIMYCKY CERHM NPOOYRLHE TONSED YIomnHo-
MOSEHHOM NALA W oBECNEHMBATE NP STOM BID YETEYEY WOSHTHMKELMED.

Npunomenne 12

Menonsaopavue HOHKIMPYIOLLEro MANYUYSHWA B NPOMIBOACTES NeKAPRCTROHHLIX CPBACTE

Mpumeyadna — MpovIeoguTans NROOYELMK, I0A EOTODOA WOHMIMDY WEEe 0BnyYSHWe AENABTCA COCTABHOA
YACTEH TEXHONOMWHECKOND NPOUBcEa, SONEEH TAKME DYHOBOACTEOEATECA HOPMATHEHEIMH OOKEYMEHTAMH, PETTAMEHTHDY-
HILMMM MCMONLINBEHWE WOHMBMPYI LS M2NYSEHRA NPW NPOMIB0NCTES NEKAPCTESHHEL CReOCTE.

Beenesne

HOoHManpyioWes Mam<EHHE MOMET MCNOME3083TLCH B NPOM3ENNLCTEEHHOM MPOUScCE AN CHIEEHMA CTEnsHN Guo-
ZAMPRIBEHNA, CTERPANMIELNY MCX00HLIX METERHANDE, YNAKOBEA WK uagandi, obpafotom npanapatoe Ha OCHOBE KPOEM M
OPYTMX LEned.

CylacTayeT 0B8d BHOA PASHALMOHHBLY YCTEHOBOK C PASHOHYKTHOHEMY WETOHHAKAMA MAMME-MINYHEHUA W © YOKD-
PHTANAMY ANEKTPOHOE BLICOKDH IHARN.

asama-ycTaHoBrn

Boamonim 08 pesmma obpabore:

&) MOpULIHHED NPOAYEUMA PAIMEWESTER 8 hHECHROBAHHOM NOMIHEHHN BOKTYT MCTEHUES WANYHEHUR M HE MONET
BikiTe 3ETPYHEHS WNW BRIMTGHEHS B0 BpEMA O0ny-SaHHR;

O} HEMpepedHe: ARTOMSTHIMPOBEHHAR TPEHCIOPTHAR CHETEMA OOCTAEMAST MPOAYELMI B KEMEPRY 4MnA aBnyHeHHA,
NEPEMELLAST B8 C 3A03HH0A CHROPOCTEEY N0 308HHOMY MAPLIPDYTY, B 3aTEM BLIBOSMT W3 KaMapi,

PaguaumMoHHbIe YCTAHOEKM C YCHOPWTENAMMK 3NEKTROHOE

MpogyeumMic NEpEMBLLARKT N0 HENPEPLIBHEIM MO WMTYNECHEM NYHEDM 3NEKTROHOE BEICOKDA SHEPMAM, KOTORBIRA
CHAHMPYHT B 0f0M: HANPEANEHNAX NEPNEHIMKYIADHO § NEDEMELLEHMG NEOOYHLKY.

OTBeTCTEEHHOCTE

1 PaguaywoHHyn abpaborey npoayEume MOHET NPOBOONTE HENOCPEOCTESHHD S8 NPOWIRGEMTENS KK N0 KOHTRAKTY
hApaE, MMERILLER B PACNORRHEHNE DEAMALMAOHH Y yeTaHoERY. T STOM OHN SOMEHE] WMETE DEEPEILAHWE, OhopMMaHHEE
B YOTAHOBNEHHOM NOPHIEE.

2 MpowzecpMrants GapMagesTHHECHOR NPOSYELMKM HECET OTBETCTEEHHOCTL 38 HaYSCTEO NPOayELMK, 8 T. 4. 33
pE3yNeTATE BOIGSACTENA WOHNZMEY WS WAnyHeHuA. Dupsa, NPoeogALER DaOManMoHHY D 00patoTky, HECET OTBETCT-
BEHHOCTE 23 T, 4Ta0kl KEHOAR yNEK0EKE NOMPHHNE 403y, ONPEgsneHHyE NRON3B0aUTENSM (B T. 4. YNAKOEKE C MPOOYKLMER,
CAMER YAENSHHAR ST BWCTOHHUES HENYHEHMR).

3 Tpabyaman NoMOWSHHAR A038 © yEA38HMEM YCTHHOBNEHHLL NPEgEnos QoMEHa DelTh YEEIAHA B TEXHWHECKDN
OOEYMEHTELMM HE NPOOYHLAI.

NoanmaTpuA

4 [o3aMETpHA — HAMBDEHHES NOTMOLEHHOR Q036 HOHMSHPYIDWEND BANYHeHUA © NOMOWEH Joanmpatpos. Mosuma-
HHE NPHHUANGE PABOTE W NPEBANbHOE HOMONbIOESHWE TEXHMI BEHHE SR 8T TECTALMA { BAMMAELMK |, HANSIEH 1 KOHTPOMA
NPOUSCEE.
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5 Kanuwipoexa K00l naptad padoyn: qoaumeTpoe OoneHa BeiTe NPocnesmESEMoR BNNOTE 40 HEUMOHENEROTD
M MEMOYHAPOOHIM 3TANDHOE. YCTAHOBNEHHYKD NEPWOOW4HOCTE EanUEposke CnagyaT cTpor cobnigaTs.

G [Ons onpensnadia MaMEHEHHMA NOrNOWeHEA WTATHLEE J03MMETPOR rmacne abnyqaHin K3 npy kammbposra, T3k W
Np# NPOSEOEHUA JO3UMETEMA JONHEH HCNONB30BATECA OOWH M 70T xe npuiop. MNpw Mononb30sarme pa3HsE NpUEopoe oHw
nor#He! Beme kanuipoeaHs: B AGC0MOTHLR BOHHALIAX NOMMOWEHWA.

7 B 38aHcHmMocTi o7 THNE HCNONbEIWEMBIX O03MMET PO HEoBXOguMo yHUTEIBATE BOAMIMHEE MCTOYHWEN NOTPEWHOG-
TW, JEBHCRLLWES 0T BNERHOCTA, TEMNS0ETYDR, NEQUOLE BPSMaHEN MEHOY OOMEHHEM H MIMEDSHMEM, 3 TEORE MOWHDCTH
MEIMALLEHHOA 0035,

B MprGopel, MCNOMs3yeEe A MIMSPEHRR HIMEHEHHR DOMMOWSHWA O03MMETDOE NO SNAHE BONHS 1 ONA H3Mepe-
HAA TONMWMHL QOIMMETRoE, HeoDeoaumo sannbposate. NepuoaMysacTs kaNUBPoBKM 388M0KHT 07 HadHayarna, cTabune-
HOETH W EnocoBa npesEHEHWA.

ATTEcTauwA (BanMOaunA) npouecca

9 ArTacTagus [BAMMOEUWA) — OSACTENS, NOKSILBANWES, YTO NPOWSCE, T8 NOMyHEHWE NPOOVELWER 38a0a8HHOE
NOMOWEHHOA 3036, O0CTAMEET HMGaeMbl pEaynbTatan. TpeboBaduA K afTecTayqs {Banugayn } npuesasHs & TOCT P
MO 11137—2000 o Crepunniauyqs MeaguuiHcrNE naganai. MuepoSrononmecsns matogel. Yacte 1. Ouadsa nanynaume
MAKDOOPTEHHAMOE HA NPOOYRLAME W OPYT A HODMATHEHLIE OOKYMEHTAX.

10 ATTECTAUMA (BEANWOBUMA) O0DNSHA BHNHSETE B C20R COCTEBNEHME KAPTE O0AHOMD NoONA, 4700 YOTEHOBUTE
pRCNPEaanaHnE NMOWEaHHOA G033kl BHYTPH 0hmyYaemoit RoHTERHEPE © NPOOYKUMER NP ONpenSansdHol moHdMrypauli
WNARDERM MPOAYELHK.

11 CrheumdiakEuneg Ha npogace oimeEaHrs OOMH#HLl BENKHaTE B GEOR:

A) ONWCAHWES YNEKDEKM MPOOYRLMW,

b} maRGUrypagMeait) yHAS0EH MPOOYELMY BHYTPH KOHTEMHEPE. ECNW B EOHTERHEDE HAXOOMTEA NROOYMUKMA DEAMAY-
Hilx BRAOE, Heobogumo obpariTe OCodoe BHUMEHWE KA BOAMONHOES HEOOOGNYEHNE NPOAYELAK © BEICORDA MNOTHOCTEHD
MMM IETEHEHWE OpaTiad WIgannil TEKoR npogyriywed. Kase@ cnocod yanagw) B KoHTERHED DasHeX BMOOE NPOoOyEuHme
OorseH BhiTe ONMCEH B TEXHPHESKON QORYMEHTELMHY W STTECTOESH (BANWONPOBEH];

G KOHMyDEUMK PACHONoSEHMA KOHTEAHEPOR BOKEYT WETOMHIMES {[MOPUMOMHEIA DEHARM | HINH MEpUpyT 0Bny-sasmso
AELEEToE BHY TP KAMBDE AR 00NY-SEHNA | HENPaDLIBHEM JEXAM |

d} BEpHHWA W HUEHWA NPenans QonyCEas Ml IHAYEHAA NOrMOWEeHHOE D038 B NPOayEUdK (M CoOTEETCTRYEILWHE
MOXKBEISHER QOZMMETPOR];

B BEDHHWA W HABHWAA OpEdant JHSHEHWA NOrMoeHHOR 046 B NpOOysLMd No BoanMy Obbeky EOHTEAHEpa |
COOTEETCTEVHILLME METOOR J03MMETEHM ANA KOHTRONA 3THE 2HESEHWE;

f] opyrme apaMeTpel NROUSCES, B T. 4. MOWHOCTE NOMMLEHHOA 00361, MEBXCHMANEHOE BREME OBMyHEHWA_ KO-
CTED UMKENoE o0nySesMa u 1. 0.

Ecnn obmyHaqie npoBoaMTeR Mo BOHTREXKTY TRETRER CTOROHOA, B KEOHTREET DOMmHH Dbl Th BEMHIHEHE, KEX MAHMMYM,
napequcnaHns d) v aj.

ATTECTAUNMA YCTAHOEKH
CDoMe NnonoseHHR

12 ATTeCTAUMA 2AKNEYEETER B SKENEPHMEHTANEHOM NOMy-HEHHK W Q0CYMEHTHPOBEHEY HEXTOE, OORA3LIESHLLIMY,
HTO PROWMEUHMOHHAR YETAHOEKS CNOCoOHE B TEHEHNE ONWTENEHOM BEPSEMEHH IyHELHOHWPOBETE B YCTAHOBNEHHEX NpE5EMa%
COMMBCHD A0KYMEHTALMK Ha npousce. CornacHo SaHHOMY NPANoEEHHH, YOTEHOBNSEHHLE NPEaankl — MEKCHMANEHDE W
MAHWMANBHOS BOMYCKSEMEE IHAYEHNA NOMOWSEHADA 03 B NpOOyKLHe [N scemy obbemy obny-4asmord KoHTeAHaRE ).
HMareHeHuR B paboTs yoTAHOBKH, ROTODLIE MOMYT NPRBSCTH K BREOAY JHEHEHWA NOMNCWEHHOR 0030 33 3TH NPSOans, He
TP HEEME YENOBRMAR HE AOMHHE NROVCEoaWTE D83 Beaoma anaparopa.

13 ATTecTauMd OonsHa BENC4aTh B ceba:

8) OCHOBHLE NAPAMETE YETAHROERW,

b} Eapry foaHom nons;

C] AOKYMEHTHROSAHNE,

) TpebaBaHWA K NOSTORHOMY BEOOY B SHCNNYETALME_

Famma-ycTAaHOBEKW
14 OcHOoBHLIE NApaMaETPLI

MornowWaEHHER Q038 B NPOOYIUMH 2AEMCHT 0T CREnyoLIME OCHOBHLE dhakTopos:

A) BRTHEHOCTH W MEOMETIMM MOTOHHMES HaTy-aHWR,

b} paEccTORHMA OT MCTOMHMES G0 HOHTERHSPA;

G} NPOOCIPKWTENEHOCTH COMyYeHER, KOHTPONMPYEMORA TEAMBDOM, UMK CEOPOCTRR OEMMEHHA KDHBSRSPA,

d) COCTAEBE WM NNOTHOCTH MATERHANS, 3 TAKKE HANWSHA SPYTDR NPOOYELHIE MERTY MOTCHHMKOM M patoMETpHEaEmail
HECTEHY BOHTEAHEDRA.

15 CymmapHan NOMOWSEHHEA G038 3EEMCHT TAKKE 0T MAPLWEYTE, NO KOTOROMY JEMHYTOA HOHTEAHE DG MK HEnpa-
PLIBHOM PERHME OBNYHSHURA, HNH 0T KOHBMMYDaLUIME 2arpyase NpE NOPUMCHHOM PEsrie 00Mmy4EHHR 1 BONWHECTES LLHKNDS
abnyyEHMA.
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16 Mpy @eECHpOBSHHOM MBPLUPYTS [MpW HENPERLEIBHROM OSnyYeH} N npy PUsCHPOBAHHOR KoRdery pEgrm
ZAMPYERM (NP NOPUMOHHDM DEMWME OOMySEHNR), 8 TEKHE ONA NOCTOAHHOR MOWHOCTH WOTOMHARS W BAGE NPOgyRLM
CEHOEHEM NARAMBETROM YETAHOEKN, KOHTRONMPYSMEM ONSEPATOROM, SEMABTEA CROPOCTE KOHBSASNA HNKY BPEMA, YETAHODE-
MEHHODE HA TARMEPE.

Kapta gpoanoro nomq

17 Mpw onpegensHwe KapTe QO3HOM NOMA EAMEpE gnA oBnyHedHnuA gonmHE OeiTe 3an0nNHEaHa KOHTERAHBDAMK ©
MYFIHEEMA NEOOYHELAE MK ODPEALEMK NROOYHLMK OQHOPOOHSE MNOTHOCTI. do3uMaTpbl QonsHE DbITe PACNONDEHE HE
MEHEE S8M B TPEX 3AMN0NHEHHLN KOHTESAHEDAR, OKDYHEHHEE AHANOTAHHEMN EOHTSRHEDEME MK MyNAHaME NROOYRLMA.
Ecrm npoayrua yNnoseHd HEpaeHoMEpHE, QOZMMETPE QONHHE ObiTs Da3MBEHE & DOM:LEM KONHHECTES HOHTERHEpOE.

18 PacnonosexHde NOIWMETPOE 38BWCMT OT paiMmepos ofmyyasmoro koHTaiHepa. Hanpumep, N\ soHTa@Hepos
paaapan 1,0 = 1,0 = 0.5 M nogxoQMt pacnonaEaHds QoadMaTRoE B yandx TREaXMepHon PELaTs o ware 20 oM, C y4anam
BHELLHEA MOSSPRHOCTH KOHTEAHEPE. EChm Npaanonaraemea 3oHs © MaKGCHMANEHOA M MHHAMANEHDA Q03304 M3BECTHE M3
NEEdLIayLUWE ONEToE, TO Y“80Te OIMMETROE MOET ObiTh WILATA M3 30H CO CPEHUMKA IHIHEHMAMK S03 W NOMELLEHE B
BOHE & SHCTREMAMEHEMM AHTHEHHAMY D036 © warom 10 cwm.

19 B peayneTame 3ToH NPowsyPisl SonsHsl Dkl Te ONPEgensrsl MHHAMANEHER H MBKCHMANLHAR NOrMOWSHHEE JO3k,
NOMPHEHHER MPOAYVELMER B HOHTEAHEDE 1 HA 8I0 NOBSQXHOCTH ANA 3A58HHOR KOMOWHALNY NApaMaTpos YCTAHO0BA 1
CEMPEHRE, MEOTHOCTIA W KOHEM N yDEUMKW YRIATHA.

20 B WosansHom ChydsEs Ans onpeQeneHin KBRTE B03HOM NORA CNEOyET WENONEInEETE STANDHHLE OO3MMETPEL,
MOCKAMERY OHW MMERT HRMDONSLYE TOYH0CTE. OONyYCHaETCH MENONLEI0BEATE WTATHEIE OO3MMETDEl, NDW 3T0M B 30HAX ©
NPEaNANErasMbiMe MAHCHMANEHBIME 4 MAHMMENEHEME JHESSHRAMA NOrNOWESHHOR 50360 0BnyYsHUA, & TEKEE B TOHREE,
NPBOHAEHANEHHEX ONA KOHTRONR NPOLBcca, Bodns WTATHEE SO3HMETROR PEROMEHOYETEA NOMEWATE STENOHHLIE J03H-
raTpEL. ManyHeHHLE 3HEHEHWA NOMMOWEHHOR 002k SyAyT MMETE CNYHEAHYH NOTPEWHOCTE, KOTORERA MOMET OkiTh ONpEne-
MEHA MPH MHOTORPETHBD H3MEEHMAK.

21 MuHuamaneHas Habnopaeman o038, MAIMepREMER LWTATHEIMKY OO03MMETPEMK, HEcBXOOMMER SNA NONyYeEHER
BESMKH KOHTEAHEDaMH MWHAMENEHON TPEDWEMOR 003k, SONMHE YCTAHABNWBEATEOR G WHETOM CNYYHEEHDA ROrPawHoOcTH
WCNONE3YEMED WTATHEX A03AMETHOE,

22 BoBpess onpegensHvA B80T QO3HOM DONR NAPEMET Dbl YETEHOBHA HEOD 00MMo O NepHMEaTE MOCTORHHLIMH,
KOHTPONHPOEATE W PEMMCTRHROSETE. 3TH JANMCH BMECTS C PEayNbTATAMM DO03HMETEHMM W ODY MK MOMHEHHEME MPOTORS-
MAMIK ENEdYaT COXPEHAT.

PaguauMoHHLIe YCTAHOBKM C YCHOPHTENAMW 3NEKTROHOE
23 OCHOEHBIE NAPAMETPEl YCTEHOEKH

MarnoweHHan D038 MOHUIMPY LB KIAYHEHWA B NDOOYHUWK 388HEHT OT CREgyiLm: cHOBHEX darkTopos:

a) MAPAKTEMMCTARA NYHES (SHEQCM SNEETROHOE, CREOHSM TORA NY4XE, WHPKHE DEIBSOTEH WM HEPSBHOMBEPHOCTH
MK T LUMPWHE PEIEERTHA);

b} CHOPOCTH xoHBERSPE;

) COCTEBE W NNOTHOCTA NEOSYHLIMA;

d} CocTEES, NNOTHOCTA W TOMNWHHEL METEPWANES, HEXOOALWSTOEA MERIY BRXOOHEM OXHOM W 0BNy4asMol HESoTs0
NEPOOYELAM,

@) PACCTORHMA OT BLXOOHOMN OHHE 00 KOHTERHBPE.

24 OCHOBHEIMK MARAMETOEMKY, HOHTRONWPYEMBIMN ONSPATOPOM, ABNAKITCA XAPEKTEPMCTHRKN NYYEa W CROPOCTE
HOHESRERE.

25 Kapra goanoro nonnA

Mpu cnpagensHy LapTE A03HOM NONA A03IWMETRE CNEAYET PECRHONEETE MEHDY CNOAMH MOMOMESHHOM NOMoTHTE-
FIF, AMHTAPYEILETD DEEMEHYRD NPOIY KLLMD, AW MERTY CNORME DEANEHOR MPOgYELHN QSHOPOAHGR NNOTHOCTH TAK, 4ok
e madae 10 wamepedwid Beiny NpoBEOSHE B NPEGENSY MAECHMANLHOM npobera snekrposos (myHeTel 18—21 gadors
NpMNCHEHNR ).

26 [NMpy onpegenEaHEa EapTel GOaHom nons noabvesy chnyqaamon obeakTa napamMeat el P OWELWOHHDA YETAHOBHW
HEohO@MMO NOOSEEHHBETE NOCTOAHHEMH, KOHTRONMDOBATE W PEMMCTRMPOBRETE. CHeiyeT COXPEHATE 3TH JAMMcH BMBCTS
C pEYNETATAME OOIAMETPWH 1 O IAME DaHHRMMN.

Mpouysgypa NOETOPHOID BEE0NA YCTAHOEKHW B 3HCMNYATALMK

27 Baon B SECNNYATALMK OONSEH NPOSOOWTECR 33HOB0 BCAKMA PRI, KOMMA NPOMEXOOST WIMEHEHMA NPOUSECE MhM
NAPAMETROE PEOWELMOHHDA YOTEHOEKW, CNOCOOHEE NPUBESCTH ¥ AIMEHEHWH PACNpERenaqHys nornowsHHoR Qoasl &
HOHTERHSEE ONR ODny=SEaHA [HARDMMap, NpM 3aMeHs obayyYaTann pagvaumnoHHOR yoTadoe ). O8wem pabort no noarap-
HOMY BEOAY B SKCMNYESTAMID 3R8HCHT OT CTENEHM WIMEHEHWH, BHECEHHEX B KOHCTRYRUMK 0DMy4artanA paanauuarHod
YOTAHOBEKH MMM KOHErYPaILMIe 3arpy 3. Tr HAne-HH COMBEHMA NROLaSYRY NOETORHOM BEGOOS YOTAHOBEKM B 3KCNYyETa-
LiHED CREOYET NPOBSCTH 3aH0B0.

NosmewexuA

28 Bo wabaxaHus naparpesTHON 28rpRaHaHns B NOMELLEHAW O0MHHB] BhiTe NS0 yCMO TREHE MEDE N0 PE3SNEHN
ofmyHeHHER W HEoENYUEHHEX KOHTERHEROE. Eonm Matepuansl HEXOOATGA B 38KPETER HOHTEAHEDEN M OTCYTOTEYET PIGK
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NEPEXJECTHING JAMPAZHEHEA, HET HEOBEOOMMOCTH NPH 0GNyYEHMY OTOEMATE HAPMBELSETMHECKME MATEDHANKLI 0T Hedap-
MELEBTHHECKHN. [MGEA BOAMOMHOCTE JATPAEHEHWA NPOOYHUAW PEOKOHYENHOSMA 0OMHHE OblTh WCENETHEHE.

TexHONOrMYECHWA NPOUYBecc

249 HoHTanHépsl C NpOOyEUHMER DOMHHE YCTAHAENWBATECH B COOTESTCTEMM © KOHEHMyDaLUMER Sarpyama, onpegeneH-
HOA B NPOUSCos BTTECTALMN (BENMEaUMHI).

30 B xoga obnyqeHuR nornoleHHas 003 HA NOBSpEHOCTH KOHTERHEPA AOMKHE ROHTRONKPOBATLCA B COOTEATSTEMM
& BTTECTORSHHLIMK |BEAMHIGHPOBEHHEIMKY) JOIAMETDWSECEHME METOQMEEMM. 38EMCMMOCTE MENOY STOW QO30W 1 G030A,
NOTMOLWEHHDN NPOOYHLHER BHYTDW KOHTEAHEPE, DOnHHE BeiTe YCTAHOBNEHE NPH BTTECTAUMN (BANMOALHN) PaOHELUNOHHORE
WETEHOEHA.

31 Ona toro srobs pazneqate obnysesHeE v HEOGNYHEHHBIE KOHTERHEPE!, MOMHD WCMOMLI0BETE MHOMESTORER
MOHWAMPYROLAND ManysaHue. DOHEH0 OHM HE Q0MEHE BECNONEIDEETECA B KEYECTES SOMHCTESHHON CREacTEa, ONpagena-
HILLE D MPEBMMBEHOCTE NPOBSOSHWA NpoUSscca.

32 OfHoBpaMEHHyED 0OpatoThy pESHLIX BAO0S NPOSYEUMH B OOHDE 3Py sxe Cnenyset Npoeaqute TONLKD Toroa,
KOGOA MO PEEYNETETEM IKCINYETALNWA YETEHOBIA WITM RO APy IR SEHHEIM MIBECTHD, 4TO NOMNOWEHHAR 0033 B KE300M BM08
MAEYELME HAXOOWTER B YETAHOBNEHHE NPEnens.

33 Thormpuedes Tpebyemol NOrMoWeHHOR 0036 MENYSEHWA 38 HECKOMEHD UHMENOE 0BNYYSEHHMA QonNMHo DkiTe Corna-
COBAHO MEXIY NPOMABOGUTENSM W OpraHMzayrad, nposoaswed obmsedwa. MNonHan oas obnyyaHnA gonkHa HabupaTboq
B TEHEHWS NPEOESRHTENEHD YOTEHOBNEHHOND MHTEpEANa Bpamedd. Mpovasoomrans gonseH DLiTe YEEO0MNEH O darTas
HEIAMMAHWPOBEHHLE NEPEPLIE0E MEHAY LMKNAMA 0DNYHEHNR, BENH NPOOOMEMTENEHOETE PEPEPLIB0E NPEBLILUAST PaHES
COMMACOBAHHEIE 3HAYEHWAA.

34 O6ny4eHHER NpOOYEUMA BCErOE Don#Ha OeiTe oTgenasa of seobhyqedqoR. Cnocofel QOCTHMEHHA 3TOM
EXMBOHENT B CEER HCNONEIOBAHWE MHOWVKATOPOS DEAHEUWA [MyHET 3 ) 1 COOTEETETEYHILER MNEHNDOEKH NOMELEHAA (Mt 28).

FamMma-nanyyeHwe

35 Tipw HanpEpREHON EERAME OONYYEHAR D03MMETDE Q0MEHE BeiTe pacnonosedel TaxkeM obpasom, YTobe nog
BOZOSHCTEMEN WAMYHEHHA DOHOBDEMEHHD HAXDOHMNHCE HE MEHEE 0By O03MMETPOE.

J6 Tipw NOPLUMOHHOM DEXKMME B TOMHE KOHTPONA MAHWMANBHOID 3HAYSHAR DOMOWSHHOR 40361 00NY4EaHR GOMEHE
OiTh PACNONOMEHE HE MEHEE 02X ADIWMETROR.

37 Tipw HENPpEpEIBHOM DEXEME 00MYSEHNA SoN%HE OeTh NREAYCMOTEEHA MHOMKAUWKE Tpaebyvemors pabowaro nona-
HEHUA WMCTOHHAER. TMONOEEHHE MCTOHHAKE ¢ OJEVHEHWE KOHESASPE O0MHHE DeiTe CBR3EHE GnowmpoERod. CROPOCTE
OBHMEHWA KOHBSAERE HE0DXNanMME NOCTOAHHD KOHTPOMMPOBETE W PErMCTRHDOESTE.

38 Tipw NopUMOHHOM peEMME ohnyYEHWA NEpEMBLEHME HOTOYHMES W NPOOOMEMTENEHO0CTE Kasaom obnyyasrs
NPOSYELME JOMEHE KOHTRONHPOESTECR W DETRCTPHMPOBSETECA.

39 Cnegyar koppesTHRORETE B &MA ODMP4EHRR M CHOPOCTH JBMHEHWMA KOHEEREPE C yHETOM PACNE0A K 0338 0ANKH
METOHHKMES Hamy<eHuE. MEpROSHEHDCTE ATTECTALNK [BANWORUMK ) REPEMETPOE YETEHOBKMW KW CEOPOCTH KOHBSRSPE QOnw-
HE COOTBSTCTEOBATL NAPESMETDAM MANYHETENA.

FaguaywoHHaA YCTAHOEKA C YCHOPHTENEM INEKTPOHOB

40 Ooaansatp oomkas DbiTs DEIMBLWEH HE EERO0M KOHTERHEDE B KOHTDONEHOA ToMHE .

41 HeobxoamMo HENpapeBHd pETHCTRVDORETE CPEOHEE IHAYSHME TOKS NYyYHE, SHSPME SMEETROHOE, WHPKMHY
[PRAIESPTHM M CHOPOCTE HOHEBARERA. 3TH NAPAMETEL, 38 NMCKAKNYEHHEM CROPOCTH KOHBSAEPE, AOMKHEl NDOBEPATECR HYapas
ANPENENEHHLE BHTEPEENE BREMEHN, YCTAHOBNSHHLE NPW STTECTAUMA, NOCKONBEY OHY NOOSEPHEHE CROHTEHHOMY HaME-
HEHWE.

HorymeHTaynA

42 HKonWmuecTso nocTyNWELINY KDHTSRHEP0E W KOHTERHEPO0E, NPOLWEnwe SRmy3EHME H BHBE3EHHEIX C MPEOpnATHH,
AOMGHHD COBNANATE W COOTEETCTEOEETE AHAHEHMAM, YEAIZHHLIM B CONPOBOTMTEMNEHON DoKyMEHTaLMA. Tobkie pacumie-
HUA OON#EHEl MPOTOKDNMAPOBATLECR W PACCNE0EATECA.

43 Onepartop pagqauMoHHOR YCTAHOBKHW QOMMEEH NOQTESRHEETE B NMCEMEHHOM BHOE OWMSNE30H SHEHEHAA norna-
WEHHLIX B03, MONYHEHHER KEHOEIM EOHTERAHEROM NPK KEHRO00A 33MPYIRE W B CEPHIA NPOSYELMA.

44 TexHONOMIMYSsKME NPOTOXKONE @ NPOTORONE KOHTDONA GNR KEM00W Capd NPOgYELIMK, NPOWenmsn ohmeaaH1e,
ALl NPOSSEATECA W NOANHCSBATECR CNELHANLHD HAIHAHEHHEIM ML0M 1 COXPARATECA HE npeanpuATae. Merag w
MECTO XPAHEHHA ONPESENAKTER MO QOMBOREHHOCTH MERTY GHDMOR, NPOE0OMEWSER OGmyHEHWE, 1 NPOHIB0OMTENSM,

45 OokyMEHTAUWR, OTHOCRLWEACH K STTECTALMY (BE3NMOSUMMY) PAOHEUMOHHOR YETSHOEEM, OONMHA COXPEHATECA B
TEHEHME OEHOM MO ROCNE OKOHYAHNA CHOKE MOHOETA NROOYHLMY UITH B TEHEHRE NATH NET NOCNS BLINYCEE HE PEanWaaLme
NOCNEOHER NPOaYELWA . NPOWeOnsd obmyysHsE Ha 3TOA YOCTAR0EER, B 2HRMCHMOCTA OT TOID, HEKOR NEpyon 0onsws.

MurpoSHONOrM4ecKkHA KOHTPONE

46 O7TEETCTEEHHOCTE 38 NPOBEHEHWE MUKPIBUONOrMYSCHOND KOHTROMRA, B T. 4. 33 KOHTPOM: OXPYRE0WSR CPRGL B
MECTE NPOVEE0OCTES NPOOYEL MK W BOHTRONE NPOOYELAK Nepen oBnyqeHnan, Npoe0gHMEI B COOTBETCTENM & HOPMATHBHAR
ADKYMEHTALMEH, ENINArE8TeR HE NPOUIEnny TENA NEKENCTEEHHEIR CDanCTE.
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Mpvnomerne 13

NMponapoAcTREO NEKAPCTREHHEIN CPEACTE ANA KNWHAYSCHHX WCCNenoBaHuiA
BeegenHe

nEH‘iEId:IETEEHHHE CpaOcTEa, NpEiHEIHTHEHHES ONA NPoOBEEOEHUA KENAHW-HECHAE Ir'H:I.'.l'IE,IJ,ﬂEIEHHI-'I, NPOAIBOSATOH, K&K
npaeuno, e J'IEECIPHTCIP.HHK YOMOBHMAX MO HESCTAHOAPTHEM METOOWKDM . HacTorwse MPANOEEHAS RENSETCR PYROSOGCTEDM
Mo COCTAENSHAK 28Ha208, QUCTAELS M BOIBRATY NEeKapcTEEHHREN CREQCTE ONH KNMHAYSCEMX HI.'.E.I'IH,qEIE-EIH‘I'II.TI.

TepsMuHsLl M CNPagENeHHA

cnenod metog (blinding): Npousgypa, Npy KOTOPoA OOHE WM GONES CTOPOH, YHACTEYHIWMY B KAWHASECHIM
WOCNSOOBAHAN, SEQHATCR B HEBEOEHWH OTHAOCUTENEHD UBMKWEA] SaHHOM WCCNBenoBaHdA. ESuHMHHEIR CNenod Metog
GEHSHAET HEDCBEOOMMIEHHOETE CYDLEKTOR HCCNEQOBAHWA, 8 QBOAHON CRENOA MaTOd — HeOoCBEAOMNSHHOCTE O LEnmx
KMAHMHECHOMT MCCNEQ0EaHMA CyDLSKTOR MCCNeIoEaHHR, noonenoearanall, Hainogatanai K, B HEKOTOME CAYYERY, N,
BHENASMRYHILLMAL MONYHSHHBIE DEHHLE.

HNHMHKW4eCKDE Wococneposanne [clinical trial): Moconegopanwe, nposommios © YHACTHEM 4EN0EEES B KAYSCTES
CyBLEkTa ANA BRIRENSHMA MK MO TESEHISHAR KNMHHHECcHAE, drapmancnoria i minne pymie apmakn HHaM p-E e
athErTOE MCCABOYEMOND Npanapartalos), WIKNY HEXENSTENEHbE PEEELWA HE MCCNenyeMeRlE ) NELEpCTESHHBIR]E) npe-
NAPAT{R), WHWNK WIYHEHWA BroMx) BCACKIBAHWA, DACOPS0ENSHWA, METAEONWAIME M BLIBEOSHNA © WBNLEY OLBHEW arfng)
BaaonacHOcTH Wun St EakTHEHOETH.

npenapat cpaBdeHnA [(comparator product): Paspabame8demos N MMBKWEEEHE HA PRIHEE MEESDOTESHHOS
CREETED (MONOHETENSHEIR KOHTROME] WK MNaugbo, wenonsaysmoe B KEHEcTES NPENapaTts CPEBHEHNA NPH NPOBESEHHN
KMAHEHECEME MCCNES08aHHA,

NerapcTEEHHOE CPegcTEO ANA ENWHMYECKMX Mccneagqoeadwi (investigational proeduct): OoswmpoeaqHas nekap-
crEeHHEA hopMa SKTMEHDH hapmayeeTiHeckol cyBoTadumy Mny nnayabo, MccnegyeMan MnM HCNoNEIYEMEA B KEHECTES
NPENSPETE CRABHEHWA NPM NPOBS0SHAN KNAHWSECHON MOCNENDEaHMA, BHNKMAR YHE JAPEMICTRMPOSAHHES NEKADCTEEH-
Hs NPENAPETHI, SCAH CNOCOD W RMEHBHHR MW NPOY3B0OCTEE (NBKApCTESHHEA dOplE HNK YNakoeka] OTAHYABTCR OT
FAPECHETPARCBRHHOE hOPMBI, MMM B Cy4Es W BWENDNE30BAHNE N0 BLE He 0aoipEHHEM NOES3EHMRM, MNK GNA NOmyHEHR
DONONHATEMNEHOA MHBOpMaUMK 08 YK I80eTUCTRMPOSARHOA O03IMPOESHHDA NEKARCTESHKON Hopka.

vocneqoBaTene (investigator): Muuo, oTEETCTEEHHOE 38 NPOBSASHME KNMHWHBECKDND MCCNEODEHHHWA B MaCTa amn
BeNONHEHNR. TEH NPOBEOEHNE EMMHEHYSCROM MCCNEguesHHA FPYInGd miy HCCcnenoBatanas ABNRSTCR PYROBOOWTENE
Moy k.

3aka3 (order): danaHus Ha NPWDTORNEHWE, YNAKOBEY WMDY QOCTAERY ONPeQansHHONn KoNWECcTES 8OHHHL NeKap-
CTBEHHOM CHBOCTEA ONA KIMHMHECKME MCCNBO0BaHWA.

OOChE HA NekapcTEeHHo: cpeactec (product specification file): HomnnesT gOuyMaHToR, cCOQEEHELIMY BCH
wHhOpME WA, HEOEROAMMY I ONA COCTARNEHUA NOAPADHER MHETRYVELHMA NO HIMOTOBNEHKK, YNEKOEKES, ROHTRONKD KEHECTEE,
B 0EHE PAZPSLWAHWA HE DEAMMIALHH CERHIA W SOCTASKE NEKSPCTEEHHOM CREacTag.

otrpyika (shipping/dispatch): Cnepaywi no ynawoBExe W GTNPABES 3AKS3SHHLIX MEEARCTESHHBIE CRSOCTE ANA
KIMHHMHECEME MCCNEg0eaHmi,

CNoHCOp (Bponsor): DNaiHetsos WY KPHAW-ECKOS MU0, RENROWSECH HHHLUMATOROM KNHHUMECKIN WeCnenoss-
HHMA ¥ HEOYLEE OTEETETEBOHHOETE 38 &0 OpraHUSEULMD 1 dMHAHRCHPOBAHKE.

YnpaeneHws KauecTEOM

1 K arrecTauuy (BAnMO8UMH ) HEROTOPL TEXHONONPHECHNE NPOLECCOR, MPUWMEHABMELX NPH NPOWIBOOCTES NEXapCT-
BEHHELE CPESACTE ONA KNHHWHECKME HCCNSO0EEHAR, HE WMBILHE PErHCTREUAM, HE MOMYT BLiTe NPe0ERBENEHL TARWE HE
TREefOBEHUA, KAK NPW NPOH3BEDOCTES 2aPErdcTPMPOBaHHLY NEXEPCTEEMHED cpaacTa. [NA cTapunsHLL NpEnapaTos arTec-
TALWR [BANMABLWA) NPOUBCCOE CTEPUNMAALME SOMMHE NPOSOOATECR B TOM ¥8 ofbame, 4T0 W ANA 3aperucTPHPOsaHHLI
NEKAQCTEEHHLIX NPEnaparas. Cneumegaig ¥ TEXHONOMAYSCENE MHCTPYELMK HE NEKADCTEEHHLIE CREMCTEE ONA KIHMHK-
HECKME HCCNBOOBaHIA MOTYT MIMEHATECA B NpoUscos KX paspaboren, 4mo npeperanaeT ocabbl TREtoBSHMA K HENWHKEED
BEICOROADHERTHEHOH CHETEMB ODBCHEHEHWA KE4ECTER.

2 Cwucrama obacns~eqHna KadHecTes, paspafoTaHHEA NPOH3B0OMTENEN, JON¥HE YYUTHEATE TRe00BAHMA HBCTORLLE-
o CTEHAAPTA, OTHOCALLMESS B NEXEpCTEEHHLM CREAETEAM ONA KNIAHMHECHME MCCNAQ0BEaHIAA, W A0MEHE BhiTh SoayeH-
TAMNBHD CEORMNSEHS W Y TERMHOEHE CHOHCOPOM KMTHHHHECKOM HECCNES08aHMA.

3 QOnepagdd na yNakoese W MapEWMPOERE NEKARCTEEHHEIX CREACTE ONA KNMHWHBCEHE MCCNE00eaHniA HacTo BeINGn-
HRAKITCA MOCHE BeINAYH PAIDSLUEHHA HE PEANWISELMED CERHN HEpEoPBCOBaHHDR NPOOYRUAK B COOTBETCTEMN © KOHEDETHEMEA
TRefOBEHUAMK HCCNEADEAHWA W MMENT NEPEOCTENEHHOE IHSHEHWE N3 LANOCTHOGTA KNAHWHecKM woonenoeaHwd. B
CHAM C 3TMM B COOTHETCTBMM C HOPMETABHLM GOKYMEHTOM, DEMMAMEHTARY WM TPEEMNE NPOBSOSHMA KAMHASSCIE
WECNEMOBEHUA, W NYHETOM 9.2 HACTORALWEND CTAHOAPTE MPOBENEHHE CAMONHENSKLUMN MW HE3EEWCHMOND BYOHTA REMABTCR
HEOTLEMNEMOA COCTASHOR YSCTEH CHCTEME 008 CneMaHHA KaNaCTEE.
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Mepcoxan

4 Hecwmotpa Ha HebonswWos KONWYECTE0 NEPCOHANE, 0BEMHD ZaHATOM B NPOMIBNOCTES NEK3PCTEEHHLE CRE0cTE
ONA KMHHHHECHAY HOCNSO0EaHWA, 00mEHE GkiTh HE2HAYEHE! OTORNEHEE COTEYIHMKY, OTESTCTEEHHSE 38 NPOMIBaSCTED W
KOHTDONE EB4acTsd. Boa npovaenqcTEeHHEN COBRAUMM SOIMTsHL BEINOMHRTECR N0 DYKOBOACTEDM HETHD ONpEmanadHonD
OTBETCTESHHOM nMua. Napcolan, QSOwyiE DA3PEUEHNE HA BeIMyCE NEKApCTEEaHHEX CPEQCTE ONA KMMHWHECKHX MoCnana-
BAHNA, DOMHaH 00NanaTe HEO0D O DMMEIMN IHSHHUAMK N0 BONPOCAM CHETEME KOHTRONA KEYBCTRE, TPEDOoBaHWA HACTOR L ST
CTEHOAPTAE W HOPMATUEHEX DOKYMEHTOR, OTHOCAWMMCA B JaHHOMY BMOy npogysund. Neua, oTEETCTESHHBIE 23 BRINYCH
MO ELHEM, OOMKHB BaiTs HEZABMCKMEIMIA OT NKL, OTES4E0LWKE 38 NPOMIBOOCTED. -

MomewsHuA 1 oGopyooBaHWE

5 Mpw npoM3so0cTEE NEKEPCTEEHHLE CREOCTE ONA KMHHASSCHAE BCCNSO0BSHIWA B OHOM NOMELBHNK OQEHOEPEMEH-
HO MEMYT NPO2AOWTECR ONEPEUHIA © Pa3HEIMKE MPOIVETaMY,. B CEAIM © 3THM NOSLIWEKTOR TRED08aHA £ 38WHTE OT pUEka
IBTPHZHEHWA, B T. 4. OT NEPEHDECTHOMN IBPHAHEHWA W NEpEnyTEIBEHMA NPOOYETOE, NYTEM MCNONL30BAHWA CO0TEETETEYH-
LGN WHCTEYHLWA.

G MNMpawaeofcTes 0T0aNEHEX BUOGOE NPAOYHTOE, NEpeaMcieHHLX B iyHETE 3.6 HACTORWEN CTaHaapTa, MoHaT Bure
OprEHMANEER0 HE B CREyWansHL NOMSILEHHRY W OD0DYI0BAHIH, 8 N0 MPAHLMNY OTOSNEHEX WMENCE MPOM3IB0O0ETES.
Mockaneky TOKCHHHOOTE BELUECTE HE BCSMEE MABRCTHE, OO0 BHMMEHMS CNEOYET VIANATE METOLMEEM OHHETHE. Mpn STom
CNEOYET yUWTEIBATE PACTEORHMOCTE NPSNBPaTOE W BCNOMOMETENEHEY BEWESCTE B PEANHYHLIX PACTEOREX, NPaSHEIHIYEH-
Hislx [NA OHMETHH.

T ATTECTAUMA (BANWOSUMA) CTEDWMBHLIE MpOUScCoE npd HEbonewom ofbeme CHPMK CERIEHE C HEKDTODBIMIE
TRYOHOETAMM. B 3T cnyyand ROnNu-ecTB0 HARONHEHHLEE BOWHWLY MOSET COBNAOETE C MAKCMMATNLHLEIM EONW-SECTBOM
EMHHL, HENOMHASMBLE NPH NPOMEE0ACTES. HANONHSHWE 1 MEPMETHIALUMA MOTYT BEINONHATECA BRYHHYH, HTD NPSAcTaensaT
OMACHOCTE ANA CTEPMMLHOGTA Npogysuqde. B atom cnyy4ae ocobod sHAMAHWE CNEOYET VIENATh KOHTRONE COCTORHWR
OHDYHAKLER CRenk.

OorymeHTaLMA

B CragudmEauqn (Ha MCHoOHLE METEMHANE, NEPEMYHEE YNEKDEOYHEIS METEDHANK], NPOMENY TOYHEE MPOgY KT,
HEPRCHBCOBAHHYED M MOTOEYI NPOgYKLMI), MDOMBILLNEHHLIE PEMNBMEHTE], TEXHONOrMHECHAE MHCTOYELMA, 8 TAKHE WH-
CTRYELHM NG YNaKoeEs NROOYRLEKH MOFYT WIMEHATESH N0 Mape pazpadoTad npenapara. Kasnan HOBAR BEPCHA AORYMEHTS
JCIEHHE YHUTLIESTE MOCMHEHWE OAHHEIS, WENONEIYEMYED TEXHONOMH, HOPMATHEHLIE W DapMBXoNeAHLE Tpaboaasn oo
CORNKOA HA NPe0sOyWLYH BEpcHIs ONR ODECNEYSHUA NpocnesqessMactd. MpHYmHE BHECEHMA MIMEHEHMA Chegyar
NPOTOROMMEPOSRATE.

O B cny4qans, kor0a orcyTeTeyeT HeolxoduMocTs 8 COCTABNEHHN NPAMEILLNEHHON DEFMEMEHTS M TEXHONOAHECKHE
HHCTRYELME, CNagysT On8 KEMO0H NPOoH3B0O0CTEEHHOR ONEpanMeg MNKW NOCTERK COCTAAMATE MHETRYELME W AROTOROMS,
GHOPMISHHEIE B MHMCEMEHROM Buge, [MpoTorkons HMEDT 0CoDeHHD BEHHOE JHSHEHWS NPH NEPEXO0E K CEpHAHDMY
NPAWIBONETEY W NOOFDTOEKE OHOHYATENEHDND KOMINEKTE QoS MEHTELMA.

10 MpoTokons NpOMIsoncTES CEpR NEKEPCTEEHHEIY CHEOCTE CREAVET XDAHWTE HE MEHES OBYX NET NoGNE 3asep-
WEHHA MM O LM AMEHOM NRERPELEHWA KNAHWHSCHMY MCCNEN0EEHHA MK B TEHEHHE NBpWoIE BREMEHK, YOTEHOAMEHHDM
B COOTEETCTEYHWLEE QOKYMEHTALMA.

Jaras

11 3aKa3 MowET BKNNYETE B cebf NpoMIsogcTen MIMNK YNAKOBKY HEKOTOPOMD YWCNE SOMHAL NPOOVELMKE MM W
arrpyaky. MNMporIsoauTana NeEAPCTESHHL CPE0CTE OMA KNHHAYSECHAR MECNEODSaHWA 3aK33 MOMET BhUOEEATL TONLKD
CNOHCOD KNMHIHBSKON HCCNROoBAHMA. Jakaz QOnWeH COCTABNATECR B NMCEMEHHOM BHOE (HO MOHET NepeisBaTecE |
ANEETROHHBIM CNOCODoM) ¥ BeiTe AOCTATONHD YeTkiM BO Wabamadne pasHoqTeHWA. daka3 noreH et odiuumMansHo
YTBEPEIEH ¥ HMETE CObINKY HA YTESDHASHHIS OOChE HA NEKaPCTEEHHOE CREncTan.

Locke Ha NEKAPCTEEHHOE CREOCTED

12 Boa vropMaunA, HEobxo0WMMEs OMA cOCTESANEHMA MOOQPOTHEIE NMUCEMEHHLIY WHCTPYEUMA No NPOWIBnEcTEy,
YNEKOEKE, HOHTRONK KE34ECTBA, BRINYGHY CENMKM NPOOYELLMH, XPESHEHUI WMNM OTIRYIRE, Q0MHHE COqBHATEER B O0CKEE HE
NEkapeTeeHHo: cpenoTan, docks Ha NEKaCTRSHHOE CPECTRD QOMHHE HENPEPEEHD O0HOBNATECR, o0acnesHean nariHec-
KYH CER3E C NPEOBIOYLLMMY BEPCRAMM

MpoMLILNEHHER PETAAMEHTEI W TEXHOMOIAHECKHE MHOTRYHL WA

13 MioGee MEIMEHEHNR B NPOMEILLNSHHEIR PEINEAMEHT M TAXHOMOTHHECEME MHCTPYHLAW CREGYET BHOCHTE B COOTEET-
CTEMH & HHCTEYEUHER, HENPAEMEHHDA HE OLBHEY BNAAHWA 3TO0M HIMEHEHWA HE CTABUNEHOCTE W GMOSKEHBANSHTHOOTE
NEKEPCTEEHHON cpeacTea. Boe nameHeHuA 0omiHsl Ssme ofopMneHsl NPOTORKONOM W YTESPSGEHEl OTBETCTEEHHLIMW
NALAMI.

MHCTPYELMK Mo ynaxkoEKe

14 ¥naroexa ¥ MEPEMPOBEA NEKAPCTEEHHLE COSO0CTE QNA KNMHWHECKWY HCCNES0EIHNA, K88 NPAEWMNG, REMAKTCH
Garae CRaHEMA OMERALMAMK 8 CERAW & DOMNELUER ONACHOCTEED BOIHHHHOBEHMR OLWEOK (KOTODRE TOYAHSE BRIRENTS), Hal
WNEKOEKE IAPEFHCTRMPOBAHH LI NEKEPCTESHHLN CRBLCTE, TAK KEK NP 3TOM WCNONEIYHITCR “CNEnsEs 3THRETRY. B caram

STm HEOBXOTMMG YOENATE oooboe BHMMAaHKE YHETY ITHEETOK, KOHTPOMD YUCTOTE j'n-EIIlDEIDHHDII-I MAHAA W1 T. 0., 8 T2
HESHEMCHMMBIM NPOBEPHAM, NPOBOOMMBIM COTHYOHAKAMK OTOSNE XOHTPONS K84acTEa.
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15 NekapoTesHHbIE CPEACTES ANA KNWHUHEDKHE WOCNSO0BSHWA OOMHHEl YNEK0ELIBATECR WHIHEWIYENEHD ONA
HA#OOr0 BOALHOM, BXMOHSHHOM B KNAHWSECKHDS MochagoeaHns. OCHOB0R WHOTRYELMA NO yNEKOBEE RBARETEA Jdxa3. B
OTARSHE OT NPEBAN YNEK0BKW, MOWHATEEE DRV CEPARHOM NMPOM3B00CTEES DATMETPMPOBAHHLIE NELAPCTEEHHEIX CREOGTE, CERWA
NEKEPCTEOHHBEIE CRSOCTE ANA KNMHWHSCKMY WCOREanDeaHng MOMET ObiTh PAINENEHE HE PEAMMHHEIE YNEKOBO0MHER CEOUH,
KAOTOPLIE YNEKOBEEIESHITCR MO OTAENEHOCTH B PE3HOE BPEMA.

168 KonwqacTeo SoMHML YNEKOELIBSEMOA NROOYELMH QorsHo Beme onpaganesa 0o Ha4ana onspagyii no ynakoes
CYHETOM EONWSECTEE SOMHAL, HeoDNOgWMEE OGNS NPOBENEHMA EOHTRONA KEHeCTEA, W apxqeHex obpasucs. MNocns
CEOHHEHWA YINAKOBEN W MApERMpoEsd Heobxogumo nogpacty Banaqt yiakoeoyHb MATERMANOE, HepacthacoBaHHOR W
roTaBGaH NPOOYELMM.

HHCTRPYELMK NO MAPKHPOBEKE

17 ITvHETEN GONEHE COSB0METE RSNy WHEOMALIMED:

&) HAEMMEHOBEHHE CNOHCOPE;

b posposadHy o nesapoTeeHHyin dopray, cnocob BREOSHWR, KONWHEOTEO 003, 8 TREHNE HadeaHne/wndp NexapoT-
BEHHOM CPEOCTES W SKTHBHOCTRIDOAHPOERY B CAyHa8 OTEDEITON HECNSNOBaHHA,

) HOMED CEPMM WANK KOG, NO3B0NAH0WME MOSHTHEMUMDOBETE CON8DHMMOE W ONERALMID NO YNEK0EKE;

d} MOSHTHEMEALHOHHEIA [PEHE0MHISUMOHHER ) HOMED WCNBITYEMOMD NALE;

&) YHSIZHAA N0 NPHMEHEHWED,

{} ragnuee «ToNeED GNA KNAHWHESKHY WCCNaR0eaHnas,

1) haMHAMKED 0 WHHUUWANEl WOCCMSOOBATENR (BCNM OHW HE BHNKMEHL] B KOO WCENES0BaHWR);

h} RO ERHHMHSCHOM MCCAEA0SaHMRA, NOZBONAHLWA WIEHTHEHLHDOBATE MCCNASOSATAENECEMA USHTR W notnanosa-
TarA:;

il WENOBEMA XOEHEHAR;

jI CpoR MENOMLI0BEHKA B MECALARTORAEY (4aTa HCTEYSHUR CPOKS MQHOCTH, CROR MGHOCTH MM 4aTa NoETopRarg
HOHTEAONA Npw HeobXoguMosTi;

K} Hagnuce «MpaHuTe B HEACCTYNHOM QNS SETER MECTER, 38 MCKNKHEHMEM TEX CAYYE8E, ROFOE NPOOYET NpEgHE-
EZHEHEH TONLED ONA BCNONEI0EARMA B YCNOBUAK CTALUWOHADE.

BHEWHAR YNBX0EKE MOMET COOSPMETE CWMBONE HAM NAKTOPEMIME ANA MOACHEHMA HEROTOROR HHDOPMELUMM,
YNOMAHYTOA B, W Tpedosanwe «BO3BpaTHTE NYCTYE YNEK0EKY W HEWMCNONLIOBAHHOE NEKARCTEEHHDE CPEACTROR.
B cooTeaTCTAMM C 3RRA30M MOGET BhiTh YKE33HA Q0NOMHMTEMEHEA MHBOPMEUMA [HANDUMED, NPBA0CTEPEHEHME M MHCTPYE-
yHa no obpawesne]. Konud Easmon THNa STUESTOR QOMmiHE KPEHUTECR B NROTONANE CEpMHM.

18 Ha nepaumqHy ynaroesy SOMmEHa Buite HEHSG0EHA MHEOpMALWA No NyHETy 17, NepedcneHsA a) — K} oaHsara
NpWNOREHHA DEME B CNY4E8, BEMM YEESISHHAR MHDODMALWA NPHESOSHE HE BTOPHSHOR YNAKOERE.

19 Bohw Ha BTOPMMHOR YNExoBKS YES383HA BOR wHdiopmauwn no nydsty 17, nepedmcnedws 8] — k) oadsorg
NPWNSHREHANS, 8 NEPEMHHOR YNAmBROR RENRINTCA GNMcTapE! MK NEPEVHHAR YNAK0ERE HEDONEWON PAIMENE OpYIorD BlOE
(HANPAKMED, AMMYNE), HE KOTOPOE HE YMBWEASTCA YEE3aHHER MHGOpMALUHA, TO HA TARKOR YNESKOBEKS, NO EpaAHal Mapa,
oonEHa BelTe NPUBESAHE MHEOPMELMA COrNacHD myHETy 17, nepewwicnandr a), ¢} i d} 1 cnocob eeenexqs [AnA amnyn).

20 MNp# NPoONeHWA SPOKE MaHOCTH NEKAPCTEAHHOM CRESCTER ONA KIMHHMHECKUY MCCNENABSHAR K HEMY O0NMHA
BT NPHERSNNEHE QOMONHATENLHER STHRETER, HE HOTOPOR [oneH DbiTs YHAZAH HOBLIA CROK MOIHOETH W NOETOREH HOMED
cepud. HoBSA STWRETES MOGHET 22KPEITE CTAPEN CROK MOHOCTH, HO B USNAY KOHTRONA K24ECTES OHE HE OOMHHE 33KPLIBATE
ORMTMHAMGLHER HOMED CEpHK, ONEpayrs NepesmEprHposid MOHEaT NPOBoOWTECR 8 HOCNBNDBEaTENLCHOM UeHTpe Habnuoas-
Tanam{FMK ) e GapMaYEaTOM STOM LEHTEA B CODTEETCTEMK © NPHHATEIMK MHETPYHLMAME MMM YCNOBMAMK KOHTRAKTA.
ta OnapaUMA QONMHE NPOBOOMTEEA NOLO KOHTROMEM BTopoi mvya. CarpaTenscTan o NpHERSnNEHW DOnanHMTEnsHoNE
ATHHETEH AOMEEHO Dkl Th BEMHOHEHD B COCTEE OOKYMEHTALWA O NROBSSEHHN KNMHHECKIM MCCNES0BaHNE W NPITORON CEMMH.

MpoToKoNE! NPOXM3IBOACTEA H YNAKOEKW CEPHH NPoOOyELMHA

21 MpoTorane NpOWIBCOCTES W YTIEAKOBEH CAPHM NPOOYELWK QOMEHEl COGEPHATE NOGPOGHY K HRIDOPMEUWNHD, JOCTE-
TOHHYH ONA MPOCRERMEAHAR BoaH NOCNEORSTENEHOCTH ONSPaEUMA, 3 TAKME BCH CYILECTEEHHEE IAMBEHAHUA, OEM00We
HOBYH} MHIPOPMALIMK O NPOOYETS, NOIBONAKLLWE YAYHLWWTE NPOMIEOSCTEEHHLIR NPOLECE M NOSTESROATS WCNONEIYEMEE
METOSHEN.

MNpowzeocgcTEs
HeoxogHke MaTepransl

22 CTabHneHoSTE TERHONOIAHECKoN NPOGBCCa B AHAMHTENEHOR CTENSHN 38BWCHT 0T KHEYSOTES BEXOAHOM ChipkH.
MNoatomy CREmgyeT YCTEHOENTE XHMMHECKHE H EHZMHeCckHE CEORCTES MCXOOHLIX MATEPHANCE, BHECTH X B CRaywdukaym
W OprEHH30EaTE WX KOHTRONE. Shaundkaniy Ha SKTHEHEIS BCXOHES MATEDHAIE S0MSHE BeITh N0 BoamMoxHOCTH Bones
NOMNHEME W COOTEETCTEOBATE COBPEMEHHOMY YPOBHED 3HEHMA. B xone paipaboTim NexapoTEeHHON CpEgCTES cneuwduea-
LM KA HA SKTHEHEE, TAK W H3 BCOOMOMETENbHLE MCXOOHLIE. MATEDWANE CNEOYET NEpMD0WMYecks MEapacMaTpyueaTe M
BETYANUIMPOBAETS.

23 [OnA BLIABNEHWA NPWMHUHE W BEIGE4H PRAPELUEHHA HE OTHNOHEHWE B TEXHONOMMHECKOM NPOUSCCE HEDDEoOquka
MMETE NOOPoEHYEY HHIOPMALIMKD O KSHECTES SKTHEHBIX W BCNOMOTETENEHBI HEXOOHEX MATERHENCE.
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TexHONOrMYECHHE onapaunn

24 Ha crapwmu padpafored NeKApCTESHHOM COSBOCTEE HE BOSMGE MOMHO NPOBACTM ATTECTAUWH (BANWOaWMO)
MeTouk. BoneaocTeEME STOM TOYOHD 38paHEs YETAHOBMTE KDWTHHECKHE TEXHONOrHHYECHME NapaMETphl W METOOR W
BHYTPHNPOMABASCTESHHOM KOHTPONA. B 3TH CNy4aRy KPUTHHECKME NARAMETPE! BeIDMRAKTER N0 AHanonM. DCHoEHOR
NEPCOHEN SOMEEH YOSNATE 00008 BHHMAHWE COCTAENSHW BCEX HEODXOOMMbIN HHCTRYELMA M WX CEOSEDEMEHHOMY
ABHOBMEHWK HE OCHOBES HBXOTMEHHOMT ONEITA.

25 JgHoR M2 CYWeCTESHHLY COCTAENAKIUME HOHTRONA TEXHONOMHBCKMY ONEpandn AENRETCA CONOCTEENSHNE
BLIXDO& NpoOyvELMY. Haobxonmeo NocCToRHHG CRABHMBETE hEKTHYECHAR M TEOPSTHSECEAN BRIXOOL NPOOYHUMA M pacoha-
A0BETE NPHYHHEl NHIGEX CYLLECTREHHEN OTEMOHEHAE.

26 MHaxTHEALMI Y OENEHWE BAPYCOR WANK SpyNAx 3arpAaHeHra GnononHecionn xapasraps cnagyar npoesiuTes B
ToM e ObLamMa, 4T0 W ONA JEPETNETRHPOSBAHHEIE NELEPCTESHHEIX CRanoTe. FIHSTPYRLMM ND O4KETES AO0M#EHE GhiTe O4EHE
SETHMME M PAIpAbaTESETEEA C YyHETOM HEOOCTATOMHOCTH BHBOPMALMK O TORSHYHOOTH NEKAPCTESHHOM CpEacTsa an\
KIAMHHHECHAE WOCNEanoeaHAA. Ecrm npouscoel (HANPHME]D, CMEWUEHNE ] HE NP0 ATTECTALMD (BANWOEunD )., reobxogrmo
NPOBLEATE QOMAMTHATENEHEIE MCNSTEHWMA KOHTROMA KE4acTRE.

TpeDoBaHWA K NPENapaTy CPABHEHMA

27 B pneHWHBCENE HCCNESO0BEaHWAR, KOMNE MCCNEOyeMOos NesaporseHH0e CREnoTed CPaEHMEIETCR © 3APErWCTRHpO-
BAHHEIM NPENARATOM, HEoGxoOnD OBECHEYWTE LANOCTHOCTE W KSYESTRD NPENAPETA CREBHEHWA (TOTOEDA NEKaPCTBEHHOR
dhopMs, YNEKOB0HHEY METEpHEN0E, YENOBWA XpaHeHsA W np). Ecnd Heobrogumo mposscTi CYLBCTEEHHEE H2MEHEHWA
NEKEPETEEHHOM NPpENapara, obfbem MHpOpMaLME O HEM [HaNprMap, o CTABHNBEHOCTW, CPAEHHTENLHOR PECTEORMMOETA,
TAGO0CTYNHOETH) AoNEEH DbiTh QOETAETONHEIM QNA FEPEHTAR TOM, 470 3TH W3AMEHEHHA HE OREHYT CYLLBCTEEHHOM BIWAHAR
HE MCNOOHEE NADAMETE KE4YECTEA 3TOM NEKAPCTESHHOM NpEnNapaTa.

28 Cpok rogHoCTIH NPENapaTa cPaBHEHWUA, YEEI8HHLIA Ha NEPEOHS4ENEHON YNENDERE, HE MOMET OCTARESTECA TAKMM
HE ONA NEpeyNaKoBIHHOM npenapara. MNostody cnoHcop obsaad onpenenyTe CODTEETCTEYIOWMA CHOK MOgHOCTH (pyma-
BOOCTEYVACE BWOOM MPENSPATE, LARAKTSPUCTAREMA YNEKOEKA W YCNOEWAMK, B BITODLIX 3T0T npanapar GynsT XpaquTeca) u
YHEIETE Grd HA aTkeTee. HOBRA Cpow roaHOCcTA HE MORET NPEBLILLATE YHEISHHLA Ha NepeoHaYansHoR ynasoers, Eonu
OBHHEIE O CTAOWNLHOCTH NPENaPETE OTOYTCTEYIOT WM. CTRBMNLHOGTE Npenapara He momar Beme obecnaysda B xone
NPOBEBOSEHAA KNHWSECHON WOCNenoBaHWA, HOBLIA CPOK MgHOGTA 00MHaH Baite HE Bonea 25 % Nepyois BpEMEHN MEaRy
OSTEMH NEPEayNEKOEKA U HCTEHEHWA NPEXHEM CROKE MGHOCTA NPEnapara wnM § Mec oT gartsl nepaynakoes npenapara,
B IBBHCHMMOCTH OT TOM, KER0R CROK MEH:LLE.

Kog pangosuwzaumm

249 B MHETPYRUMARE QoML BhiTh YETED GNMCaHE BoE ONapayun (HopnposaHne, pacnpocTpaHeHns, oSpawsHne
M XPEHEHNE | & NEoDEM KOS0M DPAHOOMHIELM K, HENDNEIYEMER 4R Y NEX0BEHHEX NEKEPCTEEHHEIX CRE0CTE JNA KNMMHWHECK I
MECNBADBAHAA.

Cnenol meTon

30 Cregyat paipaboTaTe CHCTEMY, NMOZACNRKILY TOYHYH HOEHTHGHARALMED $CNEnss NPESNApaTton. JTA CHETaMa,
HEPAAY C KOO0M W CIMCE0M DARSOMAIEUME, JONSHS NO3B0NARTE NPEBMNEHD MOEHTMEMUMPORETE NEKARCTREHHDE CREOcTB0,
8 T. Y. MOy HeoDAoauMyH NPOCHEEHESSMOCTE K EOOEM W HOMEDY CE0MH NEKAPCTESHROND CPENCTEA 00 DREPAYMH MO 8ro
HCMEN0MY s PEANENEHAK.

31 Ofpasubl scnansd: NBKAPCTESHHLIX CRE0CTE ONA KNMHAHECKHE WCCNEQ0ESHMA HEODXDONMD COXPEHATE.

KouTpone HasecTea

32 TocKONbRY MHOMAE NPOLBCCE HE MOTYT OuiTe CTEHOSPTHZE0E8HE M ATTECTOEEHE! |BANWMOMPOESHE), BOZDACTEET
POE NPOES0SHAH MCNEITAHMA KOHESHOM AIPOAYKTA HE COOTEETCTEWE TPADoBaHWAEM CnEUMuEELIInA .

33 KouTpors HEHECTES QUITHEH YOANATE 0oobod BHMMEHWE COOTEETCTEMH TREbosaHMAM cneyrdEaLUwa, OTHODCH-
WHRCH B S e TMBHOCTH NEKIPCTESHHEIY CRE0CTE, 8 WMEHHD!

- TOYHOCTH TEPENEETHYSCHOA M PE20B0A 0361 [MOMOMEHHOCTH, OQHOROSHOCTH O0ZMPOBEHMA Y,

- BeICEOBOMIBHNI SKTHEHLIX BEWECTE (PASTEORMMOCTH, BPEMEHH PACTEOREHHA M T.N.);

- OUEHEE CTADMMSHOSTA (NPY HEQOXOAMMOCTA, B YONOBHEY YOROPSHHOM CTAPEHMA W CTPeCoORRY YONOBHAL),
ANPEOENEHWH NPEOBAPMTENEHEIE YONDEHA XPEHEHMA M CROKE MEHOCTH NPENapaTa.

Mp# HEABROAMMOCTA BOHTROMNE KAYSSTEA OOrBHEH BRNEHATE B cala noaTeaposHre coaTESTETEMA BHELLHEMD BHOA,
JBNANA W BEYCA #CNEnsEs NEKApCTREHHLE CR8OCTE.

34 33 xpaHEHWE KOHTPONEHEIX 0DPAZUOE KEHOOH CERMM NPOOYELMK HECET OTEETCTESHHOCTL NPOMABOOMTENS MW
MMNOPTEQ. KOTORLE BRINYCTHN 3Ty CEPWKD QMR HCRONe30eadns B Poccrwhckon TEgapandy. COEpasyel cnegyst XpaHTh 2
NEPEMHHOE YIEEOBRE, MCNOMLEMoE NP9 NPoEegaHHY MCCNBOOESHHA, MNK B YNAK0BKE ONA XPaHEHAA HepacthacosaHHom
NerapeTEEHHOr cpeacTed. O0palsl XPaHATCR HE MEHSE OOHOM rOOa NOCNES OKOHYAHNA CPOKE MOHOCTH NEKapCTESHHO
CRENCTES WMH HE MEHES [HYC NET DOCNE OHOHYEHWR EMMHMHSCEAY MCCNBN0EaHHA, B 33BMCHMOCT OT TOMD, KESKOA CpoK
Gonswe. Ecnuw abpaiey XPEHATCH B YNAEOBEE, OTAWSHOR OT YNAKDHEN, WCnONLIyamod NPy NPoBageHny ENuHMHEeckors
HECEOOEIHNA, TO QMR ROOTERCHOSHMA CPOKE MOHOCTH NPENSRATE 8 3T0R YNEKDEKE S0nsHs BeMh aHHEIS OTHICHTENEHD
ang CTEinnNLHICTH B 3TOR YRakoBKe.
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Brinaya pa3pelleHHA HE BRITYCHK CEpMH

35 Bwnada pRipeileHuA HA BeIMyCE NEKARCTEAHHOM CREOCTEA B0 MHOM CNYHSRY NPOB0OQMTES 8 088 3Tana (A0 W
MOCNE S OROHYETEMEHOR YIAROREH):

- NP NPOEE0SHAN DUEHEN HEPAChSCOSaHHOR NPOOY KUY AanHEHEl BhiTh PACCMOTPEHLI BOB CYLUSETEAHHEIE draKTo-
pia, B T. 4. YEMOEHA MPOM3E0ACTER, PE3yNLETATE BHYTRPHNPOMABOOCTESHHOM KOHTPOMA, NPOH2E00CTBEHHER QOKY MEHTELNA,
COOTEETCTEME TPEEOESHMAM Q0GRS HAE NELAPCTESHHDS CRSOCTED M JaKaDY,

- MPW NPOSEEHAM OUEHKA MOTORAM NEKAPCTESHHDID CPEBACTEE NOMHMD Boax (PEKTOpOE, BRAKMEHHLIN B OLEHKY
HEpACHHACOBAHHON NPOOYELMH, CNEAYET PACCMATRHBATE YONOBMA, B KOTOPRE NPOSGAWTCR YNEH0BKA, PEdy NbTATH BHYTM-
NPOoHEBOOCTEEHHOM BOHTRONA, QOKYMEHTALKK ND YNEKO0EKE, COOTBETCTARES TREBOSAHMAM 4OCRE HA NEXaPCTESHHOE Cpe-
CTEO W 3aKady.

CeobogHoe nEpeMmeWeHHE

36 Nocxonesy BbAYS DEAPEL1EHWA HE BRINYCK NEKEPCTEEHHEX CPEOCTE ONA KNAHWHBCKHE HCCNB00BaHWA [ 4 TExHN-
HECKWA IENSHLR CEETY ) DOVILBCTRNABTEA NEPCOHARDM COOTESTCTAYHOWER HEanwDHEELMA, TO NPX HANWHAW SOEY MEHTAML-
HOM CEMOATENLSTES O NPOBESEHHN HEO0DHoOuMss NPOLESYE KOHTRONA W BRINYOKE NPOSYELMKA HE TReDYeToA NnposageHWwe
BHAMAIOE KEYECTEE 3TOH MPOOYKLHK NOCNE 88 OTIPY3aRd B OpyIWe rocyQapcTes. imeswwe ¢ Pocowickid dbegepaumed
COOTEETCTEYHMLHE COMMELUaHNR,

KouTpakT Ha NpOMIBOACTED M NPOESOSHWE AHANWIOE

37 Mosmsmo nposdx YCNoBHA B EOHTPAKTE QOM#HO BhiTe YETHD yHA3SHO, 4TO QEHHDE NEKSPCTEEHHOE CPagcTED
NEEOHAIHENEHD OMA NPOBS0aHNR ENHHAYSCKM: nocnagqoeasid. Haobxoqumo TecHoe B3avMOdSsicTERE MERTY ROHTRArEH-
TAMM.

Pexnassaumm

38 Beisoge no padyneTatam Nabano paccnegosaHER, NPOSaReHHOm B CEASN C PEKNEMALRER, DonkHss 00cysgaTe-
CH MEMOY CHOHCOPOM KNMHPHECKOND MCCIEGO0EaHIAA W NPORIE0qHTANEM (NEH PAIHOMMACKAR), M MERDY OTBETCTEEHHEIM
MMM NPOVIBOOWTENR W MTHLAMK, OTEETCTESHHEIMK 33 NPOBEISHWE COOTRETCTEVIILLEM KNAHAYEBCKO HCCNSnOaaHIR, ©
LiEMLHY OLEHEW BOAMOMHIN BRAWAHMA PENEMALWMK HE JAHHOS WCCNEA0BAHKE W pazpaboTdy a10ro NekaporeeHHOMm Cpeg-
CTEA.

O7asiE W BO3BPAT

358 OahcTess No BOZEQATY NEKEPCTESHHLIX CREOCTE A KNMHWSECKME HCCNEO0BaHNA [HAaNpHMED, OTakIB GpaxoeaH-
HOMD NPEeNapaTa, B03EPAT MOCNE Ja8EPLEHWR MCCTIBNDBSHWA, BOABRAT NPENAPATOR ¢ ACTEKILMM CPOKOM MOHOCTH ) 00MHHEI
BibiTe NPHBEO0EHE B MHCTPYEUAAY, PAapaboTaHHE X 1 oo pMNEHHER OOKYMEHTANBHG . [MoMAMo NML(E). OTEBTCTREHHBIX[OM]
23 OT3RE NPENAPRAETE, ©WHCTRYELWRMHA SUMEHE DbiTs O3HEKDMNEHE! CROHCOD KMAHMHECHON HCCNEOOBSEHWA,. MCCNEJ0BaTANE
w HaBmonarens.

Orrpyana. Boaepar. YHHUTOMEHWE

40 C'TFFI'_I.'EK-EI. BOIEPET W YHHHTOEEHMS HEWCNOMSI0EaHHOR NPCOYEYHEA OONEHL BEMNONHATECA B COOTBETOTEMA ©
MACEMEHHLIEA HHOTRY ELJAR M.

Orrpyaka

41 Crpyaka NeKapocTEaHHLIR CRENETE, NPSOHAZHEMEHHED ONA KMMHMYECHAE HECNSA0BAHWA, BLINONHAETCA B COOT-
BETCTEMN C 3AKB38MA HE OTIPYIRY, MPEO0CTABMASMEIMH CrIOHCDIROM.

42 TavapsTeaHHoe CpagoTEd ONA EMMHRHSCKHMY MCENSO0BaHMA MOsET DhiTe OTNPABNEHD B AOpet MCCNeaoBaTanA
TOMNEKD NOCNE NPOXEHOIEHWR NPOLEAYPE BEMYCHS NPOOyKLMK, BENO-Ha00en 8 cefn 0se CTEamMK: BeINyCE MPoayELMe Nocns
KOHTONA KAHSCTES |8 TEXHWHECHHR 38NSHEA CRET: ) M PAIPSWEHWE HE MCNAONbI0BSHNE MPOOYVELMY, BR0SEEEM0E CROHCD-
pra [ EN00TESPHMIELWHMA 38NeHEM CEET: |, Pazpeluasds 0onHel Geme ohopmMnaHs JOKYMEHTANBHD W COXpaHEHE.

43 ¥nakoBra porcesa 0DeCne4MBaTE COXPEMHOCTE ¥ BE30NACHOCTE NPOOYELMIE NPY TRSHCMTOPTEPOEAHHN 1 MPOREH-
YTOHHOM XpaHEHr. HeoBxogmo BRABNATE GakTel BOKPEITHE 1 HED YLWEHKWA BHELUHER YNELOSKA NPM TRAHCNORTHPOBRHMM.

44 Crokcop porcHed oBacnaqusars oTrpyasy NPoOOyHuMY HAanesalmers EMUYecTes 1 QOCTEERY S8 N0 HYyHHOMY
BARETY.

45 Heobxaguad (padnTe OnMck NOCTESO0K, CREMaHHEX NpodaBoguTansn, dcobeHHt noasTuibrEaywn agpecamoe
MOCTEROK.

46 MNepemalloHne MCCNeny s Msl NEREPCTEEHHLIX CPENCTA N2 GAROM MCCNEaDEaTENECKOID UAHTRE B 4RYI0R 0omyc-
KABTCH B MCKMHIMMTEMEHEY CNYHARYE H PAIDSWASTER TONLED OMA O4EHE ODPORME NPEnapatos, OrpaHrHEHHON KOnHYecTes
NPENSPETE, WMBRILEMDEA B HAMWHMK ANS NPCSESEHMS BOENEN0BEHWA, MMM B YPEsELHMBAHEX CHTYBUMAR. TAKHE NapEme-
LUEHMA OOMHBl DECYIMPOSATECA MHCTPYELMAME, PA3NW-HERWAMWCH B 3AEMCHMOCTH OT NEPEOHSHANEHOM MECTS XPBHEHWA
NEpEMELESMOnT NPENERATA (GO CHNAAE, HAXOOALEMMEA NG ROHTRONER CRAHCORA, W3 ANTERM MCENEA0saTEnsLoE0I UBHTpS
WnA o7 weeneaoBaTend). Ecnx nepemawaamsIid npanapar spaHnnce HEnocpeicTEEHHD ¥ HECNBAUBATANA, 8 HE B anTexa,
HECGEOMMO NMPEONpHMHATE QOCTATOMHES MERL! NREADCTODOMHOCTH M KOHTPOMA, NPEH0E HEk MONaNk30BaTEe 3TOT NpEnapaET
B OpYTom HCCNeAoBaransCRomM LaHTpa. Hak npasumna, AnA NoOTESPHOEHHR, YT0 NPENARAET B SLUE NOOXOIHT ANA Laneaear
WENONEIDEAHWA W HOSO0R OTTPY3ARM, B0 CREegqyeT BO3EPaTHTE CNOHCORY ANA NEPEMADKMPOELH W NOBTORHOM NPOBBEHWA
nonHom HaGopa HENLITEHKA HA COOTEETCTENE 3TOM NPENSpETa TRabosaHNAM CELMEMEALEMM.
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Bozapat

47 Boaepart NekspoTEEHHL CPBAGTE ONA KNMHAHSCKWY MCCRE0ealnid QOMEeH NpOBOOHTLER HE COMMAC08AHHEIX
YENOBWAAK, ONPEJEnSHHEL CIOHCOPOM B HANGEEHHLIX B MMCEMEHHLE MHETRYELWAX, YTEEDHISHHLIX PYyROSOSCTEOM.

48 BodppaswsHHye MpOOyRLMIG CNEJYET S8TH0 MBPHWPOBATE M XPAHWTE B CNeUWMansHo NDESHAIHEYEHHEIR 30HAX.
Heobxoammo BECTA 1 X EEHUTE NPOTORANE WHEEHTAPHIELUWY BOIBPBLEHHORA MPOOYELMH.

FHHHTOMEHHE

49 CnoHocop HecaT OTEETOTEAHHOOTE 33 YHUHTOHEHME HEWENDNEIDBAHHEE NEKaPCTEAHHLIE CPBOCTE ONA KNHHMHEc-
KMA MECNEOOoBEHWA. He 0onyCiaaTes YHHUTIHEHWS NEKAPRCTREHHEN CRESCTE AT KNHHASSCHAN MCCNEA0BAHWA MPOM3IB0aN-
TEney De3 NONY4EHMR PAIPELUSHER 0T CROHCOPE.

50 THpoTORONE YHAYTOMEHWA NPOOYELAN J0N3HE DeiTe COCTAEMEHE TAK, Y4TODBI MOHHD BLING NpOCnenuTs BCE
AnepagHd. 3TA NPOToRONE CNE0YET EPEHHTE ¥ CNORCOPA. NekaptTESHHBIE CPEOCTEE ONA KAHHMYECHAE WOCNenoBaHma
MOMYT BTl YHHHTOMEHL TONLKD NOCNE 3EBEPWEHWA KNMHASECKOND MCCNEODBEHHA M COCTABNSHWMA 32 EMHOYMTENEHDIT
ATHETA.

51 EcnM yHAYTOMEHWE NROOYRLANW NOPYHESTOR NPOH3E0IMTANED, OH JOMEH NPEJOCTABNTE CROHCOPY NECNOPT MW
AKT 00 YHUHTOHEHNM NPOgyELMK. B 3TWx QokyMEHTAY QOM#HEl BbiTe YHA3EHE! HOMEPE CEpUA WMNY wndpe GonsHe® W
HEETIHECHDE KONWHESTED YHWHTOHEHHOA MpOSyHLMH .

Mpunosexws 14

MNpouIBoAcTEO NEKAPCTESHHEIX CReCTE M2 KPOBM MM NNA3IMEl YENoneKa
OcHOBHLIE NONOEEHMA

JAnA GEonorMHeckuE MEfHLMHOKKE NPENADATOR, NONYHABMEN #3 KPOBA MNK NMNE3ME SEn0EEKa, NCEoOHLIM METEPRH-
ANOM AENAKITCA KNETEW W MOKAR HACTh KPOaW — NNadsMa. JNerapoTeeHHLE CREnocTaa, NONYHEEMLIE M3 KROEW MW MNazkesl
wanosexd, oinansnT pROoM OcoDeHHOCTEN, CBRIAHHLE C NPpHEOSDA MOXOOHOMD Matapiana. Hanpumap, voxonmHbin
MATEPAAN MOMET COOSPMATE DRONGIMYBCKHE ArEHTE, NPEOE BCErD BHDYCL, PacnpocTpaqsowne saboneaarmn. Besanac-
HOCTE NEKERCTEEHHLE CRSACTE ISBNMEHT KaK OT MPOESPRM MOXOOHON MATERHENE M B0 WCTOMHMKS, TEX M OT NOCHE0YRILHE
NPOMABOECTESHHEN ANEPALMA, B T. 4. OT YOANSHHA H BHAKTHEALMY BHPYCOE.

DoHOoBHEE TPEDOEAHHA HACTOALWE CTEHOARTE DECTPOCTPEHAKITCA HA NPOHIE0ACTAD NPOLYELNA HE OCHOBE Hand-
BEYECHON KDOBH MW MNAzMb, BENK HE OMBOPEHD MHOE. Ha Tame npoMaBnacTes mMoryT pachpocTpaqHsaTecs | Tpabosaqdne
PROA MPMNOEEHWA [HANDUAMED, N0 BPOWIENACTEY CTEPUNEHLIE MEKAPRCTEEHHEL CREACTE, BENDNEI0BAHWK HOHMIMPYIOWErTD
MANYSEHAR, NPOWIBOACTEY DUoNOMMEcHHy MESHLUHHGHAX NDENSPETOE, MENDNLIDEIHNI CHETEM & KOMMLHKITEPHER YNpaB-
TEHWEM W EOHTRONEM W T, 0]

MocHoneEy. KEHSCTRD MTOBOA NPOSYELMK ONPESENASTCH BEAMKM STANEMY NPOMIBOACTES, B T. 4. CO0poMm EpoBr M
nnasksd, BOa ONERALMA A0NEHE! BRNONHATECH B COOTEETCTEMK © MPUHATOR CCTEMOR 0DECnNaqeHHA KEMECTEE 1 TpeboEs-
HUAMW HACTORWEND CTAHOARTA.

CragyeT NOUHWMATE MEDEI NG NPEOOTEPALAHNK NEPENAYM HHGDBEELMOHHLE 3850NeBEHHA W BaINOMHEHWD TpRGoaa-
HUA COOTEBATCTRYHAMLME HOPMATUBHLI OOKYMEHTOR, OTHOCALWMXCA K NNEiame ons GpasiioHrpOoBaHER W METMLHHCREL
NPOGYETOR, MONYHEHHLE 3 KPOBK HNK NNa3MEL. CREgyeaT Dy ROB0NCTEOEETEEA TAKKE TREDOEAHMAMK, PEMEMEHTHEY LMK
noafon AoHOPOE KpOEW, NNAaMeE W ofcnenoBaHes QoHOpCHOR EPOBN, & THKHS PEHOMEHOELEMAMK N0 WIMOTORMEHWE,
HENANLI0BEHWI W OBECHSHEHWR KEHECTES KOMMOHSHTOR KpOEH.

B HECTORLLIEM NMMOHEHEH HE PRCCMETPRBAMITER KDMNODHEHTE EPOEM, MPAMEHAEMER B TREHEEY SHOHHODR MEULIMHE.
CIAHAKD MHOMAE M2 MEANOMEHHLX NONOXEHARE MOrYT GETh NPEMEHSHEL NP KAMOTOENSHWH HKOMIOHSHTOE KDOEH, W KDMTIETEHT-
HIE OPTEHEl MOCYT MPAHAMATE DEKOMEHOALMK © yHETOM HACTORLEND NANSaHd.

TepMMuHE! ¥ ONpegenaHiA

kpoBk (blood): UensHan Kpogs, NOMyHEHHAR OT 0OHOM ODHOPE W NOAroTOENEHHSR 4R TREHCE Y30 1uNK QanisHed-
wah nepepaboTn.

KOMMOHEHTHI KpoBW (blood components): NesebHee KOMNOHEHTE KPOBY [APATROUMTE., MEAKOLMTE, NNS3sa,
TROMBOLM TR}, NOMYHEHHES LEHT PR THposaHdan, hinsTPaUMEN 1 2EMODEHNEEHWEM C MCNONbIOBIHWEM METOODMOMNE,
YETEHOBNEHHON B BaHKe Kpoeu.

NEHAPCTEEMHEIE CPEOCTEA, NONYYAEMBbIE W3 KPOEW MNK nnazmel (medicinal products derived from blood or
plasma): OnpeasnsqHuwe SToMY TEPMAHY 088TEA B OTAEMEHOM DOKYMEHTE.

¥n pagneHRe Ha“ecTBOM

1 DfecnsqaH s KEHECTES PACNPOCTPEHABTER HE BOE CTAOMA MPOHIBOACTER MOTOBON NPOSYETE oT cOopa HexagHom
METEMAANA (B T. 4. oTEOpa QDHOPOR, KOHTEARERDE ONA KPOBXINMNEAMEl, SHTHEDSNYNAHTOR M HA0opa pREXKTHBOE ONA TECTOR)
00 ZpaHEHWR, TPAHCNODTMPOBAHMA, MPOUScCa NepepaboTay, EoHTPONR K24ECTEE W QOCT3BEM FOTOE0R Npogyrywd. Boe
MpOUEay Pl ON#HLl COOTESTCTROBETE TPECOBAHWAM HABCTORALLETD NPHNDMEHKA.
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2 Kposs MMM NNazMa, WENONEYEMEA KK MCXOOHEIR MATEPHAN ONR MPOXM3E0OCTES MEDMLHHCHEY Npenaparnos,
gonsHa GETh 389M0TORNEHE B CNELMANLHEN YHPERISHWAL W NPOESDEHE B yTEEPHOAHHEE NADOPaToOpWAX.

3 B samTEenMBatlEn OpraHuaEiKe SomaHsl BeTe MHCTRYRLMKE, ONPEiansiwme NPUroaHocTs EEOon SoHopa &
COa4E KPOBK W NNE3MBE [MCAXOSHOM MATEPHANE ANA NPOH3E0O0CTES MEJWLMHEKHY npanapartos). PeaynsTaTel WensTaHEA
NOAYHEHHON MEXOOHIND MATERHENE O0nkHE SETE OOKYMEHTANEHD OEOpMNEHEl M SOCTYNHE NPOA3B0OWTENK NeXapoT-
BEHHL CREOCTE.

4 CHCTEME NOCTAORHHOM HOHTRONA KESHMECTER A0NHHE NPOCNEHNBETE 3TaNk MATOTOBNSHAA MEgHLMHCHOM Npenapsa-
TA, NOMSEHHOID M2 KPOBM WA NNE3MEl HENOBEXE, TEEMM 00pasom, 41006 BLABNATE NOOLIE OTENOHEHKWR OT TReO0BaHKWA
K KAHBCTRY.

5 NexapoTeeHHEE NPENERETE, NONYHSEHHLIS K3 KPOEH W MNEa3Ms Yenosars, BOISPEIEHHEE KEH HENCNOMEI0EEHHEIE,
HAK MPAEWMNGg, NOETOPHD NOTRE0MTENKD HE BRIQRKTCA (MyHET 565 HACTORWEND CTEHOapTE).

Nomewenna v obopygosaHne

B MomMewasna, Mononsayemss OnA chbopa EpoBr MNKW NN33Me, S0MEHE DbITe QOCTATOYHLE pEIMepos, yoobHoa
MNZHAPOEKA ¥ PACNOROMEHAR OMR BEMONHEHNHA OCHOBHEE ONEpEUWA, CEHHTApHOR cDpabotom W oBecnysreadms obopyao-
BaHWA. DneEpalyy nd 3arToaks, oipaboTes v NpoESneHWsn MCNETEHWA KPOBK W NN33MBLl CNEOYET BLINOMHATE B DEAANMHHBIX
nomewaHuay, Npw cofecenoearm ¢ AoHOPOoM O0MEHE DEITh BRINOAHEHE YENODEMR KOHDROSHUWANEROCTH MHOpMaLMIE.

7 HoHotpysuWsa ofopynoBaHyA OnNs Npoq3B0OcT BEHHLN Npogaccos, SBopa MexooHon MarepHana | npoEeneHrd
MENBITAHWA QONMHS COOTESTCTE0ESTE B70 LBNEE0MY HAZHSHEHUED 1 0DEciseMESTL BRINoNHEHME TReDoBaHuA balonacHos-
™. DBOpya0eaHHeE NOAMEHEAT STTECTALMY 00 BE00E B 3cnnyataywn. Chegyer npoeognTe PEYNARHOE TEXHAHSCKDS
ofcnenoeasne W kanuwipoesy [nopspey) obopy 0oBaHMR & oopMRaHnEM HEOBROAMMOA OOKYMaHTAL M.

B Moy M2roToEnEH e MEIHLMHCEM. NPENEpATOR W2 MNA3MEl KPOEM NPEOyCMETRHESTCR ONEpEnHK MHAKTHEELWH
MM yOanaHis BApycos. Bo wabamanvs NaparpecTHON 3arpAIHEHNR RaoiROOuMe HaThD PasPEaHIHHBETE NOMELSHWA 1
oOOpyOnEEHHE ONA METSMANE, NOJESpriy o oBpaboThe No MHAKTHBILMK MK YOANSHED BUPYCOSE, W MaTEpWana, He
NpOWEAWEND TAKAE OMNEpaELHiI.

Coop HpoBM W NNA3IMEI

9 BravmooTHOWEHWA MENOY NPOWISOIMTENEM REJHUMHCHAY NPSNEpaToR M2 HPOEM MAM NNE3MB SEN0EEkE W
YHDBERGEHWEM, 3ArdTAENHBAKILMM KDOESL {NAa3MY ], MNM ODraHMZa0MEan, OTEETCTESHHOA 38 chop KpoaM {NNaaMelj, Onpeies-
AREITER AOMOB0P0M, COOERHEHINE KOTOROMN SONMHO COOTEETCTHOBETE YETEHOBNEHHEM TREGoBAHWAM.

10 NMHH0CTE KEmOono QOHOPE CRESYET YCTRHABNHEATE NPW NPHEME W NPOBSERATE NEPEH BIRTHEM KPOBK.

11 Maetog gesvidendyy KOKK QOHOpE Q0NEH OblTe HETHD GNpeganed W obocHoead. Heobdoommo CTROm cnego-
BETE MPHUHATOMY METOLY.

12 Homep oToDpaHHOR ROPUMKE KPOBM HA STHRETEE OOMHEH NEPENPOREPATECH HEIAEWCHME DEIHEIME MALBEMA 4H
YEEPEHHOCTH B 8ro MEEHTIHHOCTH, YHAZEHHOA HE yNAK0BRE kPO, 0Bpa3Ue QNS HoCNENoBEHEA 1 B 38N, CRANaHHOR npy
COa4E KPOEH.

13 MnacTuxoEsA MBWOK ONA KPOBM ¥ CHCTEMEL OnA adepeza qonsHel Geme 0CMOTREHL] 00 MCNOMS30EaHWA NP3
BAATHE KPOBK MW MNE MG ANH BLABNSHWA NOBPEIEHWR MW 38rpa2HaHE mukpodnopor. Jnm npdcnessusaHun QBumeHeA
ER#EQ00 SAHHHLEI BPDEM (NNA3ME) CREYET 3a0eMMCTDHPOEAT: HOMED JAB0OCKOA CEPHN NNECTHEOBOMN MEWES U CHCTEMBI

anA adepasa.
NpocnesyBaeMocTL KPOEMW (MNA3IMEL) W OBACTEBMA, BLINONHABMLIE NOCNe chopa KpoBW [NAA3MEI)

14 Don#Ha GbiTe OprEHWIDEAHE CHCTEMA, NOIE0DNAKIUAR NPOCNEHMEATE SEUHEHNE KESEO0E BOMHMLE KPOBK (NNa3-
Mbl} HE BCEX 3TAMRE 88 NROLOHOSHUA, HEHMHEA OT QOHIPE 1 00 NPHMEHEHHA NPOAYETE, B T. 4. 00 natpeburans [GansHnuysl
WM NPEKTARYHIWETD Bpaqa). NoTpebumens HEceT OTHETCTESHHOETE 38 WOSHTHEMEALMD PEUMIMEHTE.

15 YypemasHws, 3aroTaENMBAMKILES KPOBE WK NN33MY, W NPOH3EOOMTENE NPENSparoe SonHE MHPOpMUPOBaTE
OpYr QpYTa B CREgyWME CryHan::

- obBHEPYHEHHE HECOOTEETCTEMA 3N0P0ELA JOHOPE VETEHOEMEHHLIM KPHTERHRAM,

- obHapy®eHHS Y OOHOPE NpH COS4E KPOBX NOIWTHEHOM DEIYVNETATA TECTUROBEHMA HE MEPHEDE BAPYCOBR NP9
OTPHLETENEHLY DEIYNLTATEY, NONYYEHHLE NDW NPEOROYILNE GAAYAK KpOoad,

- BLIABNEHHE HECOOTESTCTAEMA NPOSESEHHA TECTHMROBAHUA HE HENWYME BMPYCOE QEACTEYOLWSA MHCTRYELMA;

- DonesHs QoHODE, BRIEIHHEA NMEPEHROCHMEIMKY NPENAPATEMH KPOBEH HEDERUWNOHHEMA aredHTame (HBY, HCW, HAY
W apyrasM Ha-A  He-B, He-C evpycanme renarata, HIY 1 e 2 0 gpyredn Z8eCTHEMA B HECTOALWLSE BPEMA BUDYCEMN);

- BRABNEHWE y OoHopa Boneadw Kpotudeneg—Hroba (Creutzlaldt—Jakob ) {CF wnw vCJD);

- obHEpYREHNES ¥ DEUNNWEHTE WHEE ELMOHHOMY 3800NSEAHKA, METOSHWKDM ROTOROM Gein (Mhk mor BeiTs) goHap.

MNopAgos WHEGOPMEDOBEHMA W HEODXOZHMES OSACTEMA NPW BOIHWKHOBSHAW NEPEqHCNEHHBE BeIUE CHTYALHA
pPErNEMEHTHRYITER HHCTRYRYWER. CRegyeT NpoeoamTe BHANKE NPESLINY LML CNYHE8E coa4| Kpoad (NNEaMel ] 38 nepron
HE MEHES B MBC, NPE0WSCTEYRILIMA NOCIEgHER COS4E KPOBEKW © HETATHEHEMK PE3yNETATAMK TECTA, MoK BRRBENSHMK 00RO
WA NEPENMCNEHHER CIY4E8E CNEAYET NOBTORHD PACCMOTRETE M OUEHNTE QOKYMEHTALWID HA CEPHI Npoaykume. Tpedyerch
TIATEMEHD OEHATE HE0000MMOCTE OTIRIES BESH CEQUH, NPHHRMEA B0 BHHMEHWE Bug 3abonesaHnn, 00seM nyna kposd
[Mrazme), HHTERESEN BREMEHN MERDY COSYEA KpoEW W OBPatoTHOA CRIBOPOTEY, CBPESKTERNCTHEY NDOOYETE W TEXHINOOAR
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npoK3IeogoTea. Ecng yCTaHOBNEHD, 4TO B YN BKNOSEHA nnaaaa, nadugeposadsan HIY wm empycamd renaritoe &, B wnu
C, 378 mHdOpMan9a, HApAgY © PeWEHWEM NDEONPWATHR O BOSMOMHOCTH NPOOONMEHEA NROWIBOACTESHHON NPOUAECCa M3
FTOMD YRS KPOSH [MNA3ME ) MM HEOBXDOMMOCTH 0T36IBA 3TN NPOAYETA(0R), JOB0AMTCR 40 CESSEHWA KOHTDONMPYRD LMK
OprEHOE.

MpoK3IEoAcTED M KOHTPONE KAYECTEA

16 Kposs M nNazma. NpogykTel e nepepafoTey goimiHel HCMETEBATLECA C WCNONEI0BEHAEM STTECTOESHHLIX [BAMW-
OWPOBAHHEK] METOO0B Tpadyamol YYBCTENTENEHODTA W CReuMh-HOCTA K CNagy MM Maprapan soabyiuTanai TpEHs-
MUCCHEHEX 3a60MeBaHmE.

- HBsAg;

- adTATena k HV 1 HIV 2

- aHTHTEna K HCW

Ecnw 0OMH 13 3THx TECTOE 0&88T NOSTOPHLM MONOHWTENBHLIR DEIYNLTET. TO NOPUMA KDOEW [ANS3us) OTENOHRETCR.
B HOpMETHBHED. QOKYMEHTEX MOKET DbiTe NPEOYEMOTPEHD NPOBENSHNE QONONHATENEHEX TECTOE,

17 Temnapartypy HPEHEHMA KPOBKA, MNE3ME A NPOMERY TOHHBL MPOAYETOR B0 BREMA CKNAOMPOBEHMA H TRARCNOPTH-
POBAHHA OT JSMTIEMMBANWAE YHREMIEHHA 00 nepepabat-esowry NPegnpERTHA CNESYET PEMAaMsHTHROBATE. 3TH
yonoswA Heoboques cofnogars Npw QOSTAEEkS NRoOyRUWME RoTpabuTamno.

18 ThapsLid FOMOTEHHLIA TyN NNEAMB6l EpOBA (B T. 4. NoSAS OTOANSHWA HPUONPEUANATETE] QOMHEH MCNETeIBETEER ©
HCNONLIOESHWEM STTECTOEAHHE (BINWOAPOBEHHRN] METOOOE TPeOyemol YyBCTBMTENEHOCTH U cnaundiHocTi. (o
NPOBEOSEHIAM 3THY TECTOHE B MyNE NNEEME! BDOEW HE JONEHA BRREMFATECA NONDHHTENEHAA DEERUNA HE CNE0yRILIWE MApRE el
CREUWHECKHE TREHCMHCCHEHED HHOEKUWMOHHEX SreHToR:

- HBsAg;

- aHTATENE © HV 10 HW 2,

- adTaTEna k HCW.

Mp# NEIATHBHEL. PEAYNETETAY 3TOT MyN HE Jon#eH DETe 4ONYIWEH 00 NROWIBOSETES.

19 B npowisoscTearHbIil MpoUscs momaT beiTe Gomyles myn nnamisl, npawequive Tectuposaquws Ha HCW RNA
seToaon MAT | TexHONOMA asnnidrianm HYRNEMHoeL Moot nuclels acid amplificafion). 0ns TacTMposaHiE O0MHE
OuiTh WCNONEI0BAHE ATTECTOBEHHLNE (B3 NWOWMPOBSHHEE) METOOE OCTATOHHOE SYBCTEMTENEHOCTA W CNELHEHHHOCTH.

20 TpeboeaHWA K NPOEESEHWH HCNBTEHWA HE HEMMHME BHPYCOE MM O0YNAK MHEMEHLWOHHBIX SraHTOE QOsHE Deme
CHHOpMYNHPORAHE © YYETOM 3HAHWA 00 ONACHOCTH WHGERLWMOHHED SMEHTOE W NPMROOHOCTA NPWMEHREMEIY METOOME
HCIEITEHAA.

21 STUHBETEM HE KOHTERHEPEX C OTSEMEHEMKA D03AMH NN23ME],. XPAHALLAMACR nepas obvagrHasnes W dpakywosn-
pOBEHWEM, OOi#HE COOTEBETCTBOBATE QEACTEVHWWM TpeboBaHrAM. ITHRETHM OONHHEl COOEPHETE, MO KPEAHEA MEpS,
CNENYHILY K HHODMALMH. MOSHTWDHEALMOHHEIA HOMED OTOEPaHHORA NOPYMA KPOEKM, HEMMEHOBEHHE M 30DEed QOHOPCKoD
UBHTpE MM TpassdyawoHHo cnysbbl, OTEETCTEEHHON 32 NpEnapatel, CEPHAHEIA HOMEB[D KOHTEWRHEDE, TEMNSPaTypy
HPBEHEHWA, NOMHYID MEB00Y MM O0REM NNEaML, THN SHTHKOANYNEHTE W OATY J2roTOEA WA p330ENSHA Hpoed.

22 T uenked YMEHLLLEHHMA JHCKS MAKPOBHOM 3arpRaHeHEA MNEsms MY BHECEHMA MHOPOSGHOM MaTE0Wana, anapa-
LMK Mo DO LEOMHEHWK W DE3MOREMHEEHHED MNa3Ms OOMHHE BRINONHATECA B YWCTOA 30HE HE HUME THRa O nepocodan npw
STOM ODMHEH WMETE COOTBETCTEVHILLYED OOESTY, MACKM W nepsated. Heobeogumwo parynapH HOHTRONUoESTE METOOM
OTEPEBAHMA KOHTERHEP0E, ODLE0MHEHUA W DAIMOPDERUBAHWE MEE3ME, HANDUMED, NYTEM NPOBESEHWE MCNEITBHWA HA
HENMHWE MHEPOBHON 3arpRIHaHHA.

23 Crenyer HaTho PEIMPEHHSHBATE NPOMERYTOHHEIR MW KOHEHHEIR NEOGYETE, NPOWESOWINE SNEPELAKM DD WHSKTH-
BALMH WK YOAMSHNE BUPYCOE, OT MATERHANGE, HE NOASSRMHYTEX TaKoA opaboTra.

24 He ponyceRaseToR NpoSoguTh ATTECTAUMKE [BANMOSUWH) METOO0E YOSMNEHWMA WNM MHEXTHBALMM BUPYCORE HAa
ABopYOOEEHMM, WENONEIYEMOM ONR NPOMABOACTEE, B0 MIDEHEHWE FAMPAIHEHNA NPOOYVELHMK BHEYCAMK, NRHMEHREMEINMK
0N STTECTALMA (BAnNMOSEUMK).

XpaneHwa obpazuos

25 Mo 20zMaEHOCTH, HHOHBAGYANEHbIE 0OPaZUE KPOBM CNBOYET COXPAaHATE ONA 00NSMr4aHUR NPOSENEHHMA B CNy4as
HEOBXOQUMOCT DETROCNSKTHEHOMD adHanyza. ObkidHo 310 BXo0MT B O0A3AHHOCTL SAr0TAENMBARIWETD YHDEMGEHHA.
Ofpasusl ¥EHODM NYNa NN3aMeE JOM#Hb KPAHATECA B COOTHETCTEYMILME YCNOBWMAX HE MEHSE 0OHOM MO8 nocng
OHOH4EHHA CROKE MOGHOCTH NPOOYKTE, MMaLErs HAwbonas NpogonEHTENEHEI CROK XpaHaHiR.

YTanuiauma oTOpakoBaHHON KPOEM/ NNAIME! M NPOMEKYTOMHLIX NPOOYyKToR

26 HaobxogMmo HAMHYNE HHCTRYELHIA No DeaonacHof 1 3dubarTHeEHOA yTrAMaym oTOpaRoBaHHE KOS INTazME
WM MPOMEHY TOHHEX NDO0YETOE.
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Npvnomesne 15

ATTecTauMna npoueccon W obopyaoBaHun
OcHOBHLI® NONOXMeHWA

1 O uanbi goHazEaTensCcTea COnDTEETETEMR NANESMETROE KpMTHHECKHE npouaccos (06opyooBaHMA ) I8TAHHEIM TRE-
BOsaHMAM NPOMABOOMTAENTM NEKSNETBEHHED CRENCTE J0MSHL BRINOAHATE ATTECTAUAK (BANUAALMK) npousccos 1 obapy-
LQOEAHNA, HENONLIYEMBIX MW MEOMIB0ACTES NEREPCTEEHHLIE CREACTE, ATTECTALHA [BANKOSUMA] TAHE NPOSOSMTER NpH
CYLUSCTESHHE. MIMEHSHHAY B NOMEWeHHRY, OTOpYO0BSHWH ¥ NPOUBCCAX, KOTOPEE MOMYT OHS3aTE BNAAHWE HE KaHSCTED
npoaykumd. 0nA onpagensHis cocTaea u obeama paboT No aTTeCTalME CREayET MCNOMEI0EaTE NOGXON, OCHOBAHHLM HE
CLEHEE ACKOB.

MNnanvvpoeanke paboT No aTTECTAU MK (BANKOALWK)

2 ATTECTAUMA (BANMOSUMA ) NPOBOOATEA B NNaHoeos nopAgke. JcHoBROM coctae pabor no atrecrayus addpens-
ETCH B BMEE NROTPEMMEl ATTECTALMK (BANMOALMN] MNW SKEMBAMNSHTHOM 2@ OOKYMEHTE.

3 MNporpasKa STTECTAUWE REMABTCSA UTOMELIM GOKYMEHTHM, COCTRENEHHLIM B NBKOHWHHOA, TOHHOR 1 ACHOE hopea.

4 B nporpamMay aTTECTAUMH S40MHE GbITh BENKMHEHE ND EPEFAHER MEDE, CNSOyRLmwes QaHHBEIE:

a) uans NPOBaEHNA ATTECTALMK,

B} OpraHR3EUMOHHAR CRaME NPOBENSHWA BTTECTALMMK,

) MEpEHEHE BCEX NOMELEHWA. CHETEM, 000DYN0EAHHA M NROUSCO0E, NOOMEHEALAK STTECTELMH,

d} thopmy BEQEHWA QOKyMEHTALMK [MPOTORONGOE W OTYETOR);

&) ATans 1 rpadve BeNoNHEHNA paboT;

f} ROHTpORL M3MEHEHNR,

g} COBINKW HE CYLLECTEVHILLME JORYMEHTEL.

5 B cnyqed BeNonHEHES BonbLM NpoSsToR MOosET NoTpefoBarecs paIpaboTha 0TA8NLHEN NPOrPaMs STTECTALMM.

DoryMeHTaUMA

G Tpoabopanws K NpOBS0SHW STTECTEUMM (BANKAEUMK] JOMHHE BeITh NPUBEOSHE B YTESDEGEHHON METOOQHES.
haToamia goneHs COgapHaTs TREBOBEHHA K BpHTIHBCHMM NPOUsCcaEM [DE0pyI0BaHWI0 | W EPMTEHMM OLUEHKN.

7 B xons npoBS0SHWA STTECTALMH MOTOEMTCA OTHET, COMBEOHALLMA COLIMKH HE METOSWRY STTECTALMY, PEIYNETATEI
BTTECTALHM & 05 ACHEHWEM MOGLLE OTRAGHEHAR 1 BLIBOOAMA, B T. 4. PEOMEHISEUMK ND yETpaHsHuD HenocTaTroe. NModee
WAMEHEHUA B METOOHEE 3TTECTALMK AOnHHEl B 0B0CHIBAHE W OORYMEHTANEHD OEOpsNEHEL.

8 MNocne yonelwsorn 3a8epLUsHWR DAHHOTD S3TANA STTECTALMH OiOpMNIASTCR 3aMHOYSHNE O BOIMONHOCTH NEREXDaA
K CNEny L@ My STamy STTecTaulMd.

ATTECTALMA
ATTECTALMA NPOEKTAa

9 Mapsebiym 3TanoM B LOMINSkce paboT No aTTECTAUMM HOBEIX NOMELLEHWA, CHCTEM MM 0Bopya0EaHWA AEMABTCA
BTTECTALMA NPOSKTa.
10 Cnegyer NOXA3ETE W QOHYREHTENEHD OfOpMIUTE COOTEETCTEME npoarTa TpetoeaHnAm GMP.

ATTECTAUMA YCTAHOBNEHHOMD oGOpYQoBEaHWA

11 ATTEcTauMD yoTAHOBNEHHOM 0BopyOBaHHR CNEYET BRNONHATE GNR HOBLIX MW PERGHCTOYMPOBAHHELX MOME-
LLEHMA, GHETEM 1 0BopyOoBaHNA.

12 Mpw BTTECTALMKE YETEHOENSHHOM 000pYA0BaHWA NPOSEPRDTCR, KEE MHHEMYM:

a) MoHTEM 00opyNoBAHNR, TOYDOMPOBOOOE, CHCTEM OBCNYHMBAHNE W HHCTRYMEHTOB HE CODTHETCTEHE HEPRTEREM 1
CraHENA LALLM,

B} NAnHoTE M COOTEETCTEME NPEOODCTABNSEMON NOCTABLMHOM QOKVMEHTAUWN MO SHCNINYETALMM M TEXHHHECHOMY
BNy HHEEHARDY,

) HAMWEME OOKYMEHTALWA No Eanwbposss (nosepes);

d) COOTRETCTEME MATEPHANDE W O0OPYIDBAHHR YCTEHOENEHHLIM TREOOBAHWEM (NpoekTY).

MNpu STTECTAUMK YETAHOBNEHHOMD 000Dy S0EAHNA MOTYT DeiTe BRMONHEHR W Gpyrie pabote.

ATTECTALMA Y HELHNOHHMPYHWEro obopygoEaHiR

13 ATracraugns QYHELHOHWPYROWESD 0DOPYSU8aHME BeIRONHAETCA NOCNE YONSWHOM 3880DWESHHA STTECTALMM
YOTAHOBNEHHOM oopyaoaaHIA.

14 Mpw arrecTaynE by HELHMoHHDYEWErD o0opy 0BEHAR BRINOMHAKITCR, KK MAHAMYR

8} MCALITAHMA WM NPOBSPEY, MoXoOA M3 cneuwdrHackns ocobeHHoCTeR NpoYSccos, CHETEM W OBopy00BaHIAS

B} venemaHus GyHELMOHHPOEEHWR DOOPYODEAHHE NPY paboYis NEPAMETRAR, PEBHLIE BEPXHUM W HUEHAM S0MYC-
THMEIM NPESENAM, T.8, B YCNOBMAL SHAMCYILWEND ChyYans.

Mpw arrecragwd by HEUMoHupyEowerts oBopynoBaHEA MOrYT BRNONHATLEA W OpYne paboTsl
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15 lMocne 3asaplweHna aTTecTauwy obopy0EaHWA B EyHKLWOHVPYIOLWER COCTORHKN GONMHE ObiTe pazpaboTaHe
MHETRYELME MO SKCMNyATAWANH, Kanwiposse (NOBEpKE) W OUWCTHE, NPOERGEHD OBYHEHME NEPCOHANE W HANAMEHE CHETEME
TEXHU4ECkon oBcnysreaHnA. Mocne 3TOM MOKKHG NPOBOONTE ChHUMANEHYI NOWEMKY NOMEWEHAR, cucTam W abopyao-
BAHHA.

ATTECTAUWA IHCANYyaTHpyamors obopynoEaHuA

16 ATTECTAEUMA SHCAMYATHRYEMOTD COopyaADBEHWA BRINOAHAETCR NOCNE YONALWHON 33B8PLUEHKA STTECTELMW YETa-
HOENSHHOMD N Gy HEUMoHRDY WerD oBopy O0EaHKA.

17 Mpw STTECTAUMK 3LCNAYATHRYEMOD 0B0py00BaHUA BRINCNHAKTCR, KAK MHHHMYN:

A) MCNETAHHA 1B NPOBERKM G MCNONEIOEEHWEM DEANEHEX MATERHEN0E, STTECTOESHHLX 3aMEHMTENSA KK MMATET-
[OB NPOAYETE © yHeToM crsumdii NROUBCEon, NoMELUEHUA, CHETEM MW aBopynoBaHMRA;

b} MENETAHUA ¥ NPosapEd NRW PEEcHUY NARAMETREX, PRBHLE BEPKHAM W HIHHHM JOMySTHME NOE0SNEM.

Mp# ATTECTALMA SKCMAYETHRYSMOMD 0DoPyS0EaHNA MONYT BINONHATECS M apyrue paborw.

18 HecMmoTpA Ha 7O, 4To ATTECTALUWA SXCNNyarHpyesmons obopy0oBaHiA PaccMATDHESETEH KBK OTOENEHLN B0
pador, B HEKOTORGLEE CNYHARY OHE MOMET BRINONHATECR B COMETEHHN © ATTACTALWER dyHHUMOHMEYOWE ohopyaosaHHs,

ATTECTAUWMA OeWCTEY WKW NOMBILEHHA, CHCTEM M 0BopyQoBAHKMA

189 B npouscce TEEYWERA SHCOMYATALWA CNegyaT Nony4ars JaHise, 0B0cHOIBRBEMHLWE W NOOTSEMHIAWME CO0T-
SETCTEWME PESOYMY KPYTHHECKHMX NEPAMETPDE 338aHHEM Tpabosamsn. MHCTDYHUWA (METOOWMKA] 1M OTHETEl N0 3HCNNYaTa-
UMM, KaNWERaEXe, OHMMCTES, TEXHHHSCHOMY OOCMYHMBAHUI M 0ByYEHWK NEPCOHANA S0NMHE BuTh oEyMaHTanEHD odop-
MITEHEI .

ATTEcCTAUWA (BEANHOAUWA) NpoYBcca
OfLwme nonoseHHA

20 ManoseHHeE B HRCTOAWSM pasaans TpeboaaHuA OTHOCATER K NEPBOHEHANLHON STTECTHLMH HOBRX NPOUBSCCOs,
NOCHNS0yEIWEA BTTECTALMN NEMEHEHHEIX NPOUSCCOE M NOETORHOA STTECTEUMI.

21 ATTECTAUWA MPOUSCCH, KSK NPABMND, O0N#HAE BbiTe J2BBPWEHE 00 HEHENA PEANWIELNK NEKaPCTEEHHLY CPEacTa
[NepenakTMBHER aTTecTayus). B uexmodnTansHelx CRy<aRx, Rarha MpoaecT NEpCNEXTHEHYH BTTECTALHE HEEDIMOEHD,
MIGHET BOAHMEHYTE HADEXOOWMMOCTE NPOBSOaHMR BTTECTALMA NPOUSCCE B X008 NPOM3B0OCTES (TEXYLWAEA aTTECTAUMA).
[OefcTEOSAELME B TEHEHNE HEROTOROM BREMEHH NPOUBCCE! TRNE NOONSHAT ATTECTALMM [PETPOCNEKTHEHEA BEANUASLMA).

22 CnegyaT BsonHATE BTTECTALMED NoMELWEHAR, 0BOpYO08aHW , NPOLBCCOE W AHAMMTAYECHAL METOZ0E KOHTPONA.
[MapCoHan. BeINONHRALAR STTECTALWK, JOMHEH TPOATH COOTEETCTEYIOWES OhyYaHnE.

23 Cnegyar neprogMHeckd OBEHHESTE @YHEUWOHWDOBAHWE NOMELWEHWA, treTan, obopynoBadA ¥ NPOLBcCos ©
LB NOOTESPMIEHNR WX paboTel B COOTBETCTEMM © 380aHHEMM TREDOEAHHAMIN.

MepcnedTHEHAA aTTECTALMA

24 B cocvas pabor v QokyMEHTALMK NO NEPCNEXTHERON ATTECTAUWN BXOOAT, KAK MUHUMYM:

A) HPETHOE ONUCAHWE NPROLaGces;

b neEpEHEHE ROWTWHECKMY CTAGHA NDOUSCCA, KDTOPEE NOQNEMET MOCMENOEaHnK;

C) NEpetsHs MENONEIREMEX NOMELLEHAR 1 000DV NDESHHA (B T. Y. KOHTPONEHOE, H3MEPH TANEHOE M PETMCTRHDY WSS
OBOpYAOBSHWE ) © YHAZAHHEM HAMM-UA CEENEHWA 08 nx tanubpoese (nosapre);

d) crauwbaialre Ha roToEy NRoOYELWK;

a) NEpEYEHE MGCNOMNLIYEMER BHANUTHHECKEME METOO0E [MpK HEabXoguMocT);

i npegnarassese Bras BHY TRWNPOMIBOACTEEHHOM KOHTRONR M EPATERMA NPHEMNEMOCTH,

4) QONONHHTENEHEE WCNLITAHNA M EPHTERHA NPMEMNEMOCTA 1 STTECTALWA SHANUTAHSCKRE METOO0E;

h) frEd oThopa npob;

i} nopsook ohopMIEHHSE M DLEHEN Ja3yNbTATOR,

|} OOA3EHHOCTIA W OTEETCTEEHHIGTE NNL, MPWHACTHLE ¥ STTECTAUMM,

k) npagnonaraesed rpadiie BeinonHeses pabor.

Moy DBeiTe BRNONHEHL W PYMe paboTe.

25 Mpw BeInonHaHEK 31X pabor (B T, 4. HCNONLI0B3HWE CNEWWEHLMPOBIHHEX MATERNENDE) MaxeT Gume npoui-
BEOEHD HECHONLRD CEMMR TOTOBOA NPOOYHLWH NP 0DsMHLE YEAoDERRY. TEORETAYSCEEM “MCH0 NPOWMIBOSC TESHHBIX LMENOE
H HAGNEEEHAE DOreHHD Bkl Th GOCTATOYHEIM, STO0R BLIREHTE TEHOSHLWH KIMEHEHUA NAPAMETPOE M NONYHUTE QOCTATOHHEIR
O8HHBIE AnA ougssr. N8 arTacTaguK Npousced CYMTAETEA DOCTATOMHEM BRINOSAHATE TPM MOCrEqosaransHe cepn
[MPOVIBORCTEEHHLIE LMERE], NpK KOTOPLIX NAPEMETE HAXOORTER 8 3A0AHHLIX NPESBNaY.

26 Pazmap CEpHA NRM STTECTAUMN A0MHEH DkITs PEEHRM DEIMEDY CEDMH NHW NPOMBILLNEHHOM BEINMYCHE MPOGYELWRA.

27 EcnW npegnonarsstcn NROOEsE HNK NOCTEEE CEpMA, NPOM3ES0eHHEL NPH 8TTECTALMM, TO YEROEHA WX NROM3-
BOACTES AOTHHS! NONHDCTLI COOTRETCTROBATE TPEhoBaHWAM HACTORLAM STAHOE0TA M HOPMETHEHOA OOKYMEHTIUMN, B T. 4.
YENBWHOES NROBETEHHE BTTECTALMM,

Terywan aTrecTaumna

28 B vcemsHeTensHbIx Criy4asy OONyCKASToA HE 33B8pWUATE NPOTPEmMY TTECTELMY 40 HIYENA CEpHRAHOM NpaKI-
BOACTER.
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20 PoweHHs O NpoBSOSHWA TERYWLER BAMMOEUWH O0nMEHD ObiTe oBOCHOBEHD, SOEYMEHTENEHD obopmnado |
YTBEHASHO NMALAMW, MMEHWLHME HE 3T0 Npaso.

A0 K AGKYMEHTALWK NO NDOSASEHMED TEXYLWER ATTECTALMM NPEOLRENAKITOR Té e TpSioBaHUA. 4TO 1 NHW MEpanes-
THEHOA BANAWOALHA.

PaTpocnexTHEHAA aTTECTaLMA

31 PeTpocnekTHEHER ATTECTALMA MONET NPOBIAKTELR TONEKD ONA XOPOWE OTRaMEHHED npouaccos, NposaneHws
B8 HE AOMYCKEETCA, BCNKM B COCTEE NPOIYELHK, TEXHONOMWHECEME npousce My 0DopyqoeaHre HenasHo Dbint BHECEHBI
WAMEHEHWA.

32 PeTpocnéakTHEHER ATTECTALUMA TEKMX NPOUSCCOE DOHOBLIBSETOR HA NPEOWecTEY AWML NaHss. Tipy atom Tpe-
Byates paapaboTis CneumansHoR METOOMEN A NPOESSEHNE SHEMWEE SaHHLIE NPEgLUIBCTEYHIWERE 3LCNNYETALMH © BRIBOOS-
MH W PEXOMEHAELMAMK.

33 MexooHsbiMe AaHHEIRE S0A NPOBE0SHNA PETPOCMEKTMEROR STTECTALHN REMAKTCR NROTORONLl NROWISOACTES W
YIAKDEKH CEMA NPOOYRLMHY, HOHTPONEHES KAOTE NRPOMIBOSCTES, MyDHANL MPOSENSHUA TEXHWYSCKDM 00Ny sMEaHME,
OAHHEE 00 HIMEHEHWKA B NEPCOHANS, MOTEHUMANEHE BOAMOMHOCTAX NPOWSEEE, J8HHEE O FOTOBOR NPOOYELAK, B T. Y.
KAPTE TEHOSHLUMA, 3 TAKNE PEIYMETATE MIYHEHMA &8 CTAENNEHOCTH NRW XPaHaHAN.

34 Cepud npogyrywd, otobpadsse gna NpossjeHnA DETPOCNEXTMEHOR BTTECTALME, OOMMHE NPELCT3AMATE pan-
PEISHTETHEHYH BRIGODKY ANA BCEx CEPUWA, HAMOTOENEHHE B TESMOHHE DRCCMATPUBASMOM NEPHONA, B T. 4. BOS CEOWK, HE
COATBETCTEYHLME craywdreauran. Konwmecreo npooyeuyme SomeHo DeiTh QoCTaToMHEM, STo0E Nora2ats cTabuneHOCTE
npouscea. Tpw NpoSEaeHH DETPOCNEKTHEHOA STTECTALHN NPOLECCE SR NONYYSHMA OSHHER B JO0CTATONHOM KONHHSCTES
W paasooBpasie waryT noTpedosaTLER JONOMHHTENEHEE MENEITAHMA ApEMEHLIX 0OpasLOe,

A5 OnA ousHe cTA0MNEHOCTA NPOUESCCE DpW NPOBSOSHHM PETROCNSKTHEHOA ATTECTAUMH CNEOVET BRMONHATE
BHANWA gadHBE o 10 — 3] nocneaoBaTenblo NPOMIEENSHHEM capwAM. MosaT MpoBBpRTECE W MEHEWEE YHCNo CRpWA
NEk HEMNMYWH COOTEETETEYHIWEND 0BOCHOBAHNA.

ATTECTALMA NPOYECCOE O4WCTHH

36 ATTECTALMA NPOUSCCOB OHWCTHH BRNONHAETCR © UENbH RoO TESME0eHMA 3dxbarTMBHOCTH METOG0E OHNCTEN. [Tpw
ATOM SOMHEHE! DeITh 23388H 51 QONYCTHMER NPENEN:E HE OCTATEN NPOIYKLKA, MOKMUHY CRECTE W MARPOOHDS J3MAIHEHNE.
3TH Npeaank QoNEHE ObiTh PEENLHD JOCTHHNMEIMA W NPOBSDRSMEIMH.

37 OnA onpaganssis YOTAHORMEHHEX NPSOSnos oCTETHOR BEWAcTE MNM JSMPASHEHAR CNEgyET nononsIneaTs
BTTECTOBAHHLIE SHAMHTHHECKWE METOON & AOCTETOMHOA SyBOTEMTEMLHOC TR,

3B Hak npasang, STTECTALHK NROUSCCOE OYUETEN CREOYET NPOSOAHTE TONLKD AMA NOBSIXHOCTEN, KOHTEETHEY LMY
C npoaykToM. Cregyet TaHse NpMHMMETE BO BHUMEHKE 08TanK 0fopynosaHEe, HE BOTYNMEWME B KOHTEKT G NROSYRTOM.
Crnenyer NpoanaMTE STTECTALMED AMMTENsHOCTA MHTEPEANCE BPEMEHH MERLY DEOH4AHHEM NPOLSCCE W O4HMCTHOR, 3 TaHE
CHMETEDR W HBHAN0M Cnegyant npouscca. Cnagyet anpesendTs METOObl D4MCTER M MHTEPSANEL BREmMEHE MmOy
NpOBEREHHEM DHNCTE.

359 OnA meTooos O4UCTEM CRO0HBE BHADE NPOOYELME M NPOLSCCOE CHMTASTCA NPHMEMNEMbIM BRBPATE pEnpazaHTa-
THEHEIA PRO SHANOMESHER MESTERNAN0E M NPOUSCCoE. B Tamas CnyYans MOsHI MpoBoanT: OOHD aTTECTALNOHROE Hoone-
OOBAHWE ONA FHAWEYOLSD CNYHEAR, MPA KOTOROM YYMTHBAHNTOR BOE KPHTHHECHNE dakTopk .

40 Ons aTTecTauan Marossd OHMETER QOCTATOMHD YONELWHGM NPOBEGEHUA TREX NOCNEaoBATENLHEN LWINDS DHMETER.

41 MeTtop anpoBapATE, MOKA HE Cy0ST HWCTO: HE 3AMEHRST BTTECTALNKD NPOUSCEE O4HNCTEA.

472 B x248CTEE MCHNEMEHMA NP BANMOALUMKM OYACTER MOKHD MENOMSI0BATE MATERMANL], KOTOPLIE MMUETHPYHT
KO- KHMHHECKWE CEORCTER YOANABMED BEWECTE, SCNE NOCNSAHWE ABNAKOTOA TORCHHHEIMH MK ONESHEMIA.

KoHTpons WaMeHaHHA

43 BHECAHWE HAMEHSHWA B MCMOOHLE METEQWANL, KOMOOHEHTE NPOOYVEUMK, TadHonorysaceos abopygoBadmne,
NApaMETPE ORPYEEELLER NPOWIBOOCTESHHDA COaMLI {MINW NNOWE0KH ), METOME NPOMIBONCTED W KOHTPOMA, KOTORRE MOryT
NOBEAWATE HE KESECTED MPOOAYKTA MM BOCNPOWISOAHMOCTE NPOUSCCE, DOMHHD BENONHATESA NO CNELManEHD DaIpaboTaq-
Hiakl WHETPYHUARRM. METOOL! KOHTPOMA MAMEHEHWE Q0MHHE NPSOYECMATPHEATE NOMYHEHWE QOCTATONHD NOMHER QAHHEIX,
Yrobkl YOBOWTECR, MTO B MAMEHEHHOM Npouscce By et NPOWIBOAHTECA NPOOYET TREOYamMaro KEYSetTEa B COOTBETCTEMNA ©
DOHYMEHTELWER.

44 Bos HIMEHEHWR, HOTOPBIE MOMYT OKS38TE BNWAHME HA KEHSCTED NPOEYELHKA MY BOCHPOWIEDAHMOSTE NPoUScea,
SonEHe DelTe OD0CHORAHS!, OROpMNEHEl JOKYMEHTANBHD KM yTEEDHEOAHE. Cnegyer ousHWTE BOIMOHEHDE BNAAHHE MIME-
HEHHA B NOMBLWAHNAX, CHCTEMAX Mnd o00pyA0BaHWY HA NDOOYELAK, B T. 4. NPOBSASHAE SHANW3E PWCKOE, ¥ ONPESENETE
HEDEXOOMMOCTE NPOSa0EHNR W o0beM paboT No NOBTOPHDA STTACTALMM [PEEINWOSLMN ).

NoeTopHas aTTecTauMA (peEanNMOaLMA)

45 CheayeT BsnonHATE PERHOGMHECEYED DUSHEY NOMELWaHWA, cHoTas, obapynoBaHuA n NPOUScCos (8 T. 4. NPOUEs-
COE O4METEM] ONA NOSTESRROEHAR X COOTEETOTEMA 380aHHEIM TPEDoEAHWAM. ECNM CYILSCTEEHHEE WIMEHEHWS OTCYTET-
BYHIT, TO BMEBCTD NOETOPHOR STTECTAYMH OOCTETOMHG COCTEEMTE OTYET, CEHOSTENLCTEVIWMA O TOM, 470 NOMBLIEHKA,
CHETEME, GDORYOOESHWE W NPOLBccE COOTEETCTEYIIT YOTAHDENSHHLIM TRE0OSaHHAM.
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TepMHHE! W ONpegenaHuA

Huoke npUenanTos TEPMUHE, OTHOCRILMECA K ATTECTALMM 1 BANWIELMM, HOTOPLIE HE BENKHEHL 8 PAATEN 4 TEpMEAHE
M CNPEIEnaHHA  HECTOAWAEM CTEHASEPTA, HO MCNONE3VIITEA B JEAHHOM MPWNOHEHHA.

aHanu3 pucroB (risk analysis): MeTon oueHEM W ONWCEHWE KPATHYECHAX NAPSMETPoE NPY EyHELWOHUPOBRHNK
ABOpYOOESHIMA WA NPOUecca.

ATTECTALMA B 3gcnnyatauwu (performance qualification — PQ): JowymeHTansHoe NoaresEgaHe Tom, Yo
MOMELEHWA, CMCTEMBI W 0BopyooRaHne B komnnerca paboranT sdebedtvero ¥ ¢ BOCNPOMIBOAHMEIMA NOKAIATAMNAMK B
COCTEETCTEHN C NPOMBILLUNEHHER DEFNAMEHTOM, TEXHOAOTASBCHAMIE HHCTPYELMAMKA W CREuMInkEuMeEn Ha NpogyeT.

arTrecTayuA npoexra (design gualification — DQ): DoryeHTansH0e NOATES MO EHWE TORD, 470 NROSKT Npovaenn-
OTRE (B T. 4. NOMBLEHWR, CHCTEME W 0DOPYOOBEHWE] BEINONHEH B COOTESTCTEMHA C 3A08HWEM H3 NEOEKTHDOSaHAE,
HECTORLLUMM CTAHOARTOM M G0YTMME HODMETHEHBIMK S0KYMEHTEM.

ATTECTAUMA npouecca (process validation): QokymMeHTaneHOe NOOTESEEEEHME TOM, 4T0 NPOUECE, BRNOMHASMbIR
B pAMEEX YOTAHOBNEHHEX NAPAMETPOR, npoTedasr ShoiestmEHo M C BOCNPOMIBOOMMERE NEPEMETRAME, NROMAB00R
NEKAPCTESHHOE CREOETEO, YADENSTEOPRAHLLSE BEaM JA0AHHEIM TPEEoBAHKHAM K NPOSYKLMH W B8 Ka4SCTRY.

ATTECTALUMA YyCTaHOENeHHOoM obopyaooBaxdRA [installation gualification — 1Q): DokymeHTaneH0e NogTEER=0E-
HIE T, 4TO MOHTEX NOMELEHHR, CHETEM H 00OpYO0BEHIA [VETEHOBNEHHELE MNW MIMEHEHHEIX | BENONHEH B COOTEETSTANK
© MPOBETOM ¥ GPYTOR TEXHWHE CHOR S0y MEHTEUMEA.

ATTECTALUMA yHKEUMOoOHKpYHWero obopyogoeanur (operational gualification — O0): JokywmedTaneHos nog-
TESMAUGEHHE TOM, 4T0 NOMEILEHNA, CHETEME W 0DopYO0BAHME [YCTHHOBNEHHEM HNKW HIMEHEHHER) SYHELUMOHWEYET B
COOTEETCTEHN C NPESLABRNREMEIME TRED0SSHNAMN B0 BCAK PEMMMEN paboTe.

MMHTHRYHWMA npogyeT (simulated product): Marapuan, koTope@ No ceoMM DHaHHacinin |, N BO3MOEHOCTA,
WAMHHECKAM LADARTEMACTEEM (HANDHMS], BRIKOCTH, PEAMEREM HACTHY, pH K Np.) BNUaos NpOayRTy, K KOTOROMY OTHOCKTCA
ATTECTEUMA. Bo MHOME CNYHERY STAMH XBPaXTEPHCTHEAME MOMYT 00Na0ats copad nhausto (RpoiydTs, He coOapealens
AKTHEHOM MHIPEOWEHTE).

HOHTpONL WameHeHnH (change control): OdiopMmneqHsss GOKyMEHTAENEHD NOPAS0Y, COMMBCHD KOTAOROMY NpESCTAE-
EMTENH PEIMHHBEE CREUMANEHOCTER DACCMETRHBEIT NPESNOMEHHES WNA CYLLBCTEYHALNE HIMEHEHHA, HOTOPLE MOTYT
NOEMAATE HE CTATYC «ATTSCTOBEHOH ANA NOMEWEHMA, obopy0oBsHMA MM NPOLEccos W ONPEOenmnT HeoDNagHMOocTE
ASACTEWA, KOTODLIE SONMHE ODBCHEYATE 1 OOKYMEHTANLHD SEORMATE MOOOSPHEHWE CHETEMB B CTATYOE ATTECTOBAHO Y.

HAWZYOUWKA Cny4ad [worst case): Yonoswa unw KOMNNEs yENoarH, OTHOCHLWMAGH K BEDXHAM 1 HUEHAM NPEOSnam
NAPaMETROE NPOMIBOOCTESHHOND NPOUECCE W CERIEHHLIY C HWMH haKTopos, onpeasnerHsx QOKYMEHTALUWER, ROTOREIE
MOTYT NPWBECTH K CAMOR BELICOROR BEPOATHOCTH NOARNEHHA DRaKS B NPOUSCEE MNH NPOSYETE NO CRAEHEHWD © MOSENEHEIMKA
YEMOBWAMK. TARME YENOBWA HE Boerpd obR3arensHa NEUEAORT K Dpary B NPOUSCCR WM NPOOYETE.

NEPCNEKTHEHAR aTTecTauuA (prospective validation): AT recTtaums, BRNOAHASMAR 00 HEHANE CARWAHOM NpEona-
BOOCTES MPOHYKLMKY, NPEIHEIHEHEHHOR QNA PEaEnmEanmu.

MOBETOPHAA aTTecTauwA (pesanwgauwn) |re-validation): MNostopedws NEpAEVMHHOR ATTECTAUMM NPpOWSCsE Ond
OBBCHEHEHIA TADEHTHI TOM, 4T0 HAMEHEHHA B NPOLSces [0D0PYR08aHMH], BLINOMHEHHEIR B CODTEETCTEMW C NpALBAYDOR
KOHTRONA M3MEHEHA, HE VEYOAKT XEpaiTepucTHed MPOUSCce 1 Ka48cTa0 NPOOYELWMH.

pPETPOCHEKTHEHAR aTTecTaumA (retrospective validation): Atrectayus capyiiHorm npouacca NpoMIBnacTES pea-
NAYEMOND NPOOYETE, OCHOBEHHAR HE NOMYaHHEX JBHHLY O NPOMIBOACTES W KOHTRONE CERWA NROOYHLNA.

cucTema (system): Cw. DBLWe TEpMIHE K ONPEJENEHNA,

TERYWAR atTecTaywa (concurrent walidation): ArTectayva, BeENONHASMAR BO BREMA TEEYWEND [CepMAHOM)
NPAOMABOACTES NPOOYHIWH, NPESHEIHEHSHHDA ONA Peanuaslui.
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MNpvnomesne 16

MoaroepwaeHKe COOTRATECTAMA CEPUM NPOAYELMMA € UaMki0 80 BLINYCKa,
BEIMOMHARMOS ¥IOMHOMOUSHHEIM MHLOR

1 DBNACTEL NpUMEHEHWA

1.1 B HIcTaRWEM NPMNoEEHU YETEHBEMMBIETCHA NOPANDK NOOTEBHOSHMA COOTBETETRMA, BRINDNHASMArS Ynon-
HOMOSEHHEIM oM, W TRSO0BAHKA K NOCARHAHOMY BLINYCHY NEXaPCTESHHLE CREJCTE B PEANH3ALMID COMEBCHD feRcTEY-
HHLLEmM Y NOPROKY.

12 PacomoTpedsl TEGHE CyHan, $ofha NpaMaBnncTen Capud NPoayELMY MNd NROBSOEHME SHANWMI0E P33NENaHD Ha
HECKOMEHD 3TAN0E, BENONHABMLY B Pa3HELX MBECTAX MMM PEINHYHEIMKY NPOMZB0OMTENAMN, 3 THORS ROMDS COPAA NROME-
HEYTOHHOR MK HEpachaco8aHHOA NPOOYKUMK RE3NANAETCA HE 088 1 Dones CopMA raTos0l NPOgYELHA.

Hacromues NpHNCHKEHME DACMPOCTRAKASTCR M HE NEKEPCTBSHHLE CRESCTEA. NPEAHEIHAYEHHEE OITA KAWHWECHHE
WOENAQABAHMA, NPOMEB0ACTED KOTOMRX WMEST CBOM 0coDBHHOCTW [npunasaqre 13).

1.3 HacToAWes NpHNoHEHWE HE DXEATHIBAST BOE BOIMOSHEE CNYYEH NOOTESPHAEHWR COOTSETETEMA W HE OTHOCHT-
CH K NPOOYRLAK, BRIMYGK BOTOROR PErnamMasTMpyerca CreyuansHside TREBOBaHAMK {TEHAMK, K3K NPENSPETE KHOaK W
MMM YHHENE NPENARETE, MHCYNMHE, M3 MEQUUHMHCKINT MEMEHEHHA 1 NEKaPCTESHHLIE CREACTES ANA DaTa ),

14 QocHosHes TpeDoBIHHR K BRNYCHY CE AN NPOAYELMN MEWBORTCR B NWLEHIMK HA NPOWIE0NCTED W PETMCTRAaLM-
OHHOM ADCEE. Ht QSHD HE NONoHEHUA HACTORLWEND NEPHNOHKEHMA HE MOCKET HENONE30EATLEER, SCNH OHD BRXOAMT 38 PAMKH
YETAHOBENEHHEN TREGOEaHNEA.

2 OCcHOBHEIE NOMOEEHHA

2.1 Kampoas cepud nToaom NPogyrLM JOmEHa Ay HMTE 07T YNonHOMOMEHHOR NHLE NoATESHOaHNE 88 COOTEET-
CTEWR YOTAHORMEHHEIM TRPEDOEAHMAM 00 BRINYCKE B PESNAIELEAE HE BHYTDEHHEM PhIHKE WMIT HE SHCNopT.

22 Uenss oHTHONS 38 BRINYCROM CERMA NPOOYHLMA B DEENEELMED REMAKTER:

- ObECHEsaHrS FApaHTIAM TOM, 4TO NPOHEE0OCTED W KOHTDON: KEHBCTEE CEDMH MPOOYKLHN COOTEETCTRYIOT TReOD-
BAHWAM NHMUEHIWA HE NPOHAB0OCTED, PEMMCTRALMOHHOID Q0CRES 1M HACTORLWETD CTAHOS0TA MMM BHENAOMMHROND CTaHaapTa
OPYTOR CTREHS, NPWIHEHHDIT 3XEUESNSHTHEM HACTORILEMY CTAHOSPTY,

- BOBMOHHDOTE ONEPETHEHOM HEXOHOEHNR YIONHOMOMEHHOM NALAE, KOTOD0E Bl AN PAZDELEHWE HE DEAMMIELWID
CEOMA NPOAYELMA (B CNYYans pErnamMani WNW OTILIBA NPOEyELMM )

J BEeepaxne

3.1 MNMpov3eofcTen CEpud NEKApcTEEHHL CREaCTRE, B T. 4. HOHTPONL HKAYECTES, PEIIENRETCR HA CTANMN, KOTOPEE
MOTYT BENONHATLEA B PEAMMHHBIL MECTEE W DE3HEMA MPOHIE0OMTENAMY. KEH0EA CTagua QOMEHE BRNONHATEER COrNacHD
COOTBETCTEYHMLHM HOPMETHEHEIM OOKYMEHTaM, TPEf0BEHWAM HACTORWLEND CTAHOAPTE W OEHCTEY WLEMY IEROHOOSTENE-
crey Pocowicsod @egapauny. 3THM Q0MHHO PYHROEDOCTECEATECR YNOMHOMOYEHHDE NMUD, OCYLECTENAKILLES MPoUsgypy
NOATESPHAEHWA COOTEETCTEWR CAPMM MTORAOR MYOIYKLMWA YETEHOBNEHHLIM TREBOBAHUAM NEpE] BEINYCHOM 88 B DeanuIg-
LMK,

32 Ha npakmvea oaHo YNonHOMOYSHHOS NALD MONET HE 3HaTE OCoDEHHOCTEW Eamnore 3Tand NpowIsnicTes.
YNOMHOMOYSHHOE NALG, KOTODoE MOSTREpHORST COOTEATCTEME COpMH MToR0R MPOQYELMK, N0 OTO8M6EHEM BONDOCEM
MOMET ONUPETHCR HA BSHNEHEHWA OpyTie YNonHoMoYeHHLe may. B nonoBHex cnyqas: YNonHOMOHEHHOE NWLG QO0MNHD
BkiTe 33PAHER YESPEHD B HAOSKHOCTH 3THY 38KNHKYSHUR, WEXOOR M3 NWHHOM ONLTE WKW HE OCHOBEHWK NoOTEECHOEHMA,
MOAPHEHHO M O Py YIOnHOMOYEHHEE THL BHYTPH YOTEHOENEHHOA CHCTEME! KEHECTEE.

3.3 Tpw BENONHEHAK OTOENLHED STAN0E NPOM3B0OCTES 8 APYrof CTPAHE SHAENROMMYHEIR TREOOEEHMA K COOTESTET-
BUH MPOWMES0NCTED W NPOBEEHKID KOHTPOMA K84E8CTEA NPENLRENAKTCOA W K yHECTHURY NPOMIBONCTES B 3TOM cTpads. B
ATOM CM4E8 NPOMIEOOCTED NEKSPCTESHHLY CORACTE TAKKE DOMHHD OEYIMBCTENATECA B COOTRBETCTEMA © NWUSHIMER Ha
NpOoMEB0OCTED W TPEBOBEHUAMKE DEFHETRPELMOHHON aocea. MNPoMEBaaMTEns SONSEH MMETE NHUAHIMK HE O0YLWECTRNEHWE
CEORA OSATENEHOCTH B COOTESTCTEMM C 38KOHOM CBOSA CTRAEHBI M BEINONHAT: TREDOBAHWA HACTORLEND CTAHOARTA WK
CTAHOAPTE, NPHAHAHHDM SHEMEANEHTHEIM BMY.

4 Obwwe NonNoMeHuA

4.1 PaanuuHebie cTEOWH (3TEMNL) NDOMEE0OCTES, BEO3E, KOHTDONR M XD3HEHAA OOHOA W TOR 8 CaRMM NPOOYRYWM
MYT BEIMONHATECA B PA3HeX macTax. Boe atd MEcTa W NPoM3BDOCTEEHHLIE NNOWAAKA JOMEHS WMETE OOHY WM
pE30ENEHLIE NULEH3MA HE NROWIBOACTE0 W OCYLWSCTENATE SESTENEHOCTE MO0 HOHTROMNEM, No HEDEAHSR Mape, 0OHom
YNOMHOMOYEHHOND NALE. NOGTESRHOAHILE M COOTEETCTEME 3TOA CAPHKA YOTAHOBNEHHEM TREDDBAHMAM [0 BE BhIMyCEa B
PEENHEELHED.

42 PaanyyHbie CEPUM NPOOYHLKA MOFYT NPOWMIE0SHTECH MK MMNDPTAROESTECA M BRINYCEATLER B NPOOEKY B Pa3HeIx
CTPEHAX, WMEHIWMY ComaweHwe ¢ Poccrickol Pagepaumed O B3aMMHOM NPWMIHEHNN YCNOBWA NDOMEE00CTES W peanuaa-
. MNpie 3708 QEpHETENL NALBHZIMM HE NDOV3BOGCTED, WMEHLWMA NPEE0 HE BEMYCE CEDWM NPOSYHLMN B DEANW3ALAD,
OOMMEH MMETE B CEO0SM DACNODAREHMEA TOHHOE YHIZaHWE 30Peca NNoWanrd, Ha koTopod Osing Bsany WEHa KoHEDETHERA
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E u 5 '|' FOCT P 52249-2004, MNpaBuna npov3BoACTBa 1 KOHTPOSSA KayecTBa fekapCTBEHHbLIX CPeACTB
[NEEWE  Good manufacturing practice for medicinal products (GMP)


http://www.gostexpert.ru
http://gostexpert.ru/gost/gost-52249-2004
http://gostexpert.ru/gost/gost-52249-2004

rMoOCT P 52249—2004

CAPHA NPOOYEUME, 1 BHgopmagae o YnonHoMo4eHHoM NHLeS, OTBETCTESEHHDM 38 NOOTESPHAEHHE COOTEETCTEMR 88
FEMECTED YCTEHOBNEHHLIM TREGOBSHNAM.

4.3 YnonHoMOYEHHODE NUUG. NOGTESpHOEOWSE COOTEETCTAME CApHK NOTOBOA NPOgy UMM YETEHORNSHHLIM Tpebo-
BAHMAM NEPE] BeOSHed PEIPELSHAA HA DEAMWIELME, MOHET OCHOBLIBATE CEBOS DEWSEHWE HA NMHHOM 3HAHW BoEx
HENONLIYEMEL B NPOWISSCTES NOMAEWLEHWA W NPOLSCCOE, ONBITE YYACTEOBISIIEND B NPOMEB0CT BE MERCOHANE W NPALE-
HASMOA CHCTaMEI EaHeCTEA. MO MOBET TRIEHE ONWPETECA HA 38N Y EHWE GO CTOPOHL] DOHOM MK Bonas YionHOMoHEHHE X
NAL & COOTEETCTEMM NPOMEY TOMHEIY STAN0E NPOMIBOOCTES YoTAHOENEHHEIM TpeboaaHAr. Ia8nqerne QomiHD Geime
AHOPMNEHD GOKYMEHTENEHD 1 S0AMHD RCHO ONPDESENATE NPEOMET NOOTEEPHOEHNA CoOTEETCTEMA. TOpAZOE NOOTRED-
ABHWA B0NHEH GeTh DROpMNEH SOKYMEHTANEHD.

4.4 Mogrespwaedde TpabyeTor B ToM CAYHESE, ROTOE YHOMHOMOYSHHROS NWULD ONAPSAETCA HE 3aMoHMaHM e Qpyron
YNonHOMoHMEHHOM NuuE. OHO SoNHD COOTESTETEORATE NONMOEEHWAM pasnena § HaCTOALLER CTaHOBRTA. ¥NonHOMOHEH-
HOE MU, NOOTESHEAANLES COOTRSTCTAME CEDMA FOTOBAR NPOaYKLMKY YOTAHOBNEHHEM TPEBOBEHNAM, QONMHO FADEHTH-
poBETE CcOGnEOaHMe JOrODBOREHHOCTEA 1 TPEboEaHMA B NpOLanypamM, DNpSoenaHHeIM B YERIAHHOM OoRymeHTs. bopra
ACKYMEHTE ONPEOEnASToA CTOPOHAMA (HENPAMED, 8 BUOE WHCTRYELMA B PEMEEX OpraHUEauMy mek DOrosopa Masmy
[PRAMHHHEIME OPTEHHIELARMI).

4.5 YeazasHos NoOTEEMMOSHWE QOMKHD BXNDHETL 8 cobn 00A38TanLCTED CO STORAHL NOCTABWMER HepatthacaBaH-
HOMD WM NPOMERYTOMHOM NPOOYETE CTEEMTE B HIEBCTHOCTE NONYYSETENRA|BA) npodyrumMi obo Boex OTKNOHSHUAYK, Peayr-
TATAX, BEXOARWME 28 PaMEM CrelnpusEumi, HECOOTESTCTERMAR TReBOBAHUAM HACTOAWEN CTAHOADTA, PACCNBAODBAHNEY,
PEXNAMBLUMRY WA QpYyTHE CODRTHAY, KOTOREE QONMHD NPAHHMETE BO BHUMEHWE YNONHOMOHEHHOSE NHYD, OTBETCTEEHHOS
38 NOOTESDHMIEHHE CODTESTGTEMS CAPHM MTOS0A NPOEYHLWM BCBM VOTAHORNSEHHLIM TREBOSaHMAM.

4.6 Mpd HENAONL30BSHAH CHCTEM © KOMNETERHEIM YNPAENSHHEM M HOHTRONEM ANR O0KYMEHTRALHOM GHopMITE 1A
NOOTEEMHEOEHHA COOTEETCTAMA W PDEIPEWEHWA HA BhINYCH CERNM NPOSYELMK CNEOyET DYROBEOACTECEAaTEER NREsMNane,
MPHMBEOSEHHLIMH B NPWROmasdn 11.

A7 MoK HAarmYMK NOGTEEpHOEHWA COOTEETCTEMR CEDWH IOTOE0A NPOOYELMK, BEIGEHHOM YRONHOMOSEHHBIM ML,
HE TREDYETCA NOSTOREHWR 3TOR NpOUSaYDEl B CTRAHEX, MMEROWKME © PoccrAckon Daaspaguen COrnawsaHieE O BRanHoMm
MPHZHEHWA PEsyNLTATOR NOOODHOA NpOUSOyDLI

4.8 BHe J8BUCHMOCTH OT EOHERETHBIX MEDONPWATHA NO ROOTEEEHOSHAK COOTESTCTEMA W BLINYCKY MPOOYELHA,
BOEM0E [ONFHE CYLYSCTEOBATE MPOUSAYPE BEIRENSHMA M BRICTROMD OTILIBA BoSH NPOOYKLME, KOTODSA MOMET IPE0CTaENATE
OMACHOCTE ANA noTpebaTanail.

5 MNMpoeegeHMe WCNLITAHMA M ERINYCH B PEANWHIAUMID CEPHAM NPOOYELWE, NPOMIBSO0SHHOW BHYTPH CTPaH,
MMetwux ¢ Poccuickod Penepaynen cormalleHWE 0 B3AMMHOM NPHIHAHMM

5.1 MpoWzBEoQcTES PACHONOEEHD B OOHOM MBGCTE

Ecnw Bce cTanMW (MMM 3Tankl) NpOMIBOOETES W KOHTPONA BRMONHAKTCR B NPEOEna) 00H0A NPoM3sngcTeeHHOR
MEOWASKA, BRNONHEHAE OTIENbHBIX NPOBENOK MOXET DbiTh NEPEOSHD SPYIHM AWLEM, HO YRONHOMO4EHHDE NHud, nog-
TEEpEOEOWES CODTEETCTEME CEMM MMTOB0A NMpOOYELME, HECET NEpCOHANBHYE DTBETCTEEHHOCTE 33 OOCTOBEPHOCTE
PEIYNLTATOE NPOSSPKM B DAMEAX YOTAHOBNEHHON CHCTEME KE4ECTES W MOHET NPHHUMETE BO BHMMEHWE 3AXMHIYEHAA O
CODTBETETEWN YOTAHORMEHHEIM TRES0BEHUAM NPOMERYTOMHER 3TANOB CO CTOPOHE OpyTHe YNONBOMOMEHHER NWU, OTEET-
CTBEHHBIX 38 3TH CTAOWK.

5.2 Paznw4Hee cTagwmn NpoRIEe0ncTed BEENONHAKTCA B PEa3HLIX MECTAX

Echi paani-Hele CTa0HE NPOWIBOaCTEE CEQWH MPOOYKLAW BRINQAHRHTCA HE PA3HbIX NDOMEB0OC TEEHHEIX MNOWAOKAX
B NpSOenax OgHOA OPraHvzauuy, To YNONHOMOHEHHOS NAU0 SOM#HO OTBEHETE 33 EEOYH CTAOHE NPOHIE0OCTER.
MoareapsOeHne COOTBETCTEMA CEAWH MTOE0A NPOAYELMA YCTAHOENEHHEM TpeGoBaHWAM OOnEHD BhINOMHATECR YNonHo-
MOHEHHBIM MALLOM NPOUIB0OHTENA, KOTOROE Muba HECST NEpCOHANLHYH OTESTCTEEHHOCTE 38 BCE CTEOMW NpOMIB0OCTE,
NGO NPWHKMAET B0 BHAMAHIWE ZFENEOHEHWA O NPESWECTEYIOWME CTAGHRX, COANAHHLIE YNONHOMOHEHHEMA MLEME,
OTBETCTHSHHBLIMK 28 3TH CTAGUA.

5.3 OTrpeEnbHBIE NPOMEMYTOYHLIE CTAOWMA NPOWIE0OCTEA BLINONHAKITCA PYTod OpraHMIauwed

CiaHa Wnu Bones NpOMERYTONHEE CTEOME NPOMIB0NCTES W KOHTPONA KBHECTER MOMYT BRINANHRTECA ARYIOR Dpraq-
AaL@ed. YRonHOMOSEHHOE MU0 3AKEIHMEE MOKET NPHHIMETE B0 BHUMEHHE ZEENEHEHWE YNOoNHOMOHEHHOM NALEA HEmon-
HUTENA O COOTHSTOTEYRILEH CTROMM, HO OHO HECET OTEETCTERHHOCTE 38 TO, 4T0 378 paboTa BeNONHABTEA B COOTESTETEMN
& goropopor. MoOrEEpHEIaHNE COOTEETCTEMA CapMM MTARDRE NPOSYRLME YETEHOSNEHHEM TPEDOBAHNAM DOnsHO Geime
BLINCMHEHD ¥NONHROMOHMEHHEIM NWLOKM NPOMIB0OWMTENA, OTEETCTESHHOID 38 BRINYCK CEPHM NPOOYVELFA HE DhIHOK.

5.4 M2 cepyn HepacthacoBaHHDN NPpoaykumMKe B PEANHYHBIN MECTEX MPOHIENONTER HECKANEKD CEpHR MTOE0A Npo-
LYKLMK, BOTOPLIE BeINYCXEMTER HA DhHDE H3 DEHOBAHAM OHOR NMLEHEMM HA NPEB0 NPOWIBONCTER NEKANCTEEHHEIX CPREncTe.

541 ¥YRONHOMOSEHHDE AHLY0 JS0MATENA NMUEHIEMH HE NREBO NPOMIBEOACTES NEKARCTESHHEIE CPEOCTA W WX pEENM-
JBUMI, BRINYCKAHLEE CEpUH HEpAcHRo0BAHHDR NPOIYRLIMA, MOMET NOOTESREAETE CODTESTETEME BOBR CEPHUM raTOROR
NPOOYELMA S0 MOMEBHTE BRINYCHA &8 B pEdanuasgqss. B atoM ciy€a8 YnonHomosedHHos nuuo mibo Bepat Ha ceds
NEPCOHENEHYRY OTEETCTEBEHHOCTE 38 BOB CTAOHMW NPOMIBOACTER, MMB0 NPHHMMEET BO BHMMAHWE 38KNEHEHHR O Ka%EcTeR
CAPHA MPODYELEMKA, NONYYEHHBIE OT YNONHOMOHEHHELX ML C MECT BETYCHR CEPHA MOTOB0N NPOSYKLWH.

5.4.2 BoiMOomHO TAKSE NOOTESPHIEHWE COOTEETCTEMA KBMO0HA CAPHM MTOE0R NPOOYELMK 00 MOMEHTE BRIMYCKE &8
B PERNHISUHMI YIOnNHOMOSEHHEIM THLOM NPOHABSONTENA, KOTOPEIA BlMOMHAM NOCNEDHI0H NPOMIB0S0TESHHY H ONEpEL0AI,
MpamUECTEY OWYED BRINYGEY CHPMY roToe0R npogysuqy. B atom cnydae oHo nubo Baper Ha caba nepooHansHy D oTBaTST-
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BEHHOCTE 338 08 CTEOMH NPOWIBOOCTES, NWEO NPUHMMAST BO BHUMEHNE J3KNHDHEHHE O KEHSCTEES CEDWH, NONYYEHHRDS 0T
YAOMHOMOYSHHOND MALE © MSCTA BhINYCKE CEpWH HEPAChESCOBAHHOR NPOOYRLMW.

54.3 Bo scex cnyq4sAx OCYWESCTENSEHWA MPOM3B0OCTEA MOTOBOA MPOOYELMK B PRINWYHBIY MECTAX, H3 PazHLIx
NPOMEBOOCTERHHER MNOWAAKEY, B PEMEEY OOHOR MHUBHIAMKM HA NPEB0 NPOMIEOOCTEA NEXapCTEEHHLY CREACTE, SOMMHO
BibiTe CNPEOEnsHE GOHD NWUD (K88 NPaRWng, YROnHOMOYEHHOS NWUD NPOH3E0ANTERA CEpMH HEPEohatoBaHHOR NPOOYE-
L{ME], KOTOROE HECET NONHYH OTESETCTESHHOCTE 33 BLIMYCK BESK CAPHA MOTOBOA MPoOyKUMME, NONYHEHHLIE K3 O0HOR CapHIR
HEpPACIAC0ESHHOA NPOOYELAK. 370 NALD A0NMHO 3HETE O NOLE npoinema, CERZaHHBIX C KSYScTBOM NHOODE Ceprm
rOTOEOA NROOYHLAH, W KBOROHHAPOEaTE NNOLIE JSACTENA, CERISHHLE C HAYECTE0M CEpMK HEPAECHECOBAHHOA NPOOYHLIMA.

Homepa cepril HEpaciScoEaHHON M NPOMIBSE0EHHOA M3 HBS FOTOS0R MPOOYELUME MOTYT HE COBNAOSTE, HO MEHOY
HHMW OONMHA NPOCNEHMEATECA CEAME, OHODMNEHHER DOKYMEHTANEHD.

5.5 Macapud repachEcosaHHON NPOOYKLWMK B PAINWHHEX MECTAX, HE DE3HE X NRDWAGKEX NPOWIBOAMTEA HECHONLRD
CEPWA MTOR0A NPOIYELMK, ROTOPLIE BEMNYCRENTOA HE OCHOBEHWM DE3HER MHLUSHIME HA NPaB0 MPOM3B00CTES NEKE[HCTEEH-
H CREACTE.

551 ¥YnorHomOoqYEHRDS NHYD NPOWIEGOWTENA rOTOE0R NPOG YELY WK, NOGTES P garlss COOTEETCTENES CapHM roToB0d
NEoOYELMH YCTAHOENEHHEM TRE0oBAHHAM, MoxeT Nwdo 23ATE HE cals NEpCOHANEHYID OTEETCTEEHHOCTE 38 BOS CTANMM
NpoHEB0OCTES, MWED DCHOBLEBATECH HE JAKMHHEHME, NONYHEHHOM OT ¥IONHOMOYEHHOM MMLE NPOM3B00NTENA Hepacdia-
COBAHHON MPOOYELIAA.

552 NMwbas npobfeuwa ¢ kavecTeom nobol capyv rOTOB0R NPOOYELMK, WCTOMHMEODM HOTOPOW MOMNE AEMTLGR
WEMOGHER CapHA HapacacoeaHH0R NPoOYELMK, OrHHE Oeime cOoBWEHS YNONHOMOYEHHOMY NWLY, OTEETCTEEHHOMY 38
NOSTESPHOSHWE Ka4SCTEa 310 cepun HepachacosaHHon npogyrunK. [Tocng STond YNorHoMousHH0E NWgo QonsHa
NpEanpUHATE BC8 HEODXDOMMBIE O8RCTEMA B OTHOLWEHKW BCEX CEPUA rOTOS0l NpOJyHUMd, NPOoVZBeJeHHEX W2 JAHHOA
cEpuH HEpatthacoBaHHOR npoayeumy. MopRook 0SHCTERA B STOM GriyyEs OorHeH OelTh NPEOYCMATREH COOTEETSTRYHILEA
WHC TP YHLERA.

56 Cepun mTosod NPOSYHYWH 33KMESTCR W PEANWIYETOA QSPETENSM NHLUEHEMK HE NPAE0 NDOWEB0OCTED NEKap-
CTEEHHEIY CRBOCTE B COOTESTCTEMM CO CBOSH CODCTEOHHON NHUBHENER HA DEANNIAUMID NDOOVELAK, {370 NBOACKDOWT,
HANPHMER, HOMNE APrEHUIAUWMEA, NOCTAENAKILAR NPENAPET-MHEHEMAK, 3aKYNAET MMTOBYH NPOAYHLHK, CODTESTCTEWE KOTO-
POl HE B0 NOGTESPHABHD HE GEHOBAHMIA NALEHIMK NDOUMIB0OMTENR, W BRINYCKBET 88 HE OCHOBAHWH CEOER COBCTREHHDR
FMLEHZMK HA NPEBE0 NPOM3B0OCTEE M PEANWIELMH NEXaPCTEEHHEY CRaaCTE).

B 3700 cHTYaUMK YNonHOMOHEHHOE NALLD OPraHA3E0MH, 330y NaslLed NPOOYELME, HE WMEHILLYED A0KyMEHTANEHGIX
pE3yNETATOR NOSTESPHOSHWA CODTESTCTEMA, QONMHD NOSTESPOMTE COOTEETCTEME YOTRHOENGHHEIM TpefopaHuAM 310l
CEOMW MOTOBOR NPOAYELYMA G0 MOMEHTE 88 peanuaauny. Npw STos YNonNHoMOMEHHOE NHULD 33EYNEKWER OPrEaHMaa0gme
NEPMHEMEET KA CA0R OTEETOTEEHHOCTE 38 BOA CTATWH MPOMAB0ICTER WM OCHOBLIEIETECH HA 3EEMOYEHAN O KE48CTES CERKK
NEoOYELAH YRoNHOMOHEHHOID NHLE OPrEHNaLH-NOCTABLLMKA.

57 Naboparopus KOHTRONR EB4ECTES NeRapcTEEHHLN COBNCTE W MPOHIA0OWTENS NEKAPCTEEHHLIX CREasTE eRcT-
BYHIT HE OCHOBAHHW DEANHHHLE MHLEHIMA HE NPEB0 NPOYIBONCTEE NEXBPCTEEHHEY CRERCTE.

YIONHOMOHEHHDE NWLG, NOOTESHENaHWEE COOTEETETENE CERWA MTOB0A NPOOYELMK YOTEHOBNEHHLIM TReGoEaHr-
AN, MOMET NPMHATE HE Cedn OTEETETEEHHOCTE 38 NPOBENEHEE KCNLITAHME NEKEPCTEEHHLL CPencTa nogobHol nadopaTo-
PHER. ANH MOHET GCHOBLIBATECR HE NOJTESRHOSHMH HEO0EO0HMONTD KAYECTES NPOBEOSEHMA WCNLITAHKA W PE3yNeTaTOE,
NOMPHEHHEDR 0T Spyrord YRONHOMOSEHHOM MgE. NPy 0Ty TETEMK TAKOM NoaTeS pEEHHA ¥NOMHOMOHEHRHIES MU0 Q0NHHD
aHarth pafory nadhal nabopaTapie M METDONIA, NPAMEHASMEE B HERA QA NOL TEEPHOSHWA COOTEETCTENA KEHMECTEA ASHHDR
MITOEGH FPOOYELMK.

6 DbAzanMocT YNOoNHOMOYEHHOMD nMua

G.1 NMepen ocyLesTENEHWEM MPOUSaYDE NOOTESIHIEHHR COOTBETETEMA CAPMM MTOB0A NPOIYELMA S0 MOMEHTS B8
BEIMYCHS HE PEHOE YRONHIMOHEHHDE MWL OOMHHE FAPaHTMPOBETE CREmywes:

a) CEpWR NOTOBOR NPOOYHELMA 1 NPOUSCE 88 NPOM3E0ASTES COOTRETCTEYHT NHLEHIMOHHLIM YENOBMAM W pervcTpa-
LYMEHHOY G0CkEE;

b} cepus NPOMIBSOSHE B COOTEETOTEMN C TREDOBSHUAMM HACTORLEND CTAHGAPTA, & ANA CEpMK NROOYRLAK, WMNoE-
THRYEMOA M3 OpyTOH CTPEHL, — B COOTBETOTEMK & NPABANEMI MPOH2B00CTEE NEKARCTESHHEIX CREOCTE, NT KPAAHER Mapa,
SHEHBANEHTHEIMK TpebOBAHKAM HECTORWEN CTEHOAPTE;

) GCHOBHEE MPOUSCoEl NPOMIBOLCTES 4 METOOR KDHTPONS STTECTORSHE [BAMMAMPOEAHE]) C yHETOM GErTHHSCHME
YOEADEWA NPOMIABOACTES M NPOTOKONDE HE CEPEHD MPOOYELML,

d} mobse OTKACHEHKE WNKA 33MNEHMPOBEHHLE MIMEHEHMA B TEXHONOMAHECKOM NPOLECES WK KDHTRONE KEYScTRa
BLIMH ¥ TEEPROEHE OTESTCTEEHHEIME MHUAMA. TTobbie OTENOHSHWA OT NWLEHIBOHHEX YENORNAA HE NPOMIB0ACTES NeXapoT-
BEHHL CREOCTE W PEMMETRALMOHHDM Aocke Beine COFMACDEAHL] € CODTEETCTEYHILAM KOMNBTEHTHRM OPTaHoM:

&) NpossfaHs B0 HeoDNDOWMBIE NPOBSPEN W MCNEITEHUA (B 7. Y. SONONHMTENEHEEA oTBop npob, nposspra W
WETNBITAHWR, BEEBAHHLIE OTHAOHEHHUAMK B TEXHONOMAHESKOM NPOUSCEE WM NNEHOSLIMA WIMEHEHHAMK);

f} DOEYMEHTALMA NO MPOW3B0OCTREHHOMY MPOUECEY W EOHTRONE EE4eCTES OhopMNEHa B yCTAHOENSHHOM NopROKa;

g} NpossgaHsE YT B CODTEETCTEMM G TPEEORAHMAMY CMCTEMEl DOSCNEYEHMA KAYSCTES !

fi} NEHHATE B0 BHUMEHNE BCS hakTopl, ROTORE N0 MHEHHED YNENHOMOSEHHDMD NAUE ABNRKITCR CYIBCTEEHHEMI
ANA KEHECTER QEHHON CHPHN NPOOYELHY,

YIONHOMOMEHHDD NALG MORET WCNCNHATE JONOMHWTENBHREE DOA3EHHOCTA B COOTHETCTEMKW © J880HO0STENLCTEOM
PotcHRcHon PagepauMy W SOMEHOCTHBIMA WHETPYRUMARMA.

Fi
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G.2 YnonHoMOoYEHHOE NEUG, NOGTESHISHWES CODTESTCTEME NPOMEXYTONHOR CTAQMH NPOMIBDACTES comacHD 4.3
HECTOALUSM NPHNOHEHWA, MMEST B OTHOWEHAW 3TOR CTAGMA TAKME ®E OBRIZHHOCTH, KEK W YNONHOMOHBHHOS NG,
BLINYCEARWES CEpM MTOB0A NPOEYHLMK [SCNW 4PYTOS HE YEAZEHO B OOKYMEHTILMN).

G.3 YnonHOmMOYEHHOSE NWUD OONEHD NOOSSNEHESTE CEOH KEAMMPUEELMID HE TRedyeMoM YROBHE C YHETOM HNIMma-
HEHWA B CHCTEME YNPABNEHWA KEHBCTEOM.

6.4 MNpy NpUBMS<EHMF YNONHOMONMEHHOM NWUE £ NOOTEE[OHOSHN COOTEETCTEMA CEPUA MPOOYETa, HOTOPEIA OH
AHAET HEOOCTATOMHG [HANPUMAD, NPW OCEOEHWK HOBOM BMOE NPOOYELMKE MOd Np NEPeXone Ha pyrose nRaanpuATye),
YMONHOMOMEHHOE TMUGD ODMCHHD NPRoDpecT HeofoOMMyH RESNAMEMKELMAD, NPM 3TOM MOHET NoTpefoBaTeCR &ro NoETop-
HEA ATTECTALMA.

Npunosaxwa 17

Brinyck no napamaTpam
1 OGwme nonoxeHWA

1.1 DnpagensqHwse «BeINYCK N0 NEPAMETREM», MCNONL3YEM0S B JEHHOM NPWNOHEHHK, OCHOSSHD HA ONpPegansHim
Eeponedckoil opraqHWIauuy no xaqectey. OHo nogpaiymMesder BLnyck NPOOyHUMM HE OCHOES OaHHLXE 0 3HEYEHWAX
NEPEMETROR, NONYHEHHE B X008 TEXHONOMAHECKOD NPOYSCEs, M OBHHLY O COOTEETCTEMM NPOWIBOaCTE TRabosaHrRm
HACTOALUETD CTEHOARTA, KOTOPLIE MAPEHTARYHT, 470 NPOOQYKLHE MmesT Tpedyemos Ka4ecTeo.

1.2 Brinycx N NEpAMETDEM JOMHEH YOO0BNETEODATE GCHOBHLIM TREBDEaHWAM HACTORLLEND CTAHOSPTE, COOTEETCT-
EYHILLMX NPANCHEHWA W WIN0HEHHLIM HEHE TpabosaqHnam.

M PRAMEYHaHwkRE — nD;]JFlJ:IDi BEIOEYH ZAENEHEHHA O BRINYCHS OTO8NLHOM BROE NPOgYELEE N0 NaparMeTpas
anpedeEnAaTcys B CODTEETCTEYFILUMN HODMATHEHEX OOKYMEHTEN.

2 Brinyck no napamMeTpam

2.1 lMNposegaHde NONHOM KOMINEXca NPOBSPOK W KOHTRANA NapEMETRos B NPOUSCCe NpOMIsnncTes momeT obac-
neEqETe DONSE BRCORYH CTENSHE COOTEETCTEMA FMOTOBOA NPOOYELAK NpedbRENAsM= TpEboBaHMAM No cpaBHaHWK ©
KOHTRONEM MOTOBOR NPDOYKLMA.

2.2 KoHTpons OTQarnsHeE NOKE3aTENad roToE0A NPooyELW9 MosaT BhiTh 38MEHEH FOHTPODEM NAPAMAETPOE TEXHO-
NOMHHSCHKND NPOUSCcea NPpY NPOWIsaAcTES NPOaYELEMH. PA3Deadne Ha BINYCK N0 NapamMaTpan BeI0aaToH, HIMEHRETOR
MK W3LIMESTER NHUEMK, HECYLLMMKM OTESETCTESHHOCTL 38 DUSHEY KSHECTES NPOayEUMKY, COBMBCTHD © KOMNETEHTHEIMW
NALAMM, COYWBCTRMAKLMMIA KOHTRONE KAYSC0TES NELEPCTEEHHEIX CRaacTe.

3 Brinycx No NapamMeTpasM OnA CTEPANLHOA NPOoyELARA

3.1 B 3Tom pazfens paccMaETpUBIETER BRINYCK N NSPaMETHIEM MTOBDA NPpOoOyruwy Ga NposeneHsia HoNLITAHHA
HE CTERHNEHOCTE. DCHOBSHMEM ANA OTMEHL! WCNBITAHMA HE CTEDHNBHOCTE MOTYT BhiTe TONEED DAHHEE MO STTECTELNM
{BANMOELUMN ] NPOLSCCOE CTEMAMMHAALWE HE COOTEESTCTEME 1538HHEIM TPEDOBAHHAM.

3.2 MenbiTaHnA HE CTEPMNEHOGCTE NOIBANAKNT BHEDYENTE TONBXD IHAMMTAMLHEE HADYIWEHKE B crcTame abacna-
AW CTEPMNEHOCTIA,

3.3 Brinyck no napamMeTpEm MooksT ST pE3pEWEaH TONEXD B TOM CMP-HE8, S0 NAPEMETDE NPOLECCA CTEMAMM2E-
UMK CEpME NPOOYELME MEPaHTHRYINT, Y4TO aTTEcTOBaHHLA (BANHOMPOBAHHLIR] NPOUSES CTEPHMNAIALME COOTRETCTEYET
NpaiEABRASE ML TREE0EIHWAM.

3.4 B HEcTOoAWES BREMA BRMYCK NO NApaMeTpas MoseT DulTh pAIDBWEH TONLKD ANA NPEnapatos, npoxodsuns
HHHHLLHY H CTEPAMNHIELMD B M3 NEPEHSHOA YNEKDERES .

3.5 OrA Beimycsa o NApEMaTpam MoryT PACCMETEPHESTECR METOOR CTEEMNMABUMK, COOTEETCTEYROW e TRaboaasw-
AM 08 ECTEYHILLLER DapMaKoned.

3.6 Brinyck no NApamMatpas HE NRMMEHRETCS MPW NPOM3E0OCTES HOBLM NPENaPETOE, NOCKONLEY A NONYYEHHA
NPEACTEENTENEHLE DEIYNLTATOR 00 HEMLTAHWAR HA CTEMMNLHOCTE TpebyeTer BpeMA. B ar0snsHe CAYHanAE PedynbTaTE
HMCNEITEHWA BEINYCHEEMEIX NPENAPATOR HE CTEPMNEHOCTE MAOMYT PACNPOCTPAHATECA M HA HOBLIA NPENAPET, BCNW B HED
BHECEHE] TOMLKG HEIHEHUTENEHEIE MEMEHEHWA B NNaHs 008CNeqSHMA CTERHNBHOCTH.

3.7 MNpy aHanuise pAcKOB CHCTEME DISCNEYEHNA CTEQWMMEHOCTA CNEAYET COPETHTE BHHUMAaHWE HE OUEHKY CRy4aes
BRINYCED HACTARMALHOR MPODYELMIA.

3.8 Mpegelgywwh oneiT paboTel NPOMIBOQUTENR NEXEPCTESHHLN CPEOCTE JONMEH CEMISTENLCTHOEATE O CODTEET-
CTBAH &M NPOIMEBONCTES TPEDoEAHHAM HACTORLETD CTaHRapTE.

12

FOCT P 52249-2004, MNpaBuna npor3BoACTBa U KOHTPOSS KAYECTBA NEKapCTBEHHbIX CPEACTB
Good manufacturing practice for medicinal products (GMP)


http://www.gostexpert.ru
http://gostexpert.ru/gost/gost-52249-2004
http://gostexpert.ru/gost/gost-52249-2004

rMOCT P 52245—2004

38 Tpw ouesrs CODTEETCTENR NROMEBOACTES TPEDDBEHHAM HACTORLYEND CTAHOBPTE CNEOYET YHHTRIBATE BRIFENEH-
HikEt EFIYHEM HAPYILE HHA CTEQWNEHOSTIA NPOSYELMN, PEIYNETATE HCNLITEHWA HE CTERMNEHOCTE JEHHOM NRENAPETA, 8 TRHE
PEAYNETATE MCMETAHAR CTERWNEHOCTH NPENBPATOE, CTEPUNNIYEMbIE TEKMM BE UMY BHANOMMYHBIM Cnocoban.

310 Y9acTOK NPOMABOACTES M CTEDHAHIALMH SOMEHE 0BCNY RHESTE KEANWDHUMPOBEHHES HEHEHED B MARPOGWOnoTr
£ OnbIToM paboTe no obacnesaHus CTEIMMEHOCTH.

311 Pazpabotea W NEpsoHaYANGHER BTTECTALWA [BEANMSALKMA] MPOOYKLME M TEXHONOMMYEcKEr NPOLECES OOMmHHEl
rEpAHTUPOSEATE, 4TO NPH COBNI0OSHWH BOE YENOEMA LBNCCTHOGTL M HEHECTED NROAYRL M ByayT codpasaqs.

312 K paccMmoTpeHMD MIMEHEHNA DOMHHE NPHMENEEETHCR MMUE, OTEETCTESHHBIE 33 obacna+asHe CTEpMNBHOCTH,
YTO BONHHG BT YHTEHO B CHETEME KOHTPONA MIMEHEHHME.

313 CnepyeT opraHMaoBaTs CACTERMY KOHTPONR MAEPOOHONM ZarpRadesns NPOgyELHN Nepen cTepu3sume.

314 Cnenyst MCERHNYMTE BOIMOKHICT NSRSy THIBEHWA MPOOYVELMKY, NDOWESSIIEA 1 HE NPOWAALLSA CTApHNWIALING.
Taras rapaqHTR ADCTUMEaTEA NyTem W 3HHEckDm PAINAnNEHHE NPOgYKLMA AW G HCNOMsI0ESHWEM ANSKTROHHLE CHETEM,
NPOWEIWHE ATTECTALHE | BAMMIALMG ).

315 MNpoTosone CTERANH3ALWA QOMHHE NPOBEPATECA HE CODTEETCTEME TPeGOBaHMAM crnEywbHEBLMY © NPHENES-
HEHWEM HE MEHES 48y HESABHCHMEN MCNONHMTENER. TAROR KOHTROM: MOMST NPOBOOWTECA OEYMA COTPYAHARAMME KM
COTPYAHMKDM M EOMNLHOTERHOR CHCTBRAOW, MYOWELWeE STTECTAUWMKS (BENWOSEHI].

316 MNepag BpiNycEOM EEHO00E CEMM NPOLYELHNA CREgyaT QONONHATENLHD NOOTESROWTE CNE QR LS.

- BOS NMNEH0ELE paboTe N0 OGCAYHMEIHUI W TEKYLYME NDOSEPEH MCNONLIYEMOND CTERAMMIETIPA BRINDNHEHL,

- B8 PEMOHTHEE paboTel 4 HIMEHEHHA COMACOBAHE & MUKDODHONOMIM 1 HHASHEPOM, OTEEHSHLHMK 38 MPOUScs
CTERHNHIALIAN,

- WMCHAAMbIyERMEE NpWIopE Npowny kannmbpoaky (nosepxy |

- COOE OSACTEMA ATTECTALMK (BENWMOELEHA ) CTEQHNUIATOPA ONA OSHHOR 3arpyaKa He MCTar,

31T EcnW nony<es0 pEIpelesne HE SeiNyCK COpEM NpOoOyELHd no NapaseTpas, T DEWSHEA O BEIMYCHE WM
oTOpEKOBIE CEDWW NEOAYHLMM §ON#HL DBITh DCHOSEHL HE TREBOBaHMAR ¥ TEEQHEOSHHEN HHOTRYELMA {[cneuudmeangnia . Mpa
HEBLMONHEHNKE 3THE TPefoBaHmn BRINYCH NPOOYELMK HE NONPCHAETCA DEHE NOW YCNOBMK YCEWHOND NPOBSIEHMA MOk
TAHWA HE CTEPHNLHOCTE,

TepsHHEl ¥ ONPEOENEHHA

BLIMYCE Mo napamerpam (parametric release): Cuciema BeIMyCKE NPOOYRUMH HA OCHOEE OAHHEIN O JHSHEHKAX
NAPAMETPOE, NOMYHEHHLE B X008 TEXHOMNOrMHECKON RPOUScea, H A8HHER O COOTBETCTEWK NpoMasoacTea rpefosaHuAm
HACTORWEN CTAHOARTE, ROTODLIE FEAPAHTHPYVIOT, 4T0 NPOayEUMA oBnanaer TpafyamMeIM KEHacTaOM.

CHCTEMA oDecne4eHHA cTepUNeHOCTH (Sterility assurance system): Komnneks mep no obecne4asmil CTEpU.-
HOCTH N0 Y LA .

OnA npenapaTos, NooNEX3EME PUHRWHOR CTERHNMEEUMA, 3TOT KOMINSKE MED BEN-RaT B el cnenyoues:

a) paipaboThy NPOOyETA;

B} nompseree gaHHeE 00 WCAOOHE MATSDWANSX W TEXHONOMMHSCHMY BONOMOTETENEHEE CPENCTEaX [HANDHMER,
MB308 W CMAICHHEX MATEPUANDE] W, N9 BOAMOKHOCTH, NPOSSNEaHRE M MARPODMONOMIAHECKDT KOHTPONS,

G} NPOBEOEHWE HOHTPOMA 38rpR3HEHHME B X008 TEXHONONTHECHOND NPOUScca OnA NPeaoTEpaeH|s nonagaHun
MUEPOORIEHAIMOE B NPOSYELMED W M PE3MHOHEHHA. 3T0 QOCTHIESETOR 38 CHET O4MOCTHA B 0S3uHeklWn NoSEpEHOCTEA,
BETYNEHILME B HOHTAKT © NPOOYHUMER, BaINOMNHEHREM paboT 8 YHCTRIE NOMEWEHWAY ONA NPENOTERSWEHHS NONAOSHKA
BAMPAIHEHHA M3 BoARYHE, NPOSEOEHHERM TEXHONOMMYSCKOM NPOLEcCa © OrpaHMYSHUAMKY BO BPEMEHH 1, NG BOIMOKHOCTH,
ks TRELMN;

d} NpesoTEPAWEHWE MEPSNYTRIEZHWA NPOMIBOSCTESHHLEE NOTORDE CTERMNMA0EAHHOA ¥ HECTEPHMME0BAHHOE NPo-
OYELHH;

&) COXPAHEHHS LANOETHOCTH MPOSYELIMM,

f} npousco cTepUNMZALEMK;

g} HCH CHCTEMY KEHECTES, B T, Y. CHCTEMY DOECTIBHEHMA CTEPUMLHOCTH, A MMEHHD KOHT DONbL MEMEHaHWE, DOyYeHHa
NEPCOHANE, HANWSHHE NACEMEHHEN MHGTEYEUWA, KOHTPOME 28 BRNYCHOM NROOYELAK, MNEHOE08 TEXHMYECHOE 00 CmyHMBEE-
HHE, BHEMME OLIMOOK W NPeOOTEPSWEHKES QWWDOK N0 BUHE H8ROBEKS. aTTRCTALWID (Banviauwne), kanwbpoasy (noBspry ) W

T. A
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PyroBofcTEO NO NPORIBOACTEY AKTHEHLE GapMaleBT AYeckrX cyGcTanumid [(ADC)

Conemeavne
1 Beegemne

11 Uans
1.2 DBnatte onpaganaqHa

1.3 DBNacTe NPYMEHEHHA
2 ¥Ynpaenexue xavyecTeOm

2.1 Obwme NnonoxaHMs

2.2 PyHEUWH 1 OTEETCTEEHHOCTE NOGPAIASNEHHA N0 0DSCNEaHMID 1 KOHTPOMD KEMEcTES
2.3 dyHELMH W OTESTCTEEHHOCTE NPOHIBOOCTESHHRLLS NOOPAANETEHRA

2.4 BHyTpaHHWE 2YOWTel [CAMOMHCIEKLWA}

2.5 AHann3 Kka4acTes NpoOyELHE

3 Napcoxan

4.1 Kpanmdmkauns naptoHana
3.2 MNunseHa nepcoHEna
3.3 KoHoynbTaHTel

4 3InaHHA M CHCTEMLI

4.1 MpoekTHROBAHME ¥ CTPOWTENLCTED

4.2 MHsaHepHLIE CHCTEMEI

4.3 MogroToska Bogk

4.4 PazgeneHwsa 3oH

4.5 OceelaHne

4.6 Croed W OTxoge

4.7 YOopra, geamHEErlMA W TEXHHYEcKoE obonyseaHE

5 Texmonormyeckos obopyQoBaHWe

5.1 TpeboRaHWA K BOHCTEYKLNA M MOHTEHY

5.2 TesHudackos chonysuearne m O4HCTES abopygoeaHns
5.3 Kanwbposka (nosapra)

5.4 CwCTeMbl CKOMALHITEPHLM YIDEEMEHHEM W KOHTPONEM

6 NoxymeHTALUMA W NpOTORONG]

G.1 CrcTama qoyeaHTILAE 1 CReyudyEa0Mm
G.2 MpoToxon oHMETEM W HCRANL308aHUA DDOpYOOBAHKA

G.3 MNpoToRonel HE ChIpsE, NEOMERYTOSHEIE NPOSYRTE, NEYATHEIE W YNEE0E0HHEE METEpUENL! ana APC
G.4 [MpomeWUNSHHLE DEFTEMEHTE

6.5 MpoToRone HE CEQHED NPOOYRLMA [NPOTOKONE NPOWIB0OCTEE M KOHTRONS KA4ECTEE CEPHWN NROOYHLMK)
G.6 MpoToxons nebopaTopHan OHTRORA

6.7 PaccroTpaHWe NpoToRonoe CEpwH NROOyERLWMKM

T PabGoTa c marepuanamm

7.1 OBuyHA xoHTRONE

7.2 TpyeMES ¥ KSPaHTHH

7.3 Crhop npod v NpOBEOSHME KCNEITEHWA NOCTY NMWELLME MATEPMANOR
7.4 XpaHexwe

7.5 MoBETopHEIR KoHTRONE

B TexHonOrM4Y4ecEMA W BHYTPHUNPOHMIBOACTEEHHEIM EOHTpONG

B.1 TezHonori<eckms onepaumd

B.2 OCrpaHw4eHHA HE BDEMA BhINOMHEHKA ONERaLWa

B.3 BHyTpunponEencTeaHHEIR oThop npod W xoHTpONE

B4 CmelaHHES COHA NPOMERY TONHBIX NROOYRTOE WriH ADC
B.5 KoHTpone 3arpAaHeEHHA

8 Ynakoera ¥ MapumpoEra ADC U NpoMEEY TOMHELE NTRPOOYETOE

9.1 OBuwme Nnonosks e
8.2 YnawopodHEE MaTEpKAnNLI
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93 Beimycr ¥ EDHTRONE NEYATHLD MATSPKMAN0E
2.4 Unepayry no yNasoess M Mapiipoee

10 Xpanexwe 4 peanvIalus

1001 XKpananwe Ha cenaps
10.2 Paanwasumms

11 lNabopaTopHbiA EOHTPONL

1.1 DOWWA KOHTPaRL

1.2 MpoasgsHws KENLITAHMA NPAMERY TOYHBIX NPOOYETOE M ADC
1.3 ATTECTauWA (BAaNMOELMA) SHANWTIHBCKHY METOOMK

1.4 AHandTWEBCEHE NACNODTE

11.5 Koutpone crabunesocti AbC

1.6 CpoK ragHocTy 1 Q8T8 NOBTORHOM KOHTROMNR

1.7 ApxveHeE obpaagsl

12 ATTecTauqA (BanWoaLWA)

12,1 TMNonmTiea NpoBEaSHA ATTECTauMK {BANMTaLHM )

12.2 [oskyMEHTALMSA N0 STTECTALWS {BAnMgaLIWN )

123 3ranel arTecTaumy {Bannzauu |

124 ATTEcTauurA [BANWOaUWA) Npouecos

125 lMNporpaMma STTacTayud |Banuasunn) npogecca

126 MepuoarHeckan oueHEa BTTESTOBEHHLE (BENMOVPOEaHHLIE] CHCTEM W NPOLaccos
127 ATTecTausA (BEnMOELuE) METOO0E OHNCTHR

12.8 ATTECTAUMA (BANWOAUWA) AHANUTWHECKAY METOO0E

13 KoHTpOons HIMEHEHHHA
14 OTrnoxHeHHe W nepepaboTea MATEPHANDOE

4.1 Omnowasne

14.2 MNoeropHan obpaboTea

14.3 NepapaboTea

14,4 ParaHepauus METEPHANCE W PACTEOPWTENSA
14.5 Boaepar

15 Pexnamaumy 4 oTIkIBLI
16 PaboTa no KOHTPAKTY (8 T. 4. NPOBEOAHWE SHAMW308)

17 Peanwiauuws, xpaHesHe, NEpeyNaknELS W NEpEMaAPKHPOELS

171 DBnacTe NPUMEHEHHA

17.2 MNpocnesWBaamosTe PEANMEYE MBI NROMEHYTOMHEIX NPOOYETOE Wnn AdC
17.3 YnpasnaHde Ka4HECTBOM
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174 MNepaynakoBka, NEPEMAPEHPOEEE W DDPAWSHWE © NPOMEHYTOYHLIMM RPOOYETAMA Wik A

17.5 CraduneHocTs

176 MNeapagaqs MEthopMauw9m

17.7 Pabora ¢ peErnamMayrAMe U OT3LIBEMA
17.8 Pabora ¢ eozBpaTamm

18 ADC, npoM3IBoOMMBIE NYTEM EYNETHEMPOBAHHMA KNeTox ((hepMeHTaumM)

18.1 Obwmea nonowaims

18.2 MNognapwadHue DaHKEE KNETOK M BESEHWS NPOTORONOE
18.3 KynutauposaHue KneTox [hepmaHTagmua)

184 Chop, BegenaHWs M DHHETES

18.5 YoaneHws BUpyCcoB (CTAOMH WHEKTHESLNN]

18 ADC, npegHaIHaYeHHIE 4NA NPOBSgEHHA KNMHMYECENE HCCNEQoEaHMA

191 ObBuwma nonoxasms

18.2 Hasecreo

183 ObBopyagoBaHme

18.4 HoHTpone MCXOOHLE METEpMENoE
18,5 lMNpowzeoncTed

19,6 ArTecrauwA (EanMOaUMA)

187 Mamenanun

15,8 NaBoparopHed KOHTRONE

199 [osyMmeHTALMA

20 TepMHHbl M ONpEQEREHAA
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1 Beegexne
1.1 Uene

HacToAwse npunoseqHwe {ganes — PyRoeogcTea) ABNRETCR PYXDBOOCTEOM NO npurededds MNpaesan GMP K
NpOMIBONGCTEY SETHBHLE (hapMaugsTHHackE cyBcTadumi (ADC) ¢ uamsm oDecNEYSHMA FTAPEHTHA M EaH8CTEA W CooTEET-
£TEMA TpefoBaHuAmM & YHCTOTE.

TEpMEH «NPOMIBOACTEG BENKHSET B CEO0A B BMgLl ONapagnia ¢ AP S npdessy HoXDOHOM ChiPbH, NPOKIBORCTED,
WNEKDERY, NEPEYNAKORKY, MADKMPDBERY, MELAMBPHMPOERY, HOHTROML KAHSCTES, BRMYCH NPOOY YW, XREHEHHS ¥ DRAMMIa-
LIMHD, & TESHE COOTRETCTEVHILUME MEDE KOHTRONA. TOHATHA £00MHaH: . aCnEgyaTs, MPWMEHREMBE B HRCTOAWEM Pysoson-
CTEE, YHEZLBEHIT HE PEKOMEHOALWE, BRINONHEHHE KOTODLIX NDEONGNATAETCH, 38 HCHNKHEHHEM CNYHass, KOFOE HX Benon-
HUTE HEEOIMOHHD MM OHA 33MEHEHLI ANETENHITWEHLIME SEACTEMAMK, N0 EDAAHSA MEPS, © SKEMBANSHTHEM YROSHEM
ODBCHEHEHNA KEHECTEE NPOSYRLHA.

PysoenncTed HE S3ATPAMBAET BONPOCOE DE30NACHOCTY NEPCOHANG, 3aHATAM B NPOMABOOCTEE, W Tpaboeasyid no
IBLLMTE CREYHEWLEE cpaasd. NPorMaEnaMTans HECET OTBETCTEEHHOCTE 28 DE30NACHOCTE NEPCOHEEE M OKDYHAKMLERA CRE QS
B COOTSATCTAMH © 3AKOHOHATENLETBOM.

HactoAwess Pysos0OcTes He yCTAHERNWBESST TREDOBAHNA, NPEILABNREMEY NEW PErMCTPELME (NOOaYE J8RERM HE
permcTpagun ) ATC v He 3aumaHRaT TpetoeaHnl DAapMakoned, HE JATPAMBAST NONHOMDYHA COOTEETCTEYHILLME Oprasas
No YCTAHORENEHWH CREUMENHEckH: TRE008aHNA K pErMCTPaUMoHHOMY goces ADC ANA Belga4H Pa3pEUEHNR HE PEAMWM3S-
LM NP O ZE0OCTED KNH NPHMEHEHWES TELARCTEEHHEE CpaacTe. CNEAYET BeINONHATE Boe TREBosaqma, NpedbREnASMeEs K
DETWETRELWOHHOMY Qoces ADC.

1.2 ObnacTe onpageneHyA

B HOpMATHUBHEX OOKYMEHTAX DE33HbIX CTPEH MWPE CyiacTEY 0T PAANUHA B OTHECEHWE BelyecTa & ADC. Npovasog-
cTen Boex ADC Ha TeppuTopnk Poccnacxod Pagepayw, 8 THowa wanopmapyans ADC, S40meHD COOTBETCTBOBSTE

naHHomy Pysosoncray.
1.3 OBnacTs NpMMEHEHNA

HactoAwes PykosogoTed yoTAHARNWEAST TREDoBaHWA & npowaBogoTey ADC, wcnonekiyamelx B NEsapocTeaHHLx
COSOCTEEY ONA YEN0EEEE U EHEOTHEIX {MEJWUWHERMY Npenaparax). K npomassacTay cTepineHsx ADE ol mpuMasmmo
TOMNEXOD 00 CTAOMM CTEpMAM3aUWY. PyRoBOgcTREO HE PACNpOCTPEHASTER HA NPOUSGCCL CTEQANM3EALMA W NPoWas0ncTas
CTEpWNEHBY ADC B SCENTWHECKHE YONOBUAL. 3TH NPOLBCCE! CNEnyet BeINONHATE COMNBCHD TREbosaHHMAM HACTORLEM
CTAHAAPTE (B T. 4. COOTBETSTBYRILME NPWIIGHEHHA] U OPYTIAL HOPMETHEHBIX BOKYMaHTOE.

HacToAwes Pyrosaiocreo pACNpoCTREHASTER HE ADC, NPOMIB0QMMEIS METODEMNA XMMEHECKDID CHHTEAE, SHETPEK-
UMM, KyNETHEMPOEAHAR KnaTok (GEpMadTaumt ), BLIOENnEHWA M3 HETYPankHOM GkpsA WnK nobol comBbuHaLwaEal ST
siETo0os. OoobeHHocTH npodasnacTea APC © NPMMEHEHHEN METOZ0E Ky NETHEMROBAHWA kaTor (HEprMEHTELNN) NpHES-
OeHel B paagana T8 Hactorwsra PyroaoacTea.

JanHos PyroBo0cTen HE PAcNpoCTREHSETCA HA NPOoM3800cTE0 NEDEL BAKLWH, LENsHE KNESTOR, LEMsHOR KpOBN H
MAA3MSL], NPOWMIBOOHEY KDOEH W NNa3aMe! (dParynoHNMpOBEHME NNaaMel], & Tamks ADC AnA resHoR TEpEnaM, Ko pacnpa-
CTPAHABTCA HE NEOWIBOACTED ADC, NoMmyqasmsE © MENOMLI0BAHWEM KHOBK WK MNS33M6l 8 KEYSGTES MOROOHON Cupea. Ha
NpOMABOENCTED KNETOHHLIY CYOCTRATOR (MMISHONWTAKWAY, PACTEHWE, HECSKOMBELY WNW GakTepud, THAHSE wnW oprasos
MWBOTHEX, B T. 4. TPEHCMEHHEIX HMBOTHED) W PAHHWE CTAOWH NPOMABOOCTES MOTYT PACHPOCTRAHATECA TRebosaHnA
HACTOALUEM CTAHOAPTE, BRIXOOALME 38 PAMEN JaHHOM NpdnoseHn . HacToRuss PyRoso0cTan #E pacnpocTPEaHReTca Ha
MPOMAROACTED MEQMUMHCKHY MBA0E, HEpachacosaHHLY NEKAPCTESHHLN COBAETE, A TAKHE HE NPOMIBOOCTED M KOHTRONE
raqacTEE pagnodapraussTw4acEM: npanaparnos. Paigen 18 Pyroeogctea cogspsT Tpefosadmna, pRcnpoOCTRAHAKILHECA
TOMERD HE NPoM3asoncTen ADC, HENONEIYEMER NP NONYHEHAW DEKERCTESHHBIN CDEACTE, NPEOHAIHAYSHHL ONA EMMHN-
HECHHE MOCNEgOBaHWA (HCCNBNoBaTENECKMY NEHEDCTEEHHLIX CREacTa).

MExoaHLIA MATEQKAN ANA NpawasooTes ADC — Chiped, NPOMERYTONHLIE NPOYETE MNK Opynea ADC . wenoneaya-
Mg B npawaeogored ADC w exnovdemes 2 ADC B ¥EMECTEE CYLWBCTHEHHOM CTPYRTYPHOID anamedta. MoxonHwii
METEpMAN OnA nposzsogeTes ADC momeT SeiTh NPOOYETOM (MATERMANGOM], ROMYAEMEIM OT OOHOM WM Bonse nocTae-
LWHKOE NGO KOHTREKTY (KOMMESPHECKOMY COMMALSHN], HNW MATEPHEAROM, NDOHIB0OMMLIM HE CAMOM NpeanprATan. Kak
NPABANG, AR NpoM3eoacTea ADC HCNANbIVTER MEEAOHEE MATEPWANE C KOHEDETHEIME XHMUHECKHME CEOACTEAME W
CTRYETYPOR.

Mpowassgurans ADC gonmeH onpEgeniTe M oHopMKTE QORYMEHTANBHD CTEONK, & KOTOPOR HENMHHESTCR NponaBoa-
c1e0 AP M3 MooonHon CkpeA. ONA NPORBcCoR XMMUHECHOND CHHTE3A 3Ta CTAAMA ONpEfSnReTch §8 CTEOWA Bsang
MCAOOHLIE MATEHENOE B TEXHONOMYECKWA Npoyess npowasogcTaa ADC. [ns Apyiax npogeccos (fepmeHTanumn, SeeTpa-
KL, CHMCTHA W NP, | TAKSA CTEAMA ONPESANSETEA G YHETOM ROHKDETHRIX ScobaHHOcTaM nponasoacTed. B Tabnuue 1 npresiaHi
CTEOMM NPOMAB0NCTER paznmHER AD0 ¢ SsanaHHEM CTAOWA, HE HOTOPLN WOXOOHLR MATERWEN, K83 NPEBKN0, BEOOWTER
B TEXRHONOMMHECKWA NpOUSCE.

HaswHas ¢ 3TOA CTA0MM, HE O&SHHBIE MPOMEEYTOHMHERE NPOGYETE WANW CTague npowasogcTea ADC gelRcTeyor
NPEEKna JaHHoD npunosedds. OHe BinosanT B cebA Tpefoeadus K aTTEcTayuy (BANMSALWA] HDWTHHYECEAY CTAOME
TEXHONOIHBCKON NPOUSCE, ORE3RESRWLH BENMAHLE HA kemacran AT C. B 1o 8 epemA ewbop CTaqHA TEEHOND HERON
MPOLACEE ORA NPORSNEaHRR ATTECTEUME [BANMOALMK) HE 00R3aTENLHO Q3HAYZET, 4T STH CTAOMM ABMAKITCH KOHTHHSECEAMK
ana kasectea APC.

TRRDOBAHWA HACTORLLEN NEMNOEEHHA PACNPOCTRAHAKITCR, KA NPEEAND, HE CTEOMM, OTMENEHHEES B TabBnuye 1
capsn ioHDM, 3T0 HE 03HAYAET, 4T0 B NPOLBECCE MPOMAB0NETES AONMHE BRNONHATLEGA BEE CTAZRMH, YRAZEHHEES 8 DaHHOR
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rabnags. CrpomncTe cnepossden TpeboaduAM GMP ponsHa BodpacTaTs OT paHHWE CTEONA npomasogores ADC «
SABSPLUAHLMM CTEAMAM TEXRONOMMHECHOM NPOUSCEE, OHWETRM M ynasoske. ®uandeceyss obpaborey ADC, TaKyD KEK
rPaHyNALWA, NOKpLITHE ohoRo4son neM EUaHYEack0s HAMBHEHWE PA3MERE YAoTIY (Hanpumap, roybeii M ToHEMA nosan),
CABAYET NPOBOOMTE, MO KPaAHER Mapa, B COOTESTCTEM C TREDOBAHMAMKM HACTORWEND CTAHOAPTE.

Hacromunid cTaqsapt HE PAcNpOCTPaHRETSA HE TEXHONOMIMHBECKHS CTAAWK, NPEqUEcTEVIOWWME BBOOY HEXDAHE

METEQHAMNDE ONA MpoIeoncTed ADC B TEXHONOMMHYSCKHA NPOUSCC.

TaGnuya 1 —NpuueaxssHes PysosoncTes K npadasogcrey ADC

Bun Crups nparmcacTee AHC, HE ECTOMAD DECTIDOCTIM HRETGR ABHIE
R J—— Pyonatan
(malnami OBpRM dhoHouM)
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2 ¥YnpaeneHue ra4yecTEOM
2.1 Dowmre nonoseHnA

210 38 Ha4esTED BeIMYCHASMOTD NPOOYETE HECET OTEETOTEAHHOETE BESE NEPCOHAN NPEAMPHATHA-NPOWIE0AHTENR.

2.11 Ha kasnom npegnpuATil CRegyat pa3patoTars, SO MEHTENLHD OEOpMHTE H BHEODWTE CHETaMY YNDREMNEHNA
KAHSCTEOM, HOTORAR NPegyCcMaTpuBSsT AETWBHOS YHaoTWE B HER pYHOBOOWTENEE NPEOnpUATHA W BCERD NEQCOHANS,
IBHATON B NPOMIBOOCTEE.

212 CucTema yNpEENEHWA Ka4ECTE0M DEBATRBRET OPraHWIALMOHHY K CTRYETYRY, MHOCTRYELWE, METOOMEN, MpoLec-
Chl M PECYPCH, B THHE QEACTEMA, HeOOXOoOWMeE ONR ofecne~aHA rapaHTim cooTeeTcTers ADPC soen TpeboBaHWAM K
KAYECTEY M UMCTOTE. NEATENLHOCTS, CEAZEHHARA C 0DBCNEYSHWEM KS4ECTEA, QONHHA BhiTh SETHD ONPEOEneHa W ohopMnaHa
OOKYMEHTANLHD.

2.13 MNogpazgsnsddA (OTganw, cnysbi), OTEETCTEEHHLIE 38 ODSCNEYaHE W HOHTRONL BEYSCTES, SOMHHLl DaiTe
HESHEBMCHMBMA OT NPOMIBOACTES. 3TH Gy HELAW MOMYT BRINGMHATECH OTOEMNbHBIMM NOSPEISENEHUAMA N0 ODECHEHSHIIE 1
KOHTRONES Kadectea nwdo Beime BOANO®EHLl HA OOHO NMUD [FEYNINY AWU) B 3E8MCHMOCTH OT 00LEMOB W CTRYETYPE
NPEANPHATHR.

2. 14 Cragyer onpegenyis Epyr NWL, OTESTCTESHHLN 38 BRINYGE NQOMENY TOYHLE NPOgYETos m ADC.

2.15 Boa gaRcTBMA N KOHTRONED KI980TEA CrRaayeT oo prnETh QoY MEHTENEHD HENOCPEAcTEEHHD MM M BRIDONHEHWH.

218 NMiobed OTHAOHEHMA OT NPMHATEE. MHCTPYHUWA OoNMHsl Bute ObocHOoSaHsE W ODOPMNEHE] S0EY MEHTANLHD.
HEMTHECEME OTENOHEHHA CRagyeT PECCNS0BATE C HS0DXOOMMEM OOKYMEHTANBHEM OHopMNBHHEM.

217 He nonycRagTod BLNYCHATE WA WCNONBIOEETE MATEQHANL A0 MOMYHEHHR NONOMATEMLHOM J3KNHSEHNR
ATASNA[OE) KAHECTED, S0MH HE YCTEHOENEH CNEUMANEHER NOPROOK, AONYCKAKRLAE COOTEETCTEY HNLME OTHNOHSHWA (HaNpM-
MEQ, BRNYCH MATEOWAN0S, HEXOZAWNEGR HE EADSHTHHE, NEHMESNEHHLE B mydkTe 10.20 HacToRwen PykoBogocTea, Mnd
MCMONLSBEHWE ChipsR WNK NPOMERY TOMHBIL NPOAYETOE, OUSHEDS HEYSCTES KOTOMSN BLLA HE 33BS[LLIEHE).

218 Cnagyer pazpabortars nopAgox CEOBEDSMEHHOM MEIBSWBHWA PYHOBOOCTES MPEONPMATHE O DBE3yNLETETAX
MHCTIEELAR, NPOBOOMMEL ORTEHEMN KOHTPONMA W HAOI0PE, CNYYaRY CEpLEIHOND HAPYWEHMR TReDOBAHWMA HACTORWED
cTaHnapTa, OOHApYHEHUA HECOOTEETCTEMA NPOOYETE W NPMHATEY MEpax (MpETEHIMAX K KE48CTEY NROOYKEUMH, OT3kBax
NPOGYELMEK, 3FEMOHEHAAY HHCNEKLWY W T.0.).

2.2 PyHEUMA B OTEETCTEEHHOCTE NOOPA3AENEHMA MO 0DBCNEYEHHID M KOHTRONH Ha4ecTEa

2. 20 OerTankHocTs NoApasfanaduil no ofecnssasMis M EOHTROAK KEA4ECTEa PAcnpocTPaHAETcA HE BOE BCNETE
KAHECTEE.

2.21 NoppazgensinA o obscneYaHnid 1 KOHTRONK ESHECTEE DOMHHN PECoMATRHBETL W COMACoBLIBATE (Y TREPH-
OaTh) BOE SOKYMEHTE, HMSHILLHE OTHHUSHWE K K3H8CTEY NPOOyELWMK,

2,22 DyHELMKW M DTEETCTEEHHOCTE Chywbsl KE4EcTER, HEIZAMWCHMON OT NPOWIBOMCTEA, HE MOMYT ObiTh NEPSOEHE
OEYTAM NOOPSZ0STEHAAM M NALEM. $SYHELEMY 1 CTESTETEEHHOCTE 3708 chywbs gonsHe OeiTh OQOpMNEHEl OORYMEH-
TEMNEHD W BKNEDHATE B Ce0RA, NO KpaiHER MBQRE, CREmyHLLEES:

1 Binyck Wi oT3we nobeix ADC. Beinyck wnM OTikB ApOMERYTOMHLIE NPOOYETOR, WCNONbIYEMbIX BHE 30HE
KOHTPONA NPEANEHATAR-NPOWIBOSHTENA.

2 PazpaboThy 1 BEO0 B ASRCTEME CHETEME! BEIMYCKE UMK OT3LIEE ChifbA, MPOMERY TOHHLE NROOYETOR, YNEAKDE0YHER
M NEHATHRIX MaTEPKANDE (MATEDHAMIE ONA MaDKAPOEIH ).

3 Mpoespey CEpMM FATOS0H NPOOYELMK W MPOTORON0E NA00PaTORHL SHAMMI0E HI KPHTAHECKMY CTAAMAX TEXHOMA-
TWHBCHOND NpoUScca 4o Bunycka ADC B peanwIsaym.

4 PRocnesosaqHne NPWHSHH EPATRHECKHY OTHNOHSHWA NAPAMETPOE OT YOTAHOBNEHHLN 3HEHEHWA C NPMHATHEM
HEOEROgMMER MED 1 T.0.

5 CormacopaHue By cneuutMranMi 1 TERHONONAHECKME MHETRYELMA MO NRPoMSBaOcTey mpodyLma.

6 CoimacoBaHes BoEr MHCTRYELUHME ¥ METOSHE ND KA4ECTEY NpOMERYTOYHEL NEogyrroe any ADGC.

7 HOHTRONe NPOBEAEHWA BHY TREHHWY MDOBEPOK {CEMOMHTNEKL WA ).

B CormacosaHies NpowasoETensad npoMEamy ToHHLN Npagykros v ADE paSoTanwms No KoHTRAaxTY.

9 CofmacoBaHWws HIMEHEHWA, KOTODLIE MOMYT OEE38Te BIMAHKE HE NPOMEEYTOYHLIE NPOOYETE B ADC.

10 PaccamoTpaHqe ¥ COMmacoBaHEs NROTORoN0a 1 OTYETOE 0 NPOBEISEHUH STTECTALWK [BAMMOSUAN ).

11 KouTpans 33 paccneoesHien NpeTeHaMR, CERIAHHLIX C KAHBCTREOM NEROLYHLIAN, W NEHATAEM HEODNOOMMER Map.

12 HoHTpones CBOBEPEMEHHOTD BEIMOMNHEHMA TEXHWHECKRAMT 0BCNCEHBEHNME M KENMOROBEA (NOBBREA) ERATHHECKON
ABopYAOESHMA B COOTEETCTEAM © YETEHOEMNSHHLIM NOPAAROM.

13 KoHTpone NPOES0SHNAR MCNRTARMA 1 OOPMIEEHHA Mx PeayneTATOR.

14 KoHTpors (NP HEohxo0umMocTi) QaHHbx 0 cTabunerocTi ADC W nposmesy To4Hel X npogyeTos gns abacsa-
BAHWA DaTh MX NOSTOPHOM KOHTRONA, CHOKE MOHOSTH K YCNOBHA HE XpaHaHR.

15 COcTAEnNeHWa OTYETOE O KaHeCcTES NpogyEUKK (nogpadgan 2.5 Hacronwsng Pykosogorsd).

2.3 DyHEUHMA W OTESTCTEEHHOCTE NPOMIB0ACT BEHHbLIX NOOPEI0ENEHHWA

DYHELMHA W OTESTCTEEHHOCTE NPOVIBOACTEEHHEIX NOORA30ENEHAR QOMHE DeITh GfiopMiEHEl SOKYMEHTANEHD W
BEFMETE B CEOA. NO KpafHen Maps, CRefyowsa:

1 PapaboTey, NepEcMATp M COrNacoEaHNE (YTEEEOEHNE ] MHCTRYELMA MO NROMIEnSCTEY NPOMERYTONHEIX NPpagyk-
To8 wiinu ADC 8 Taoke obacnaysHME MHCTRYRLMAEMH BOAX NPAHECTHL NOJPEINensHw 1 MCORONHUTENSR B COOTEETCTEMM
o YTESDHOEHHDR WHOTR YKL Wai.
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2 Mpowzeoactan APC W, Npy HEODNOQUMOCTE, NDOMEKYTOMHED NPOOYVETOR B COOTBETCTEMHA © YTRODHOEHHLMA
HHETR YKL MAMI.

3 PaccmoTpeHe Boer NPOTOKDNOE NPOMIBOGOETES CEDUH NPOgYELMM M NOSTESPHOSHWE N NANHOTE 4 oopMnsHEA
(MOONMCEHKA | B YETAHOBNEHHOM NODROKE.

4 HoHTpons NpOBESEHWA BHANWIA BEEX OTKNOHEHWA B X008 NROMIBONCTES W PRCCNEDEAHAR KPHTHHECHAE OTHNO-
HEHWR C COOTEETOTEVROLMM DOKYMEHTANLEHEM ODOpMMBHWEM.

5 KOHTpONS: “HCTOTE NPOHIBDOCTEEHHEX NOMELLEHHA 1, NPH HEobXoIMMocTi, HE JeanHEIEELNIA.

& HoHTpons BeiNOnHEHRA HeoDxogumen anuEpoeos (NOBEPROK] W XPEHEHHA NPOTOKDROE KANWEROEKK.

7 HoHTpons COOBREaHHA NOMELWEHWA W 0BOpYO0BEHMA B HAONEMALLIEM COCTORKHK W XPAHEHWA COOTBETCTEYHOLMY
NEPOTOKGNOE.

8 Hodtpons Be08HHR 4 COMECcOBAHNRA [YTESMEOEHWR | NPOTOHONOE W OTYETOE STTECTAEUMK (BEanvaaumu) oBapynosa-
HHE W NPOLBccon.

8 OuBHEE Npagnarsemss MIMEHEHAA B NPOOYELNY, TEXHINONPHECROM NPOUSCESE MNW obopy 0oeaHuM.

10 HoHTRons NPOBSgEHWA STTECTALHWA HOBEIX 1, MPA HS0DX0gUMOCTH, MOSERHMIMPOBAHHLIX NOMELWSHWA 1 o0opy-
OOEAHWR.

2.4 BuyTpeHHWE ayOWTEl {CEMOMHCNEELHA)

240 [OnA nogTeepsdeHWA COOTBETETEMA NpowisogcTed APC tpeloBaHHAM HACTOALE CTAHOAPTE CNEyar pary-
AAPHE NPOBOAMTE BHYTREHHWE Ay OWTe COTNACHD YTEEEMHASHHROMY rpadiigy.

241 PaayneTatel SyaqTE W NOCNESYIWWE EOPPEETHDYOWME SefcTBMR cnenyseT ofopmMmnATh QOKyMEHTANLHG W
NpEBOCTABNATE PYKOBOACTEY NpeanpuATHR. OJSAcTedA no pDesyNeTRTAM SyadTa CnegysT BeNONHATE CEOEBPEMEHHD W
HAQMEHELWAM 0DpazonM.

2.5 AHanwi ¥a4ecTea npogyELHK

250 [nA noarespHOaHnE NOCTORHHOM COOTBETCTEMA TEXHOMOrMHEcHand NpoLecca yeTARAOBNEHHEM TRE00BaHUAM
CReayeT parynRpHe NROBOOMTE BHENH3 kaqectea ADC, Takod aHanqa cnegyet npoeoiuTe, 8K NREEMnD, SwarigHo o
NOCHETYHILMM OOy MEHTENEHEIM ochoprneiuen. DT4HaT O NposSeH il SHAMWEE EEHS0TES NPOOYHLMH J0NSEH BRNEHETE
B cedr, no kpERHed Mepe, Cneny e

- QACCMOTDEHME PE3yNLTATIE BHYTRANPOMIBASCTESHHOM KOHTPONE M WCNETAHWE ATC No KOMTHYSCHAM NApaMET-
pam;

- BHAMME OEHHEX O BCE CEPMAX NPOOYELMA, BEAHSCTED KOTODEI HE YA0ENETEOPRNG YETAHOBNSHHLIM TPEBaBaHNAM:

- AHAMMZ BOEN CYLLBCTEEHHED OTHNDHERHA B TEXHONOIMHECKoM NPOLBGEES M DE3YNETATE PACCNEODEEHWA HX NPHYAH;

- PACCMOTDEHME BOBE MIMBHEHWA B TEXHONOMHESCHOM NPOYStos HAW SHAMWTHHECHAE METONEN

- PACCMOTREHHE DEIYNLTATOR HEMPEPEEHOM ROHTRONS CTADMM=HOCTH,

- SHAMM2 BCEY NPETEHIMA, BOIBRATOR W OTILB0E, CERIAHHLE © KE4SCTEOM NDOOYKLMM,

- @HAnM2 SHHERTHBHOCTH B EORPEKTHRYIOWNE QERCTEMA, NPUHATEIX NGO pEayNeTATAM ayguTd.

251 ChnanyaT oUuaHNTL PEIYNLTATE AHANKIE W NPUHATE DEWEHME O HEODEOOMMOCTH NEMHATAR COOTEATCTBYHOWME
MEQD MMM NOETOPHOA atrecragdy (Banudauun). OLocHOBAHME HeDDROOMMOCTH 3THX MED SonN®HD Obite odhopmnaHs
OORYMEHTENEHD, YRAIEHHLIE MEps ADMHHE Bame BRNONHEHE CHOSBREMEHHD W HAQNEMALLMM aGpazam.

3 Nepcoxan
1.1 Heanndmeaywa nepcoHana

310 MNpowzeoncTen JonMHD BbiTe YEOMIMEETOBAHD HEO RO MMEIM HHMEMOM COTEYOHWEDE, MMERLMY COOTEATOTEY K-
wee 0Opas0eaHye, Npowewry ofydesre Wind MENWME JOCTATCHHLR OMneT AnA paboTs B npowasogoTes APC K
NP OMERYTOHHERX NPOOYETOR.

311 OrBeTCTEEHHOCTE W ODRISHKOCTH BoEX COTRYOHVEOE, pEOOTAKOLM: B npouisogorese ADC 4 npoMesyTaHHbLE
NPOOYKTOE, AOmHE el Th SOy MEaHTaENnEHD ChopMmaHs.

312 Cnegyet npoBOOHTE DEMYARPHOE 00yHEHNE NEPCOHENES © NDHENSYEHMEM CISUMANHETIE Heobxonmmol Keanu-
thrkELMg, 370 0DyHEHHE QONHD OXBETEIBATE, KAK MUHHMYM, BONPOCH, CEASAHHSE C BRINONHEHHEM KOHEDETHED OMapa s
v TpedoBaHWA HACTORLWEND CTAHOEPTE B YaCTH dyHIUMA JaHHOM coTpyOHHES. CRedyer BECTH W COXPEHATE NPOTORDNE!
OOYHEHAA COTPYOHMEDE, 3 TEKHE NEPROOWHECKH OUEHWBATE M KEANWHHEALMI.

3.2 NwreeHa nepcoHana

320 MNepoonan gonsed cobnianate NPaENa MAMEHL.

321 MNepcoHan QONMEH HOCHTE HWCTYERD CUEckiy, COOTEETCTEYVHILLYHD Bro NPOWIS0gcTEEHHDA JeATansHOCTH. Chs-
OyaT DNPELEndTe NOPAODK JaMaHe 3TOR ofasike. [na sawme A0C 1 npoMakyTOMHLE MATEMMANO0E OT 3AMPRIHEHNRA, NPX
HEODXOOMMOCTH, CREAYET HOGMTE QONOMHMTAMTEHES SNEMEHTE OABHALL, NOKPEBAHLIWE MN0SY, NMUD 1 PyHM.

322 Cnegyet wabarate NEAMOND ROHTIKTE MEPSOHANE © NPOMEHY TOMHEIMA NPROOYHTamMa m DT,

323 Kypasde, NpMEM NALKY 1 HSNATEDS, HEBAHWE PEIMHEM W XPAHEHHE NPOOYETOE NATAHWA QONYCKEOTEA TONLED B
CRSLHENLHD BRIGENEHHEN MECTRE, OTOSNSHHLLE OT NPOMIBOACTESHHLE NOMEWSEHAA,

324 CotpyaHukn & MHBSKEHOHHLIMH 2a00NEE8EHHAMN WY AMERWWE OTHDEITENS NOSPEHOSEHUA HE HEIAKDEIThIE
YHACTEAX TENA HE SOMYCKAKITCA K padorte, scim 370 MOMET OTPaaUTeCA Ha kasacTes ADC. NoSoR corpyoHnk © 3abonasa-
HHMEM MM HANWHEM OTEPEITOR PEHLEL, BRIARMEHHEMKA NPY MEJULMHCKOM 0CMOTRE MmN Habnoosdng, aonmed et
OTETREHEH OT NPOMZS0ACTEEHHER SNEPELWA. MM BRNOMIHEHWA E0TOPKIX COCTORHHE S0 A00P0ELR MOHAT HeBnannpuaTHD

)
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NORMNAATE HE KaHecTe A0C, 00 BRIZ00POBNEHAR KK NONYHEERA ME0ALWHCHON 33KNHEHRR O TOM, 470 HEXOHOSHWE 3TOM
COTOYOHWES Ha paboqem MecTe HE NpEAcTABNAET DUCKE ONA DE30NacHOCTH WNK KEsacTea ADC.

3.3 KoHCYyNLTAHTLL

3.30 KoHcyneTaHTs N0 BONPOCAM NDOWZB0OCTES W KDHTPONA EEYSCTES NPOMEsyY TOYHL. MarTepuanos uny ADC
OOroHHEl MMETE COOTBETCTEYHALES O0DPA30BAHME, NOOMOTOEKY W ONLIT PADOTE WA COMETEHWE BhILANEDEYMENEHHEIL
HESLIKDE.

3.371 Cragyer opraHHI0eaTs BE0SHWE W XDAHEHAE NPOTOKOROE O NPOEEEHNH KOHCYNETALMA © YEAISHWEM MMEH,
Anpecos, CNEYHANEHOCTER 1 BUOOE YONYT, NPSAO0CTIENAEMEE 3THMH HOHCYNETEHTAMH,

4 30aHMA ¥ CUCTEMEI

4.1 MNpoexTMpoEEHME W CTROWTENECTED

410 Mpe pasMELLSHAK, NPOSKTHROBEHWUA W STROMTENECTEE A08HWA W NOMELWEHWA, NDBOHA3HESEHHEIX ONA Npowa-
BOOCTES NPOMEHYTOMHEIX Npogykroe W APC, cneayet npeaycMarpueare yOoBCTEO WX SRCINYATALNA B 0DCMYHHMBAHMA B
CODTEETCTEMN C BMOOM W CTEOMEA npodascasted. Mpu npossTipoBaHKy NOMEBWEHHA CHEaYET CBOOWTE K MAHWMYMY
BE03MOEHOCTE JSTDAZIHEHMA. EChm SnA npomesy ToHHB NRoaykTos 1 AT yoTaHaenMEaWTCA TpEboEaHNA NO MuKpoDHOHE
HHETOTE, TO MEN NROSKTHROSAHAK NOMBWAHAR CREAYET NPEQYCMATHMBATE JSWHTY OT HEHENSTENLHLN MUKPODHEX 2arpR3-
HEHMH.

411 ZnaHMR W NoOMBLWEHWR JoNsHB BhTe QOCTATOYHLX PEIMEPOE ONF PAIMELEHNA ODODYS0BAHNA W MATEDWARDS
© WENLED NPEIOTEPALLEHIA W NERENYTEBEHHE W 3S3MPRIHEHMA.

4.12 O8opynosamde, obecneHBaLESs HAONEHALYH EWWTY METEDRANOE [HENDHMED, JAKPETAA WMWK W30 po-
BAHHER CHCTEMA)L MORET Y3CTHHHD BRIXOOWMTE 38 NPEErs NPOWIBOACTREHHOND NOMELLEHNA.

413 Mpw 0Pradv3agmUd NOTORDE METEPHANGE W NEPCOHANR B 308HMAX MW NOMAELLE HWAX CNE0YaT MpenycmaTprEaTes
NPEgOTEPELLEHWE MEPENYTEIBAHMA W 38NPAIHEHNE MATEIVANGE W MPODYELHKA.

4.14 Cragyer npagycMaTpHesTh OTOAMsHEE A0HE MAW OPyTHME S08K8aTHRIE DELWEHHR ONR CNE0ysoLuMe onapaumia;

- NOMy=EHAR, AgedTrukanae, othopa npod W HEXHOSHWA B KEpaHTHHE WOXOOHLE METEDHANDE 00 BEIOS4H
PEAPELIEHUA HE BRINYCK MTH OTRNOHEHNE;

- HEXOWOEHHR B KAREHTHMHE 00 BRINYCHE WM OTHNOHSHWA NROMERYTOHHE NROAYETOE Mnn ADC;

- oThopa npoh NRoOMEHYTOMHEIE NPOOYETOR Wi ADC,

- XPEHEHMA OTENOHEHHEX MATERHANOE 00 NPMHRTAA Pelesis 08 v DamnsHEdwEm wEnons3InsaHIA (HENPEMMED. Npw
BOABpETE, NEPERA0OTEE WNW YHIHTOHEHWA];

- MPEHEHHA BEIMYLEHHEN METEPRaNoS,

- BEINGNHEHAA TEXHOMOEMECHE ONERELWA;

- BEIMAAHEHAR CNEPELAR MO YNEEDERS W MAPKHDOERE,

- NpogsgaHns NaBoparopHbE BHENWE0E.

415 Chagyer npégycMarpuesTs HBeoDo QuMeE NOMELEHMA ON8 NOOQroToEkM NEpooHana [(MelTee YK W np.) 1
TYANETEI, ODECTNAYMTE M TOPASER W XONODH0A BOO0K, MLNOM MAK SPYTHMEA MORLAMK COEZCTEAMM, DEHEMN ONA Pyl MW
OHOPEI0EEIMIA MOROTEHLAMW. [TOMBWEHHR 4R NOAMETORNA NERCOHANE W TYENETE QOrHEl Bkl Th OTOSNSHE OT NPOM2B00-
CTEEHHELE 30H (HE WMETE B HHX NPAMOIT BRXO00E ), HO S0MHHE DEITE NErsoaocTyiHeIME ON8 nepoosana. MNpd reobxogumocTd
CHEOyET NPEayCMOTRETE MOMELEHHA QN NPMHATHR OYLWE WIHNK NepaasesaHng.

416 Hak mpasuno, NAGDRATOPMA W MOMBWEHWR, B KOTODLIX NPOBOOATCH BHAMWMIL], OOMHHL BhiTe pACHONCHEHE
OTAENEHD OT NPOHZBOOCTEEHHER 308, EENH NpOB0aMmbe 8 30HAX TEXHOMOHHECHME ONEPALHK HE BAMAKT HE PE3ynbTaTE
adanuad, a pabora nafopaTopuil He OHS3BAST OTRHUATENLHOM BIMAHWA HE MPOH3AB0OCTED NPOMERY TOMHL NROSYETOR
W ADC, naboparopyu (B HBCTHOCTH, NADOPATOPMK BHY TRMNPOWIBOACTEEHHOM KOHTPOMA) MOMyT DeiTs PAcnanoseqsl B
NPOWERONETESHHEL, JOHK,

4.2 MuEaHepHEIS CHCTEM I

4.20 Cragyer BeINOMHATE BTTECTALMK WHHEHSPHOM oBopyQoEaHEA W TEXHONOTWHECKHX CREO (HanpUMER, Napa,
A308, CHATOIM BOINYEE, CHETEM OTONNEHMR, BEHTHNALMK, KOHGHUMOHNDOBEHAR M Q. ). KOTOPRE MOMYT DEE3ETh BRAMAHWE
HA HAYHEBCTED NOOYELME M OD8CnesuTh MY KOHTPONS M TEXHWSEckoe obonysraaHne. MNpy HecoOTEETETEMY NApaMaTpoe
IBOEHHBIM IHFHEHIAM CREOYET NPHHHMETE He0ToaMMEe Mepsl. Ha NpaanpuaTid GOmseH EpEHHTECH COOTEETCTEY OLWMA
FOMIMEKT AOKYMEHTALMH.

4.21 MNpw HeoddopmMocTy Cneqyar NpegyCMaTpHESTE CHCTEME BEHTHNALMA, OHWCTHA M BRTRXK Boagyxa. Mpw
NPOEXTHPOBEHMH 1 MOHATORMHME 3THE CHOTEM CNEOYET CEECTH B MAHHMYMY DHCK IPAMOMD W DEperpecTHOMN 38rpRIseH R
M NpEayCMaTIETE COOTEETCTAYKILME KOMTRONE NEPaMETROR AN EE¥A0A TEXHONDIHECK0N CTAAHM (HANPUMED, NABENSHWA
BOAAYRE, HARMYMA MUEPOOP EHWAIMOE (NpY HEobXo0nmMocTi), J3anNsNEHHOCTH, BAEHHOCTH M TEMDNERETY PR, Doobos aHwMa-
HWE CREAYET yOSNMTE 30HaM, B KoTopeix ADC nOgespranTcn BOAASACTEMI QR yEAHWER CPa9.

422 B npoMasiqoTESHHER NOMAWLEHARY C DEUMDEYNALMSA BOA0YES CNanyaT NpagycMoTpaTe MEps! RO NpEEa0Tapa-
LEHHED PHCKE NPAMOND W e RE RSt THON J8MAIHEHMA.

4.23 Cnagyer NpegycMoTDETs MAPEMPOERY WK HHOA METOD MOSHTHRMKELMK CTEUMOHEDHE CHCTEM TRyDonpoaa-
O0B (HANPHAMED, MYTEM MAPKWPOEEK OTOENLHER TpyDoNpoEcaos, obecnesaren DOKYMEHTALHN, NEMMEHSHHEM CHCTEM ©
KOMMLHITEPHLIM YNDAENEHMEM W KCHTPONSEM @ npo ). PACRONGHEHME CHETEME TRYBONPOBOAOE HE GONSHO NPeOCTRENATE
AMACHOGTH 33MIAIHEHAR NPOMERY TOYHER NPOOYETOs 1 ADC,
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424 HaHanuiayMoHHsE TpyGel DON#HEl MMETE COOTBETCTEYHOLWE DEIMEDE M. MpW HEODKOOHMOCT I, MMETE PRApPLIE
cTpyd nubBo gpyrue cpegcTea NpEgOTEPALEHMA oERATHOM NOTOKE.

4.3 MogroToeka Bogkl

430 Boga, vcnanbayaman npy npowisagorea A0C, nomsHa yODENETEORATE CEOBMY HEIHSHEHWED C COOTESTCTEY-
HILGMB MO TEE [ MEHAEM.

431 3a WCKNK-HEHNEM OTHENEHD OroBOPEHHLIX CNYHEEE, KSHECTEO BOgLI, MCNONEIYEMOR B NPOWIBONCTES, QOMHHE,
EAK MAHAMY M, COOTESTETEOBATE TREGoBaHWAM QeRcTEYOWMY CTEHAARTOR, NPEgLABNAEMEIM K NATLEE0R BOOE.

432 Ecrd gnA obscnesedus kadecTea ADC sBpakTapMETHE NWTESB0A EOOLI HEOOCTATAYHD 1 Heobonnme Donea
HECTHWE TREDOBAHWA K XHMIHECKHM WIANH MHEDOTMONOMIYSCRMM ES0SRTEDHMCTAEAM BOOR, SOMEHE BeiTe paapaboraHel
TpefoEaHHA K Bone no hranko-ERMHYSckaN CEOACTEAM, aBLEMyY Hucny MUEPOOPMAHWEIMOE, YWCMY HEHSNaTeNEHEIN
MUEPOOPIEHMAMOE WM COOSMMAaHHED SHOOTORGHHOR B BOOS.

433 CnegysT BbNONHATE STTECTAUMKED NPOUSccs NOgroToBEd S00k ONPEOSNSHHOM EE4SCTEE, MCNONLIYEMOR B
TEXHOMOMMHBCHAM NPOUSCEa. W HOHTRONWIOBATE B8 NBPEMETRL G YETEHORMEHWE M HEOEXOQHMEE NPEQEN0E SEACTEWR.

434 EcnW HecTEpUneHele ADC npegqHasHaqeHsl ONA DEN6EHEAWED NPOWMEB0ACTES CTERMALHLE NEEapCTESHHBIX
CREgcTE (MO M NPOMIBOdHTENE 3ARBMAST O NPWoOHOCTH ADC onR 3Tod Lend), 70 B048, NPHMEHRSMER HE KOHEHHBIX
CTAQHAX BRIGSNEHWA W OHUCTEH, SOMNMHE KOHTROMMPOBATLCR HE OOLLEE YNCHD MUKPOORMEHAZMOE, YHCND HEHENaTensHEX
MUEPOORIAHMIMOB W yPOBE HL 3HIOTOKEHHOE.

4.4 Pazpenedwe 30H

440 [nA NpoWzE00CcTsSa BSWECTE C BEICOKDA CEHCWENNHIMDYHILEA SETHEHOCTEXD [MEHHLHNNMHE! HNW Wedhanosno-
PR NP ) CABEYET HENONEINBETE CNELMEANEHD BEENEHHEE NPOMIBOOETEEHHLIE 30HE!, B COCTAE KOTOPM MAONYT BXOOHTE
NOMBLLEHHRA, BEHTHNAUMOHHOE WM TEXHONOMMYeckos obapynosaHne.

4.41 CnaywansHse NpoMIRocTESHHEE NNOWASH AonHHel BhiTe BelAENSHE ONA NPOM3B00CTES BEIECTE © WHiK-
LUMEYHHLMAMM CEOACTEAMH, BLICOROR GapMaanons-4ecrnn QETHEHOETER MMM TORCHYHOC TR (HENPUMBE, HEEOTODLL CTEQD-
WOOE, UHTOTOKCHHECEMY NPOTHECOMyXONEELY CREACTE]. 38 MCHNAHMEHWEM CNYYSESEE, KOME METOoOk WHERTHBELMK Wi
DHHETHM OBOPYO0BEHMA NPOWNE ATTECTALMKD (BEENUOALMEY) W BRINONHAKTER 8 YETAHORNEHHOM NOPROKE.

442 OnA npegoTEPAILSHIUA NEPEXDECTHOND ASTPAIHEHMA N NEDEMELLEHWK NEPCOHANE, METEPUANCE W T.4. 13
OOHOA 30HED B DY CNEOYET NPEgyCMaTRETE COOTRETCTEYHILME Ma[ik].

443 He ponycyasToR NpoBoOMTe B 30AHHAN MIMNK HE obopyaoBaHWN, NPEGHAIHEYEHHOM ONA npoweogcTea AhC,
NoklE NPOMIBOSCTESHHLIS ONEPELHE (B T. 4. BI881LKSARKE, DEIMON WK YNAK0BKY | C BICOROTORCHYHEIMK Hadapumales-
THHECKMMH MATEPHENAME, HANDHMER, MEPDULKOEAME W NECTHLKOEMY. DOpaleHE & BRICORDTORGHHHEME Hedhap MmayesTi-
HECKMMH METEPHENaMY ¥ M XpaHaHME QomeHbl Bame oToenede o1 ADC.

4.5 DceewsHHe

450 Ona obnerdasis NREEMnsHOE SEENMYETEWHN, 0DCAYHHBEHMA W OYMCTEA NOMELYEHWA CNEOyET NReayCcanpe-
BaTk HEOBXOZMMEIR ypoBEHE CCBEILEHHOCTI,

4.6 Croxw m oTHOOBI

460 Croxd W OTa0gel (HENPMMED. TEEDALIE, HUOXKWE WM ras00bpaiis nobodHss NPOgyETel NPOM3soacTaa)
OOMEHE CEOSBPEMEHHD 1 DeaonacHo YIANATECH W3 303HNA M OKPYHEM0WER MX 20HE © COBNKOEHAEM CEHMTAPHLIG HOPM.
KoHTéRHeps Wi Tpybonpoeods. ONA OTAO008 GOMEHE MMETE YETEYH MapERpOBIY.

4.7 ¥Yoopxa, neawHdieEUMA K TEXHW4ECKDE O0CNyHHBAHWE

470 30aHWR 1 NOMEBWEHHA, B KOTOPRIX NPOMAE0OATCR NDOMERYTOHHLE NPOOYETE 1 ADTC, QonmHbl COOTEETETEYH-
LWk aBpaanm ABCNYHMBATECH, PEMOHTHPOBETEER M COOSPMAETECA B YMCTOTE.

4.71 [Ona nposegedns yBopen (0BpaBoTiy, neawHhesyun) SonsHe OeiTe papaboTaHbl CIEHArsHEE HHCTRYKLWA
C YHEIAHWMEM WCNoNs3yemon obopy0eaHne, METEDHANOE | rpadios BeIncnHEHHA paboT.

4.72 MNpy HeoSxoQMMOoCTH ONA NPESOTEREWEHWA 38rPRIHEHHE 00OpY00BEHMA, CEDLR, YNEKHOBOYHE M NEHMATHRIX
MATEQHEMDE, NPOMEEYTOYHLIX NPoayeTolE n ADC cnegyer paspaborars MHCTRYRUME N0 Bopeie © rpsayHamg, Bononsas-
BEHWH MHCEETHLWO0E, dyHmumaos, dhy MUrHpYHWMYE CRS0ETE, 8 TAKE YHCTALLMY ¥ Aedmimdbuuupyiowuns cpescTa.

5 TexHonorvueckos 0bopyooBAHWE
5.1 TpeSoEaHWMA K KDOHCTRYELMEA W MOHTa®Y

510 ObopyooBaHWE, NPHMEHREMOE B NPOWEE0MNCTEE NPOMEEYTOYHBE NPOaykToe n ADPC, DOrmeHD HMETE COOTEET-
CTEVHILLYED HOHCTRYELMED W DAIMEDE] M DACNONSMETEER 8 MECTE, YA0DHAM QN8 8ro HENONEI0ESHKMA, OHUCTEW, e3uHgEKY MK
W TEXHHHBECHIMD OECNY#MBAHWA.

511 MoeaprHocTy 0OODYSOBAHWA, KOHTAKTHPYINWLHME G CHPLEM, NDOMERYTOMHEME NPoOyETaMA wnd ADC ne
OOEHE BIWATE HE K348CTED NPOMEEY TOYHLN NpagyRToe B ADPC B npegenax yoTaHOENEHHLE TREDOBAHNA.

512 TexnHononeecros 0BopYS0BAHNE DOMMHHD MENOMI0BETECR TONLXD M0 HEIHSHEHNEDL

513 DcHoplae ODOPYSUEAHME W CTALMOHAPDHKLIE TEXHONOMIHECKHE MTMHMM [PE8KTODE, BEOHTEAHERL] ONA KpaHEHA,
TEXHOMOMMHBCHAS NMHHHE M MR, MCNONBIVEMEE B NROVIBOSCTEE NPOMERYTOMHEIY Npooykros 1 AL, OonkHE MMETE
COOTEETCTEYHALYH M3PEMDOSKY.

a1
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5.14 He gonyCeaeToR ROHTAKT BCEX BELWWACTE, MPUMEHASMEL B TEXHONOM9EckoM ofopyaoEaH (CMa30k, Harpesas-
HLLME M CANEEAaE0WMY BHOK0CTER] © MpOMERYTOYHBIMA NPOAYETEMA W ADC, KOTODLIR MOGET NPWBECT K HIMEHEHMKS
KEMECTEE MPOMEEYTOYHEX NpogykToe W ADC 3a npegenkl yCTAHOAMESHHEX TpefoBaHwh. HeoBxoonmo paccnegosark
TNeoGaE GTHAOHEHWMA OT 3THx TREDoBaHHA, 4ToDM HE QONYCHKATE OTPMLATAENLHOM BNWMAHWR BEONOMOTETENEHEE BELWECTE HA
napepabarbESEMEE METEPHANE. [0 BOMMOKHOCTH CNSOYET HCNONLI0SETE CMEIHNY K M3CHE, NPeOHAZHEYNEHHEIE ONR
MHLLEEOR MPOMBILUNEHHOCTY.

5.15 CHopyaoEaHHe, NO BOIMOMHOCTH, QOMHHD GbITh 38K0EITHIM MK FEDMETHHHBIM. TIDK MCNONBEIOBAHMK OTKPEITON
ABOpYOOEEHMA HEOTXDOMMO NPEHUMETE MEDE! M0 CHIGREHARD DHCKE 38rpRIHEHHA 00 MAHHAMyME.

516 CragyeT XpasdTe SERCTEYHOWMA KOMNNEKT SOKYMEHTEUMK Ha o0opyaoeaHqe M YOTEHOBKH {HANDWMER, KOH-
TRAAMEHO-HEMEPNTANEHERE NEMO0DEL, BENOMOTATEMEHLE CHCTEME W P

5.2 Texuwueckos obcnysWBaHWe W o4YWCTES obopyQoBaHWA

5.20 Texdwyeckos obcnyeieadie oDopyOoBEHHR CRBOYET NPOEB0OWTE B COOTEETCTENM C yTESRAOEHHLIMK rpadm-
KEMA W MHETPYHUMAMIE, B KOTOPGG O0MHE BeiTe YHE28HE! OTESTCTEESHHES FTHLE.

5.21 Muerpyruwmn no odyucree abopyooBaHuA W QONYCKEY &M K NOCNeOyHHLEMy WENONEInsaHHD B NpoMancicTas
MPOMBEEYTOYHBE NPOOYEToE W ADC sonsHe BeiTe OOCTATOHHRD NOOPOOIHEIMK W COSBEMHATE CRENVEILIME OAHHLIE:

- ONPE0SNEHRE OTBETCTEEHHOCTA 38 OHMETRY oBOpya0BaHWMA;

- rpadmk NPOBEAEHWA OHMCTEW W, NP HeobaonumocTy, gasnmdariwK;

- NoppobHoS ONMCEHWE METOS0E M MATERHANDE, B T. 4. NPHIOTOENSHNE MO0LWWE CRSO0CTE,

- MHCTPYELMA No paabopke W chopse kasaors yana obopyoeandn (Npy HeobxooumocTi);

- NOPAOOK YO4ANEHHA W YHUHTOHEHA AAHHER O NPEOENYLLER CEPUM NPODYHLIAM,

- MHOTEWELMM N0 NPE0oxpaHaHiE SHeTor obopynoBaHuA OT 38rpASHEHUA 00 BT0 MENO3088HHA;

- NOPAOOK NPOBSPKA HMETOTE 000PYA0BEHMA HENGCPEACTAEHHD NEpE 8ro MENoMbIOBRHWEM (NP9 HEoBEonmMocTr);

- MAHCHMANEHD QONYETHMOE BREMA OT OLOHSAHWR NPONZB0OCTEE 00 o4UcTEW oBopyoosaHns (npr HeobBEoauMosTi).

5.22 Nns npegoTepallieHin NEAMSID W NEPEXpEcTHON 3arpRIHEHNR MO NEPEH0cE MATERHanos, BOTORLE MOryT
NOBNAATE HA COOTEETCTEMS KEHECTES NPOMENYTONHER Npogykros M ADC yoTaHoanaHHeM Tpefoaadwam, cnegyer npen-
YOMETRMBATE HANMEXALWSE XPAHEHHE, DHHCTEY 0BOpYOOBSHWA ¥ NPHMHASMEHOCTER [NpK FE0DXOOMMOETI, SesHHEDBKUMKS
MMM ETEDNNAIELAK).

5.23 [Ons obopy 0o8aHnA, NPEOHEAHSHEHHON ONA HENPEPEEHOM NPOA3E0HCTES MMM NPOUMAEOOCTEE WMENAEMA CapHa
CTHIAK W TEX #08 MPOMERYTOYHBE NPOAYKTOE Wm ADC, Che0yeT NpenychMoTRETs DHHETRY Sapas ONpEIanarHeE e MHTBRBENE
BREMEHA ONA MPEOOTEPILEHNR HEKONNEHAR W NEPEHOCE AAMPAZHE HIA (HANHAMED, NPOSYETOS PRCNSOE WK HEOO0MyCTIMOR
KOHUEHTREUME MHEPOODIEHWIMOE).

5.24 [Ons HECHagManvziposadHonn 0000y 40BaHWR MEETY NPOMIB0OCTEOM JEINWHHEY MATERMANOE CREYAT Npea-
YEMOTRETE O4HCTEY C UEnsH NPenynpedoeHER NEpeHpecTHOM JEMPAIHEHWA.

5.25 NanHil BhiTs yETEHOEMEHS QONYCTHMBIS NPE0Enk] HANHHWA GCTATHOB, METO0R M MATERHAMNL ONR O4HWBETHN.

526 MpoeensHwe o4McTEM oBopyaoBaHUA gonsHo ObiTe OOKYMEHTANLHD ddwopnedo. ObopyooBaqHwe DomHHD
Gl Th NPOMEPRAROEaHD .

5.3 KanwBpoeka (nosepHa)

5.30 Kanubposy [NOBEPHY) KOHTDONRHO-HAMAPMTaRLHOM W AHANWTHHECROM 0DoPYROEaHNR (B T. 4. BECOR), MME-
WA KOMTHHECHOE JHSYEHHE AnA 0DECHBYSHWA KEHECTEA NPOMERYTOYHEE NPOSYETOS mnn ARG, cnanyar nposoauTs 8
MNAHIBOM NOPRIRE.

5.31 Hanubpoeey |moes=pey] obopyQoBaHMA CNEQYET BEINOAHATE © MCNONEZOBAHMEM CTAHOARTOE [3TANOHDE], Npo-
CREHMBEEEMEIY G0 COOTEETCTEYVIOWMY 3TANOHHLE oSpa3uns (8cni OHM CyBcTEyHIT).

5.32 MpoToxkank NpOES0SHMA KENWEposaK (NoBapoK) DOMmHHEl COXDAHATECA.

5.33 JaHHeis o COCTORHWH KEANMDpoBEM [MOBERKM) EpMTHEGKOND 0BapyQ0BaHHA QOMHHEl HAXOOWTECH B QOCTYIHOM
MECTE.

5.34 He gonyckasTcH WCNoNEAoSaTeE NPMBoPLI, HE CODTEETETEYOLLME THeboRaHWAM KANWDEOREY (NOoSapkM).

5.35 [Mpw oOREpyYHEHNH OTENMOHEHNE B KOHTPONEHO-H3MBDHTENEHOM 0000y D0EEHHN OT YCTAHOBRMEHHE TpeboBaHMA
CNE0YET BEIRCHA TR, MOMYT MH OHA OXE38TE BrNWAHHE HE KEHSCTEO NPOMERY TOHHEX NPOSYEToE MM ADC, npoqassisHHBIX ©
MENOALIDBAHNEM 3Tard 0E0pyYIDBAHKE NOCNS NOCNSOHEND NPOBEOEHUA KANHOPOBKH [ NOSRDKK),

5.4 CucTeMbl & KOMNEETEPHEIM YNPABNEHWEM W HOHTPOMEM

5.40 CucTemsl C ROMNEXTEPHEIM YNPAENSHMER W EOHTRONSEM QOMHHE GRTE STTECTOESHS { BANMOHPOEEHE) C YHETOM
pasHooipaaIHa, CNOMHOCTH 1 KPATUHHOCTH MCNONL30EIHMA ROMNE0Tapoe.

5.41 MpurogHoCTe CHCTEM & HOMMOSMTEPHEIM YyTIP3EMEHMEM W KOHTROMEM WM NporpammHorg obecnedsHue gne
BLINOMNHEHWA MOCTARNSHHOR 3ana4d QonkHa GeTe NOKS3EHE NP WY STTECTAUMY [PENMOELMA) B YOTAHOEMABHHOM W
oy HELOHMEY HILLEM COCTOSHUAX.

5.42 Bchw nporpaMmsce obsciaqdeHes arTesTosaHo 40 &no NONyYEHnA, T0 He TpabyeToa npoBoauTe B NpOBSpky
B AHANCAMHOM 0bkeme, ECnd cucTema © noMNEHTERHEM YIPEENSHAEM W EDHTPOMEM He Seina arTecToRaHa (Banngupo-
BAHA) NPH MOHTARE, 70 NPW HANKSRE HS0DOOWMOR A0KYMEHTALWKE MOKET DbiTe NPOBS0SHA S8 DETPOCNEXTHEHAR ATTEC-
TEUWMA (BANHOSUMA]).

543 Cragyer NnpenycmoTpaTe 380IWTY CHETEM © HOMNBEETEPHEIM YIREANSHWEM W KOHTROMREM OT HECAHEWOHWPO-
BAHHOM JOCTYE WK H3MEHEHWR DEHHEIX, 8 TR JAWMTY OT NOTEPM DaHHLN [HENPUMEL, NP BEETHOSSHAW KOMITLIOTeRE ).
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JonsHa pardcTpMpoBATECR HHRGODMALHA O Mokn MIMEHEHNAY OAHHLX, NOCNEfHEM BB00S QAHHER, O TOM, HEM W KDI0E
OHM DENK COSnaHE.

544 Pabora » ODCAYHHBEHWE CHETEM © KOMMLOTEPHES YNPESANSHHEM W KOHTROMEM JOMEHE MpOBOOWTECA B
COOTEETETEMM © MHETPYRLMAMA.

545 MNpu sE00S CYWSCTESHHOA WHIPOPMEUWK BRYHHYID CNE0VET NpSOycMOTRETs QONONHUTENEHYH MPOEE0KY Npa-
BAMLHOGTA BBOGA OAHHLIE. TAKAR NPOBAERHKA MOKMET BLINOMHETECH JRYTAM ONEpaTopom NUBo caman CucTaEmo.

546 Chow B pabore CHCTEM C EOMMSHITEDHERM YNRESNSHAEM W KOHTROMEM, ROTORLIE MOFYT OXE38TE BNHAHWME HA
HAHECTED NPOMERYTOMHER NPOOYETOR MAM ADC, HE HAOBKHOCTE SANACEA KNK PE3YNETATOR MCNEITAHWA, CRERYET DErmoTpu-
POBETE M BACCNEN0BATE.

547 WMaMEHEHMA B CHETEME C HOMNEHITEPHLIM YNPSENEHHEM B ROHTRAONEM SONHEHE NEOBOAMTECH B COOTSETETEMM ©
METOOMEDA BHECEHHR MIMEHEHWA, OfOpMNATECR JOKYMEHTANEHO W Y TESPHOSTECH OTBETCTEEHHEIM MWLOM C NPOBEPE0A
BHECEHIAA 3THX MZMaHaHUE, Cnenyer ¥xpadiTe NPOTOKONL! BOEE HIMEHEHHA B YCOHBPLUSHCTEOSAHNE, BHECEHHLN B KO-
neTap, NporpamMmBoe obacnssesre My Nobol gpyrol oW THHBCKME SMEaMEHT CHCTEME! C HOMNERTEPHEIM ¥NDEBRNTSHIERM
W HOHTPONEM.

548 Ecrm choM Wi 0TES3k B paDOTE CCTEMEl MOMYT NPHMBECTH K HEODPATIEMOA NOTaPRS gaHHLIX, CREeOYET Npadyc-
MOTPETE PEISDEHYED CHETaMY. [NR BCEx CHMCTEM & ROMNSOTERHEM YNDEBNEHMEM H HOHTRONSM SOMEHE DblTh NPEIgYCKMOT-
P MEf, FAPSHTHD YW ME 330MTY BAHHBIX

549 JonycHasToA 3anvck WHOOPMELLHN OpyTMK CPagc TEamMM.

6 QoeyMeHTAUMA M NPOTOHOME

6.1 CHcTesa QOKYMEHTIWWA W CRSUMOIMEALNE

610 Pazpaborsy, napacuoTp, yTESMHOSHNE ¥ DACMPOCTREHEHHE BOEX AOKYMEHTOR, OTHOCALUMXCH K MPOM3soacTay
NPOMERYTOHHEX NROOYETOR MW ADC, craqyeT BRNGNHATE MO CNEUHMANSHEIRM HHETEYELHEM (METOOMEAM). 3TH J0EYMEHTE
MOTYT ObiTh NPESCTEENEHE] KEK B NMCLMEHHOM, TAK M B SNERTROHHOM Braa.

G511 Brinytk, Nepecyor, 3JEMaHa W OTMEHS BOEX OOKYMEHTOR SONMHE ROHTRONUPOSATHEA C COXPEHEHWEM CREOS-
HHE 00 WX NPagbugy WK BEpoHAL.

612 CnenysT OpradM3naars GHETEMY XDEHEHWA BoEx HEoDoQuMsx AOKYyMEHTOE [OTYETOE O DAJBUTHM NPOMABOG-
cred, 0ibamax NPOWIBNOCTES, ZAMEHE DOORYIDEaHHA M ATTECTEUMH TEXHOMOMHYECKNE NPOLSCCoE, MPOToKDNaE abyHeHIER
NEpCOHANE, BhIMYCES NPOOYHLWK, ROHTRONR ESHECTES W PEANMISLHK NPOOYELEWE W NPL) ¥ ySTEHOEMTE CROKKM XPaHSHNR 3THX
OOEYMEHTOH.

5.13 BoR O0EyMEBHTELWE O NPOMIBOOCTEES, KOHTRONS KEYECTES W PEIANMIELMN NPOOYHLWH DONMHE XPEHMTECA HE
MEHES DOHOMD MO&E NOCNE OROHYEHNA CPOKE MOgHGETH gadHoR capun. iR ADC © yCTaHOBNEHHON OJETOH NOETOpHIr
KOHTRONA CROK XPEHEHNR JOKYMEHTOR — HE MEHSEE TREM NET SO JHR NONHOA DEANMIaLKH CEOWH.

.14 3anecy B npoToxonsl CNenyet BHOCHTE B NPEEHAIHAHEHHEE ANS 3T0M0 MECTA CRA3Y NOGCNE BLINOHEHWA
SEACTENA C YKEISHWEN OT BETCTEEHHOID MMUA, COENSEBLWIE M ST 38MEN. Tak, YTobes Mx HanbaA Beno yoaniTe. MocnpasneHws
B 3AMNMCAN A0MmHHE! BkiTe BHECEHE TEKMM 00pazam, 4106k MosHo Beno npoHecTs NEPBEoHEYANLHYI 2anucs. MonpasneHeR
OOEHE COOSPHETE J8TY BHECEHWA HIMEHBHHA W NOANWCL OTESTCTEEHHOM NMUAE.

615 OpHrmHans! WNW KOMAY RPOTOROR0E, PEFMCTRMPYROWKME KaMe-nbo DeRcTEMA, CREnyaT XPEHHTE B COOTBETCT-
BYHHLAE NOADBINEnEaHUAY B TEHEHWE BOEMD CPOKS XPAHEHMA SOKYMEHTELWY. JonyCEASToR XPEHATE NPOTORONL B OEYTMX
MECTEX, BEMA WCHONMBEIYETCA SMEKTPOHHBIR Mg Nobol QpyToR cnocob nepeHoca MepopMaU .

G165 CneuwdHEaln, HHETDYHLMH, METOOHEN W NPOTORGE MOy T SPEaHMTECH B BMOE OPUMHHSN0E MNH 3888 PEHHEIE
KOMWA (HANPHMED, HOTORONMM, MAEPSGMNEME, MEKPOMLLIA MM SPYTHE TOHHLIE BOCAPOWIBEAEHMA OOHIHENEHLE J0RY-
MaHTos). MpY WENoNEIoBEAHNA MUEDOEUNEMBPOESHMS WM 233NM0H B NEXTPOHHOM BUOE CREIYyET BMETE CHMTEIBARILLES
oOOpyanEEHHE W CREACTES ONA ELINOAHSHWA KONMA HA HBCTEME HOCWTENAX,

617 CnaywdueauMn Ha Chipba, NPOMERYTOHHLIE NPOSYHTEL{NPH HEOERoguMocTr), APC, MEHaTHEE 1 Y NEHOE0HHERS
METERHEM LI QOMHEHE DhiTe OOpMNEHEl B MHCEMEHHOM BEga. MoryT notpabosaTsch crayfmEaursm QnR QpyTHE METeps-
ANGE { TEXHONORAHSRME 00EEB0K, CMA30K M T. A}, MCOML3yEMEL NPW NPOYM3E00GCTEE NPOMEsE) TOYHLE NROOYETOR kN A0 C_
OHEALIEAHILME PEUSLES BENWAHNE HA KEAHSC0TE0 NPOGYELMA. KPUTEpME NpUemMnemocTa OnA BHYTRAND N 38000 TEEHHDND
KOHTRONA TAKAE QOMNHHE ObiTh GROpMNEHE B NYCEMEHHOM BHOES.

6.8 ONEETPOHHEE NOOMACA HE O0KYMEHTEX SOMEHE GhiTe MOEHTARMUMPOBAHE ¥ 38LIALLEHEL.

6.2 MpoToron CYWCTEM K HCNONBIOBAHKWA COOopYQOoBaHMA

G20 B npoTORONAK WENOMLI0BAHWA, OHWCTEN, OSAWHEEKLMM WIiNKM CTEpMmM3anud W oDCnysMESHNA OCHOBHAM
oOOpya0BEHHA GONsHE DhiTe YHAIEHE 0ATA. BREMSA, HEHMEHOBEHWE W HOMED KENS0A CEpMM NDOWISSNEHHOA HE Ham
NPOoOYELAH, 38 TARHE HHPOPMAELKWA O NWUE, NPOBOOMELLEM DHHCTEY 1 obcnysueanqe sTom obopyooeaHKA.

G621 Ha rpebyetca COCTaENEHWE OTOENEHBLE NROTOKONGE DHUMCTHR W HENDNE30EAHNA 000Dy B0EaHNA B CAYHEE, 8NN
OHO CHNBUMENEHD MPEOHBIHIHEHD ANA NROMIB0NCTEE OOHOMD MPOMEEYTOHHIN MPOOYKTE ANk ADC 1 CEpWN 3TOM MpOMERRY-
TOYHOMD MPOEYETa M ADC NPOMIBOOATEA B NPOCNEMMEASMOR NOCNE00BATENLRICTH. [NpK ncnonsaoaaHwn obapynoaaHuA
CNELHEAMNLHOM HEIHSHEHHA NPOTORO NG 04MCTEH, DECNYRHBAHNA W MCNONBEIOBAHWA MOCYT DkiTe HACTEIG NROTOLONE HE CEDKED
NPOOYHUAH MM COCTEEMEHE: OTOSNEHD,
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6.3 MpoToroNel Ha CLIPER, NPOMERYTOYHEIE NPOOYETEL NEYATHRIE M YNAKOEO4YHEIE MATEpHANLl gnA ADC

G.30 MpoToREnk) HE Skipbe, NPOMEEYTOYHBIE NPT, NESATHEIE W YTIBK0B0HHEIE MATERENE, MCIOME2yEMBE 18
npowaRnncTea ANC, NOMHHE XPEHATECA B YOTAHOBNEHHOM NODAOKE W COOBPKETE CNBOYHALAE DaHHBIE!

- HEWMEHOBAHWE NDOAIBOOWTENR, COMEMTHAHNE W HONHYECTED KEMA0A NOCTABKY KARO0R NAPTHA ChIpsA, NPOMERKY-
TOMHHBIE NPOSYETOR WM NE<ATHRIE M YNEE0BOHHLN METEDHANDE ANA Npowzsoncred ADD, HESMMEHOEAHNE NOCTRBLLMKES,
wenchp ) Mok Opy oA BoaHTHGMEALWOHHEIR HOMEP NOCTEBWWES (8GN M3EECTHE ), HOMAP, MDUGEO0AHHLIR NPY NOCTYNNEHAA,
M GATA NOCTYTIEHNR,

- pEAYNLTATE NPOBENEHHL MEMLTEHUA WM BCCNS0BEHWA W BLIBOOL N0 HAM;

- NpOTaRIANE, NPOCHEHMBEKLKWE KCNONEI0SAHKE MATSPMAN0E;

- NpOTORGN O COOTEETCTEMM METEPHANOR, MCNOMLIYVEMEN QMA MapEHposkK W ynakosm ADC, pebopaHmAm, yora-
HOBMNEHHLIM B CNEUMHESUMAY, H

- NPHHATOS DEWEHHE OTHOCHTENEHD OTHMOHEHHON ChIPLA, NPOMEHYTONHLIX NPOOYHTOS MM NESATHRIE W yRERoBo-
Hblx MATEPHANGDAR, WCNONEIYEMEX B NpowisonsTes ADC.

5.31 Cragyer ¥paqHdTe YyTESeHOSHHBIE 0bpasubl 3TMEEToX ONR CPAEHEHWA © HAMK BeNYCHEEMBIX 3THEETOR.

6.4 TMpoMbILWNEHHELIE PETMAMEHTEI

.40 C yenwe ohecnesaHda 0gHOOEDaIMA M NOBTOPHEMOCTH OT MM K CApMK ONA EasGoro ApaMasy ToqHon
npagykra 4 ARC aomeHel Bume paIpafoTaHs NPOMEILNEHHEIE PEMNEMEHTE], NMOOMHCAHHEIE OOHMM NALDM © YHAIZSHAEM
HATEl, NPOBEEHHBIE W NOSNWCARHES APy MM HESEEHCHMBIM MML0M GO0 CTOROHL OTAANA(0E ) KA4ECTED © YHAISHWEM ATk

5471 MpoMBILABHHEIS PEMEMEHTE JAMEHE COABPNKETE CNSOYHMLME DaHHBbIE

- HEMMEHOBAHWE NPOHAB0OMMONT NPOMEEYTOHRIND MPOAYETE MM ADC W COoRiney HA COOTEETCTEYHILWA 00Ky MEHT
(BENW 3TO BOBMMEHD;

- NOMAHLIA NEREYSHE CRIPER W MPOMEMYTOHHE NPOIYETOR COMBEHD MX HAMMEHOBAHWAM WK KO0028M, OOCTETOHHEM
ONA MOEHTMWKALIAN B08K MX NOKSIETENSA KaHSCTEE;

- KONMMHECTED MK COOTHOWEHKRE MENONbIYEMEIE BMOOE CHIPsR MK NTPOMERY TOMHOM NPOOYETS. B T. 4. S0MHHLAE 810
MaMmapaHrn. Eony 3710 KONMYEcTad He AENAETOH HMECHDOEaHHON BENMYUHON, TO B NROTORON onkeH Okl Th BXMOYEH pacar
MR HAMAOM PAIMERS CEOMA MAW NPOM3B0OWTENEHOCTL [P Hammyu oBocHOBaHEA B NpoToRan CREgyer Bknoqars
OONYETHMES OTENOHEHWA JHIHEHWA;

- MECTO NPEB0OCTES W OCHOBHOE 0Bopyo0BaHNE;

- NoOpoiHEE TEXHOMDIPHECEHE MHCTPYELNK, BRAKHYSMUAE 8 cabn!

- MOCNEA0EATENEHOCTE ONEpaLWE;

- AONYETHMER NPEGENE HAMEHEHWR TEXHONOMMHYSCHAY NapaMEaTpoe;

- MHETPYHLMM MO aTHopy Npob W NPOESOEHUKY BHY TRHRPOM3B00ETEEHHOM KOHTPONSA C KPUTERMAMKA NPVEMNEMO-
CTH {NPH HS0OXO0MMOCTH];

- OrPSHSEHWR BO BREMEHW ANA I8BE0IUEHHR OTHENEHL TEXHONOMHSCKKY CTAOMA WIANK BOEMD TEXHOMOMMSEG-
KOG NpOLBCcsS;

- NPEgNOnarasssM BeX0d NPOOYRTE [ YESISHREM HEWEONbLIS M HEWMEHELWEM 3HAYSHMA ) ANA COOTEATSTEYRILLME
CTAQME TEXHONOIMHECKOND NPOUSCEE MMM OTPEIR0E BREMEHH,

- Ocobse YHAZHHNAA W MEpel NPEaocTORORHOETA MNH CCRINEM HE HUx (NP HeoDeoqumocTy);

- MHCTRYELMK MO CPEHEHAR NPOMERY TONHOM NPOOyETE kv A005, NEYETHEN 1 Y NAK0BOYHLE MATEDHANDE W ocobex
YENOBWA XPAHEHNA © YRAIESHMEM CPOKOE MGHOCTA.

6.5 MpoToxonkl HA CEPMID NPOGYHEUME (NPOTOROMEI NPOWIBOOCTEA W KOHTPONA KA4ECTEA COPMA NpOogyHL M)

6.50 Ons kEmaono NpoMERyTOMHOM NPoOyETa W ADC COCTARBNMOTCA NPOTORDNL CEPMA NDOOYELMM, BEMOHEKWWE
B calA NoNHYH BHOOPMALKK O NPOH3E0OCTEE W KOHTDONS KE4SCTEE K00l capur. [0 BeimycaE NpoayrlMe npaTtaran Ha
CApH Qonsed Dwre NPOBEREH © LWEN6H NOSTESRHASHMA CONSPMALIMNCH B HEM Q3HHLE M HE COOTEATCTEMA NPOMEILLNEH-
HOMY PEMaMaHTy. Ecni npoTokon HE Cep WD NPOOYRUMWY OTHOCHTCRA K HACTA NPOMEIWNSEHHOND PEMMBMEHTE, B NpATORaNE
OOMHHE BhITh CoMMEa HE COOTEETCTEYHILMA NPOMEILLNEHHEIR PErNEMEHT.

G.51 MpoToHonk! HA CEPAN NPOOYELMKY Q0MeHE SeiTh NROHYMSPOBAHE © HCNONL30DEAHWEM YHHEANLHOM HOMEPa
CAPHA WK MAEHTHRMEELIMOHHOM KO8 M NOSNPCAHL G YHAZAHMEM 03T NP HEnpepkisHoM NPOM3B0NCTES 50 NPMECE0EHWR
AHOHHATAMGHOM HOMEPE CAPMA B KE4ECTEE MEHTMH MEBLMOHHOM KOO8 MOHHD HCNONL30BRETE Wiwdp nPOOYETE & YHAZaHEM
DTl W BESMEHA.

G.52 B npoTORONEX HE CEpWH NPOSYELMH NPY 2EEEQWEHNY EEE00A BEHHOE TEXHONNHWMECHOA CTESHW CRegyar
WREARIEETE!

- OATY 1M BpEMA, NpW HEoBxoaMMocTIG

- DCHOBHOS MCNONEIREMos oBapyOoEaHWE [HANDHMED, PEAKTODE, CYLLMMEHES SNNSPETE, MENLHMLL W T.8.);

- OAHHEIE O KEHO0A CEpAM (B T. 4. BIBSWHMBAHWE, OTMEMMBAEHWE KM HOMEDE CAPHIA Chif:A, NPOMERYTOMHER NPOgyYRToE
WMIN NEEE OpyTi METEPHANOE, MENONLI0BAHHLN 8 NPOWIBONGTEE];

- hakTHHECKHE OaHHEIS KPHTHHECHAE TEXHONOMMHECKMY NADAMETPOE;

- OAHHBIE O BoEX OTOBPEHHLD npabas;

- MOAMHEH HENODCDEACTESHHLIX HCNOMHATANSR W MY, NPOSSRAKILME MW EOHTROMMPYROLLIME KERIYH KPATHHECKY
ONEPALMED B QEHHOM NPOUEses;

- pEAYNLTATE BHYTPMNDOWIBONCTEEHHOM M NAGOPaETOpHON ROHTRONS;
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- (hAKTHSECHHE BRIXO0 NPOAYELMKE HE CODTEETOTEVKIWME CTEOWARE MNK HE ONPDE0SNSHHBIA MOMEHT BREMEHH;

- OaHHLE 00 YyNaKoass 1 MAapHMPOBRE ONA NROMERKY TONHOMD NpoOyKTa e ADC;

- obpaaus MapeepoEm AP Mne NPOMEEY TOHHER NPOOYETOR, BCNKM OHH NOCTEEMNAKTCA B MOTOROM BIOE,

- NHOEE OTENOHEHWR, X DUSHEY, PE3YNETETE PACENSAOBAHER {NDH HE0DHOOWMOGTH) WK CERNEY HE NPOBS0EaHHDE
PECCNBADEAHME [BCNK OHO KPAHNTOA B BAOE OTHENEHOM NPOToL0Nna);

- LEIYNETETH KOHTROMA NPH BRIYCHE NPOOYHLWA.

6.53 Cnepyet paapalorare MHCTRYEUHKE N0 PSCCNEO0BAHAKY EIMTHHECKKY OTEMOHEHWA W HECOOTEETCTEMR CEQHA
NP CMEHY TOHHEIN MATEPHANOE WA ATC TpebosannAam cneywdreaywh. B 370 paccneioaaq«e cChagqyat BEMOYHETE 1 pyrinea
CEORH NPOOYRLKWK, KOTORES MOMYT DbITe CBA3AHLI C D8HHLIM HECOOTEETCTENEM MNH OTRNOHEHWHEM.

6.6 MpoTokonst NabopaToOpPHOND HOHTREMA

660 B npororonax nabopaTopHan KoHTpoNs ormHa Bt nonHan MethopMaymwn O X008 B MCNEITAHWA, NpoBe-
OEHHEE ANA NOOTESPEAEHWR COOTEETETEMR TPE0OBEHMAM HOPMAETHEHON OOKYMEHTALMK, B T. 4. JAHHLIE HAOMOSEHWA W
BHELNA 20!

- GNACEHRE NOMyHEHHER Npob, BT 4 HBHMEHOEAHNES MATERWANE MW MacTo oThopa npofel, HOMED CEDUH MNK
OPYIDHA OTMMYATENEHRIA KO0, 0878 B3ATHR 00pa3ua, KOMMYECTED W QAT NOCTYNNEHWA STOR Npobe 8 NatopatopHi,

- WHAIAMHE WIHNW CORNES HE HAMORA BWENONEI0SAHHLIE METOO KOHTROMA:

- YEASAHWE MBOCH WNK PEAMapoE NPobbl QN8 KEmOO0M BCNEITAHEE COMMACHD NPMHATOR METOOMEE. SAHHBE MK
CCBINKS HE NPIMaTORNEHWE W NPOBEAEHME MCNLITAHMA 0OPRAL0E CPEBHEHWA, PEAHTUE0E W CTEHOANTHRIX PACTEODOE,

- HEOBPEGOTAHHEIE B XO08 KEM4OID MCNLITAHWA O3HHLIE B AonondHedds b rpadivkan, tabnuuam v cnesopau,
NOAYHEHHEM © WCMOMNsI0BaHWEN nabopatopraro ofopyooBaHHA © HYyMEDAUWER (KOOODM), NOIBOMAKWEE CNpEgeniTe
WENBITYEMOE BEWECTED M CERHED,

- BRMHCNEHMA C YKEISHBEM S0MHAL MEMSparis, kosprumeHTos nepeaoga W koathhuUMeHTOR SHEHBAMESHTHOCTH,

- PEZYNETETE KOHTROMRA M KX CPASHEHMA C YOTAHORNEHHEM KPHTERMAMEA NRHEMNEMOCTH,

- MOANKEE OTEETCTESHHOM NALA, NPOBOIHELUSND KEHORRA BUO BOHTRENR, W 0aTy(k) B0 NPOBEAEHIA W

- OATA WM NOONMEE BTOROM MAUA, 38BEPRE0WER TOYHOGTS, NONBOTY M COOTEETETEME YOTAH0BNEHHEIM TREbOEIHMAM.

G671 CnepysT TAKSE COCTABMTE NPOTORONE © YEA3AHHEM:

- NHOEE MIMEBHEHWA B NPUHATLIL METOQEN ROHTRONA,

- maEpHOgMYeckon kanwipoexy (noeeprk) NAGOPATOPHEX NpWiopoe, 000Dy S0SaHNA W 380HCRIBE LM YCTPORCTE;

- WMCMNLETaHWA Ha cTabuneHocTs AL

- PEIYNLTETOE HCCNEOOBAHWA, HE YOORNBTEORRRILMY TREboEaHMANM craudiMkaL M.

6.7 PaccmoTpeHWe NpoTOKONOE CBNMH NPOOyKL WK

G670 OnA onpaganadds CODTRETCTEMA MROMEEYTOMBOM NROOyKTa vl ADC yoTaHOENaHHEM TpeSoBaHrAM 00
BEINYCHE WM PECAPOCTREHEHAR QAHHOHA CEMaH NPDOYKLEHA CREgYET pa3paiorars HHCTRYELMKE N0 PACCMOTREHMID ¥ yTREM-
OEHNED [COMACOBAHNED ] NPOTAKONDE HE CEEMED NPOOYKLMW 1 NPOEEgaHH NafoparopHon: KOHTPONH KESECTEE NROOYRLMM,
B T. 4. ¥NEKOEKY W MEPHAPGCEKY.

671 MNportoxone Ha Copld W NADOpaTOpHBIE NPOTORANL BOHTRONA EpETRHECKUE TEXHONOMMHBCKHY STagmd 0o
BEINYCKE M poanvzauue cepdy APC norowHel Geime pACCMOTEEHE M YTESPHO8HE OTARNOMIEMH) KOHTRONA KaH8cTEd.
Mporokanes BHY TRMMPOMIBOACTESEHHOM 1 NASOPATORHOM KOHTPONA HEKPUTHHECKMY TRXHONOrMHSECHNE CTEAMA MoryT Beite
PACCMOTPEHE KESNAEHLMD0SaHHEIM MPOM3IB00CTEEHHLM NEPCOHENOM WNA SPYTHMA OTSENEMK B COOTEETCTEMM G MHCTPYE-
LiMAMH, COMMACOBAHHEMA G ATOENOMBMA )} EEHBETEA.

672 Boe npoTolank! MCNEITEHWA, HE yOOBNSTEOPAKWMX Tpeboeadmam cnegudEaumn, OTHNOHSHAR OT cnewwdie-
FALWIA M PACCNBGDEAHHA 3THY CNYyYEE8 QONMHE ObITh PECCMAOTPEHE NPKY BRNYCHS CORHN B DEanWIaUM6,

673 Cnysba (oTgenkl) KAYSCTES MOEET NEpE0aTe OTEBETCTEEHHOCTE W NPEBD SLIGA4HM PEAPEWEHWA HA BLIMYGK
NROMERYTOHHER NPOSYETOR NPOWIBOACTEEHHOMY OToany (cmywie), 18 noHno4eHen CNy$ass, HOrna NpoMesyTOMHES
NEOOYKTE MOCTABNAKNTEA 33 NPERENL 30HE WX KOHTRONA NPEONPHATHAR-NPOUIBO U TENR.

T PaboTta ¢ MaTepuanamd

7.1 O0wwrA KoOHTPONE

710 Mopsgor NomyaHER, BOaHTWGHEALM, FEpaHTHHHOM Xpadasns, obpawedws, otbopa npob, npoBsneHuA
HOHTRONA M BLIAYY PAZDEUSHNA HE MCNOMSI0SEHWE MK OTKNOHEHWS METEPHAN0E QOMEHE Dl Te ONpEaanaHs B CoOTEET-
CTEYHILLMAXY WHCTLYKLIWRX.

A1 Y nposasoguTanad NEpOMEXYTOMHEIX NPOOYETOE diMnm ASC nonskHEa BhiTe CHCTEME ODUSHEN NOCTABLUMKGE
HOMTWHECEN Y MATEDMANOE.

712 MNocTasks METEpUancE QO0MEHE BeINOAHATECE NOCTEEWMKEMH, YTEERHOSHHLIMK OTOSN0M{aMY] KAYSCTEE, B
COOTEETCTEMW © COMMACOBAHHLIMK CNeuH HALHRMN.

713 Ecn nocTaslyus KDUTWHECKONT METEPWANE HE REMAETCA NPOH3B0OWMTENEM JAHHOM MATERUANE, NDUHIE00M-
TErb NPOMERYTOHHEIX NPOOYETEE WA AP0 ZonseH MMETE BHOPMEUNAE O HEMMEHDBEHHA W 30peca 3T0M NPoHIsnae-
TEMA.

714 3ameqHa NOCTABLWMES KPMTHHSCKDN ChiphH SONMHE NPOBDAOWNTLEA B CODTEETCTEMA © NPOUSOVROA, MANCHaHHDN
B pazgens 13 e oHTpons MaMEHEHRAS HECTORLWEM NPHNoHEHMA.
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7.2 Mpuemra ¥ EAPEHTHH

720 Mepeg npramMKod W NPH RANYYEHWM METERRAN0E HE KEHA0A yNEHOBEES MW rPYyNne YyNagosol GonsHS Guite
EMIYANEHD NPOBSPEHE NPEBUMEHOCTE MEPHMPOEXH (B T. 4. COOTBETCTEME HAZBEHMA, MCNONLIVEMOND NOCTABWLMEOM W
IBNBIHMROM, BCNA OHW OTAWHAKTCR), COXPAHHOCTE YNAHOBOK, HANHYKME NOBPEXSEHHLIXY NEYETEA, CNEnoE BOKPEITER W
IBIPASHEHA ynakosow. Marteprans Non#HL HAXOOHTECA HA KEPSHTHHHOM XREHEHHN 00 npossfaqns othopa npob, wx
AHANMAZ (KOHTPONA] W DONYHEHWA PRIDEWEHAR HA MY BENONEIDEAHME.

721 0o CMEWEHAR NOSTYNMBLME MATEEHANDE C MMBOWAMMCH 3aNaCaMA [HANPAMED, © PACTEORMTENAMM MW
IBNACAME, HAXOSAWMMHER B (PEHMMILLEY] CRE0yeT yoTAHOBEMTE WX NOQAWHHOCTE, NPH - HeoBRog Mmoot — NpoBecTi
KOHTRONE M NOMYHTE DRIPELIEHE HE WX HENoNe3ceaHne. [NA NPenoTEpaleHHe HENPAsHNEHOM PEIMELLEHWA NOCTYNHE-
WHE MATEPHMANOE CREAH Y8 XDAHALLMECA MATERHAMOE QOB DETe pazpaboTas CrauuansHse HHCTEYRLIMH.

7.22 CnegyeT WCHENHHMTE BOIMOMHOCTE NEQSKPECTHOM 38rpRIHEHHR HepacacoBaHHOR NpOgykLMK, SCnM oHa
MOCTABNRETEA B SMEDOTRY, HE NPEOHEIHEYSHHLN CNEUMANLHD NS Hes. B ka4scTes 0oKazarenscTEa SToMm MONyT Henank-
ADBATLEA:

- ABCMOOT OYMETHA;

- KOHTPOME HE HANWSHE CNE00B TPAMECEA;

- AYAWT NOCTABWMER.

7.23 BonsluMe emrocTi ONS CPAHEHRA M COOTEETCTEYRLWME RONNBETORE, NUHWM N0 38PYIHE M BEIFPYIKE S0MHHE
BeiTh MEPKUPOBAHE.

7.24 Kawpas SMsocTh W [PYNNa e MKocTed |CEpin ) MaTEpranos 0omnaHE MMETE SETKYH MapRMpaBEy {Lndg. HomMap
CAPMH MMM NOCTABEKM, KOHTRAKTA, TOBAPHOHA HBKNEOHOA). 3TN HOMEDE JONMHE MCNOMNLI0BATECA NPX oboaHaHeHMY pacna-
NECHEHNA EAHRG0A Cepry. CRagyar uMaTs cuoTany 0boIHSHeHUA CTATYCE KEMO0N CapnI.

7.3 Otbop npof W NpoEEQEHHE MCNBITAHKA NOCTYNTHBLW MY MATEPHANDE

7.30 Ons noareepeoeHnsE NoDNMHHOCTH KERE0A CEDHH METERHANDE (38 MCKNKMEHNEM MATEPMEN0E No myHETY 7.32)
CNenyeT NposecTd XoTA G OgHD MonsTadpe. BMecTo NpoBsgsHan NocnenyiuMe KoneiTaHHA MOEHD HCROnNL3InEaTE
AHAMMTHSECHHE NACNODT MOCTABWMKS NEM YENOBEWK, 4T0 NPOWIBOOMTANL MMEST CHETEMY OLEHKM NOCTABLWKOE.

7.31 CwcTema OUSHEN NOCTEBWMEDE OOMKHE BENHMATE B CEOA SUEE38TaNLCTES [HANPUMED, JAHHLIE O KA4ECTES
NPagEaYLME NOCTABAOK) TEM, 4TO NPOMEE0SUTENE MOKET CTADKNEHD NOCTAERNATE MATEPWAN, COOTBETCTEYHMLHE TRaba-
BaHnaM cnagetnkannd. Npeens e ynpocTmTe NPOLEnypy coBCTESHHLE NPoES RO, CREQPET NPOBECTA NONHBLIA BHENKS
HE MERESS TREX CEpWA MaTepuana. MonHLIA AHANK: SOrTHEH NPOROSHTECA YEped ONDESENEHHEE MHTERBEME: BREMEHK W
COBEHWBEATLOR © AHANMTHYECHHM NACNOPToM. JoCToBapHOETE SHAMMTHHECHEM NECNoPTa RaoBoMMo DErYNREHD Npossa-
PATE.

7.32 He 1pabyarcs NpOBASEHWS HOHTPONA TeEXHONoIWYEcEHE QobaBog, onacHoro MNK BRCOROTORCHHHOID CLIDBLA,
AEYIAE CREUMankHEL MATERHAMDE HNW METERHANIE, NERESASAEMEL B ADYIOE NOAPA3NENEHWE NOO ROHTRONSM I3 KSR,
TIE# HENMHEH SHAMA THHBGHANT NBCN0PTA NPOWIBOMATATA, MOSTEERHOSHWE CODTEETOTENE 3T0M ClpPLR YOTHHOBNEHHLRM
TpaboeamRn . MigeHTRUEUMA 3THY METERHANDE BRINGNHASTCR BHIYANLHEM OCMOTROM YNAKOSOK, 3THHETOK H DEFRCTRE-
LWaA HOMEDoe Cepki. BECnmn ROHTRONE TEEMX METEQHANDE HA MECTE HE NPOBOJWTOH, TO 370 AOMHHD Beimh obocHOBAHD W
AhOPMIEHD JOKYMEHTEMEHD,

7.33 Mpobw gonsHs BeiTe PENPDEEHTATUEHOR BROODHOR CEPUH MATEPMANS, WA KOTOPOR OHW BaATLL. B MeToguxe
arhopa NpRoD CREgYsT YESILIEATE SHCND KOHTEAHSP0E, K3 KO TOPeE O0MEHE DhiTe BIRTE NPOLL, M2 KEX0H YSCTH KOHTERHEDE
M B RHHOM EONWYEETES OHM 0TEMpaiTos. MUono KoOHTARHEPOR, WE KOTOPRX CnenyeT oTobpate npobel, W RoAWYEcTED Npob
ONPEOEnRKITEA NNaHoM otbopa npol. CnegyeTt yHUTEESTE EPUTMHHOCTE W CTABHNEHDCTE CEOACTE MATERHANAS, MHOOopMa-
LMK O BEHESCTEE MPS0LAYILAE NOCTEE0K ¥ HOAMHEcTEE METapHAnd, HEoDoquMong AN NPOESSEHHR SHAMWIE.

7.3 Crbop npob cnegyeTt NpoBoOnT: B CMELHANLHD aTEagEHHOM mecTa, Metoguika orBopa npod pomwHa npegyc-
MATPHESTE NPSOOTEPELEHE 3AMPRIHEHHA MATEDWANE, M3 KOTOROM oTBWPAKTER NPAGLL, ¥ QPYTHY MATEQHAN0E.

7.35 ¥naxosrkd, M2 ROTOpEE OTEMPE0T NRoDLL, OoNsHL BLiTe SKKYDATHD BOKDLITE M 33KDLITR. HE ynakoekEx gansHE
Bl Th HEHECEHD MEPHMPOBED, NOXKAALIEAMILAR, HYT0 M3 3TOW YMAK0BEW Bkiny B3ATH npobs.

7.4 XpaHeHue

A0 Mpe 0BPAWEHWN & MATEDMANEMA | WX XPAHEHHK HE SONYCKRKTOA YEYOWEHHE MY KEHECTEE, JAMPAIHEHKE 1
NBPEKPEcTHOS ASMDAIHEHWE.

741 Marmeprans, XpaHAlMec B KEpTOHHLIE Dapabadas, MElkax Ny ROpoODRAx. QoNHHE DACNONAraThCoR TAKWM
abpazom, YTobel Being yaobro npoeoguTe yEopey W nposepry. He gonyckasTcA CENEOMPOBAHWME MATEQHANDE HE Namy.

742 Mepuog 4 YCNOBWA XDAHEHWA MATERHANDE HE DOMEHEl OTPHUETENEHD BNWATE HA WX KEE4ecTBD. Hak npasuno,
METEIWANE], MOCTYNHELLMS NEPBEIMEA, CNEAYET BENONEIDEATE B NEPEYI DH4EpE5.

743 Hewotopbie MATAPMANLD MOEHO XPEHNTE BHE NOMELWEHWA MpW YOCROBMKE HBONSHEWSR YyHAEOBKH, YNTASMAOR
MAPEMPOEKM W BLINANHEHMA HEODOAMMOA OHWCTHN YNEK0E0E NEQE0 MY BOKDLTAEM M BCNOILI0EEHHENM.

T4 OTENOHEHHEE MATEPHE ML JONEHE WMETE COOTEETETHY WY MEPHMROEEY W NOMBLWATEER B KBPEHTHH (W0nR-
Top Bpaka) AnA HCENEOHEHUA MY HECEHKUWOHMPOSAHHOM HENONEI0EAHHA B NPOMIBOACTEE.

7.5 MoeTopHEIA KOHTREOME

7.50 Mpw reobxogrmocTie OnA oNpEgsnaHUA NEHIMOHOCTH MATEMMEN0E [HINDUMED, NoSNS QM TENLHOM XpEaHaHna
MW B pE3yNLTATE BOINEACTENA TEMNENATYDE HITH BNEKHOCTH | CNEOYET NPOSsgUTE NOETOPHER KOHTPOS.
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i TexHONOTHWHECKHE M BEHYTPHMNPOWIBOOCTEEHHLIA KOHTRONE
8.1 TexHonorv4ecrde onepauud

810 Yonoswn B3ARSWHBAHWA W OTMEPUBEHWE CRIDEH ANA NPOWN3SOACTES NPOMERYTOHHLE NpoaykTos M ADC Ha
O0IEHE OKB3LIBATE BNWMAHNR HE WE NPHIOOHOCTE, YOTPRORCTES QMR BIBSUHMESHNA M OTMERNEEHIA SONMHE DeiTh Heobko-
DHMONA TOYHOCTH.

8,11 Ecnuwmarapran pasgennsTch HE HECTH ONA NoCHEnyk Wero Mononb30eaqsna 8 NPOM3E0aCTESHHEL DNEPELMAK,
T OH OOMMEH MOMEWATECA B CNELWENEHYHD YREH0BEY, MBDHAPOBEE HOTOPOR COBEMMT CRENyRo LY H MHIROPMALHKID

- HAWMMEHDEAHHME MATEDHANE VAN KOE;

- HOMED, NPMCBOEHHER NPH NAMTSEHRA, MITH KOHTRONBHSEA HOMEE;

- MECCY MMM MEPY MAETEPHENS B HOBOW YNEK0ERS W

- Oaty NOETORHOM KOHTRONRA, MY HE0BRAgMMOCTI.

812 BenonHeHwa KPUMTHYSCHHX ONSPaUHA No B38alUMBEHWED, OTMEDWUBEHMED WM PRINEnaHHel METEpHana Ha
NOPLEKA onsHD BeTh 33EE0SHD MW NPOROHTRONMPOESHD SHEMBANaHTHEM oBpaios. o Hadana paboTel NPOMAENNCTEEH-
HES NEPCOHAN onHEH YEEOMTEER B TOM, YTO BEE NONYHEHHEE METERHAME COOTEETCTEYIOT AEHHEM, ONpEpanaqHeIm 8
NpOTOKDNE CARMA SNR NPOMIBOOCTEE DAHHOM MPOMENY TOHHOM NROOYRTE W ARG,

813 BeinonHeHwe Qpyrix EprTHHECKAE JEACTENR JOM#HG GhiTe 3388PEH0 WNK HAPOKOHT POMMPOBEHY SXEWEBENEHT-
Hibi OEPEa0M.

814 Ha onpegensHHbld CTROWMAX TEXHOROMMHECKOND NPOLECCS HEODERAOHMD CDABHWEATE DEETIHECKHA Bhion
NpoOYELMK (METERMANOR) © GxragemMbid. Oxu0asmsi BRXog ¥ JONYCTAMSE OTHNOHSHAR J0NMHE BeTe OnpegensHsl Ha
DCHOEEHHY pE3yNeTATOR NABORATORHE, ONEITHEE MNH NPOWIEOACTEEHHEL WENEITAHARE, NPOBSOSHHEIL NPE0ESDWTENEHT.
CITRNOHEHMA OT OMKOSEMON BEX00E, CERISHHLIE © EPMTAHECKHMK TEXHOMOMMHECHMME CTAOMAMK, qonsHe Beims pacone-
[08aHE AN8 ONPENENEHEA MX BOIMOHHOI BNAAHWA HA KAHSCTE0 CEOMM NEOOYHUMM.

815 Bop packomOeHUWA chegys’ chopnATe QOKYMEHTANLHO & YRAZAHWEM W npkHuH . [ToG0e KpETHHackos oTHo-
HEHNE OONMHHD DhiTe PRCCNSOOBAHD,

816 HasHa4seHMe OCHOBHLEE BQuHKL oBopYQ0BAHMA JOMHKHD DkIiTe YEAIEHO HA CAMOM 000RY J0BEHAK WK OTPEHEHD
B COOTBETCTRYRILLEA QOKYMEHTALKH, CHETEME C ROMNLIOTERHEM YNDBEMEHNEM 1K KDHTPONSM WNH Sy obpasos.

B17 CnepyeT OpraHWoBETE HOHTROM: MATEMHANOE, NPSOHESHSYEHHLN ONA NOETOPHOM WCNONE30BAHWE MMM
Nepapaborim Bo M2DEMEHWE K HECAHELMOHUPOBEHHOM MENONLIOBEHWA .

8.2 OrpaHM4eHMA HA BpEMA BLINOMHEHMA DNepaLKMa

820 MNpoMelUneHHLM PErmaMesToM MoryT bams YETEHOENEHE TPAHMHEHAR HE BPEMA BLIRONHEHWR ONEapayua
(B.417). OTENOHEHWA OT 3THX OrPEHUHEHWA cnefyeT ohopunaTe QOKYMEHTANEHD W NPOS0AHTE WX OUEHKY. TEKWE OF peE HAYE-
HHA MOMYT HE NOTRE00BATLCR NPH NPOBSOEHNKY TEXHONMOrMSECKIND NPOLECcCE 40 OOCTHHEEHMA JA08HHEE 3HEYSHWA napa-
METPOE [HanpHMEeD, QoB0OKa pH, raaporeHM3aumMA, CYLLIKE 00 SHENEHMSR, YOTEHOENEHHOM CREUMfIMKEUMER ), TEE LaK B 3ToM
CAYHEE JEESPWEHWE DEFHUME KW CTROMR NPOMES00GCTES ONPE0anASToR NPW BHYTRUNDOMEB0OCTSAHHOM oThope npod W
HOHT Ong.

821 Yonoews XpaHeHHR NDOMEHY TOHHBIE MDOOYETOR S00M#HE GEEche~MBaTE MK 4aNsHERLWYI NPWIoOHOSTE.

8.3 BHyTpMnpon3BOOCTEEHHLIM OTOOR Npol ¥ KOHTPONk

830 OnA ROHTPOMA W BRNONHEHNR TEXHONOTMSECHAE CTEOMA, FOTODEIE BAWSINT HE NOKA2aTENH KB4ECTEE MpOMERy-
TaOUMBL NpogykTos v ADC, nomkHel Bure pazpaforads wHETpYELAK, MNopRook NPOEESEHUS BHYTRMNDOKMIE00CTEEHHDID
KOHTRINA M KPHTERHA NPWEMNSMOETH ONPEOEMAKITER HAE OCHOBEHWH MHGORMELHK, MOmyHeHH0A NpY pa3paboThe TerHono-
MMHECKON NPOLBCCE HNK M3 NPEOEOYILEM OnbITE NPoW3BONcTES.

8317 Epurapry npuesnesacta, 81 M ODLEm HCMLTEHWAA MOy T 388MCETE 0T BUOE NPOWIBOOAMEIX NPOMEHYTO4HLIE
NEoAYKTOE N ADC, NROBOIMMOR DESKLMM KNK TEXHOMNArMHEckol CTAOMK W CTENSHA AMMEHKA 3TOM NPOUSECE HE KAHSCTED
NEoOyEUMH. HE paHHME TEXHOMOMMYSCKY CTAGHAY OONYCTHM MSHESE CTROMMA BHY TOWNPOMIBOOCTESHHEIR KOHTRONE, HE
Gones NO3OHAE TEXHONOMMHBCKMY CTRONAY (HANPUMMED, HA CTHOMAX BROANEHRA W DMHCTEN ] KOHTRONE MOXET ObiTe Hones
HECTHAM,

832 MNopsgor mpossnEHUA BHYTPHMPOH 3005 TEEHHOM KOHTPONA HA EPMTHHBCKM STAOWAN QOMMHaH BXNOHETE B caba
HOHTROMLHEE TOHEKA W METOOE HOHTRONRA, Dbime OPOpMNEH B NHCLMEHHOM BMAE W COMBCOESH C OTORNOMIAMY ) KEHaCTES.

833 BmyTpeinpow3sd DCTEEHHBIA HOHTROMNL MOKET BRINGMHATLEEA MERCOHENOM NRPOMIBISCTESHHOM NOOPA3HSnaH A,
MMEHIL MM HEODX MMMy R KBANWDUEELMID, 8 HANAOKS TEXHONAMMYSCKOM NPOLESCEE MOKET BRINOMHATLCH D23 PRIpaLUIEHIA
OTQeNa{08) KASECTEE, BCNWM OHA OCYILSCTEMABTCA B YOTSHOBMEHHLIY SOMYCTHMBL NPS0EnEx. COrMacoEsSHHBY © OTOS-
noafame) kadecTed. PE3yNETATE TAROMD HOHTRONA B MOAHOM 00bEME 0OmsHbl Dbl DORYMEHTANEHD DOORMNSHE ©
BEOMWTE COCTASNFAOWLSA YAOTEH B NPOTOKNON HE C3PHRD NPOOYELAKW.

834 MNopsgor othopa npob npoMesy ToOdHBIX MATEDUANDE, npogyeTos w ADC gonsed Beite cdhopMned 8 augs
MACEMEHHEN MaToOWK. [TNaHsl 1 MeTogwsd oThopa npab oonsHel BeiTe HAYyYHD 0O0CHOBAHHEIMIA

835 BrympunponieogoTesHHed oTBOp Npob 4onseH NPoBAgUTRCR & HCNONbIOESHWEM METOOWE. NPEOYCMETHNBE-
HALME NPEACTEOSULEHHES JAMPAIHEHHMA MATERHANDE WM OPY ML NROMEHYTOHHEX NPOAyETOE Wnu APC, TipunaHASMER METOgR!
OONEHE OT8Cne<HEaTE USNOCTHOCTE Npod nocne ux otdopa.

836 Hak npasano, peEayNbTaThl BHY TOUWNPOMIBOOCTESHHOND KOHTPONR, HE COOTREETCTEYIIWWE TPaGOoBEHNAM CrBLK-
hAKELUME, BOTODLIE MCNONLIVEITER AR NPOBERKE WA HANSEEY TEXHONOMAHECKOTD NPOUSCES U He TPEEyHT NPOBs0EHKMA
BHEMAE NMPHHAH OTHNOHEHAR.
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B.4 CMewWaHHBIE CEPUMH NPOMENYTOYHEIX NPOOYETOR MM APC

B.40 B pasHoM Pysosogores CMELEHWS ONPEOENASETCR KAK NPoUSts 00bE0WMHEHWA METEPWANDE B PAMESX QQHOA
cneyrthMEaUnd ONA NPOMIBDACTES OOHOPOOHDIT NPOMEKYTOMHOM npodyeTa Mnd APC. BHyTpunpouasocTEEHHOE CME-
WwaHME HIPSKLWA 0OHO0R CapMK (HANPMMED, 0DLEOWHEHWE HECHANLEMX A3V I0K BEHTRHEY T M3 OOHOE EpUCTAMNMISLWGOH-
HOM capM MhM abbaguHadrs GpEkywh M3 HECKONEXHY COOMA ONA AANEHERWErD NPOMEB0OCTEA) PACCMATEMEIATCR KAK
HACTE TEXHONOrHHECKDM NPOWSCEE M HE CHWTEETER CMELLEHWEM.

B.41 He gonyCkasTcl CMELWEHNR CEOMK, HE YODBNETEOPAWER TpefoBaHRAM CNaudmEaLHN, © OpyTMN G2 PHARA.
Hannan capHs, BHOCHMER B CMECE, SONMHE DbITe NPOHEIEBNEHE COMEACHD YCTEHOENSHHLIM TRE00BAHWAM, RHOHEMOYENEHD
HENETEHE, W 88 COOTEETCTENES CheEUuiHEaLMK JonHO Bhmhe MOATEEPHASHD Q0 CMELLIBHWA.

B.42 Hak npasuno, cMelunesanToA:

- MAMLE CEpHA QN YBEMHYEHWA PAZMEPE CERMNM;

- DETATEM (T.8, OTHOCHTENEHD MANSE KOMMYSCTED BblSNSHHOM METSPMANS] K3 CEPHIA QOHOMT W TOMD HE NPOMER)Y-
TOMHOM NPOgYETE 1N ASC ons GopMUpOBaHNR OOHOA CERHK.

Mp# HE0DXOoOMMOCTH QONYCESHOTCR W OPYIME CriyHay CMELLEHKR METEpDHANDE.

B.43 Mpouscoe CAMEWSEHUA CREOYET KOHTPONMPOEATE W HOpMNATE B JOKYMEHTANEHOM BNO8, &8 CMBLAHHER CEPR
OOMHHE, NPM HEOBKOOMIMOCTH, MCNETEESTECR HE COOTEETOTEME YOTAHOANBHHEM TpeboBaHWAM.

B.44 B nportokons GEprK, NORyHaHHOR NOGCNE CMELLEHWA, OOMKEH MPOCEEAEaTRCA NPOUSss NPAOMAB0NCTEE HHAW-
BMOYENEHLIE CEOWA, GODMUEYIOWME 3Ty CMELLEHHY CEpu.

B.45 Ecnu divan-ecene MapakTepwcTiss ADC ABENAKTCR KpWTHHECKMMK [Hanpuwap, ADC npagHasHaydeHa on\s
HMCNONES0EEHIA B TRERALIN A03MPOBAHHE GOPMEE ANA NPAHATHR BHYTRE WK 8 CYCNEHIWAR ), TO ONEPELMH NG CMELLSHAKD
OOMm#HE ObiTh BTTECTORSHE [BANHOMPOBEAHLI} ONA NOSTESPHASHMA OOHOPOOHOCTH OHOHSETENEHOA CEpHA. ATTECTAUNA
{BENMOBEUMA] OOrEEHE BENOHETE B Ce0R MONETEHWES HDWTWHECKHE NAPEMETPOR (PACNPENENEHHE HaGTHL No paasepy,
OELEMESER MNOTHOGTE NEM CA0OOOHOA 3ACKINKE W YAENLHAA NNOTHOCTE NP YIMOTHEHAK), H3 KOTODLIE MOHET NOBAWATE
MPOLEEE CMBLLIEHAR.

B.AE Ecnu cMewsHWe MOMET OEAZSTe HE0NSMNpHATHOE BOIQSACTEME HE CTAGMNEHOCTE. TO CNEOYeT NpOsscTH
HCMETEHKA CTADMNEHOCTH OROHHSTENEH0R CapMK.

B.AT Cpok rogHOCTH MOM OSTE NPOEESEHHA NOBTOPHOID KOHTPONA CMELLEHHOR CePHH O0NMHE Deme OCHOBEHE! HA
OSTE NPOMIBONETES CAMOR CTApOR DpasLMM MAM CBpMKM B CMEBCH.

B.5 KoHTpone zarpRZHEHHA

B.50 NanycskaaTes NEpeHocuTs COTETHA METERWANGE B NOCNEOYOWME CEPMK TOM HE NPOMERY TAOHHAM NPOaYRTa
MM ADC NpY HANKYMK COOTEATCTRYHILErD KOHTPONA. K HUM OTHOCATCR OCTATEM, NPHARNEKILIME ¥ CTEHKEM WIMENLHMTENR]
CAOR BREMHEN KPHETANN0E, OCTAKLWWACS B UEHTEWGIYMS MOCAE PEINDYIHA, W HENOMHOS YOSMEHHE HMGHOCTER MINW KpME-
TANNOE W2 TEXHOMOMMHSECHOR SMKDCTH NOCNE NEpE0s4H MATEPWANS HA CNEOYHLYH TEXHONOIWHECEYD CTAAMI, TEkod
NBPEHEE HE GONSEH NPUEOAMTE K NEPEHOEY NROOYKTOE PACNANE MK MAEPODHOM 3AMPAIHEHWA, HOTOPLIE MOMYT ORA38TE
OTPULATENEHDE BNHAHWE HA sucToTy ADC,

B.51 Mpw BRINGAHEHWY TEXHONODTMHECEHE DNEQRBYWA HE CREGYAT JONYCKSTE 3afPAZHEHWA NPOMERY TOYHLEE NPOgYE-
ToB MnK ADC opynaMe METERHANaMA.

B.52 lMocne NpoBagaHME OHMCTEM 0DOPYI0BAHWE CREAYET NEMHATE MEPE NPEgOCTORORHOCTH, 4T000 Wabémarns
afpAZHEHNA AP T

8 ¥Ynaroera v smaprmpoata ADC ¥ NpoMEXYTOHHBIX NPOOYHTOE
9.1 OBwre NnonoxeHHR

510 Cragyer pazpaboTate H QOKyMEHTANBHD 0HOpMUATE METASMEN HA NOMyHEHRE, aaHTHEELNK, KEPEHTHHHDE
ApaHeHwa, oThop npab, NPoesgEHHE MECCNESOSAHNR HWAH HCNETEHWA H BLI0aYY PRIPELWEHWA HE MCNONLIDSAHWE, B TAKHE
HE OBPSEWEHHE C YNEKoE0HHEIME ¥ NEHETHRIME MATEDHANAMA.

911 Marepuane ons yNEKoEEE 4 MADEMPOBEM D0M&HE CO0TEETCTEORE T YCTAHOBNEHHEM TpEDoBaHKAM. Matepua-
Tk, HE COOTBETCTEYVIOLLME 3TMM TReboBaHMAM, SOMMHE OTENOHATLER ONA NPEOTEPELLIEHNA M MCNONEI0E3HMA B anapa-
UMAX, ANA ¥OTOPLI OHW HENPUMOHE.

B.12 Cpagyer ®paHdTh NPOTOKONEN HA HARSEYH NOCTABKY MEHETHLIX W YNEK0B0NHEDR METEDHANDE, CONepHalMe
HHBOPMALMED O MOCTARXE, DCMOTDE MM KOHTRONS 3TOM MATEPWANES, 3 TAKE JSHMHOHEHRE O PEIPELIEHWA BT MCmankL30-
BAHNFE MNH OTENOHEHAR.

9.2 ¥nakoBoyHbIE MATEPHANLE

920 ¥nasoera OomeHa 0DSCNEYMBATE HEONEHALYED JAWATY NPOMERYTOHNHOM Npodykta Miy ARG of nop4d Mnun
IBTPAZHEHWA, KOTOPBIS MAONYT NDOWI0ATH BO BREMA NSPEB0EKA KK XPEHEHKA.

B.21 ¥Ynaxoekd O0mHHBl DbITE YACTEMKA 1, 8CNK 3T0 00OYCROBNEHD BAOOM NDOMERYTONHDTD NPOGQyKTa mnd AP,
OomHel npodEte oSpatoThy (OeawHdiesumrsn) ONR oOecneYadmA NpUoOHICTH WX ONA Oa0NsHEAWEN WENoNEIoBaHWA.
YRARDEKM HE OOIMHHE BOTYNETE B XMMHSEGCEAE BEakLWE W 0BnapaTte agqM THEHEMK Uik aGoopiupyowpmn cechcTeann,
HTOEE HE ADNYCTMTE MAMEHEHNA EAHSCTES NEOMERYTOMHOM NPOAYETa wnn APC 38 yOTaHOENSEHHLIE NPESENL].

322 Mpw NOBTOPHOM KCNONEA0EAHHE YNEKOEKA O0MHHL DTe CMUWEHL! B COOTEETCTEMH © yTEEEKOSHHEIMKH WH-
CTRYRLMAMK, 8 BCS NPERLIYILHE STURETH YOSN8k
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9.3 BuinyCK W KOHTPONE NE4ATHLIX MATERHAN0E

930 Qootyn Kk MECTaM XpaHEHUA NEYETHEX MATEPHANCE gomeeH DeiTe PAIpaWeEH TONBED NAUARM, HMSHILWARM
COOTEETCTEYHMLME MOMHODMOHMA.

931 Nopeook anpeasneHun COOTEETCTEMA MENDY KOMMYECTEOM DTNVILEHHOM, MCNDMALI08AHHDM M BOSEDEWEHHOM
NEMATHOM METERHANE ¥ OUSHEN DACKOIHISHAR MEMIY HOMHHSCTE0M MARKHDOBAHHEIX YNAKOSOK 1 OTNYLUEHHLE ATHESTOR
OorseH DbiTe ONPEOENSeH 8 KHETPYHWAY. ParTs HECOOTESTOTEWA SOMHHE DACCNENOBEATECH, 8 PEIyNLETATE RACENSNOBEHIMA
OOMEHE YTEBMHEAATECH OTOEN0M{AMK) KOHTPONA KE4ecTRE.

932 Beck NWUHWA NEYSTHEA MATSPWMADN, COQBDHALLMA HOMED CEOMH MK SPYTYH NE4ETHYD HHGODMALMED O CEMH,
gon#EaH BT yHUHTOMEH . BOZ8pallaHHLIA MEHMATHER METEPMEN JOMHEH XPaHNTREA TamMM 08pazan, 4Tobsl NpagoTEPaATHTE
B0 MEDEMY THEAHAE WM 00SCNEYNTE HEONEHELWYH WIEHTREHEALMHL

933 BriusfdwyA u3 ymdTpeinaHWA M yCTAPEBWMA NEYETHEIA METEpHAN JOMmHeaH DbITh YHIHTOMEH.

934 CnenysT OpraHM30eaTe KOHTDOME 33 paboToN yOTPORCTE, NPESHSSHEYEHHLIX ONA EYaTEHHE STHRETOR 4NA
YNAKDBOHHER ONEpEuME, STols rApaHTMPOBATE COOTBETCTRNE BOEX OTTHCKDE NPOTAORONY HE CAPMID MPOIYELMA.

9.35 CnepyeT ORraHWInBEETe TWATEMEHEM KOHTPOMG STHMKETOR, OTMEYATAHHEY GNA CEQHM, HE MY COOTRSTCTENS
OEHHOA CEMMW A YOCTAEHOEMEHHRIM TpeSoBaHWAM. Pa3ynsTat koHTpONA Gomeed GelTe OG0psneH o8y MEHTANLHD.

836 Obpazsy MCNOMNs3ySal OTNEYATEHHOA STHEETHA Q0M#aH GbiTe BRNEMEH B NPATORON CERMI NPOgYKLEHA.

34 Onepauwd No yNaHoBHE W MAPKUPOBEKE

940 Cnepyet pazpaborate n chopkTh oY REHTEMEHD HHCTEYELEMN N0 HENONE3083HMI yTISR0ECHHLE W NE4ETHRIX
MaTepHAanoe.

941 Cnepyet paapaboTare MHCTRYELMM N0 BRMNONHEHMH MAPEHDOEKH, MCHNEDHE0WWE NEPEnyTEEAHHS NE4aTHRIX
matapuanos. Onapaury nd MApEHpOoers PEINMHHEX MPOMEREYTOYHL NROOYKToE Wik ADPC AomsHs Beime Pa3rpaHuw-eHs
CHATHECHN MK NROCTREHC TREHHO.

942 3THRAETEM, MCOOMbAYEMBIE HA YNAKOBHEK NDOMEHYTOHHLX NPoQyERTOR nnw ADC, DomeHR COOSPHETE HAWMEHO-
BEHME MNH MAEHTAHHKALUHOHHER KOO, HOMBR CEQNE NPOSYRTA W YCNOBHA KPEHEHWRA (B ToM CNyYa8, korna 37a vhdopmayun
AENAETEA KPHTHHECHOR gna obEacnssaHnE KEHMaCTBE NPOMERY TOHHOMD MPOOYETa Mie A

943 Echd npowesyToMHER npogyeET wne ADC npegHazHaqvanTod One nepEgaqy 23 NPEgenkl 30HE OSACTEMA
CHCTEME! KOHTROMA WE NPOWMIBOGHTENEM, TO MEDHMPOBES TEKME QOMEHE COOSPHETE HEIBSHWE M A0DEG NPOMBONUTENR,
HAMWHECTED COMBPMIAMONT, CHELMENEHES YENOBWA TRAHCROPTHPOEEHUA W NoSse apye NpEnyCMoTHEHHLE HOP METHEHDR
SoeyrsaHTawmedA TpeboBaHwR. Ecnr OnA npomasy TOUHBR NpOgykTos Ml ADC yerasiensd cpok rogHocT, To oH Jonmed
BT YHE3E8H HE MEPEMDOBKE W B BHANWTWHESKOM NEcnopTe. QA NpoMeskyToMHRY METERHEN0E WK APC, npowsgumx
NOBTORHEIA KOHTDONE, BETA NOSTOPHONT KCNEITAHMA 00HHS BkTh YEA3EHA HE MAPHAPOBEE W B SHANWTIHECKOM NACNOpTa.

944 YnawosodHOs W NEYETHOE 0B0pY00BaHWE OOMHHD ObiTh NPOEAPEHD HENGCDELCTESHHD NEPED MCNONLIDBAHWEM
AR TEPEHTHI TON, 4T0 BCE MAETEDMANL], HE HYRHEE OM8 MOCHESY WS R YNEK0aed, DL yoaneHs. 3718 NposspEa DonsHa
BT OTPEHEHS B NPOTOKANE CEREM NPOOYRLMK, MypHane oSopyOoBaHUR WKW OPYTOR A0KYMEHTALMH.

945 B coctae onepauwd nd ywhNasosks BROgWT NpORspsd NPaBMNbHOCTH MEPHMpOBEA NEpEMYHBI 4 BTOpHYHLIE
YINAKDEOK MPOMEEYTOYHEL. MPOAYETOR M ADC, PeaynbTaTel STHX NPOSSPOK GOMKHEl YEE3EIBATECA B NPOTOKONSY CROMH
NPOQYKLAM MMM KOHTROMA KS4ECTRE NPOIysLMiA.

946 MNposenyTo4HBIS NPOOYETE ANK ASE, OTMPEEnREMBE 38 NPESENL] 20HE KOHTROMA NPOMZB0OMTENR, QOMHHE]
BT oneqaTaHs TakM 0Gpasom, 4Tobkl Npy NOSPEHABHAK WNW OTCY TETEMKH NEYSETA RONYYaTENs oBpaTin BHAMAHNE Ha
BOEMEHHOCTE 38MEHL] DOOERKMOND,

10 Xpaneswe 4 peanvIalun

1001 KpaseHws Ha chnage

10010 B nomewsHuAx iR XpaHaHnE METepnancl onsHe DeiTe NPEQyCMOTREHEl COOTEETCTRYIOLWME yEAOBUA
[HAMNPARMED, NOOOSOMBHWE 3A03HH0A TEMNSPDETYRE M BNAMHOCTA, NPy HeolooOusaocTh). CnegysT SECTH NpOToRONs!
YEMOEHA XPAHEHWA, SCAW OHW ABMAKTCA EPUTWHECHHMIA ONA COXPEHEHAR CEOACTA MATEpMANoR.

111 Bo wabesasre Cry4afHonm Mnd HECAHKUMOHWPOESHHDID MCNOMTE30BEHWA HEXOSAWWXCH B KAPSHTHHE, OTHNO-
HEHHLIX, BOZAPELLEHHLE MM OTOIBSHHLX MATERWENODE SO0N#EHE BHTe BROSNSHE! OTHENLHLE 30HE A WA BRPEMEHHOM
APAHEHAR 0 NPUHATAA PEWEHWA 00 43 SansHEALLEM BENONEIDBEHWA {BCNK OPYIOe HE YESIAH0 B O0KYMEHTALWK).

10.2 Peanuzauma

10020 Peanuzauwa ADC B NpOMERYTOHHEIX NPOOYETOR TPETEMM CTOROHEM OONYCHAETCA TONEKD NOCNE NOAYHEHWA
PEIPEWEHNA OTQENE KE4ECTER Ha MY Bwinyck. B yonoeuAx xapadTiHEa ADC o NpoMesyToMHeS NpoOysTsl MoryT BeiTe
nNepeEsfaHsl B Apyos NoOpa3nansasyde Npd HEmMYMY PRIpELEHAA OTOSN2 KOHTRONA K2HBCTER, COOTRETCTEYHILLSA OoKy-
MEHTALMM ¥ ODraHA ZE0MA HBONERE SIS KOHTRONA .

10271 Tpancnapruposasie A W NPOMERYTOMHEX NPOOYETOE HE QONMHD OHE3LIBATE BAWAHWA HE WX HEYSETEO.

10022 Ooobbie YyenoswA TRaHCNDRTHROBAHMA 1 XpaHeHuA ADC W NpOoMERY TOMHERX NDOOYETOBR 00 MEHE BhITe yEa38HE!
HE 3THRETHE.

1023 MNpou3IsognTans QorEeH Yy0SaMTeca 28 ToM, 4T0 NoORROYHE, GCYIWBCTRMAKMLWA NnEpEsoaky AT 1 RpoMay-
TOYHEIE NPOOYETOE ND KOHTRAKTY, 3H3ET W cobnogaet TpebyEMeld YENOBMA TRSHCNOPTHPOBAHHA M XPEHEHWA.

1024 Ons obecns<deHns BOIMOHHOCTY BLICTPOI OT3LIBA KAXOOR CEDMM NPOOYHLMK Q0MmeHE BuiTe opraHMaoBaHs
CHUCTEME OTCIEEHEAHWA 38 68 DERMMIaLMeEi.

Ba
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11 NaGopaTtopHeIR KOHTRONE
11.1 OHwm@ KoOHTPONE:

11.10 Crywiba HKa4ecTES OQOMHa WMETE B CBOSM pacnopsseHMy HeoBRoguMele NabopatapHeie NOMEWEHWA W
abopyooBaHne.

11.11 Crhegyer paapaborats ¥ QOKYMEHTANBHD CMOpMWTE METOGMEN Na oThopy Npob, NpoBS0SHNED KCTE TAHWA,
BhlIGEHE PEIPSIWEHAR HE HCNOMNL30EEHWE HNW OTENOHEHNE METERUAN0E, PEMCTPEUMH H XPEHEHUI DAHHEIL, NOMYHEHHEX B
nafoparopnu. BengeHma NpoTOKDROE W OTYETOE OOMHHD CODTESTCTE0EATE nogpazgeny 6.6,

11.12 Bee cneundikaumn, nnassl o1Gopa npob v MaTonmis NPOSESEHNA WENLITAHRE 00MmEHe BkiTe Hay4Ha abacko-
BAHHEIMK M FEPAHTUPOSATL, YTO Chpea, A0 W NPOMEHYTOSHEIE NPOOYVETEL, 8 TAKHE MEHETHEE M YTIEH0BOHHES METERMENk
COOTEETCTEVHIT YOTAHODEMEHHLIM CTAHOADTAM K2aCTEE WIMNK HUcToTE. CraundmEayum 1 MaToauke MCNsTEHWA Q0nsHES
CODTRETCTEOBATE CREUMPMEELMAEM M METOOWKAM, NPHESSEHHEM B DEMMCTREUMOHHOM Socka. MaryT wonons3oeatecH
CNEUWEHESLMA, HE BXOOALWE E DETUCTRAUMOHHDS gocks. Cneumusaupnn, mnads otiopa npod B METO0MKe WENEITAHWEA,
BT.4. WIMEHEHWA K HAM, QOMEHE OkiTe paspaboTans COOTRETCTEYHILAM NOSPa3nensHUWan, PACCMOTREHE W COrNatoBaHEl
OTOSNOM[ S} KA4SCTES.

11.13 Creundusaune ona ADC aormaHs BuiTe pA2paboTassl 8 COOTEETETEMN © EACTEYHLUMMK HOPMEMA 1 TEXHO-
NOMMHECEMM NPOLECEOM, AOMHHE BENOYETE B CE0R HOHTROME 38 NPHMECAMK [HENPUMEN, OPTEHHYECHMME U HEORIBHWSEC-
KM M MECAMA 1 DETATOYHEM COOSpEaHWEM pacTEOpUTENSA). Ecnin ADC wMeaT chauMbeKaLHeED HE MAKpODuonorwec-
YR HMETOTY, TO QonsHe DLiTe YOCTEHOAMEHE W CoDNEIBHL COOTEETCTEYHIENE NPaOensl QSACTEMA NO oDwanmy Jucny
MHAKLOOPTEHHAIMOE 1 HEEENBTAMNEHEM MUKPOODraHmsMan. Ecrm ARG umeaT cnauneianme HE SHOOTORCHHE, TO Q00 HE
GelTh YETAHOBRNEHL! W COBNKOSHL COOTEETCTEYIOLLNME NPSnans ASACTEMA N0 YPOEHK AHOOTOKCUHOE.

11.14 Hontpons B nabopatopin QOmHeH MPOEDOMTECA H ChOpRMATECA B MMCEMEHHOM BWIES B X008 &M NROBaSEHWR.
TMofeE OTHNOHEHWA O YESIAHHLN METOOME N0NHHL PErMCTRMPOSaTECA W oB0CHOBRIBATECA.

1115 Miobes peayNeTaThl, BLEAGALWME 38 PEMEA cragdiiagun, SonmeHel DelTe pROtNenoBaHs i ohopMnaHsl 2
COOTRETCTEMA & NDHHATOA METOOUEOR, NPE0YCMATRRSIRH0WEA NPOBSNEHNE BHANNIE JAHHLNE, DUBHKY HAMWHMA G LIBCTEEH-
Hod npobnemsl, onpageneHws myTed peWaHns 3Tod npobness v GopMyMpOEaHWE BRIBOODE M3 NPOBE0SHHOND pacona-
noaaHKA. MNocne nom«eHUs pE3YNETETOR, BRXOAALLME 38 pamiy cnegnduEayei. nosTopHss omiops npod Wi noetop-
HiIE MENE TEHMA GO0MHHE NPOBOGUTECH B COOTEETETEMN © NPHHATEME METOOHKAMA.

1116 PaakTves ¥ CTAH0aDTHLE PECTRODL] DONMHL NPANTAERMBATECA M MADEWMDOSSTESH B COOTASTOTENE & NPWHA-
TOR METOAMHOA. [NA SHANWTHHECKKE PEAKTHB0E W DACTEOR0E CNEaYET NEHMEHATE MapripoBery «cnons20ears qoe.

1117 Ona npowaeogcTea ADC peobxo0umn MMETE NEJEMYHBIE CTAHOAPTHEE 0DBpaaUL 1 DORYMEHTALWK O MPOHC-
AOHOEHAM ERE000 CTEHAAPTHOMD obpaaua. [anHse 0 XpaHeaHal M MCNors308aH9E KER00m nEpaw-HOMN CTaHSapTHONM
OBpEINE COMMACHD PEXOMEHIALMAM NOCTABWES ADNEHE BEIT: NPHESSEHE B COOTBETCTEYIIUMY NpoTokanay. Mapemqxse
CTAHAARTHLIE OOPAZLEL, MONYHEHHERE M3 OEMLHENTSHD NEMEHSHHED WETOHHUHOE W XPAHALLWECR B COOTRETOTEMM C DEROMEH-
OALMAME NOCTABWUWES, MENOML3yoTeR el NPoRanEHHR BCNETEHHA.

1118 TMpu HEBOAMOHHOETA NONYYSHAA NEJEHYHLIE STEHOEPTHEE ABPa3UoE M2 CBHUMANEHD NPM3HEHHLIX METOYHN-
KOE CNEnyeT pazpaboTarts BHYTPEHHWE CTAHOAPTHEE O0Dpaiusl npowisaauTans. [nA yETAHOBNEHWA NOAMMHHOCTI W
YMETOTEI NEREMHHOM CTAHOARTHOM obpasua TpabyaTcn BRNOMHUTE COOTBEETETEY MUY MA KOHTPONE. NRO0SS0EHNE ROHTRONA
AorHS Dbl Te 0OPMNEHD Z0KYMEHTETEHD.

11.18 Cragyar paipaboTare NOPROOE M TORMEHNA, YCTAHOEMEHAR, MOBHTHRONEELUAK, HENBITAHWA, YTEEDMEZEHHR 1
HOBHEHWA ETOPM-HEIX CTAHAAERTHLE oBpaiyoe. TTPAMEHOSTE KEHO0A CEPMK BTOPUHHOMN CTaHfapTHan abpaiga gomesa
GeITh ONPEOENEHE 00 MOMEHTE NEPBEOND MCNONE30ESHWA CRAEHEHHEM BT C NEPEMYHEIM CTEHOAPTHEM obpazuou. Kaxnas
CAPMA BTOPMYHOM CTEHAAPTHOMD OBPa3YE QONEHS NEPHOOWHECHW NPOXOOATE NPoBEpKY (BTTECTAUMK) B COOTEETCTEMM ©
MHCEMEHHOA METOSHRDA.

11.2 lMposegeHWEe MENLITAHWA NPOMEHYTONHEIX NpogyEToa M ADC

11.20 OnrA nogreepEgaHyR COOTEETCTEMA HEEA0R COpHMA NROMERYTONHOMD NpagykTa 1 ADC rpefosaHmAm cneum-
W EALMA SONEHE BbITh NPOES0EHE HEOBXaOHMBIE NE0OPETOPHLEIE HCMTETEHWA.

1121 Ona kawood ASC OnpagenRETcn COCTAEE NPUMECERA |MOEHTHHUMUMPOBAHHLE M HEWOSHTHG MY MDOBAHHEIR),
NPMEYTETEYHMLME B ABLMHOR CEprM, NPOMIBEOEHHON B KOO8 ROHEDETHOMD KOHT PONMEYEMOND TEXHONOrMHECHEM NpauSces.
COIMMERHNE NPWMECER SOMEHD BRNDHETE B CEOA MY HOAEHTMDMEEUAK WM KEKHE-NMO0 KEHSCTEEHHEIE SHANWTHHECKNE
NApAMETEE, NOIBONAKLLHE &8 MaeHTIdRULWMPOBETE (HANPMMED, BPEMA YAEDEWBAHWA), OWENI3I0H COOSPMEHUA HawOoR
BLIAENEHHOA MPWMEEH W MY ENECCAMKEURI (HEODTEHHYECEAR, OQTEHWHECEER, PACTEOPHTENE). CoCTas npumaced obeiyHo
IREMCAT OT TEXHONOMMSECKAND Npouacca W nprpodel ADC. Ohns APC, norm-asnia 3 PACTUTENEHOND CRIPER WK M3 THAHER
HWMBOTHEX, ONPEOSNEaHNE COCTEEE NPUMEcER oberimo He Tpedyertca. TpebosanmA k ARC, nofAyHESMBIM DHOTEXHOMROMMHEc-
KHM NyTEM, COOSPHETER B COOTRETCTEYIILEA HODMETHEHDA OOKYMEHTALMH.

1122 [Ons BLREMEHAR WaMEHEHWA 8 ADC, NpOWCHOGAWME BCNEOCTEME HIMEHEHHA B ChipbE, ODOPYLOSaHHA,
pabcHux NEPAMETHAE MNH TEXHONOMMMECKDM NPOLECEES, COCTAE NPMMBCcER NEREHOAHYECEH CNEOYET CRABHWEATE G COCTRBE0M
MPHMECEE, YHAZAHHEIM 8 PEMACTRSYWOHHO M QOERE, MW C SEHHEMA, MONYHEHHEIME D3HSE.

11.23 Cpagyar NpoeogMTE KOHTROME MHEROOHOR $WCTOTH KEMGO0A CApHK NPOMERYTOHHOND npogyeTa o ASC 8
CODTEETCTEMN C YETAHOBAEHHEIME TREDOEaHHAMM.
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11.3 Arrectaums (EANWOAUMA) SHANMTHHECEMY METOOWE (CM. pazoen 12)
11.4 AxanwTWyeckWe nacnopra

1140 Ha xamoyhs copiii mposesy ToHHOM npagayera wiand A0 0 aor+eH BhiQaBaTeaA NoONMHHLNA SHENMTHHESKEMA
NaEcnopT.

11471 AHAMTHHSCHAR NECNOPT JOMHKEH COAEaPHETE MHDBOPMALME O HAMMEHOEaHWK NPOMBR Y TOYHOMD NROOYETA Wi
A B T4 O B8N0 YACTOTE, HOMEDS CEPUM ¥ OATEe BeMycHa. [rm npoMesy TOYHB npogystos M ASC ¢ YyCTAHDENEHHEIM
CROKOM FMOgHOCTA ROCNEOHAR QOMHeH DhiTe YRE2ESH H3 MADEMPOEKE W B SHEAWTHYECKOM NAcnopTe. N npomMesy ToHHsIx
npogyeETos wnk ADC © gaTod NOETORHOID KOHTRONA 3T O8TE TAKHEe OOMiHHE DbiTe YKEZEHA HA MapsMpoexe wand B
BHENWTHHEGKDM MACNOPTE.

11.42 B aHanatyHeskom Nacnoprs onsHs BuTh NepaqncnsaHsl Boe HEMLITAHWA, BRMNONHEHHEIS B COOTEETCTEMM ©
HOPMETUEHEMHA JOEYMEHTAMH AN TREBOBAHMAMA 33HAIMMKD, B T- Y. HOWTEDMA NRMEMNEMOCTH M NOMPHEHHER BRONWHECT-
BEHHE DEIYNETATE (A WX HANWSHM ).

11.43 B aHandmrHeckoM nacnopts qoimaHa e 0878 W Nognyce OTEETSTEEHHIN AMUA 010808 KOHTPONA Ka4acTea,
B TAKHE HEI2AHWE, aapac 1 TanadioH NEpEMHHAN NpoMIEogMTanA. ECrnm SHanH3 BN NpOEaaEH BTORHHHEIM YTIEKIBLLMEROM
WA MPOU3B0OMTERESM, BHENATHHECKWA NACNoPT JOMEaH COOSDHAETE HA38aHWME, agpac, TenadaH BTOPHYHOM YNAKDELLMW-
KAMPOMIBOAUTENR | CORMKY HE HAIBAHWE NEREMHMHOM NPOWIS0IMTaNA.

1144 Hoskis AaHAMMTHHECKNE NECNAPTE, BNy CHABMBE BTOPMHHEIMK YNEKDBLWED MUNDOMIBOSH TENAMK, NOCTasUgW-
EAMKE MM NHUEMY, SEACTEYHLLMME OT Wi WMEHK, O0MHHEl COOBQWATE HAZBAHME, agpec W Tensdod nabopatopaud,
NPOS0OUBLLER 3TH BHENWIEL. B Hue T3ea onsHs DblTh YEE33HE HEIEaHWE . A0Pac NEpEMHHOND NPOM3B0AMTENR M APMIMHEN
NACNOPTE HE 3Ty CEPAR NPOOYELMKE & NDANOHEHREM ST KROMnHA.

11.5 KouTpone crabunbHocTd ADC

11.50 Cnegyer papaboTate 4 JOEYMEHTAMEHO OQOpMWTE NPOMREMMY HENDEQREIEHOND KOHTPONMA CTAGMMHOCTH
ADC, peaynLTATE BOTOROMD QOMHHE MECNONEICBETECA GNR NOOTEERHOSHAR YONOBAR XPAHEHWA, NDH NEPECMOTRE CRoKS
MOHOETI MW CPOKE NPOESOSHMA NOBTOPHOM KOHTPONRA.

11.51 MaTogmimd HEnbITaHMd H CTEOMNEHOCTE QON#EHE DBITs STTECTOEAMEI.

11.52 MNpobel anA KoHTPONR CTAEWNEHOCT CREOYET XPEHWTE B YMAKOBKEN, WMHTHRYHILLWE KOMME[HECKHE YIEKHOBEK.
Hanpumep, ona ADC, NOCTESAMASMLN B MELKSX, NOMBWEHHLIX B KBpTOHHEE Bapabadel, npodsl 4nA KOHTRONA CTaiuns-
HOCTH MOMYT YNEKDELIBETRECH B MEWKH W3 TORD e MaTepuand, noMewssHeS B Dapabadsl, MEeHLWWE No pazMapy W
CABNAHHEE M3 NOXORENT WNA TEKOI HE MATEPWENa, £ak ¥ ans APC, nocTyNamwye B pEansaa L.

11.53 OrA nogreepsgeHMs D8Te NPOSESEHHE MOETOPHOM KOHTPONR WAKW CROKE MgHOCTH 3T0@ NROZYELHK NEpBLE
THW PEANHIYEMEE CEPMM NPOOYELMY, 3K NpagMno, QonxHE DbiTs WONETEHL HE CTABMNLHOCTL. ECAM pasynsTarkl
NPEaLIaYLUME HENLITAHWA NOKEILIBANT, 470 3ta ADPC coxpasnTeA CTAabMNLEHOR BLUE HE MEBHEE OBYX NaT, pPaIpeluseToR
MENONEI0EaTE MAaHSE TPEX CAPHA.

11.54 B nporpaEsmy ROHTRONA CTADMNEHOSTH EEragH0 A0NHHE BKNOHAETECA. N0 EPARHER MEpa, X0TA Bkl 0OHE CEpURA
npovzesnumar ADC (38 vcENDHEHWaM ChYSEeE, K0I0a B 3707 rof OHE HE NPoWaB0annack ).

11.55 OrA AL © pOpoTEMM CROROM MOHOCTH WCNBITAHMA CNEgYeT NPOROOMTE Haws. Hanpwap, gnA GuorexHono-
HYECKMAGMONOresKug 1 opyrv A0 0 oo cpoxoM KpaHaHMs OgWH g 1 medes npodsl HA cTabuNeHOCTE CNEOYET OTOHRAETE
W MENBETEEATE BEXEMESCAYHD B TEHEHHE Nepass 3 Mat ¥ 3artem ¢ HTapeanom 8 3 mec. Mpu Hanvqne QaHHBE, NoOTEESRH-
OEEUWE COXDAHEHHE CTADMNLHOCTH ADC, MomaT DhiTe PACCMOTPEH BONPOC 00 YBENMHEHWH NEPHOOHYHOCTH WENEITAHWA
[HAMPHMER, NPOBEO0SHNE KCNBITAHMA 48pas 9 mec).

11.56 YomiewA XpaHeHds NpE Nposagasi MCAMTAHWA HE CTAOMNEHOCTE GOMEHEL, MO BOIMOMHOCTH, COOTEaTETEO-
BaTE TREDOBAHMAM HOPMETHEHOA JOKYMEHTELHK K NDOSEEHA 3T MENETEHWA.

11.6 Cpox rogHOCTH ¥ gaTé NOBTOPHOND KOHTROMA

11.60 Ecrm npoMesyTOdHLIA NPOOYET NPEOHAIHEYEH ONA NEJEMBWEHAR 38 NPEOEnsl I0HEl ASACTEMA CACTEME
YNPREMNSHWA KESECTEOM NPOMABONHTAIA M HE HEM YETAHORNEH CHOK MOHOCTA WK GATA NOETOPHAOM KOHTRONHE, TO CnenysT
MMETE OSHHBIE N0 CTAOMREHOCTA 3T0M0 METEPWANE (HENpUMep, onySNMEOBEHHYED MHEOPMEUNID, PEIYNETATE MCNBITAHWA]

11.61 Cpor rogHocT AT 1 g8Ta NOBTOpHOND KOHTPONA QOM#EHE DeiTh OCHOBEHE! HE SHAMM3E DaHHBL, DoAY EHHBLEE
NEK HENBTEHAAE HE crabunedocTs, Ofeio gns ADC HONoNEIyeTcR 08T NOBTOPHOMD KOHTPOMA, 8 HE Oard cpoka
MEHOGTH.

11.62 Onpaganesne NpeiEaprTansHOM CROKE ragHOCTH MM OSTel NOETODHOM KoHTRONA ADL MOMeT OCHOBEIBSTE-
CH HE QAHHEN ONBITHEX CEA B CRBAYKALWE CIyYaRx;

1) NpW NPOMIBOOCTES ONBITHEX CEPWA MONOMEI0EENMCE METOOR, MOSENHDYHILME TEXHOMIMMYECHAA NPOLBCE npa
NPOMEALNEHHON NPOMIB0OCTES;

2} kavecTeo APC cOOTEETCTRYET KESECTEY NPOOYELMK, EOTOPAR SyOeT NPOMIBOONTECH B NPOMEILLNEHHOM MacwTabe.

11.63 OnA npoesgaHna NOETORHOM KOHTPOMRA gonses GuTe BaRT abpaisy, panpeasHTATMEHLIA OMH 3TOR Capul.

11.7 ApxrBHLIE cOpazukL

.70 ¥nakosks W XDEHEHHES ApXNHBEHEIE 0EpE3U0E NPEgHAIHAYSHE! 4MA BOAIMOMHOR OLUEHKW KBYSCTES Cepii ATC B
By oyisEm, HO HE ONA NROEESEHHA MCNETEHWA 3THx 00pasauoe Ha cTabnnbHOCTS.

171 MapsrposaHHeS AP HEHE B 0DPE3 K6 U3 EAR00E Capry ADC cnenqyeT COXPAHATE HE MEHSE OIHOM roga Nocns
WCTEHEHWA CPOKE MOOHOCTH Q8HHDE CEDHWA, ONPEnSneHHang NPoHa3BoauTEnS, N B TEHSHKME TPEX NET Nocne Narvkl
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DEANMIBUWMK 3TOR CEPUK, B 3aBMCHMOCTH OT T0r0, ¥axod cpox Sonswe. Onr APC ¢ qaTof RoETORpHOM KOHTRONA BHEN0NAY-
HiIE SpXMBHEE CORS3ALE CREO0YET XPEHMTE B TEHEHNE TPEX NET NOCNE TOMm, KEK 378 CepHA DkiNa NONHOCTEY PEanWanBEHa
NPOMABOOHTErEHM.

11.72 Apruedble 06 paiys gONEHE XPEHWTLEOA B TAKDHN 38 WK 8 SHEMBANGHTHOR yNARDEXE, HCNoNLIyesmol ons APC,
nwbo B ynakoBke, Sonae 3aWMIWLEHR0AE, YaM YNEKoEKS, B K0TOROA PEAnMayeTcn 313 npogyruwa. Konv4acTas apiueHsx
abpaauos AOrmHHD DeiTh GOCTATOHHEIM ONF NPOBS0SHAA HE MEHEE G8YE NONHBEE SHANWI0E B COOTBETETEMK © TpaBoBaHWwAMK
DapMaxoned, NHoo, B CNy<a8 OTCYTETEMA COOTERTCTEYHLER HapMasoneiHod CTATEN, OBYX NONHBE BHANKMIOE COMECHD
ey HthMKELnH.

12 ATTecTaywA (EanWoauMA)
12.1 NonuwTHEa NpoBeOeHKA ATTECTALWK (EANKOA LK)

1210 Obwas nonMTHE NPEQNPHATHR, LA M NOSX00 K NPOUBcCaM aTTecTauME, B T. 4. K STTECTEUAK TENHDNOM-
HECHWE MPOUECCOE, METOA08 OYMETEN, SHANWTHHECHAX METOO0E, METODME NPOSSLEHNA BHYTRHNPOW3B00CTBEHHOM KOHTRO-
NA, CHETEM © KOMMBHTEPHLM YIPEENSHWEM H KOHTPOMNEM M DHU, OTESTCTEEHHLIE 38 paapabaTey, pactMoTpEHNE, COrnaca-
BAHNE M OEOpMASHRE KEE00R CTROMW BTTECTALMK [BAMMOALMM ), J0NHMHE BT opMNaHEl B NMCLMEHHOM BNgE.

12.11 HKak npasano, B xoge pazpaboted Npousccs (W N0 AMEKWLMMCR GEHHEM ) J0MnsHE GhiTe ONpEOEnEHs
EQATHHECKWE NEPaMETpbl (ZADaETEQACTARN] W NPESEnLl K MaMeHeHrA, Heobxogumele onA oDBcneqsEHKuA - HAnemHOR
paboTe. K Taku napamMaTpamM OTHOCATEA

- KPMTHYSCHME XAPSKTERMCTHEN, KDTOPEES OoriiHe BaiTe yEa38H6 ONA  JaHHon npogysta (ADC);

- TEMHONOMMYSCERE NAPEMETPE, KOTOPEE MOTYT NOENUATE HE HPWATHHECKHE XAPEKTEDRCTARKM KEH4ecTea ADC,

- NpESEnGl MAMEHEHWA HaMO0M KpATHHECKDN NApaMarpa npouacca, soTopke GynyT WEnons30saTteon B XOSA
TEXYLLUE NPOMIBOACTESHHOM ROHTRONA.

1212 Cnepauun, E0T0pLIE CHNTAKTOR KDUTHHYBEKMMEK ONR EA4E0TES W 4MCTaTR AP nagnesar arTecTaum.

12.2 [OoKyMeHTAUHA N0 aTTECTALMM [BAaNMOALMM)

12,20 OnA kamporn npogecea, Nognestalan arTecTaumeE, cnaqyet paipaborars Meragusy NPOBEgEHHR aTTacTa-
UMM, COFMAcOBaHHYID Chy=EoR KEHECTEE W ADYMMKE OTOSNEMA, MMEHLLFMMA K HEE OTHOWSHNE.

1221 Marogues STTECTAUMH ONPEOSNAET KPMTHYSCENE ONepaunmn (STAgMW ) TEXHONOMYSCKD NPOYecca 1 KpuTa-
[OMH NPHEMISMOCTA, 3 TROHS BHOLI STTECTALMK [HANPWMED, PETROCNEKTHEHER, MERCNEKTHEHEA, TEKYLLER] M KONWECTED
NPOMABDECTEEHHLL UMKNOE, HEoTonMMLRX ONA MPOESIEHER BTTECTALHN.

1222 Or4er 0 NpOBSdSHMK BTTECTALUMY OOMHEH COOSMEETh CohINKY HE METOOMEY ATTECTALNM (G YEASAHMEM BCBX
IBMEHEHHE OTRNOHEHNR) M BEIEOORI © PEKOMEHOSLHAMA N0 YETPAHEHHE HEODCTATHOR.

12.23 Mokl GTENOHEHWA 0T METOONEN BTTECTALMK 8anHHel BhiTe OOpMNEHE B MMCEMEHHOM BIM0E W Y TEED S 0EHN.

12.3 3Tank| aTTEcTALMM (BANKMOILWA)

12.30 Qo npopsnsHaA paboT no aTTEcTagiy NPpoUsctos CNEOyeT BenoNHATE BTTECTAEUMI KpUTHYSckD obopyno-
BAHWA W BENOMOMETENBHE CHETEM B HeobDoguwmon oFsame. Kak npasmng, Taxaq aTTECTAUMA NPOBOANTER B HEGKONLKD
ETRNOE:

- atrtetTadws npoeeta {D0; design quakhcation) — QokymMEHTaneHoS NoOTESPEOEHNE TOMD, 4T0 NPOEKT NpoWasog-
CTRE (B T. 4. NoMaEHuA, oDopyaosaHeE 1NK BENOMOIETENEHBIE CHETEME) COOTEETCTEYET J808HHK HA NPOSKTHROEAHNWE
M SERCTEYEILMM HODMAM,

- ATTECTAUMA yoTaHoBneHHom obopyoosaqHuA (10 Instaltation Cualificalion) — pommisHTANLHOS NOOTEEEHOEHNE
TOMD, 470 YOTEHORNSHHDS WK MEMEHEHHOE ODOpYO0BAHWE, NOMELWEHHS MW BONOMOrETENEHBIE CHOTEMEl COOTBETOTRYHIT
YTREREGEHHOMY NPOEKTY, 3A08HHED HE NMPOBKTHPOBEHWE H QEACTEVIOLLMM HODMEM:

- arrecTaduA doyHiuMoHnpy oweans obopyaosadwa (00 Operational Qualification) — pokyMeHTANEHOS NODTRS R
OBHWE TOPD, HTO YCTAROBNSEHHOE MAW MIMBHEHHDS 0000 Y G0SaHNE, MOMELEHHA MK BENOMOMETENEHEIR CHCTEMB YHELN-
OHMPYIIT Haanexswmm obpasom B Tpebyemon pamane;

- Arractauus B akennyarayuun (PO, Pedomancs COualification) — pogyesTansHoS NoArespsasHue Tono, STo obopyno-
BAHWE, NOMELLEHNA 1 BENOMOMTANEHLE CHETEME MONYT paDOTaT: COBMBCTHD & HYHHOR SbakTWBHOCTES M BOCIPOMIBOaH-
MOCTEH B COOTEETCTEMH C YTESHOSHHEIMA TREDOESHHAMK M XaPSKTEPHCTHMEEMM TERHONGMSECKON Npoyecca.

124 ArTectauwA (EaNWOalUWMA) npouecca

12,40 ArTTecTayuA [BEANMOAUMA ) NPOUBCEE — QUKYMEHTANLHOES NOOTEEPHOEHNE TOMD, YT0 NPOUSCS, MPOTEKE0WMA
8 MpE0EnEy YETAHOENSEHHL NApaMeTpos, obecneamessT HixbarTHEH0S W BOCNPOMIBOSHMOE NPOMIBONCTED MPOMERYTOH-
HeiX npogyeETos 1 ADC, yAoensTeapRIOWMY YETAHOENEHHEM TPE0OEaHWAM W MOES38TENAM KE4ECTEER.

1241 W3 Tpex BOOR ATTECTALMY [BANHOEUNK) NDEONRIYTHTENLHLIM AENRETCR NEPCNEKTMEHAR ATTECTALWA [BAMW-
OAUMA).

12,42 TNaponekrmEHas ATTECTAUWA [BAMMIALMA) NPMMEBHRETCA ONA BoBY Npoueccon npovasopcrea ADC, onpagea-
neHHbE B8 nyHeTe 12,12 MNepcnastueHan aTTEcTAUMA [BANMOALUMA), MCNONb3YaMEs ONA NpoLecca npoMasoncTea ADC,
AoroiHE BhiTe 38BERWEHE 00 BRNYCHS HA DEHDE MOTOBOND NEKAPCTEEHHOM COBOCTER, NPONIBEAEHHOM W3 3Tar ADC.

12,43 Terylwan aTTECTAUMA [BENMOAUMA] MONET NPOEOOWMTLEA NP OTCYTCTEMH SaHHEE O NOBTOPHEIY TEXHODNOM-
SECHAX LAKNEX. 3T0 MOHET Beite 0ByCNoBNaHE NPOWIBOSCTEOM TONBED OFPEHEHMEHHOMD HACna capyid A0 C, HeperyNAPHEM
NparIsaacTEOM cCepwi ADC uwnk nporasoacTaos ADPC © MENONLIDBIHWEM STTECTOBAHHOTD | BANMOHDPOSAHHON ) Npouscca,
B KOTOPEA Guny BHECEHE! MameHseHWA, (o 3apsplusHA TEEYLLEA arTecTauny (Banuoaus) cepud ADC moryT Guime
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BEMYLYEHE 4 WENONEIDEEHE ONA NPOH3BOOCTES MOTOBLY NEKEPCTEEHHLIE CPEOCTE ANA MX PEANWIALMH HE DhIHKE H3
COHOEBAHMA TIWATENEHOITD HENDEMEIEHON KOHTPOMA 4 NPOEEOESHWA HCNBITAHAE 3THY Copui ADC,

1244 PetpocnekTHEHER ATTECTAUMA (BANMIEUWA} NPHMEHSETER KAK MOKNHMSEHNE ONA XODOWD OTNEMEHHEN Npo-
LECEOR, HOTODRE HE MPETERNEEEaNM SHAYMTElLHEX MEMEHEHNR ONA Ka~acTea ADHE Ma-3a WaMEHEHWA B Chipke, oDopyao-
BaHWH, CHOTEMAX, YOTRORCTERX WNK 8 JAHHOM TEXHONOWHECEOM NpoUecos. 3ToT BN STTECTaUMH [BENMGELHA] MOKET
WENONEIDBATHER, SCNM:

1} onpensnaHs EPATHHECHWE (ERaKTEPHCTHIA ESHECTEA ¥ KDHTHHECKNE NARaMETPL NPOLEcoE;

2] YETEHOBEMEHE COOTESTCTEY KIWLME BHYTRMNPOWMIB0NCTESHHES KPHTERHI NPHEMNSEMOCTH K KOHTPONR;

3} orcyTCTECEANM CYUBCTEEHHEN ChoM B X048 NPOUSCCH (KEMECTEE NPOOYELMK] NO MDWHWHEM, HE CEA38HHEM C
CIUMEKAMH ONEQETODE MM OTES33MH 0B0pynoBaHeR;

4} YCTAHOBEMEH COCTAR NPUMEcSA ONA cywecTeyown: ADC.

1245 Cepun npagykuue, oTobpadHes Ons Npossgasns pETROCHaRTHEHOR ATTECTAUMK [BAmMIALMK), OOfHHE
AENATECA PEMPEIBHTATWEROR BEIOCPHOR BCBX CApWA, NMMMIESNEHHEIX 38 PACCMATRUEESMEIN NEPWOS, B T. 4. BCEX CEPWA,
HAOTOPRE HE YOOBNETEOPANM TREDOBAHMAM CHauUtMkaUMA. HWarno ST CEpHA GoNsHG Dbl T GOETATOYHEIM IR NOOTESDH-
geHUR cTabunesocti npouecca. [pe NnpoBSOEHd DETROCNEKTHEHDA STTECTELMN [BANKOSUNAK] MONHD WCNORLIOBETE
BPXMBHEES OOPaILE.

12.5 Mporpamma atTecTauuy (Bannaayywy} npouecca

1250 Ywcno npouisonocTEEHHLE UMKENGE ANA NPOSEGEHRA STTECTALMWM {BANMSALWN} 35BKUEHT OT CNOSHOCTH Npo-
LBCES MNK XBPSKTERS MEIMEHEHWA NapaueTpoe npougscca, [ns NPOBESEHHA NEPCNBEKTHEHOE W TEHYLWERA STTacTaUMH
(BANMOAUMK] CREOYWET MENONLI0BETE HE MEHEES TREX NOCNER0SATENEHD NPOHIESOSHHLL CARMKA NPOOYHLMH HAZMEHALLED
rAHeCTES. DOHEKD MOMYT DbiTe CRYSEH, NEM KOTOPEN ANH Q0RS3E8TEnsCTES CTA0MNEHOCTA NPOLecca MoryT noTpe boeatsod
OONONHATEMEHEE MPOM3IBOOCTEEHHEE UKLl [HENDHMER, CNOMHLIE WK AMMTansHEES NPoUScosL npoqasoncTea ADC). Mps
pETRPOCNEE TMEHOR BANKOALMA GNA NOOTESREREHHA CTABNNEHOCTH NpOUSCEE MCCnanyiT QaHHee 10— 30 nocnegoearants.-
HbLE CEPHE NpogyEunK. Tpe Hanw-HW 0EoCHOBAHNA 3TO HMCN0 MOKET BTk YMEHBLIEHD.

12.51 B xoge STTecTauuH (BENMOELMA} NPOLEcca CNe0yeT KOHTPOMNWPOEETE 8rd KPATUHECKWS napaMaTpel. MNapa-
METHEI NPOLBCEE, HE CERIAHHEE © ¥a4acTE0M NPOOYELMA (HANPAMED, PSCK0N SHEOMHMM WK CROK MCnanboBaHwH obapy-
DOBAHMA |, MOHHD HE BENHIHETE B NPOUSCC ATTESTALMK (BANKOALMA].

1252 ATTECTAUMA (BENMOEUMA) NPOUSSCA OOMHHE NOgTESRONTE, 4T0 YOTAHOBNEHHLIA cotTas npuaaced ADC
HEXDAWTEA B QONYCTAMEX npensnad. CocTas NpUMEcEr (Ka4SCTEEHHEIR 0 KONPHECTESHHE ) OONHEH DeiTh CREBHHM WNKW
MyHLE COCTARA NPUMECEH, YOTAHOENEHHOM NO NPEgLOYLLMM OaHHLIM, HOW, [88 NDWMEHEMO, DeiTe myYWe COCTaEa
NpWMECER, YCTEHOENSHHOM NPW PE3PpaboTHS TEXHONOMHHECEDM MPOLUSCCA; HNK NPodMNR NpHMECER B CEPUAK NROOYELMA,
NPEOHAZHAYEHHEIX ANA NPOSE0EHAR KNHHASECHEL MM TORCHRONONAYSCKHE MCCNagoeaHIiE.

126 Mepuoguyeckan OUEHKE BTTECTOBAHHEIX [EANHOMPOEAHHLIN] CHCTEM W NPOUSCCOB

1260 Cucteme W NpogBctcsl CREOYET NEpUOOWHNECEH OUEHMEATE ANR NONTEESPHOSHAA TOM, 4T0 OHM NPOOOreEanT
pEGOTATL B ATTECTORAHHOM (BANWOMPOBSEHHOM) pExume. [OBTORHAA ATTECTAWMA [BAMMEZaUWA} HE TRBEOWATEA, o B
CHCTEMY MMM NEOWEEE HE BhIN0 BHECEHD HUKEKAE CY LUSCTBAEHHEIX HIMEBHEHAR 1 AHANKI KE4ECTER NPOSYELAN N0 TES PHGEET,
HTD 3TE GHOTEMA WNK NPOLBcE cTaBHNEHO MPOWM3IE0NST NPoOYELMID B COOTEETCTEMM & YOTAHOBNEHHEME TREDOBAHWRMH.

1247 ATTECTayWA (BanNMOaluMA) METOO08 CYMCTEN

12,70 Kak mpasuno, cnegyeT nposoiuTe aTTacTanMed {BANMOELMID ) METOO0B O4MGTEM. Obkmbo ATTECTAUMA (BENW-
OEUMA) METOODE CHKCTEY NPOBOOWMTER ANR CHNYHSEE, HOME JArpRIHEHNE WNH NEPEHOS MATEDHANDE NPENCTABNAKT HAK-
BonellwiA prck AnA kaqecTes ADC. Hanpumap, Ha paHHUX CTEOMAY NPOMIE0ACTES MOMET OKE38ThCA HEHYEHOA STTECTALMA
(BANKOSEUHR]) METOOOE CHWCTHA 0OODY ADSAHKA, BCNW BCE OCTATEM YAANRKNTCA NOCNS0YHLWMIK ONEDALMAME OHMETEH.

12.71 Arrectaums (BENWuiALMA] METOR0E OHWMCTEM JONMHE OTPAMATE HEkTHHECHAA XBPEKTED HECNONLIOBEHWA oho-
pyaoBaHeA. Ecniv Ha ooHoMm M Tom e ob0pyooESHMKY NPOMAEOOATEA paanuyHess ADE Wiy NpOMERYTOHHLIE NPOSYKTRI, W
DHMETES 3100 OBOpYA0BEHMA NPOEOEHTEH OOHMM 1 TEM e crocodom, 1O QR BTTACTALWN [BANWOELAM] CHMETHN MOBET
BibiTe BRIGpEH DENPEISHTATHEHBIR ODD&E3E0 NPOMEMYTONHDND NPOgYETE MM ADC. 3707 BeiDop gonseH Duite OCHOBEH HE
CEORCTEEN DACTEORMMOCT BELSCTES U TPYAHOCTA ONR Ero OHLETHH, 8 TAIKE HE DECHETE SONYCTUMBL NPE0anis OCTaThoE
HA OCHOBE B0 BETHEHOCTH, TORCHHMHOCTH H CTAGMNEHOCTH.

12.72 MeTtoguka sTTECTALWH [BAMMOELWN ) CHUMCTHA O0N&HE COOEMEEaTE XEpakTeprcTry 0Bopy0o0BaHMA, NOONEHa-
LUEFD OYMETEE, NOPRLOE CHBETHA, NEPEYEHE MATERWAN0R, OOMYCTHMED NPESENE YMETOTE, NEPEMETDE], HOTOPRE CNEnyET
HOHTROAMPOEATS, W NPUMEHABMEE BHAENATAHSCKWE METOOE. B Matopuis Takse chafyar yRa3ans aud oThupaamisz mpod,
METOAL WX OTOONE W MADKWDOEKA,

12.73 [Ans onpenansHMA PAcTEORMMELR W HEPECTEOPWMME X CCTETHOE NPW oTHope npob cragyar Menons30eaTE TEXKE
METOAL], KEE BAATHE MAIHOB, CMEIEDE, WK ANLTERHETHAHLE METOOL (HANPMMED, NEAMYK SHETPE KWW ). FMononsayemee
rMetonsl oThopa npob oonMkHE NOZE0MATE NPOBOONTE BANWHECTEEHHDE ONPEOEneHns OCTETHOE Ha NosapHocTH obopyao-
BAHWA MOCNE ara oHueTia, OBap npol BEIATHEM MAIK0E MOHET OkiTh HE BCAME NPHMEHWM, BCMN NOBEPEHOCTH KOHTEKTE
C NPOOYETOM ABNARKITER TRYAHOOOCTYNHEIMA W3-38 0C00eHHOCTER ROHCTRYELWA 0B00yO0B2HIA WANK OrpEHr-—EHHA Npousc-
Ca (HANPUMER, BHYTEEHHWE NOBEQEHOCT WNAHME, TRYD, COCYO0R, DESKTOPOE C MANSHEKMMHA OTEBSRCTHAMM] WM npE
paboTe & TORCHHECKMMHE MATEDHANEMIK, 3 TAKKE © MAROratapHTHEM CA0KHEIM 0BOpYOOEaHMEM [HANPUMED, & HAMBMEHK-
TEFEAMH M MTOSE Q00 HRHEHTENAMK).

12.74 CrggyeT Bonons3aonssams ST TECTORSHHBIS [BEANMOWPOBEHHEE | SHANWTIHECKHE MaToOR, Obnapaiums QooTa-
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TOMHOH HYBCTBMTENBEHOCTER QNR OMPEOSNSHAR SOMYCTRMOM YPOBHA OCTATEDE MNW 3arpR3HEHEA. Ons Easaor Mmeransa
CNEnyET ONPEnendTs Bro BoCnpoMaEnaMMocTs. MNMpegenkHo AONYCTHMES RONWSECTES OCTATEDE OMTEHE DiTh PEAmsHEIMK,
ACCTHHHMEIMY, DOOCHOBEHHEIMKA W DCHOBRIBATECR HE OCTATES HEWBones onacHoro aswected. MpesensH BOMyCTAMEE
YPOEHA OCTETHDE MONYT YOTEHABNMBATECH HA OCHOES MUHHMANLHOA MEESCTHOW BEpMAKDNOTWHECEDA, TORCMEDNOMMSSCKOR
MMM IAAMDNOMTMYECKDR BXTHEH0CTH ADE um 88 Hanbonss oNacHorD KOMNOHEHTA.

1275 OnA npouyseccoB, B KOTOPbLIX CyLUSCTEYET OFpaHrHeEHrE Ha obwes Muipobsos 3arpRadeHs MNM ypoBREHE
SHROTORCHHOE B ADC, MNM APyrax NpoLeccos, B KDTODEIY TAK0E JHMPASHEHME MOKEST NPE0CTAENATE ONACHOCTE (HEMMMMEL,
MM NPORIBOECTES HECTEPHNEHR APC, HoNonsayemss 8 NPOMISONGTES CTERMNLHER NPENSPETOR), STTECTALUMA {BanWEE-
LMA | HHETEA (ga3uHdaryun | ohopyaoBaHrA QONHHE BRND4ETE B ce88 cnpagenesqns YPOEHR ZArpRIHEHNR MO MEKpOOpa-
HUEMARM W 3HIOTORCHHAM.

1278 MNocns npossgsaHnA aTTECTALAM (BANWOALHNW] METOOL BHHETHE ODMEHL KOHRTRONWPOSETLEA & ONpageneHH o
NERWAGHHHOC TR ONA NOATEECHOSHMA TOM, ST0 OHY COXPAHAKT SharTHEHDCTE NPW MCNOMRLI0BEAHWA B TEKYLLEM Npau3-
goacTes. YucTary oBopyQ0BSHUA MORHD KOHTROMWPOBATE BHEMMTHYSCEMMA METOOAMM, 8 TEM, N4e 370 JONYCKESTCA, — ©
MOMOWER BHIYANEHOMT GCMOTRE. BHEVankHLM oocMOTh NOABOMAET ONPESENATE BONLLWE CEONNEHWA 38rpASHEHHA Ha
MEMLL NNDWALAY, KOTORM MOCYT CCTEBETECA HEOTHADYHEHHEIMK NPY oToope Npod Mine NpoBSOEHM BHAMWM08,

12.8 ATTecTaumA (BanMOaunA) aHANKTHYECENY METOOOB

1280 Cnegyer npegyCMaTpUEdTs STTECTALMH [BEANHOBLMI ) SHEMMTHHSCHY METOOOB, 33 woEnoYaHnam dapma-
FOMERHEE MO OPYIME YTESDSOEHHEIE METOO0E. B HamOomM HOHEpETHOM Cnyyse cneoyst nogreapoMtse M adiopmue
OOKYMEHTANBHD NRWIOOHOCTE EEE00M0 NEHMEHREMOMD SHAMNTAHSCHOM METOLE.

12.81 MNpw arrectagur {BANMIAWMK ) METOSO0E CREOYST NPOBEDRTE XADAETEDWCTVRY, BENKMEHHEE 8 Pysoeoncres
ICH no sanupagma aHanmtideck: merogos. Ofbam neonNEgosaHtl, BRINDNHABMES NEW ATTECTAUMK (BEANKHOALMK) SHAMM-
THHECKHN METOO0E, OOMHEH COOTEETETROBATE LENAM BHENWIE W CTAOMM NPOUSEEa npoMasoncTea Adl

12.82 TNepan HE4EN0M STTECTAUMKM {BENMOALWM) SHANUTAHECKHY METOOO0E CEYET NPOSEcTH STTECTAUMK [BAMM-
[AALMKY) COOTEETETRYHHLEND BHENMTHHESEKOM ODopyR08aHHA.

12.83 MpoToxons Boax WIMEHEHWA, BHOCHMEN B 8TTECTOBAHHEA {BANWMOVPOSIHHEIR) BHENATHHECKWA METOY. Cha-
OyET COEPAHATE. B npomoronax qomtHel Bume yea3aHE NOWSMAHE, W3-38 ROTOPOR Bhind cOanaHt. MaMeHaHne, | OaHHBIE,
NOOTESEEOEHMLHE, 9T TONHOCTE WM OADCTOEERHOCTE PE3YNETATOR, MONYHEHHLL NOCTE BHECEHHA 3TOM H3AMEHEHWR, COOT-
BETCTEYHIT XAPAKTERHETHEEM STTACTOBAHHOND METOOE.

13 HoHTponk WIMEHBHWH

13.10 Ha npagnpusaTid goimeHa OeITh BEE0SHE W O0OKYMEHTANBHD OdOpMNEHa CMETEMA HOHTRONA W3MBEHEHWA,
CnocofHeEX MOBAWATE HA MPOMIE0ACTED M KESECTED MPOMERYTOHHEL NposykToe M AGC,

13,11 JoryseHTansHoe SHOpMNEHNE, PESCCMAOTIEHNE 1 yTEEPHBEHUE HAMEHEHNA B Chipkd, CneuuthMEaUWAY, Ha-
TTATHHECKMN METOORK, NOMSLBHKAX, BCNOMOraTENEHBIY CHETEMEX, ODODYO0BAHWH (8 T. 4. B ROMNSHTERHOM GB0pYO0BEHMAK ),
TEXHONOMAYSCKMY CTAOMAR, NEHATHLE ¥ YIENOBOHHLD MATAPMANEE W EOMALKTEDHLE NPOrPEMMaN JOMEHE BRINOMHATEEH
N0 YyTEEDEOEHHLIM HHCTRYELIHARM.

13.12 Boe npennoseHna fo KIMEHEHWAM, iacauuMcy cobnoneHns Tpefosaqwi HACTORIWEND CTAHOAPTE, JONMHE
OuITh NOIOTORMEHS, PACCMOTREHE M COMMACOBEHEl COUTBETCTEYHILHME NOODE3ONANaHHAMK M arganom{Ema ) cnyubs
KEHSETEHE.

13.13 CnegyeT OueHHESTE BOIMOHHDS BRRAHME NPSQNTCHEHHLL MEMSHEHWA HE KEYECTED NPOMERYTOMHEIX NPagy k-
ToE W ADC. Moy S3ToM MOEST NROBAGWMTLER KNBCoMMKELNA WAMEHEHHA 4MA ONPESEnNEHME oOLeMa paboT Apy arTecTaumn.
MameHeHHR MoryT Beime KNAcCHiwUEHPOEEHE [HBNPHAMED, KK HEZHEYN TENEHEE W CYLWSCTESHHLIR) B 283BMCHMOCTH OT WX
HAPAKTEDE M CTANSHW BNHAHWA, HOTOPLIE 3TH MIMSHEHUA MOMYT OHA38TE HE JAaHHLIR npouece, CSnegyst onpensndre W
OBOCHOSETE, KAKME OONOMHWTENEHEE MCNEITAHKE W 3TTECTALMOHHLIE (BANMOALHOHHEIE ) MCCNEODEaHNR HeoDX0aME ONA
NOATEEHELEHNA BOSMOMHOOT MAMEHEHWA B STTECTOBSHHOM (B3 NWOMPOBAHHOM | NpoUSGCa.

13.14 TpW BHECEHWM WIMEHEHWMA CHEOySET MOWHRETE MEpk N0 NepEcMoTpy B0ax QUEYMEHTOB, HI COSBRHAHHE
KOTOPEIE BAMAIOT STH HIMEHEHAR.

13.15 MNocne BHECESHWA MAMEHEHWA CNeOysT OUSHWTE KEYECTEOD NEPELLE CERUA NPOOYELWMH, NPUMZEE0EHHEIX MW
MCNLTEHHL & YHETOM 3THX MIMEHEHIAA.

1316 Cnegyst OUSHNTE BOIMONHOCTE BIMAHKMA KPWATHHECKMY HAMEHEHAE H3 YCTAHOBMEHHLIE CROKA NMOOHOETE MW
OaETY ROBTOPHOM KOHTpORA. MNpd Heobxogusoomy o8pasun APOMENYTOMHEIE NPROAYVETOR unw ADC NponasanaHHLIx no
MOSHEELEMPOEAHHOMY MPOUECCY . MONyT BiTs EXNO4EHE B NPOTPaMMY YCRODEHHOM GNpENEnSaHnA CTabHNEH0CTH WHnK B
NPArpasMsMy HENPEPEEHOM ROHTRONA CTADMNLHOCTI,

13.17 Boe NpoWIsiquTeny MToBsE NELaPCTESHHBIE CREOUTE, KOTOPEM NOCTIAMRAKTEA AL, SonsHel DeiTe Haga-
WEHEl A0 MEMEHEHNAY, NPOWSGWKE B YETAHORMEHHEIX METOSEX NPOHAB0OCTES W KOHTDONA KEYECTER, CNOCOOHLN ORAZETE
BMAAHHE HE Ka~acTeD ADC,

14 OrHnoHaHwe W NnepepaboTHa MaTepHanos
14.1 OrinoneHne

14.10 CnegyeT BsinonHATE MEBPRAROERY NPOMENYTOYHEX NPOSYETOE 1 ADC HE YOOBNETEODRWMY TREDoEEHN M
CNEWWhHKEUMA, N NOMECTHTE WX HE KEPAHTHHHOS KPAHEHHE. 3TH NPOMEXYTOYHBIE NpoaykTel M ADC woryT BeiTe BHOBE
HANPAENEHEl B MPOM3B0OCTED MMM HE napapabotey 8 NPHBS0eHHROM HeHe nopAgkE. OHOHYATEnSHDE paiMewasne ob
MCNONbLI0BEHMA [YTHIMIEUNKM) OTKNOHEHHLL METEQUANDE A0MHEHD BhiTe OopMNeHD QogyMEHTAMSHO.
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14.2 MoeTopHan obpaboTea

14.20 Kak npasuno, JonyCRAEETCA MOBTODHOE HATIPABNEHHES NPOMEKYTOHHEIX NpogykTos v ADC {8 7. 4. maTtapranos,
HE yOOEMETBOPAKLMY TPaboesaHuAm cheywd EaUWM) B NpOH3ABDHCTED B WX NOBTOpHaR oDpaboTia nyTes nosTopeHuA
CTAGHN KPHCTANMH3ALMM WNK QPYTHE IH-ECKHE WA XeiHeckly cTaari oSpaboTi (HanpuMap, QUCTHINRUKA, SHNkT-
PALKA, EPOMETORAEHE, HAMENEHEHNE), BXOSALME B TEXHONOMMYSCKWA npousct. OOHED B TOM CRYHEE, SO TEkue
ONEPEUMH  BRINAMHAEKNTEA MM NPOMIBnsoTes GoNsWMHETES CEpMA, OHW O0NHHE G8Th BXNOYNEHE B NPOH3BOOCTE0 B
EAHBCTES OTAANMLHOR CTAQMH NPMHATON TEXHONOIM-ECHOrD Npouscea.

14.21 MpogonseeHrs TEXHONOMHSCHDA CTAGMA NOCNE TN, KEK BHYTRWNDOAIB0OCTEEHHEIA KOHTRON: NOKE3an, 410
aTa CTAAMA BLUE HE I3BEQLIEHE, PACCMATIVBESETCR KK H20TE NPOUSCCE K HE CHMTABTOA NOBTOPHOA obpaboTHoR.

14.22 Beageuqe HENDOPESErMPORSELLSTD METEMMENS CHOBA B NPOUECE W NOETOPEHAE XAMHYECKOR DEAKLIMK CHMTE-
WTCR NOBTOPHOH 0bpabaTxod, Som Taxan anapaynA HE HENASTCH YS0TRH TEXHONONAHSCKOND NPOUScEa. Takod NOETORHOR
oipaboThe SONMHE NPEALUSSTEORETE TIWATENLHARA OUAHKA, FAPESHTHOYOWAR, ST0 KEHBCTED NPOMESY TOHHLN NPOSYETOR 1
AP C Ha Yy QUIMTEA BENBOCTEWE BOIMOKHON 0OpA30EaHNA NODOoHHLE MPOAYETOR W BELSETE NP S8NLHAALLEM NDOTELAHHK
pEEKLHNA.

14.3 MNepepaboTha

14.30 MNepsn npUHATHEM PEWSHWE O nepepaboTie cepuM, HE COOTESTCTEYIOWER YCTAHOENEHHBIM TpebosaHHAM,
CABAYET NPOBSCTA PECCNEG0SAHME NPWHKH TARIND HECOOTEETCTEMA.

14.31 Ons capqd npooyElWg, RoayyeHHe B pedyhsTare napepabotay, cnagyeT NPpOBSGTY &8 OUEHKY, NECNLITAHKA
W, Np# HEoBXOOMMOGETH, — WCNETEHHA HA CTAEMNLHOCTE C A0KYMEHTANLHEM OfopMneHEanm ANR NOOTESMIEHHA CooT-
BETCTEMH 88 KEHBCTRE KE4BCTEY NPOOYHLMH, NROMIBEIaHHOR D BazoeoR TaxHonone. [NA MaTogMe NepepaboTa MOoMeT
WENGNEIDEATECA NOOXN0N TEXYLUER STTECTALMA (BANMOALMK). 3T0 MOZB0NRET OTPADOTATE METOOHEY W ONDEOSNHTE OHM-
ARensE pedynsTarel. JonyCcLasTos SnMHUHHER BRINYCH CEpHW NEPapadoTaHHOR NPOOYELMEA HE CCHOBEHWK OTHETA O B
NpOHEBOOCTEE.

1432 Cregyer paspaboTaTs METOOMEM CHEEHEHMA COCTABA NPMMECaR B KEHO0W CEpHK Nepepabo TAHHOR npodyk-
LiHIA C COCTABOM NPUMECER B CEOMAX NPOOYKLAKG, NROHIEBNEHHER N0 Ba30e0d TexHonored. Ecnw ans onMcadun XapasTe-
PHETHE CEPWHA napepatoTaHHIA MpoayrLMKM HERACTATOMHD 0DRIMHOMD HEEOPE BHANMTHHECHMY METOOOE, CASHYET NRAME-
HATE OONOMHATENEHEIE METOO0E.

14.4 PeresHvepauuA MaTepHanoE W PacTEOPMTENENA

1440 Donyckaarcs parsHepaums PEgETHEns, NPOMEHY TOYHEE NPoOyETos wnn ADC (HanpuMep, M3 MaroqHbIx
PACTEOPOE MK UMLTPETOR) NPH HAMHYAK ¥ TEEDEOSHHL METOOWE PEFEHRERALMH W COOTEETCTEMA KAHECTES persHepupo-
BAHHLIE MATEPAANDE YETAHOBNEHHEM TREBOBAHMAM.

1441 DonycxaaTcs pEreHapayUA M NOBTORHOE MCMONLIOBAHKME SCTEOPWTEMEA B TOM MMM OpY M NPOYECCe npa
YOMOEMA KOHTPONA NPOUBCCHE Wa BErEHEEALWN W NOATESRHEEHHA COOTESTOCTEMA PAOTEOPHMTENER YOTEHOEMEHHEIM TREDD-
BEHWAM A0 WY NOSTOPHON HENONEI0BAHNA WM CMELLEHKA © ZPYTHRMME METEPUENEMA.

Ta.42 OanyckaaTcs CMalsHE CREMSNPUIDTORNSHHE W DETEHEDHPOEBaHHLIX PACTEORHTENEN M PRAKTWEDE, BCnmM
Npk MENBTEHUAY BLINg NOKA3AHE WX NPHOOHOCTE B0 SO TENHONOMMYECKME NPOUBCEAR, B KOTORE OHW MOMYT KCNONLI0-
BATLEH.

14,43 MononsioBaHus persHepHpoBaHHEY PACTEORHTENERA, MATOYHLIE DECTEOPOE M OPYIHE pPereHepHpoBEaHHLN
MATERHANGE NONKHD OBOpMIRTECH OOKYMEHTANBHO.

14.5 Boaspar

14.50 BozepaljeHHbE MpOMERYTOHHRE NQOOYETE AN ADC 30n#HE MMETE COOTEETCTEYHILYH MBQHWMPOBEKY M
NOMBELWLATECA HE KEPESHTHHHOE XPEHEHME,

14.51 Echiw yonoBWA, B KOTOPGE APEHWNRCE MK TRAHCNOPTHPOEANHMCE BO3BRALLAHH bIE TIOMENY TOHHEIE NPOOYETEI
Wy ADC g0 WNW B X008 MX BO3BPETE, UMK COCTORHWE M YNEK0S0E BEI3LIBSNT COMHEHWA OTHOCHTANLHD KEYECTEa 3THX
MATEDHANDE, BOABHAIEHHLIE NPOMERYTOYHLEIE NROOYETEL MNW ADC gonsHs BeiTe nepapadoTadsl, NOETOPHO o8patoTaHsl
WA YHAHTOMEHE B YOTEHORMEHHOM NOPALKRE.

14.52 CnegyeT spaHdTe NPOTOROMNEl O BOEX BOZEPALLEHHBLY NPOMEEYTOYHER NPpOOyRTax wne ADPC. MNpotokon
EE#O0MN0 BOIBPATE O0NMEH CONSPMETR:

- HAWMMEHOBAHME 1 BOPEC FPY30N0NYYETENs,

- HAWMMEHDBAHNE MPOMERYTOYHOM NPOOYETA Wik ADC, HoMEp CEpHE M B03BRAILEHHOS KONHNHECTRO,

- MpWHWHY BOIBPATA;

- YHASAHME HE MCNAMLIOEAHME WNA YHEHTOHEHNE BO3ERALEHHRONT NPOMESY TOMHOMN NPOaYETa wnn ADC.

15 Pexnasaumm v OT3kIBLI

1510 Boa pawnamaugun fo KESHEcTEy, AONYHEHHBIE B YOTHOW MAW MMCEMaHB0R dopmg, QonsHel DEFMET pUpaBaTecs
W PECCNBAOBATECR COTNAGHD NWCLMEHHOA MHOTRYRLAY:

1511 MNpoToEonsl pECCMOTRERMA PEKNAMALWA SUIEHE BEMOYETE B cedn!

- HIMA W 30pec NALE. NPEEsABMBLISTD DEXNamMaLm;

- MMA, ODMHHOCTE W TENedaH Nuua, NPMHRBLUEID 3TY PERnamaELHes;

- CYTh PERNAMELHN [E YESIEHIEM HEHMMEHOBEHWA W HOMEDA cepn AP,

- DAty NOOTYNMEHAA PEENEMALMI;
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- NEPEOHEHANEHD MPAHATEE MERE (G YREIEHNEM OTESTCTEEHHEN NHL 1 O3ThI);

- JANEHERLWE JSACTERRA;

- OTHET HE PEXMNAMALMK (C OATOR OTMHPABKA OTEETA);

- OHOHHATEMGHOR DEWEHRE RO CEPIA WA NADTHA NROMERYTOSHOMD MBTEDHANS 1k ADC.

15.12 OnA olyeHad TEHOEHLWA, Y4ACTOTE M CEPLEEIHOCTH PEKNBMALLMA ND DEHHOMY NPOSYETY C TOHEM 3PEHKA NPMHATHR
ACAEMHUTENEHEIL W HEMEONAHHER MED N0 M BENPEBNEHNE NPOTORANE PERNEMALWA Q0THHE COXPAHATEER,

15.13 Cnegyet paapaborTars 4 0QopMATE B MHCEMEHHDM BHOS HHCTRYELHE, ONPSISnAHLAE YEMROBAR, MPW KOTOREX
CNE0YET NPUHAMATE DEWSHNE O OTIEIES NPOMERYTOMHOTD NPOIYETE wnw Akl

15.14 B uHCTPYEWAM MO OTakIEY NPOOVELUEMK O0MmEHEl DTe OnpagensHel NHUEA, YHECTEYHIWME B SHANKIE NoCTYNNE-
WA HHEPOPMAELMK, MPOUEAYDE HAYANS OTALIBA NPOOYHLAK, KDY LY, K0ToRRIX cneayet npodkdgopMipoeans 0b oTasiBe,
M NOPROOE HONONEIDEEHWA (Y THIKIAUMH ) OTOSBAHHOM MATEPMENA.

15,15 B cnyqae cepbEisal une RoTEHUMBNEHOH AnAcHOCTA ONS #H3HK HECENSHA Cnagyet NpoMHdOpMupoRaTe
MECTHEIE, HALMOHAMNEHEE WMWK MEEIyHEDIOHBE HOMNIETEHTHRIS OprEHEl W 0DDETUTEER K HUM C npocebon o cogancTeni.

16 PaboTa no KOHTPaKTy (B T. 4. NpoEeQeHKMe aHanwios)

16.10 Boe npovasoiMTany, padoramwme no ROHTREETY (& T. 4. naboparopas), JO0MHHel BRINONHATE TREDOEaHWR
HacToAWem cradgapra. Oocobos BHMMaHRE nonsH0 e YORNSHD BONPOCEM NPESOTERALSHWA NENSKPEcTHOM 3arpa3-
HEHWA W 0BacnEqeHHE NROCIEHMBEEMOGCTH.

16.11 Jaraz4mk 0oM#EeH CUEHATE CROcobHOCTE NOOPAQHMES COYILBCTRNATE HE MEGTE OSNEMMPOBAHHEIE 8My onapa-
UMM B COOTEETCTEMW © TRaDOBAHMAMKE HACTOALLEM CTEHSARTA.

16.12 OreaTcTESHHOCTE 3HKAZHHES WM NOAPRO4MER 38 cobmogexns TpeioBaHWA HACTORLWEID CTEHOAPTA, B T. 4. 38
sl M OhecnEsaHnED KE4acTed, QonsHa bume ONPESENEHA B ROHTRAKTS [JORIBOPE | MERDY HAMA.

16.13 Qoroeop 4onseH NOIEONATE ZFKAIHMEY NPOBOAMTE YOHT NPON3BOOCTEE NOOGPAOMMES HE 80 COOTEETCTEBHE
HAECTOALLEMY CTAHAEDTY.

16.14 Ecrw paapawed cybnagpag, To NOSPROMME HE SOMEEH NEpSa0apaTe TRETEEE CTOROHE HNKAKAOR YaCTH paboTw,
NOPYHEHHOR SMy 23KAHWEOM, D83 COrMBC0EAHNA & HUM.

16.15 MNponzecacTEeHHENE N NE00PETORHEE NPOTORONE QOTEHE XPEHNTECA B MECTSX DCYECTENEHWR 3TN0 2444
OSATEMNLHIGCTH W DEITE NErko QocTyiHEIMI,

16.16 Ha gonyCcHasTch BHECEHHE W3IMBEHEHHA B TEXHONOMEHMECKHA Npausce, obopyLoBaH@e, cneunuEE0n9ar, Mara-
Okt MCNETEHWA 1 Op., OTHOCRLMECA K PSOMeTy qomeopas, Dea CormacosaHia © IaKaI-uEom.

1T PeanqIauwA, XpaHeHWe, NepEyNaloEka W NepeEMaprH poBKa
17.1 DGNacTe NpHMEHEHWA

1710 Jvor padgoan OTHOCHTCR K Neobeiu 0BRcTEMAM (33 MCEMEHEHmEM NPOHaB0NCTRA), CERIAHHLIM C DEANU3ELWERA,
HPABHBHWEM NEPEYNAKOEXDA M NEpaMaPAIOBROR NPOMESY TOYHLN NPOgYRTOE M ARC.

17.11 Bea fwua W opradiiauye, teRIaHHNE © PEANH3IAUWER, XpaHaHWEM, NEpeyNaKoEkoR W nepamapapoBlal
NPOMERYTOHHBIX NEOOYEToe Man ADC, gonsHe cobnogate TpeGoBaHHA HECTORWEN CTAHAAMTA W, B MBCTHOCTH, OAHHOM
PyroeogoTea.

17.2 MNpocnedHBEaEMOCTE PEANWIYEMBIE NPOMERYTOMHEIX NPoayRToE N ADC

17.20 [Mpu peanu3dumy, XPaqeHrK, MEpayNakteke | NepaMapipoRRe He0BxoaMMD 06ECNBEHMBATE NONHYH MPOCnE-
HHMBAEMOCTE DEANMIYEMEL DMOOMEMYTOMHLY NPOaYETa Wik ADC. [nA SToM CRegyst MMate » XpaduTe CNamyowme
OCEYMEH TR

- PEEBAIMTE HCROOHOMD NPOWIBOMTHMTENA;

HOPEC WEXOAHOM NPoEM3E0aWMTENR,

- JaKS3 (QOMBODE ) HA MOCTABKY,

- HEKNBOHLIE [ TREHTIONTHEIE O0KYMEHTE )

- OOEYMEHTE O MOTYHEHHIA Tya0E;

- HEWMEHDBAHWE WNKW OB0IHEHEHNE NPOMEBKYTONHEIX NROOYETOE HnWw ADC;

- HOMEP CEPHA NPOW3E0gHTENA,

- OOEYMEHTALMIO HE TREHCNODTHROESEHWE 1 DEANHIEUMI;

- BCE MOAAMHHES SHANWTAHECEHE NBCNOPTA, B T. 4. NBCNORTA WEXOGHOM NPOHIB00HTENA;
- OATY MOSTORHOM KOHTPONA WKW SO0 MHOETA,

17.3 YnpaeneHwe Ka4ecTBOM

17.30 Paanuasuua, spalaqne, NEpaynakoars W nepamMapiMpoBEs NPOMEsyToNHEIX NPOAYKToE MK AOC qoimHe
BLINGMHATECA B COOTEATCTANK © QOKYMEHTANEHD OHOPMNEHHOR CHETEMOR YNPAENEHWA Ka4ecTeoM [nogpaznen 3.2 HacTo-
AWBTD CTaHSADTA).

17.4 MNepeynakoBka, nepeMapLipoBEa W obpalueHne C NPOMERYTOYHEIMH NPOOYETaMK Wik ADC

17.40 Bo mabekadve NepanyThiBEHWA M NOTERH KEHECTER ¥ YHCTOTE NPOMEHKY TOMHEIX NPOOYETaE Mnw ADC nepa-
YNEKDEKE, MEPEMADHHPOSEa ¥ DOPALBHNE C NPOMEEY TOHHEIMA NPOOYETAMM A A0 1 Mk KOHTPONL SOMMEHE BRNOMHATECA
COMAcHD TpaboeaHMAM JaHHO Pykosoocrsa.
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17.41 Bo wabexadse NpRMONG W NEPEKDECTHOMN JATPAZHEHMA WX NEPEYNER0BEKS O0MEHE MPOBOOMTECA NpK Tpedye-
Ml YEMNOBWAX OKDYVHSOWER CREdbl.

17.5 CrabMnNuHOCTE

1750 Ons nogrespedSHRA YOTEHOAMEHHEIX CROKOE MOHOCTH MAK 8Tkl NDETORHOND KOHTPONR WCCRES0EaHnA No
CTABMNEHOC T QOMHEHL NPOBOAWTECR B Cmy4as, acni ADC mnd NpoMsay ToHHEM NPOoOYET REpEyNaiBsEanTeR B yHakoaty
OPYronD THNE, OTIMHRKLYHCH OT WENOMNL3YEMaR npoM3BoOMTanam.

17.6 Mepegaya MHGOpMaLHMK

17.60 MNpw pearmaguud, KpaHsHng, NEpEyNamters i NEPEMAPKHPOEKS NEPOMEHYTOMHEIX NPOOYETOE Wnk ADC cne-
OYET NEPENAEATE IAKEHUKAM B00 HRIPODMELMID, NONY-ESSMYD OT NporasnouTand ADC HNW NPOMERY TOHHL NOOOYETOE,
HACEHILLYEOCH KEHBRCTEE NPOOYELFK M PELWUEHAA YyNONHOMOHEHHEIE OPIEHOB, 3 TEHE NEPaEESaTL NPOMIB0NMTENAM MHERE-
MALMHT 0T 3AKEIHAKOE.

1767 MNpy pearm3guwd. XpEaHaHnY, NEPEYVNEN0EEE 1 NEPEMAPKMDOENS NDOMEHYTOMHBIX NPOOYKTOE Wik ADC cne-
OYET NPpEgocTARNATE NOTPEDMTEND HAMMEHOBAHWE HEXOOHOM NPoMIEOOMTENA ADC 1unK NPOMERYTOMHEIE NROOYETOR ¢
HOMBEE NOCTARNAEMEE CERWA NEROOYHLMA.

17.62 Mo Tpabosadui yNoNHOMOSERHOM ORFEHE OOIMHHE NPSOOCTARNATECA MHEOPMALHR OB HCXOOHDM MpOH3a0-
LMTENE MPOMEyY TOMHEX MpoayETos vne ADC. MexoaH=i NPOoWIBoqMTans MOMET WMETE KOHTART O YyMONHOMOHEHHEIR
ORFAHOM HENOCPSOCTESHHD KM HEped CEOMY NPScTABRMTRNEA.

17.63 Crsgyar cobnaoans CRaUMansHee TPEE0BEHAA | SHANUTHECKHA NSCN0pTaM, NDMBESEHHEE B Noopagans 114,

17.7 PaboTta ¢ pEEnamauWame W OTILIEAMA

17.70 Bea nuua W OpraHU3sUMY, CERISHHEE O DEAMMIgyWed, KpaHeHWEM, NEPEyNER0Eson M NepeMapEHpOEEDR
NEpOMERYTOHHEX NPOayRToe wnn AR5, 0orekHel XDEHMTE NPOTOROMG BCEK NOCTYNHEWME DEXNEMELME W OTIEIS08 8 CO0T-
BETETEMW C paigenos 15 sacToswers PyRoBoOCcTER.

1771 MNpy HEOBXOgMMOSTH 3T NMUE W ODFAHMZALWWH BMECTE C npodapogdrenss ADD WnK npomesy TouHa
NpoAYETE BOfHHEl PACCMOTRETE DEKREAMAUMKE ONA NPWHATHA PEWEHWA O JansHeRWWE J8BCTBMAY, B HOTOPLI MOryT
YHACTEOBATE OPyTHE NOTPE0WMTENA [3AKAIMKA |, nafyyaswre S1oT ADC uiK NPoMEEy TOMHEN NDOOYET, YNoAHOMCSEHHER
OPraH MNK BCA ISMHTEPSCOBAHHEIS CTOPOHE. COOTBETCTEVHWESH CTOPOHOR SON#HO DhiTe NPOBEOSHD PACCNBO0BEHHES
CAYHER PERNAMALNN MAH OTa6IBE, PEsYNETETE KOTORArD ohOpMNRIaTER QOKYMEHTANEHD.

17.72 Ecnw pernamauia EBCSsTCA NRoMEB0auTens ADC M0 npoMasy TOHHOr NRoAYETa, MPOTORDN PRecnsiosaHiR
OON#EEH COOSMaTE NolsE QaH =S, NOMyHeHHLE 0T 3T0M NPoRIBooETEnA AP0 M NpoMesyTOSHOM NpoayYETa (8 T 4.
OETY M HE0EXOOMMY K MHIPOPRMELMKD ).

17.8 Pabota c poaspatamu

1780 Paborta ¢ BOIBPSETOM NPOOYEUWMK O0MEHE DPOBOOWMTECA B COOTBETCTEMM C nyHxTomM 14 52 HacToRwers
Pyrkoeogerea. Boe neua v opraHH3aUmMy. CERIBHHEN C pEENWIAUMER, KPEHEHNEM, NEEYNAKDEKOA U NEPEMAREHDOSEDA
MPAREHYTOHHE MROGYETOE Wnd ADE, QoreHHE BECTH JOEyMBHTALHED N0 BO3EPALEHHEIM SE0C 1 npomesnToHEIM NPOOYETAM.

18 ADC, nponIsogUMBbIE NYTEM EYNETHEMPOBAHMA KNeTox |hepMmeHTanmmn)
18.1 OBwwre NnonoseHwA

18.10 B HactorwBen paisens NpHeaneHsl CNeUMansHLEe NRESMNa NPoHIEoOCTES W KOHTRONA kadecTea ADC wma
NPOMERYTOHHE NPOOYETOR MyTeM KyNETUEMDOBEAHNA [hepMEHTALMN] KNETOK © MENOMLI0BEHWEM NPHPOOHLE MIH PeEkok-
GHHAHTHLL ORraHMZMOBE, ROTOREIE HE BLINW B OONHHOA ME0E DTPEMEHN B NPaEOYLME DE3fanas. 3107 paiian HenssA
OTAENHTE OT OBLEND CONaMHAHNA JaHHOM OORYMEHTA. Boa TpaboBaHMA, yNOMAHYTHE B HECTOALLSM CTEHOBPTE, GETEHTER
B cune. Cnagyar oOpariTe BHUMAHWE Ha TO, ST0 NPUHLEWNL] GEpMEHTELME ANS $ENACCHYBckixs MPOUSCoOE NanyHeHR
HA SR Ky NARHBE COSOMHEHMA W NPOUSCCORE, WENONEIYHILHE PEROMONHAHTHES M HEPEKDMBMHEHTHEE OPraHwanel gnA
NOMPHEHWA Gankoe WA PONENENTTMACE, OOHHER0BE, XOTR NEH 3T0M YPOBEHL KOHTDOMA 3THE Npoueccos DyOaT paanu-
Hiad, Tam, (08 370 AMSET IHAYHEHWE, B JAHHOM PEISENs YHEILESS8TCA HE 3TW paanuduA. B uanom ypossHs KOHTPORR
BHOTEXHOMOMMHECHAE MPOLSCCDE, HCNONLIYEMER ONS npodssoncTea Gankos v nomanenTuoos. gonsed Beite Gones
CTROMANM, YEM ROHTROMAE HAO KNECCHYSCRMMEA NPOLEcoany hepameHTaym.

1811 TapmiH aBHOTEXHOROMWSECHMA NPOLAcEs OTHOCHTER B MCHONL30EE HA K KIETOR MM OPFEaHM 308, HOTOpsE OnA
npovzesncTaa AT Bl nonyYeHE nAK Mg rLupoBaHsl & NCNOMNs3oBaHaM paramBrHadTiol OHE, rubpraomson wne
KAKOE-NH0D Opyrod Texsanore. ADSC, npovaesnsHHLIE GHOTEXHOMDIMHECHMME METOOAMK, 00LIMHD NPSO0CTEENAKT coboi
BEICOROMONEXYMADHES COSOMHEHNAR, TBXME kak BEnky 1 noNKunEnTHOL, S0A BOTODER B 3T0M PEAOSNS NPHBENEHL CEYK-
theckrs TpeboEaHHA. © MCNONLIOBIHWEM TEXHONordM pakomMBuHanTol OHE moryT Geime TADEE NPOMISEOEaHE HEKDTO-
Pt AET G HAZEMM M OIS Y NRPHLMY MECCEMA, HANPYMED, AHTWEROTURK, AMRHOKMENOTE, BMTAMMHLI 1 yINEE0g6LL. YPoBEHE
HOHTNA 28 Takimg ADC cooTEETCTEYET NPREUNEM, NDWMEHREMERM MR KNSCCHYSckon hepMEHTaLMA.

18,12 TepmmH arnaccH4Bckan hepMEHTALMEY OTHOCHTCR K NPOLSCCEM, MCNOMLIYVIILWG 08 npoWasagoTes ARC
MHEPOOPIEHAIME, CYLLECTEVOWWE 8 NPWEO0S MK MOARHHUMPOEEHHES TREAMLHOHHEIMHE METOAEMH | PRIMAUMER, HME-
HESCKMM MY TEMEHE30M ). ADC NoMy4HEe M METOO0M AEMECCH SR EpMEH TALRM Y, OBLINHO ABMNAKITER HASKOMONEK Y MAR-
HEIMH COSOMHEHARME, TAKMMME KE8 SHTADAOTIRK, BMAHORMCNOTE, BRTAMBHEL 4 YTIEE00E.

TE.13 MNMonyyarne ASE W NpOMERY TOMHEE NPOOYETOR M3 Ky NeTYDE KNETAE MOW METOAOM GEDMaHTILME BRNIMEET
B cebs Takme Duanore-EcHie NpoLeccs, KaK KyNETHEHPOBAHME KMETOR WNK SHCTRAHUMA W O4WCTES BELSCTE B3 HUBLI
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opraHuamoe. Cnegyat obpatiTe BHHMEHWE Ha TO, HMTO MOMYT CYWSCTBORETE W JONOMHETENEHEE CTAOMH (HEnamap,
M IHEO-NHMWHBCEAR MOOAHMELNRA ), KOTOPEE RENAKTCA Y8CTEHY TEXHONAOrHHECHIN npouscea. Mononsayemels HoXoOHLIE
METEPHMANE! [MATATANLHEES CPE0k, KoMnoHeHTE Bydiepa) monyT abacneqneaTe BOSMOMHOCTE POCTE MUKDDOHED 3arpRIHE-
HWA. B 3aBMCHacT o7 npupods, MeTons NpMMTOERSHMA W UENSA WinoNe3osaHuA ADC MM nposesEy TOHHAr NpoaykTa
HE CNpEfanaHHEx CTEOMAY NPOWIBOACTES MOHET NOTPE0OBATECH KOHTPOM: MUKPOGHOM, BHPYCHOM 3ArPAZSHEHUA WKW
YOOEHA 3HAOTOKCHHOE B TARO0R NPOEYELMY.

18.14 OnA obecneqaqna kasacrea A900C W NROMEKy TONHEIX MPOOYKTOR HE BCEX CTAOMAX NPOMZB0ACTES Q0NeH BuiTe
YOTEHOENSH HEONEHALWA KOHTPOMS. Tax Kak 310 PysosoOcTes HEMWHESTCH GO CTEONM Ky NsTHEBMDOBAHMA KneTox {dep-
MEHTALMH |, NPE0LIGYIEWE CTAAMW [HANPUMEaP, NOA0SpHEHWE GEHKS KNETOR) ONHHE NPOBOAHTEGA NEH HAMMHMAN H30 -
W@ BHY TRHAPOWIBOOCTESHHAM KOHTRONA. HacToRwEs PyRopoacTen OXEaTHESST NROUSCE Ky METHBMDOBEHUA [epmen-
TALMH) KNETOK © MOMEHTA, HOMHE W3 DaHKa KNBETOK NOCTYAET @MEDCTE © KYNBETYROR KNETOR ONA WMCNOMLIOEEaHER B
NEPOWERONETEES,

18.15 OnA cesdaHnd DHCKE 3arpASHEHWA B MAHAMYMY CNBOyeT Hononb3osdars Heobxogumosd obopynoaaHws W
NEPOBOOANTE KOHTROME OEpYSE0WER CPafbl. KPMTERM NPUEMNEMOCTH KAHSCTES U NEQWOSHYHOCTE NPOBENEHMA ROHTRONA
OHEYHAHMLER CRank 2aBUCAT OT TEXHOROrMHECKOR CTAAHH M YENOBWA NROWEBONCTE (OTHRLITEN, 38KDEITAR HNK 38MEHYTAR
CACTEMA).

1818 B uanam, TEXHONOMAHSEEMA HOHTPOME OOM#EH Y-HHTHIBETE:

- nognepsgHes B pabowan cocToRHud paboyand BaHEa KNeTor:

- MPABANEHYI MEOKYIALMK 1 PE38ATHE Ky MTYDE KNETar;

- KOHTPOME KpATHHecKHy pabodne napameTpor B0 BpamMA PEpMEHTALMA KYMeTHEMPOBAHIEA KNETOK,

- HENPEPLIEHLIA KOHTRONE NPOLECCE POCTA KNETOK, MY SHIHScnooobHOCTH (ONs GOnbIUMHETES NEOUSCEDE Ky MkTH-
BMDROSAHNR KMETOR) W NPOgyKTHEHOOTH,

- METOOMEd cBopa | OUMCTER, NPW EOTOPLL NPOMCH0ONT YOAneHss KNeToe, knetodqorn gebpuca W komMnoHeHTos
NMTATENEHOR CPpa0H © QOHOBPEMEHHOR JAWMTOR NPOMEEYTONHOMD NPpOgyETa wnk ADC OT JArpRIHEHNA [B SECTHODTA,
MUEDOOWONOTHHBCHINT XaPaKTapd) U NoOTEDW KEYScTES;

- HEMPEDLIEHEA KOHTROMS MBEEOBHOM 3ArpRIHEHMS 1, N He0BXOOHMMOGTH, YDOBHA SHOOTOKCHMHOBE HA ONpEneneH-
Hislx ETEAWAX NPORIELOCTES, B

- BONPOCKD 3FWMTE OT BMPYCHOM 3ErPRIHEHAR, ONWCIHHLIE B COOTBETCTEYHMLERA HODMAETHEHOR QUEYMEHTIUMM
{Pyxosafcrea ICH Q5A slavscTao BROTEXHONOIMHECHAE NpoayeToE. OugHxa Ba3onacHOCT BURYCHON 3apaseEHuA Dua-
TEXHOMONAHSC AN NP0y ETOR, MPOM3EEIEHHLIX M3 KNETO YEN0SEHECKOD W HMBOTHON npoqcEimasHun e | Qualily of Biodech-
nologrical Products: Viral Safely Evalualion of Bialechnology Products Danvad from Call Lines of Hunan ar Anirmal Orgin).

1817 Donssao BeiTe NOKE3AHD YOANEHWE OCTATEOR Cpeas, DENKDB KNETEW-X03ANHA, OPYME NDHMECERA W 38rpRaHa-
HUA. CEAZEHHER C TEXHOMNOrHHECHAM NPOLEGECOM.

18.2 MNopoepranne BAHKOE KNETOK W BESEHWE NPOTORONDE

1820 OocTtyn & GadHLam kNeTor Jonsed BuiTe OrpasUYEH NULEMH, HMEHIWMMA HE 3T0 NONHOMOYERA.

18.21 BaHkM KNETOK DOMKHBI XPEHWTERECA B CNELWANLHD pazpadoTaHHb yanoauax, oBecnsqmBaiL M NogOapHaHng
HHAARACHOCODHOCTH W NPESOTEPALLEINLME 3ArDRIHEHWE KNETOR.

18.22 Chegyet BECTE U COXPaHATE NROTORONE MENOMLI0BEHER 08PA3U0E M3 DEHKOB KNETOK M YCNOBWMA WX XPaHEHWA.

18.23 DaHEM KETOK SO0NMHE NEPHOOHYSCEN NROXOOMTE ROHTRONE RPWIOOHOCTIA WX HEDONb3I0BAHMA.

18.24 Bonee nogpobHaR WHIPOPMELMA NO COOSPHREHMK DaHKDE KNETOE MANMKEHS B CODTRETCTEYVHOLER HOPMATHB-
HoA gokymeHTayqe (Pywosogoreo ICH G54 «kaqecTeo BuoTEXHONOMYECKMY NpogyEToE. BolgeneHns 1 x8pakTapucTHES
KNETOYHLE CyGCTPATOR, WCNONEIYEMER OMA NPOM3BoOcTEd GUOTaHOROrMHEca Bonoryack: npogykToRs [Qualily af
Biotechmalogical Products: Darivabion ang Charactenzalion of Call Subsiratas Ussd for Production of Biatechnalogical/Bio-
Iogreal Products).,

18.2 HynsTvBMpoBaHWE KNETOR ((hapmeHTawMa)

18,30 JarkpeiTed CHOTEMBI CREOYET NDMMEHATL, N0 BOAMOXHOCTH, B TEX Chy«asx, korga weobogmmeo godaansaTe
ENETOYHLIE CYBETRATE, Cpaabl, Dyied W rakl B acanTUHEcEdy YEnoenAs. Ecnn neparHER WHOEYITALMA, NOCSHE sy owm@
napeHoc und nobasm (cpegel. Bydwep) NPOKIBOAATER B OTHPLIThIE COCYOAX, ONA CHHSEHWA MCKS J3paMeHia OOMmiHel BaiTe
PasapaboTaHsEl W NPUMEHATECA COOTBETCTEYHWME METOAHRH 1 KOHTDOME.

18.31 Eorm muHpoDHoe 3arpRIHe HNE MOKET OKS38TE BNHAHWE HE KaHecTeo AP G, MaHunynALWMN & HENoNE3I0EaHN e
ATHPETEIY COCYAOE CRSAYET NPOROAHTL B CTERMNGHER BORCEX AW SGpYTHE yOTpoRcTEax, 0DacnaqMBRLME ROHTRONE
YONOBWH DEPYHEI0LIER CPpankl.

1832 MNpu pabore C KyMETYREMA ENETOK NBpCoHEn gonsed ObITh O88T B CHEUMENEHYH DOEXOY 4 CODMOgEns
CHBYWANEHBEIE MEDE MPEO0CTOROHHEETH,

18.33 Cnegyer NnpoBogMTh HENPEPREIEHERA KOHTPONE KpWTWSECHEMY paboduy napaMeaeTpos (HanpuMap, TEMNSpaTyYpPL!,
PH, crApOGTH PEpEMEBLLHESaHMA, NOTEENEHNA TA308, NEEMEHNR], KOTORER NOBONAET rAPAHTHPOBATE COOTEETETBME YEMO-
BHA YCTEHOBNEHHEIM NEPaMETREM Npouacca. ChedyeT TAKE NOCTORHHD KOHTRONUPOBETE POCT KNETOK, MHEHSNICOBHOETE
(AnA GoMbWMHETES KyNETHEMDYEMBIX KNETOK) W KX NPOOYKTHEHOCTE. B 388MCHMOGTA OT THNE NPOUSCoa KDTHHECKWE
NAPaMETREl MOTYT MIMEHATECR, 8 B CNYYE8 KNSCCHHECHDR thepMEHTALMM HEXOTODEE NAPAMETDE MORHD HE KOHTROMApO-
B8TE [HANPHMED, HMHIHSCNOCOORICTE KNATOK).
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18.3 OfopyoosaHue, MCNONBIYEMOE ONA EYNETHEMPOBEHHA KNETOK, NOCNE OEOHYEHMA NPOLECtE AOrmHHD OeiTe
CHMWLLEHD W cTEpUNwaceaHo. DBapynosaHWwE AnA NPpoRagaHNA EEpMeHTALMY TAsE OonHHE Bhits OHneHo, qeavadugn-
POBEHD MK CTEDUMNAI0BEHD,

18.35 Ons npegoTBpawEHUA HEGNSMNPHATHOM BNWAHKMA HA Ea4ecTeo APC cnenyeTt CTEpMNHI0BaTE CREOL By Mk-
THEMPOBEHMA MEPE HoNOMEInESHWEM.

1836 Metomek 0BHADYKEHUA JSMPRIFEHAR W NPHHATHR COOTEETCTEVEOLMYE MED SOMMHE GkiTh OqiopmneHs 5oRy-
MEHTEMEHD. K HAM OTHOGATOR METOOMEN ONPE0EnaHts BMAHKA 387 PRIHEHAA HE NPOOYHYWID, METOOR cHEcTH obopyao-
BAHMA M NpHBs0sHue 0000y 0BAHHA B COCTORHIWE MOITOSHOCTA GMNA JAMHEALEN WONONEIDEEHHA . [OCTOROHHME MHRDOOR-
raHs el OGHAPYHEBHHEE B X008 NPOUSCEa daplaHTAELWMH, Q0MHHE BiTe HOEHTHRMUADOEaHE!, 8 BIMAHWES WX HA KSHBCTED
NEoOyKLMH JorekH0 BkiTe aueHeH0. MNPy pEWEHMK BONPOEE O Sy akGDE MPOHIBE0SHHDA NPOSYRLMK Py NETATE TEKAE OUEHD
OONEHE MPRHAMETECA B0 BHUMEHWE.

TEAT MNMpoTokons! O CAYHEAX JEMPASHEHAR CRBOYET XPaHHTE.

18.38 Mocne oqMCTEM yHUESPRCANBHOM ODODYOOBAHMA MEHEDY LHENAMH NPOAIBOOCTES PAEIWHHOA NPOgQyKLMa
MOHET NOTRED0BaTECR NRPOSS0EHNE QONOIHETENEHBE HCMLITEHHA G AN CHAKEHHA DWCKE NEQEXpEcTHEL J3MIAIHEHRA.

18.4 Coop, BelOENEHME W OYWCTHE

1840 Onepauwn no cbopy MaTepHans [Y4aneHns KNeTox MW KNETOYHLE. KDMNOHEHTOR Win chop snatomHbix
HAOMNOHEHTOR MOCHE PE3pYLUSHUA KNETOE) QOMHHE NPOBCOMTECA HE ODOpYOOHEHMH W B 30HAX, NPOSKT (KOHCTRYKLME]
HOTORGN AOMKEH NPEOYCMATRMEETE CHIMEHNE PHOKE 38TPAZHEHMA 00 MUHAMYME.

1841 Crpegyer pazpalorars METOOHEH COORE M OHKCTHH. NDWE0ORALEME K YIANEHWH MK WHAKTHEALMM OPTEHLIMOE-
NPOOYUEHTOR, KNETOMHOM GE0PHEE W BOMNOHEHTOE CRaqkl (OHEIEBaHILME NPW 3TOM MUHAMENEHOS BMMAHWE HE Jerpans-
LM, JETPAZHEHEE W NOTENH HE4ECTEE) W FADAHTARYIILWWE BRXOS NPOMERYTONHOND NPoayeTa i ADC Hapnawawsm
HAHECTES.

1842 Mocne KwononsioBdaHHs oDopyooBEHWe JUrmkHO OkiTh OHWWEHD W J83MHEMEMPOBEHD B YOTAHOBRMEHHOM
nopRaxe. Mpod3BcAcTED HECKOMLKME NOCNEI0EETENLHER CApME NROMERYTONHOID NRoaykTa n ASC Gaz npomMmemryTo4HOR
CHMETEN OBOPYO0REHMA QONYCKEETOA TOMLKO B TOM CNYHE8, BN 370 HE ORAZLIEEST AMWEHWA HE MX KEHECTE.

TE.43 Mp# MCNOrMm=30E8HEA OTKPEIThIE CHOTEM ODHRCTHA DONHKHE NPOB0DAOWTECH B YCNOEMAX, 0B8CHEHMBRKILNE COXpa-
HEHWE KI4ECTES NEOOYHLAE.

1844 Ecnw oBopyooBaHues MCNOnbIYEToR ONA NDOM3E0OCTES HECHOMLKNY BAR08 NPOOYELAK, MOMYT MpWMEHATECA
OONONHATEMEHEE BAEN KOHTROMA, TEEHE KK MCMONbS0BAHWE CREUMANEHEIE XPOMATANPRGMHEcHAY G0N MK NPOSa0EHIE
OONONHATEMEHEX HEMSTEHWA.

18.5 Ypanemwe BMpYCOE (CTAOMHW WHAKTHBALWM)

18.50 Bonas nondHan MHpopMmauns paqda B Pyeosogores ICH O5A «Kavactet DroTexHonorrecony npogy«Toa.
Ouarss Ba30NacHOCTH BUPYCHOM 33PEHEHAA DHOTEXHONOTHECHAE NPOOYETOR, NPOM3ES0SHHE M3 KNETOE YEN0BE4ECHE
W HMHBOTHOM npowcxosgerdn: (Qualty of Giotechnoiogical Products: Virgl Safely Evalvation of Botechmalogy Products
Dranvad from Cell Lings aof Hurman ar Animal Oirigirn.

1857 Cragum YOAnsHnA W HHAKTHBALMK EWpPYCOE ABARKTEH HEWTWSECHMME O HEHOTOPLEH TEXHONOMMHACEE
NpoUSCCOe 1 QOrmiHEl NPOBOAKMTEEA B DAMEAX NAPEMETROR, YETEHORMEHHEIE NPK M ATTECTAEUMK (BANKMOEUMK).

18.52 Chagyar NpegyoMaTpueEsTs Meps NPEgocTiopoHacTd 4nA NEaSoTERALEHHA MOTEHLMANEHOTD J8PasEHEA
BMPYCAMH, HEHKHER CO CTASHA S0 W MOCHE YOAMNEHAR [MHEXKTHESUMK) BARycoB. CTHpETER 00paboTEa Q0N&HE BRIMIHATECA
B 30HAX, OTOAMSHHEE OT SDYIAE TEXHOMOMHECHHE ONBRALMA W MMBRILME OTABNLHYH CHCTEMY BEHTHITALMA.

18.53 Hak npapvno, OnA paanvyMbls CTASGHA OMMETEM HE MCRONL3YETCA 0OH0 W To #e obopygoeadwe. Ecnm
oOopy0EaHHE MCNOMLIYETCR 008 PE3HEE CTEOMA OYMCTEW, NEPa] NOSTOPHEM MCNONL30BAHMEM OHD OO0MHHO DelTh
DHHLLEHD W O@3nHHLHPOEaHD COOTESTCTRYHOWMM 0BpaIo. CRenyar npeanpiHuMans Maphl, NPEa0TEREWLEHWLNE NEpE-
HOC BUOYCOE C NpEgRAYILME CTASWA [HanpuMmap, Jyapas oSopyaoBaHIa MK OREyYHaKWLYI Spaty).

18 ADC, npegHaIHavYeHHLIE ONA NPOBSOEHHA HNMHMYECENY HCCNEQOEAHMA

19.1 OGwmwe nonoxeHuA

1910 MNpw npovaeogcTes Hoesx ADC, MCnonbIyeMmblx ONR NPOSESEHAA KNAHPHEoHMY WCCNS00BaHWA NPW ME
pazpafoTHE, MOCYT NPMMEHATECH HE BOS BHOL KOHTPONA, DACCMOTREHHEE B NPEOLOY LW PaIgenax Nadson Pykoeancraa.
B HacToALWEM pE3nens MPUMBEOeHLl CNEUHankbHsE TpetoBaHHR k aTim AP,

1511 Howrpone npw npodasogcres A0C, NpEoHEaHEYSHHLD GITH KNHHASECHME MCCNEA0BAHWA, J0M&EH COOTBETOT-
BOBETE TOA CTEOMW pEAPABOTEY NEKEpPCTESHHOM CPEOCTER, B COCTAE ROTODOND OHa Bxaaut. MeToow npownisagoTea w
KOHTRAMNA KEEHECTEE Tank ADC AonsHs BkiTh AO0CTATOHHO THBEWMN NA TOM, 106k NPESYCMOTETE MIMEHSHWR, BHOCHMEIE
B HHE MO0 MEDE NONPHEHRS HOBLIX 3HEHWA O TEXHONONMHECKoNM NPOLECCE W NPOOBMMEHHN NELADCTEAHHOND CREO0CTES ©
OOHMEMHAYSEKA CTAOWA K ENMHWSHECHAM CTAAMAM vecnaqoeaqaid. Ecnn paspaBoTha nekapeTaeHHorg NpENapara GocTHrasT
CTARKK, HA KoTOpaR 313 ADC npoM3BoaMTEA ONA NEMMEHSEHRA B NEKSQCTESHHOM NPENapare, NPEgHEIHaYSHHDN 4nR
NpoESREHHR KMMHMHSCEMY MCCRaS0eaHHl, NPOMISOOUTENY 0NHHE MAPAHTHMPOBETE, HT0 MPOW3E0NCTEEHHLN MOLHOCTH,
COOTEETCTEYHMLHE METOAL] NPOMIBOACTES W KOHTPONA NOIBANAKT rAPAHTHPOEETE KEHECTRD 3T0R ADC,
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18.2 Kavecrteo

19.20 K npovasogcrey APC, npeaHasHaMEHHBIX ANA MENONL30BAHKA B NPOBS0EHWE KNMHK-HECENE MCCNE00EaHNA,
ACrHHE NPHMEHATEER TREB0BAHNRE HACTOALETD CTAHAARTA © HAONSHALWEA NPOLSAYDOA BENE4H PASDEWEHAR HE PEEMM-
IBLIMHD HAMOOR CEpMK.

1921 OnA Bbifaqy pAZPELWEHWA HE DESNHISUMID WAW OTHNOHEHEE KERO0A capad AhC, npegHasHa-eHHoA an\
MCNONLIOBAHAA B KNWHAYSECHAY MCCNEQoeaHRX, gormra|kl} Buwre oDpasoead|sl} 0Tgan{kl ) HOHTPANA KSHECTER, HEIEEWEH-
MEIA(E ]} OT NpoMIsogoTes.

19.22 Orpenedsbie pabotel N0 NpOSEOEHKID ROHTRONS, ObbrH0 BRNDMHABMEE OTOEN0M|3MHA ) KDHTRONR KaHesTeA,
MONYT NPOBOAHTECRE B OPYIME NOOPS3seneH A,

19.23 MaponpuATHR N KOHTDOMKD HEHBsTEa GiiHHEl BENO4ETE B CE0R NPOBSASHME HOHTRONA MCXOOHLE W YTERO-
BOHHLIL METERHANOE, 8 TS NPOMERYTOHHER NpOOYKToE 0 ADC.

19.24 CnegyeT NposoguTe ousHEy Mobsix JaTpyiHEHHA, CEASAHHBIE G NPOMIBOSETEOM M KEHSETEOM NPOgyHLiMK.

19.25 Mapwsposka ADC, BENONEIYEMEX B KNMHWHECENE MCCNEI0BEHHARE, QUTHHE EOHTPONMPOEETEER YCTROENEH-
Hial OEPa20M M COQEPHETE MHEOPMEUMED O TOM, 4T0 370 BELUSCTEO NPEGHEIHAYEHD ONR MECNEN0BaTELORMN LAnaiE.

19.3 DGopynoBaHuwe

19,30 MNpy NposEZEHUA BCEX CTAOMA KMMHMHSCKME paspaboron (B 7. 4. NPW MCNOMNSI0EAHWH ONbITHB WHECTEOB MW
nafoparopnid) gnA nponisoacrea A0C, NPEOHAZHEHEHHB QA WCNONL30EAHNA 8 KNEHWHBCENE WCCSO0BSHWAK, OOIMHE H
OITh YETAHOBNEH NOPRODE NPOBEOEHWA KANWEPDEKKY M OYWCTEY 0BOQYOOBAHNA M METOOWKY OUSHIA &M COOTBETOTEMA
CROSMY HEIHIHEHNI.

19.31 Matoguen ng MCnonL3oeaHMa oD opygoBaHNE S0MHEHL TBDESHTHROBATE, YTO NpW paboTe © METERHANAMN PHCK
IBTPASHEHWA M NBPEKPECTHON JAMPAIHEHHR MUEHHMENEH.

19.4 HoHTpone HCXOOHLIX MATERHANOE

19.40 MoxogHele MaTepWans, NEpMMEHAEMEIE OnA npovascgcTed APC, npegHasHaqHeHHEX ANA HCNONE30EaHWA B
FIMHASECHAY WCCNEOOBEHUAL, S0NEHE OLEHHESTEEA MyTEM NPOESOSHAA MCNETEHWA WNW NOCTYNATE © EHEMATHHSCKNM
NACMOETOM NOCTEBWMKEE W NPOBEPATECA HA NOANHHHOCTE, AHENHTHYECKKE NACHODT NOCTABWMKS SOCTATOMEH ONA mog-
TESPAMEHHA KEHECTES MATERMANA, MPSaCTARMFHALEN GNACHOCTE.

19471 B HawaTopsIx CAYyHEAR MpUMmEHoCTE MCXOOHOND MaTEpnana nepe ard MCnonbL3oBaHNneM MoskaT Beith obacHn-
BAHA HE TONLKD PEYNETATAMN SHANUTHYECHAM KOHTPOMA, HO W NYTaM NMPOSENEHMA MENEOMBCWTADHLR peasUmMi (Hanp-
ME[, TPOBERKOA NDWIOAHOCTH).

19.5 MNpouwisogcTEo

19.60 Xon npowasadored AEC, NpegHAIHAYSHHLLE ONA WCNONEIOBAHWA B KMMHWYSCKMY MCONagoeaHmay, GansaH
GkiTh 33pEMMETMPOBAH B NADDDETOPHEX Ky PHENAY, MPOTOROMAE CERHA MIH SPYTAMA COBOCTERME. ITH O0KYMEHTE QONHHE
BKMOMATE B cedA wHpopmanuie 00 MCNONBEIoSIHNM TEXHONOTW-HECENY MaTepuancos, obopyQoEaHHK, TEXHOMOMAHETHDM
NpaUBcos ¥ HayYHb HebnooeHwRx.

19.51 Ownpoaambie BeIXOL MPOAYELMH MOMYT DEINWSETEEA G0nas 3HAYNTENLHO W BuTh MaHEE ONPEgEnaHHbIMK,
“EM DEUIAEMEE BRIXOOE NPOSYELEHA NPOUSCOOR, BeINDMHABMEBDN B MPOMELNSHHDM MacwTtadie. Har seobxonumocti
MpOBOOMTE MEYVSEHHE DEINWHHA BRXOODE NDOTYHLIW.

19.6 ArTecTauws (Banugauua)

19,60 Hax npaBung, He TpedysTod NpOBOAMTE STTECTAUMK {BANHOAWWE ] npoyscta hpowaeogcTes ADLC, mpegHa-
IHEHEHHE X AMA MCNONLIOESHUA B KNMHMYSCH WCCNSI0BAHMAR, S0 NPOWIEOOHTER OOHE caprA ADC MM H3-33 HameHsa-
HWA, BHOCUMEN B TEXHONOrMHSCKMA NROUEce mpy paipabotra ADPC. noBETOpEHME CEPHIR AEMASTCR 387 Ry OHHTENBHLM MITW
HETO4HEIM. B aror nepuog paspaborie kadecten A9PC obacneyrsasTcd COYETAEHMEM HORTRONA, KAanWOpoesy (nosepiA) 1
arrecrayuy oBopynosaHuA.

19.61 ATrecTayuws [BEanMOaUMID) Npouecta, B coDTBSTCTEMM & padoanon 12 HacTorwearn PykoeoacTea, chemyar
NPOBCEWTE GNA CEpEA, NPSOHAIHEMEHHEX ONA PEEnM3EUMY, DSHE S0 TARHE CEPUH NPOHIBOOATEA HE ONLITHOM MNK
MENEoMacLTabdom NnpovasoacTas.

19.7 HMameHeHuR

19.70 HMameHeHWs BHOCATCR N0 Maps NnprobpaTeHdn HOBL 3HAHWA W pocTa macwTaba npovasogcTea. Kawpoa
HAMEHEHWE B TEXHONOMM NPOWMIBOACTED, cneuwdHEBUMAL MK METOOHEAR MEMETEHNA DOMHHE BeiTe 38perMCTRMPOBREHD
WETEHOENS HHLIM OOpa30M.

19.8 NabopaTopHbIA KOHTPONL

19.80 HecmoTpA HE 70, 4TO SHANWTWHECEHE METOOkL, WCNONLIYEMEE ONR GUSHEM KxE48cTEE cep ADL, mpegma-
IHIHEHHOM ONA KNAHWSECKHE MCCNBA0BEHHA, HE MONYT ObiTe BTTSCTORBAHE [BANHAMPOBAHE], OHM SOMEHE DElTE HAYHHD
OGOCHOSAHL.

19.81 ChnegyeT uMaTe CGHCTaMy XpaHaHMA BpXWBHLIX 00pa3U0R Boax Sapid, obacnaaMEaDW YD XpEHEHHE KEH OO
M3 apxueHblx 00pA3LOE B OOCTATOMHOM HOMMYSCTES W HBANEHALWY YONOBMAY B TEHEHME YOTEHOENEHHORD Nepwona
BAEMEHN NOCNE NOMHEHER PAIPBWLEHMA HE PEANKIAUMI, ZERSMUSHMA KNHMHEHBCHOM WCENEQ0BEHAR KNH OTIEES JAREKM
HE HOBOE NEKAPCTEEHHOE CRENCTEO.
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15,82 Cpor rogHOCTA W QAT8 NOETOPHOIT KOHTRONA, GnpegensHHs=E 8 nogpaznans 11.6 sactorwaros Pyxoeogcrea,
NRHMEHAMB] & CYLLBCTEYHIL MM ADC, NpEaHEIHSHEHHEM SNA HENONEZ0EAHAA B KNWHAHECKIE MoCcnasoearmax. N8 Hoskix
SPC, HAXOIAWMECH HA PEHHNE CTEOMAY KNWHWSECKHE HECNEOODBEHHA, NONo®KeHWA nogpaigana 116, kax npasuno, npdmMe-
HAMIEL

19.9 JorymMeHTauMA

1990 CucTema SOEYMEHTAUWM OOMHHE rARDEHTAPOBATE, YTO WHEOPMAELWR, NONy4eHHEA B xogs pazpaboram v
nponzecncTea ADC, NPEOHAIHEYEHHER JNA MCNONbI0BAHUA B KNHEMHECHAE HECNSN0BaHUAR, 0dapMnNRaTon oKy MaHTENE-
HO QOMEHERM O0Ra30M M JOCTYNHE ONA HENONE3I08aHARA.

15991 PaapaboTha M NpMMEHEHEE BHANWTWHECERY METOO0E, KOTOPEE MECNANbLIYVITOR ANA NOGTESRHOEHWA BRINYCHS
cepd APC, NpEJHEIHAYSHHOR ONA KNHHHYECIEAY HCCNBN0BAHA, DOMHE! BhiTe OHOOPMIEHE OORYRMEHTAMNLHO.

18992 Chagyet paipaboTate M MpUMEHATL NODEOOK XPAHEHWA NPOTOKDNOE NPOW3B0HCTER M KDHTPONR Ka48cTed v
OURYMEHTAUMK, 3TOT NOPASOR Sonsed oDecneqUBaTE XPAREHHE NPOTOKONOE W J0EYMEHTOE B TEHEHHE YOTAHOBNEHHOM
NEPA0OE BREMEHK NBCNE NOMPHEHWE PE3DELWEHNA HA PEENMZALMED, JABERLILEHWR KNMHWSECHOND MCCNaR0eaHHA MNW OTIkIES
BARBKM HE HOBOE NEEEPCTESHHOE CHRaqoTED.

20 TepMHMbl B CNpEOENEHHMA

aKTHEHEA hapMauesTH4eckan cybSctanuma (ADC) (active pharmaceutical ingredient (AP1): MoSoe eawescTan
WM CMECE BELUSSTE, NPEAHAFHASESHHEE QA NDOM3E0ACTED NEXKEPCTEAHHEIE CREncTE, HOTOPLE B NPOMBBONCTES NEKAPET-
BEHHOM CPEACTED CTEHOBATOA SKTHEHEIM WHIDEMESHTOM 3TOMD NEKEpETESHHON CRENCTES. TARHE BELWSETES NPEeaHazHE-
YEHel ANA NPOARNEHUA GAapMakanorHecEDf SKTHEHOOTH KNW APYIon npasors sdebesTs NP JUardocTHeE, DEHEHEM,
oEnerdeH CHMNTOMOE AMA NPOEHNagTike GOonezHe ue GrA Bo3a0eRcTEMR HE CTRYETYRY MMM IVHELMED OpTaHHImMe.

arrecTaymA (gualification): JoryMeHTanskHoe NOOTESpHOEHME TOM, Y470 METOGMEA, npouyscc, obopyooBadHue,
MATELHAN MK CHCTEME COOTEETCTEYROT 3A08HHEM TREDOBZHWUAM M WX HENONEI0BIHME OSET OMHOBEMEIE JEIYNLTATEL.

GOuonorH4eckan Harpyaga (bioburden): Yposese v THN (HANPUMBD, NATONSHHELY WNW HENETOMEHHLIX] MUEDOOQDIE-
HMZMOE, KOTODLIE MOMYT NPACYTETROBETE B HEXOOHEX MATSPWANSX, HCXOOHEIX MaTapuanad ADC, npomesy TaYHEX MPOOYE-
Tax Mnu A0 G, Bronon qecKEn HErpya HE PECCMATPHEABTER KaK JaMPASHEHME, BCNW &8 YPOEHH HE MPSBLILEHT YyeTAHDE-
MEHHEE NPEOENEHES SHEHEHNR MOH HE NPOMCEOIHT O0HADYHEHWA ONPEOANaHHLIE NATOREHHEN MAKDOORIEHKIMOE.

sanuoaumA (validation): CrHOHMM TEPMUHE F3TTECTALMAS.

BEHYTPHNPOMIBOOCTEEHHLIA HOHTPONE (MAKM TEXHONOTWYECHWA KOHTpONs) (in process control (or process
control): KoHTpOnb, BRNDNHABMEA B X008 TEXHONOMMECKOND NPOLeGEEa © LENkH NPORSEREH COOTBETETEHA NDOMEHYTO4-
HAM PPoayETa we ARG 3anadHeiM TPEBOBRHKMAM, N0 DE3YNETATEM KOTOPOMD MONYT HOPPERTHROBATLOR NApAMETDEl
TEXHOMOMMHECHON NPOUSCCE.

BCMNOMOraTenkeHEIE CpedcTea (process aids): Martepuans (3a ACKNHEHPREM DACTEDRMTENSR |, NCNONb3yambIe K3k
SOOaEKM MPW NPOMIE0ACTEES MPOMERYTONHOM NPOOYETE Mnd APC. B0TopkIe CEMA MO Ce08 HE YHECTEYHT B XHMITHECKEDA
Wn# BHONOrMHEcEoR pPESKLWA [HANDUMED, NOPOWoE ANA deNLTROBEHWA, BXTHEBMPOBSHHEIR YIoMb M T.4.)

Bhixog, oxuaaemsid (yield, expected): Konmiecreo WM NpoUsHT TEOPETHHEGKOM BRIXO0E MATEDWAND, CHMOHE-
Meld HE NoSoR COOTBETCTEYHWER CTAZMY NPOM3EOOCTEE, OMPEOSNAEMEIR HE OCHOBEHWM OSHHLL, MpSOEapHTansHO
NOMPHEHHED NP NROAIS0SCTES STOMD METEPHANS B NA00RATORHEE, ONEITHEIE KA NEOMEIL NEHHLD yENODSHAX,

BhiNog, TeEopeTwyackri [yield, therotical): Konwiacren, kotopos Geing Gel nony4eHo Ha M0GoH COOTEETCTRYMOLEN
CTAMQWH NPOMABOOCTES, PACCHWTEHHOE HI OCHOBE HONWSECTER MCNONEIYEMOID MaTEDHANA B NPSOnonNaraami iy yenoawAx
OTCYTCTEMA NODLIE NOTEPE WA CWWBoR Ny aKTiHeckoM NPoWaecacTes.

OaTa NOBETOPHOND KoHTRonA (retest date): Jara npoxo0SHMA MATEDWANGM NOETOPHOR NPOBERKW GMA NOOTESDH-
OEHHA B0 NPWMOHDCTH ANA S8NEHEALWEND MCNOMsI0BaH1A.

JarpAzHadne (contamination): HasenarankHOa BHECAHME MDMMECER CMWAYSCEOM WAH MUEEPOBHONOrMSackara
NROMCXOHOEHEA W NOCTOPOMHEN MATEPHANS B MCXOOHLIR MATEDMAN, NPOMERYTOHHLER NPpogyET Mne ADC B xoge
npoMzsoncTEa, oThopa npod, YNakosk Mnw NEpeyNaoBEH, XPEHEHHA WK TPEHCNORTHROBREHWH.

HHCTRYHUMA, METOOMEE, npouenypa (procedura): OorymedT, COSeDEALWMA YESIAHMA N BeINOMHEHUH OTDENEHBIX
BAOOE ONSPELHA [HANDWMED, N0 OYWCTHE, NBPSONBBAHKED, ROHTRONK ORpYHESH0WEA cpans, otSopy npob, nposeasHmwo
WETNBITAHWA, SRCMNYETAUMK 0BopYA0BAHMA ), KOTOPLIA NPAMD WAK KOCBEHHD CBA3EH O NPOMIBOSCTEON MPOMEEY TOHRAM
npoayETa wnw AdC,

MCoXoOHEIR MaTepuan ADC [API starting material): Ceipsg, NnpomMasy ToHHLIA NPOOYHT uim ADE | KoTopse WENos-
IYHITCA NpW nponzeoacTae A0C W sHeOpR0TCR B CTpykTypy AdC B HEYSCTES CYWBCTEEHHON 3MnaMeqHTa. MoxoaHeR
maTapyan ADC mowaT BeiTh NPOSYETOM [ MATARHAROM ), NONYYSEMEM OT GOHOMD ARK BONes NOCTABWWKOR MO KOHTREKTY
[HOMMEPHSCKOMY COTNAWEHMKD), KN METSRWANoM, NPOMIBNRHMER HE CAMAM NPSANpAATHN. Hax npasrn, OnA Npowaeog-
cred A0 nononsIYOTCA MCADOHEIE METEPHANL C KOHEPETHEIMK XMMESECEMME CEQRCTEAMM W CTRYKTYDOA.

ranwbpoera (nosepea) (calibration): Cr. o0wes TEpMAHE! W OMPEISNEHAR.

wapaHTuH (quaranting): CTaryc MATEpMANOE, MEONWPOSEHHEE OHAWHECKN MM wHeM obpasosm Ha BpamMs oo
BEIHECEHWA PEWEHWA 00 M3 BEIYEHS MW OTENOHSEHAW.

KOHTponk KayecTea (quality control (QC): MposegeHws NpoBepOR MMM MCNETEHKA HE COOTEETCTEME TReboBaHKAM
CrSHEN LA LHEA.
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KpMTEpMM npuemnemocTd (acceptance criteria): “Mwcnesqeie NpEOSNEHBIE IHEYSHMA, DMANE30HL W ORYTHE
KEATERMM, MPHMEHAMEIE QN8 MOWEME DEIYMSTATOE HEMLITEHWR

KpuTHM4acEdn (critical): OnpaganeHne CTEOWMA TERHONONAHECKID NPOUEcca, TEXHONONMHECENE Yyonoera, Tpaboea-
HHIA MR MPOSSEHAN MCNLTAHMA, OEYTOND CY LUBETESHHON NAPDAMETRE MITH NMyHKTE, KOTOp6IR CR8OyeT ROHTPONKDOBETE B DAMEEN
NpegBapMTENLHD YCTEHOENSHHEIX KPUTECHEE SR rApaHTe cooTesTcTerA AL TpeboeaHrAm ceoal cneumuEUmi.

nekapcTeeHHaA cyGcTaduwaA (drug substance): Cu. akTEHy0 GEPMALEBTIHEBCKYK CY BoTRHL MO

NEHAPCTBEHHBLIM (MEOHUMHCEMA ) npanapaT (drug (medicinal) product): DoawposaHHan hopMa NEKapcTEaHHoMD
CPEOCTES B NBPEMHHOR OHOHYATENEHDA YNAKDERE, NPEGHAEIHAYEHHDR ONR NPOgasu,

matepuan (material): TepMUH, HECNONLIYEMEIA ONA ONPESENEHME ChiPLA (MCAOAHBLIY METEDWANDE, PSAKTUBEDE,
PRCTBOPATENSA), TEXKRONDIYHECKHY J0D8B0K, NPOMERYTOYHE NPOAYEToR, AOC, YyNAK0B0YHER W NEMETHRIX METEPHANDE.

MaTouHbig pacTeop (mother liquor): CoTaro4Han HUAROCTE NOCNE NPOUEGCOE KPUCTANMA3ALMA 1 BRI0EMEHMA.

Mpumeyadue — Marodsei PECTECD MOMET COOBMEATE HENPOPEArMPIBAELLKME MAETEDHARNL], NPOMERY TOHHLE
npogyrTel, ADC WMNK NPUMECKH B CYLBCTEEHHOM KOMMYBSTES, 8 TAKHE BCNoNEADBATLEA ONA gankHeiwed abpaborm.

METOOMES aTTECTAUWK (Banuoayun) (validation protocol): Dosymestansio odopMneHHsIR NREH, yCTaHSENMBR0-
WA NOPAODK STTECTALWA [BAMMIALWKH]) W ONPEOSNAILME EDMTEIH MPHEMNEMOCTIA.

Hanpymep, METOOMES STTECTALMK [EANHOAUMK] TEXHONOMAHECKOND NPOUSCER, KOHHDETHD DNPEanAiimEas TEKHOm-
recEDE OBOPYA0BAHME, KPATHHECKNE TENHONOMAHSCKWE NBPaMETRE {paboume GHaNa3aoHe! ), XapaETEpEucTIRRN NPOOYELHM,
arfop npod, SaHHBIE WCITRITAEHMA, KOTOPEM SONsHE ObiTe CODPaHL, BONWHBCTED LUWUKNOE ATTECTAUMM (BANWOAUNE] W
MPHEMNEMEE PEIYNETATE! WETLITAHWEA.

HomMap napTHM (lot number): Ca. Homap capui.

HOoMER cépun (NnapTud) {batch number or lot number): Onpaaenedqoe codeTadws yudp, Byes Wiann clameanos,
OBOo3HEHBERWES CepWn NPaayrUEd. Mo HoMEpy Copid MoseET Beime NPOCNEmeH ¥00 NPOWMISOACTES ¥ DEANHIELWH 3TOR
CAPHI.

obecnevexHne kasecTea (quality assurance (QA): ODWEA COBOKYTHOSTE ORMAHWIBUADHHER MEDDNPMATHRA, Npoeo-
OWMEX © Uansd oDecnesaqmn Tpabyamond kaqectea scen AT W NOgOSpHEHMA CHETEM KAHSCTEE HA SOMHHOM YEOBHE.

oTgen(sl) (cnyxba) kavecTea (guality unit{s): DprarvzagnorHoe NOOPaISANEHNE, HESEEMCHMOE OT NPOMIBOaLT-
BA, KOTOPDE HECET OTESTCTEEHHOCTE 38 ODBCNEYSEHIAE W ROHTRONE KE4ECTEA, NPEACTIANAMLES COB0RA OTQEMEHES OTOSNE
KOHTRONA M ODSCNEHEHMA KaHSCTES MMB0 OOHD NHUD MW TEYTINY, B 33BMCHMOCTH OT DAZMEPE W CTRYETYRE OpaHUIE LMK,

oTinoxHedwe (deviation): Orcrymnanve o7 yTESELEHHDN HHOTIYELYMH MNK yCTEHOEMEHHOM CTAHOARTE.

napTyA (lot): Cr. capan.

NepexpecTHOE 3arpAZHEHHE [cross-contamination): 3arpRaseHne MATEDAANE HNK NPOGYETA OPYTAM METEDMANDM
MK NPOOYKTOM.

napepatomra (reworking): O6paboTes NpoMEXyTOHHKOM NRPOAYETa WNu ADC He YOoEMSTROPAKILME TREB0BaHNRAM
CTAHAAPTOR WNK cneywdMEaUrE, © NOMOWLEKE O5HOM WK HECKOMESKAG TEXHOMOrMSEcHAE CTAOMA, OTMHMYSOWMICH aT
YETEHOENSHHOND TEXHOINOMAHESKO NPOYSEE, © WENEK NONYHEHHA NPOMEKRYTONHOM MPOOYETE win ADC npUEmnamonm
FENECTES (HENPUMED, NEPEEPUCTANMMIALUMA C© A0YIMM PECTEORUTENEM).

noeTopHad obpaboTea (reprocessing): MNoETopHOS BESOEHWE NPOMEEYTOHHOD MPOGYETa Wi ADC (B 7. 4. He
YOOBERETEORAKILWE TpabosaHMAM theyntHEBLKMA ) B MPOUSEC U NOETORSHNE CTE0MH KPHCTANMM3ALMA MNW Oy ion CooTeET-
CTEYHMLEN CTEOMW XMMAHECHOR WiH Dramqeton obpaboTioa (Hanpumep, QUETHnnAYMW, DUNeTRagMK, KpoManorpadineg,
HEMEMSEHHA ], RITOPER ABNASTCR YECTEN YOTAHOBNEHHOM TEXHONOMMYSCROM NRoUYScta. Mpogonsesqds TEXHDRIrMHEckDR
CTAOMK NOERE TOM, HEK BHYTPHNPOM3E0ACTEEHHER KOHTDOM: NOKE3EN, Y4T0 OHE SWE HE 388EPWAHA, CHUTIETCR “SacThH
TEXYLLUEM NPOLBCES NPOMIBOSETES M HE PACCMATPMBASTCR Kak noeTopHas oBpafarxa.

nognMck (cornacosadwe) (signature (signed): Cu. cormacaBaHss.

nogpAa4KE (contract manufacturer}: MpovagoguTenL. BeEINONHAKWAA HEEOTOPEIE NPOM3B0OCTBEHHEMS DNEDaUKI
AT MMEHH NEPECHEMANEHON NPOWEBO0OMTENS.

npumeck (impurity): KomMnoHeHT, NpUCyTCTEYOWEA B MPOMERY TOYHOM NPOOGyETE Mng ADC, RoTOpeIA ABNASTCH
HEHENBTENLHLIM 1N8 STOM NPOOYETE.

nponzoacTes (manufacture): Dnepaumy ¥ BMgel KOHTPONA, CERIBHHEE G 38KyNHOR BEIOgQHLD METERHANDES, Wx
npyeMeEod, obpaboTiod, yMaRoexod. ERINYCEOM B PEANMIAUNK, XPaHEHNEM 1 oTipyaral ADC.

npomexyTodHER npogyer (intermediate): Marepuan, nomp<aemsin Ha CTagnax npawasogoTea ADC, moTopsin
NPETENNEESET DANBHERLWE MONBKYIAPHEIE HAMEHEHWS KW OYNCTEY 00 TO0D, KSK OH MOEET C4uTarsca ADC, MpomesyToy-
HiIE NPOGYETE MOMYT W HE BeIQENATECR B A4SCTES YWCTEX NPOOYETOE.

MpumedaHwe— JaHxoe PysoeoacTed EACAATCA TANLKD NPOMERY TOHHELY NPOgYRTOR, MROHIE0OMMEIX 0 CTATNA,
ABFAKMLBACH (N0 MHEHAK KOMMAHMA], H34ANoM npodascacTea ADC,

pacTeopHTent |solvent): HeopraHW4eckan Nk opraHMYEckER KAOEDETE, MCNOMNLIYEMER B K34ECTEE HOCHTENA QN8
NEMMIOTORNEHHA DSCTREOROE MMM CYCIEHIMA NPH NPOM2B0OCTEE MPOMERYTOMHOM NPOgYRTE WM ADC.

capwA (naptua) (batch or lot): OnpeganarHos xone4ecTED METEPHANOE, MPOM3EENEHHEEX B O HOM WK HECKOMKNE
TERHONOMAYSCHHY NPROYUSCCA TAK, HTO WX MIOHHD CHMTATE OSHOPOOHEIMKE B PEMEEX YOTAHOBNEHHEX npensnos. Mpd
HENpEpRBHOM NPOUIEOACTES NOHATHE DERMA MOEST OTHOCHTRCR K ONPROSNEHHOR YACTH NPOIYHUWH, Z2pakTEpHIYEMaR
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OOHOPOOHOCTEI, Paziap Capyn MomeT DuiTe YCTEHOENEH N EWHCHPOBAHHOMY HONWSaCTEY NROOYHLME nwdo no gonem-e-
CTEY NPOSYELMK, NPOMIBOOMMORA 28 YOCTAEHORMEHHLIA NEpWOO BREMEHN (ANA USNSl HACTORWers mpuiasaHnE |

CHECTEME C KOMN B TEPHLIM YNpagneaHnen M koHTpones (computerized system): CricTema, BRnn4amwas 8 caba
BEO OAHHLE, X SNSKTPOHHY 0 abpaboTsy v Beson MHBOPMALHK, HENONEIYEMOR ONA PEMCTREUMH HNW 2ETOMATHHECKOM
KOHT PanA.

cornacosanue (nognMck) (signed signature): Moanwce NHYa, BRMONHAKLBID KOHEPETHOE OSACTEWE WMWK 0030,
B BMOS CORDALWAHHDA MM NORHoA Gamimme W HHELWMAN0E, EOENaHHOR o7 DYHA. AWSHOA NEYSTA MNE AETODMI0BAHHOA W
AALMLIYEHHOR FNSKTPOHHOR ROONHCH,

cocTaE npumeced (impurity profile): Cnucadwe MogeHTUHHMUMPOREHHEE W HEVOAHTWDHYKDOSAHHEY MPWMMEcEd,
NpUCYTCTEYVHWNE B AT,

cneuudiayna (spacification): NepedaHs MCNEITEHWA, CORNOK HA SHANWTHYECHHE METOOWKW W CODTEETSTEYHOIWME
FOMTERHH NPYEMASMOCTH, YOTAHABENHESHILHE YACNEHHLIS TPEHMULI, OWANA30HE MNW DPYIHE KPMTERHE OMA YES3EHHE
WENBITAHAA. CieunhukEnHs YETEHABNHEAET KPHTEDMH, HOTOPLIM OOMEEH COOTEETCTEOEATE MATEDKAN 4NA TOrD, 4100k aro
MOHHO BEING NEHMEHATE N0 HAHSHEHWD. CHATSETOR, YTO METEDHAN COOTRETCTEYST TPeoBaHMAM CReUnMES AN, SENK
ApK WENBITAHMAR N0 NPHHATLIM SHENHTAYSCEAM METOQMESM OH YOOBNETE0RAET SAA8HHLM KPHTERMREM NDHEMIEMOCTH (4
LEMEA HECTORWETD NPUNoHEHAA. S, Taoks obwme TapMuHbl 1 ONpEaganaHnE) -

Cpok rogHocTH (expiry date or expiration date): Data, noMewaeman Ha ynaeky/atHeeTsy ADC, oboasaqamwan
NEpUDO BOEMEHH, B TEHEHWE KOTOROMD FApaHTURYETOA COXpaHSHWE cBaRcTe ADE B paMEEX YOTAHOBRMNEHHEIX CREaUMELa LKA
NEW XPEHEHHK B DNPESEnaHHEIE YEROEHAY W NOCNS KOTOROM OaHHas ADC He 0oNEHE HENoNLEI0BATLER.

chipbe (raw material): ODwrA TapMyH, WENONEIYEMERA 40A 000EHAYSHUWA BEXOOHEX MaTEQWANoSE, PESHTUE0E W
pECTEORHTENEN, NPEOHIIHEYEHHLR ONR NRPOMAEOICTES NPOMERYTOMHOID NPOgyrTa wmn ADC.

TEXHONOIMYSCKMWA KOHTPONE (process control): Cu. BRyTDHNPOMZBO0CT BEHHEA KOHTROME.

TexHonorvyeckni npowecc (production): Onepayuy, BxmoqaowyMe 8 cebas npUaMky MCXoOHEX MATERHANGS, WX
oipaboThy, YyNawosey ¥ normdeHna roTosod ADC (Gne wansld HEoTOAWEND NPRNoEKEHA |

YyNAKOBOYHLIA MaTepuan (packaging material): [T0DoHA MaTapyan, NREOH3IHAYEHHBIR A 3EWETE NDOMEH Y TON-
HOM NPOOYETE WA S50C npr XpaHeHss ¥ TREHCNOPTYROBAHWK (ONA UeNEA HECTOALLEM NPMMNOHEEHNA).

ITANOHHLIA CTaHOapT, BToOpMYHLIA (reference standard, secondary): BewecTeo yoCTAHOBNBHHOM KE4BCTEE W
HACTOTE MO PEIYALTETAM CPEEHEHHA © NEPEWMHLIM 3TANDHHEM CTAHOAPTOM, WONONLIYEMOS B EEYSCTEE CTAHZARTE
CREBHEHHA N8 TERYLME NabopaTopHelx SHANWI0E,

ITANOHHBIA CTAHOAPT. N@pEM4HEIR (reference standard, primary): Bewec 1e0, NEHIHAHROE NOEMAMEHEIM METSD-
ANOM BRICOKOA CTEMNSHW YMETOTE N0 PEAYNETATAM 05 UKWDHEE SHANWTHHECKAE MCMEITEHWA. 3TOT CTAHOADT MOMET BeiTe: 1)
nanyHeH W2 aULNENEHD NPHIHEHHOMD HCTOHHHES, 2] NPWMETOENEH NYTEM HESEBHCUMOND CHMHTEZE; J) NOnyYeH W uMak-
LUEMEA NPOMBILNEHHON METEQUANE BEICOKOR CTENEHM YWETOTE MAW 4) NPANOTOBRNEH AYTEM SAnNEHEMWER OHWCTEH
CYLUSCTEYHILETD NPaMbILLITBHHOM METERMEANRS.
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OBwme TepMHHEL H ONPeaeNEHKA

B HacToRles CcTAHOAPTE MCNONLIYHITCA CREgyWLME TEPMUHE! G COOTBETCTEY HILMMKA ONDESanEHHAME

1 atTrectauyws {Banwoauwa) (qualification, validation): OokazarenscTen ToMm, 4T METOAMKR, Npousace, obopyao-
BaHME, METEQUADN, ONEpPEUHA MNH CHETEME COOTEETCTEYHT 3803HHBIM TRE00SAHMAM M HX MCNDNBEINESHWE OSRCTEMTENEHD
0287 OHUOBEMEIE [E3yNbTaTH.

2 Bannon (cylinder): Cocyn ONA XpaHEHIR FA2E NPH BRICOKOM QEBNEHWN.

3 Dauen kneTol [cell bank)

cucTema Dameoe knetol (cell bank system): CucTema, npy ROTOROA NOCHagOEaTENsHLIE CERHM MPOOyEWLHW
MPOWABOEAT W3 KMETOHHE KYNETYR, NPHHANNEBWME rmagsomy Basky KNEToK, KOTORRA NONHOCTEH OXSPEKTEPMANEAH HE
NOONMHHOGTS W OTCYTOTEME AarpRaHaHri. HexoTopos sOnyHecTED SMKocTEd  MNEsHon DAHES ¥NeTar MCnonLayeTcs N\
ithoprmpoeaHnA pabousano Gadxka wneror. Crotema DaHKOBE KNETox ATTECTYETCR (BAnNMOMPYSTeR) HE ONpEqeneHHOE KO-
HECTED NEPEtaBnE KT KONHHECTBD YOROSHUA NONYNALMK, 00 QOCTHMEHRWA KOTOPREX OHH MOTYT HCRONL30SSTEOA B TEXYLLEM
MpOMABEIETEE.

rmagHeIA badk kneétok (master cell bank): KyneTypa KNeTor, NONHOE TLH OX8PAKTERHA0EAHHEA HE NOSMMHHOCTE W
OTCYTCTEMS 3AMPAIHEHIA, PACNPE0aNEHHAR N0 BMEOCTAM B NPOLECCE DOHOA onepaury Takdm abpason, ytobe obecnesn-
BANWCE 88 OOQHOPOGHOCTE M CTabnneHocTe. Kak npasung, rMapHe6In DaHE KNETOX XPEHUTCA NP TEMNEPaType muEys 70 °C
MK .

paboymni Gank kneTox (working cell bank): Kyrmetypa kmaTtor. BIATAA M2 rmasHon Baska kneTor ANA MpMToBEREHAA
MPOHIBOACTEEHHEIX KYyNbTYD KneTox. Faboqns BaHEM KNETox XPEHAT NpH TEMDBERAETYPE MIAHYE TO 0 Mg Hise.

4 Guonormyeckme aredTel (biclogical agents): Murpooprasmame, 8 T. 4. NOTY-EHHBIE METOOSMH TEHHOH WHHEHE-
MM, EyNETYREl EMETOE 4 3HOONARA3HTEL, NATOMEHHES WKW HENATOMEHHLIE,

5 BwopeaxTop (biogenerator): MzonupoBaHHAER CUOTEMA [HANPWMED, EpMERTATOD], B KOTORYH BMECTS © ADYMAMK
MATEPMANEMA BEOSAT BHONOrMHECKNE SMSHTEl K B PEdyNbTATE NPOTEXSHWER DEIHYMA NPOWMCKEAMT W DEIMHOMEHHE MK
abpansaHHa ApyYris BElEecTs. BHOpeasTopsE, Kak NPEsHnD, oiopyayomea YETPOACTEEM ONA ParyNHpOBEHMA, KOHTPONA,
O0DSENEHHA M HIBNEHEHHA MATERHENOE.

G sannpauwn (validation): Cwu. arrecragus.

7 BHYTPHNPOW3IBOOCTEEHHEIA KOHTPONE (in-process control): KoHTpOoNE, BRINONHEABMERA B X048 TEXHOMOrHHEC-
KOFD NPOUBcCE & USNLED NPOEERKA COOTEETCTEMA NPOgYELHK 3a08HHEM TREO0EEHHAM, NO PEIYNLTATAM EOTOROID MOWEET
BLINOMHATLCH HOPPEKTHROEKE NAPAMETPOE TEXHONOMMHECKIND NPOLEcca. KoHTRONE COCTORHAA ORDYHAKWER CREnkl HnW
GBOPYAOESHMA PACCMETRMBABTCA HAK SNEMEHT BHYTEUNPOMIB0NCTEEHHOM KOHTPONA,

B eozepat (return): Bozepar NExapcTEEHHON CRSOCTEE &0 NPOWIEDGHTENK KA NOCTREWWRY.

9 soagywHbin wnios (airdock): OrpaHuyeHHos NPOCTREHOTED © OBYMA MM HECKDNLEMMEA OES0AMH MERIY OBYMA
AW HECKONEEMME - NEOMELLEHNAMEA [HANPWMED, DEINUYHEX KNRACCOE YWMETOTE ), MPEAIHAIHIHEHHOES ANA PAZDSNEHIA BO30YLL-
Held CREO NOMEWEBEHAA NPM 84008 B HuX, BoanyuHe@ WNKE CRysMT ON8 Nepexona nepocoHansa Wiy NepemeaHie
MATEWENDE.

10 roToBaR npogyHuMsA (roToBeM npogyeT) (finished product): NerapoTeedsos cpeacTEo, NpOWSOWSs Boa
STankl TEXHONOMMSECKOND NPOWSEEE, B T. Y. OHOHSETEMLHYI yNEKOERY.

11 wzonuposaHHan 30Ma (contained area): Joxa. 0GODYVADEAHHAR COOTHETCTEYHWMWMK QHNGTREME W VCTRORCT-
BAMK NOSMOTOEKA BO3OYER ANA NPSOOTERSLLEHWA 38TPAZHEHWR BHEWHERA OEDYHEEWER cpafsl SRonori-ecki Mg SraHTame,
MPHEY TETEY I MMIA B STOR 30HE.

12 waonAuWA (containment): Mepel no OFpAEHAHEHRGD PACHPOCTRAHEHNA DRONOOWHBCKONT SI8HTa HNK OpyTon
BEWSCTES 38 npagans! OnpenensasHng NpocTRaHcTEa.

NEpEMHHER M20NAUKA: M20naumwa, npensTeTayLEan RPOHUKEHAK GUONorH=EcronD resTa 8 ORDYHaRILIIYH CRagy,
HENDCREACTEAHHO MpWMnErawysn K paboyen 3oHe. MNpegyoMarpiessT Henonb30EaHWE JBEPETEX KOHTEAHEPOBR nhK Gea-
OMACHER DHONOMHECEHE WEAdOR | METOR0E BE30NACHAN BRINQAHSHNA TEXHONOMYECHHE ONEDRELWA.

ETOPHHHEA HZ0NMALWA: Maonsuua, NpEnaTcTayowan NROHHEEHARD DHanoreacEny SraHT0s B0 BHELLIK K OREYHE K-
Ly H) CRETY MMW B8 apyrie patosde 20ns. MpeaycmaTpiBEET HCNONLI0BEHWE MOMSLLEHHA CO CNELUWMANEHEMK CHETEMAMK
NOOQMOTOEKM BOANYXE, BOTYLUHER WAKIZ0E MIWNE CTERMAMIATOPOE 4MA NEpEMBLLEHWR marepqanoe w ofecnesmeaar
GEA0NECHOES BEINOMNHEHWE TEXHOMEW4ECHHE ONEpanrE. Bo MHOME CRyYSans: MEnonb3yaTes AnA noBswsaHng sddextianoc-
TH MEREWSHOR HADNALNK,

13 AHCTPYEUMWRA, METOOWED, Npoueaypa (procedure): JogymadT, COOSpHaLmn yEEISHKA N0 BLINOMAHEHWI OTSEL-
HiIX EMZ0E ONEPALUMA [HENDHMED, MO CHXWCTRE, NEpSnASBEHHK, KOHTPOMD OKPYHEWESE cpanes, othopy npab, nposagaHmeo
MCNBTEHWA, SKEANyaTaumn abopyaoBaHMA j.

14 mHbMuKpoBadHbin {infected): JapareHHBIR WYHEPOAHBIMK DRONOMEHBCHAMKY SMEHTAMK W cNocobHeR & pac-
NEQCTREHEHHK HHDERLMI,

15 WCcxoOHbIe MaTepuansl (starting material): Nuoboe eswecTE, MCNONEIYEMOE ONR NPOWZE0OCTES NEKAPCTEEH-
Hisld CREICTE, KPOME YNSE0e0HHLI MATapHANOR.
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16 wanwBpoera (noeepea) (calibration): Cnepaumy, YCTAHIBNWMESHMLHE NPW ONPEO0AaneHHBIN YONOBNAMN 3AEMCH-
MOCTE MENIY IHIHEHUAMI, PECHCTIMPYVEMBIMA BOHTROALHO-HAMEPHTANEHER P NPABORaME [CHETEMAMW) M COOTEETCTRYEI-
LUMMH CTAHOAPTHRME BENWHHHAME [3TARDHaMM].

17 kapauThM (quarantine): CTATYC HCXOQHLE WK YNEKOSDYHELE MATEEHANDR, NEOMENYTOHHOR, HEpacECosaHHoR
WNA MOTOBOE NPOgYELIMK, H30NHPOSEHHER HAHEcHH WNH HHBIM OBRAInM 00 BLHBCEHHA DEWESHWA 00 WE BRIMYCKE KM
OTHNCHEHM.

18 wonnexTop (manifold): YorpoRcTeo Wim 0GOPYo0BAHNE, NOIBONAKILES OOQHOBRSMEHHD HENOMNHATE FA30M HE-
CHOALKD GANNOHOE [ROHTEAHEDOE] OT OOHON MCTOHHHER.

19 wOHTpOnMpYeMan 3oHa (controlled area): 3oHa, NOCTROBHHAR W SHCAAYATHRYEMEA Tawdl 0bpazon. 41obel
NPEAOTERETHTE BHECEHWE BOAMOMHOND IAMPAIHEHMA W CNY4ARHOE DACNPOCTREHEHNE MHMBEY OPFraHWIMOE (HENpHMEP,
MOHET MMETE CHETEMY BO3TY AONOOITOBKY, COOTRETCTAY OWyH 30He 0. CTensHs ROHTRONA J[BMCHT 07 CBORCTE Oprasma-
MOE, MENOMALIYEMEN B TEXHONONEcHon npouscod. Kak saHumy i, TEKERA 30H3 DOMMEHE MMETE OTPHULATENLHDE JARNEHKE
Mo ATHOWEHAKY B CMERHBIM NOMELEHUAM H BOIMOMHOCTE ShihexTMBHO YAANATE HEAHEHUTENEHLIE KONWHECTES A30030ME-
HELE 3ATPAZHEHWA.

20 wonTpone kasecTea (quality comtrol): T, myder 1.4 paanana 1.

21 EpHOreHHLIA cocyn (cryogenic vessal): Cocysa anA XpaHaHNR CHIMEHHB FE30B NP CREQXHAIRA TEMINSDE-
TYPER.

22 gyneTypa knetok (cell culture): KnetodHan Macca, NonyYaHHEA B pEyNbTATE BLIPAWMBAHEA 1 WD mnatok,
MADNMPOBAHHBE O MHOMENETOHHEI ODIEHNIMOE.

23 nekapcTeeHHoe pacTedne (medicinal plant): Pactedws wnn Yacte eqo, BONONL3IYeMos DA MESULMHCKHE
LyEMEA.

24 nexkapcTeeHHoE cpegcTeEo (Medicinal product): MNoboes BoWwWesTEG MM KoMBMHEUWA BEWBCTE, MDE0HASHESaH-
HOE ONA NEYEHAR Wi npodunamey 2a0onseaqed ¥ Hanoeaka Mne sueoTHeX. Tobos sswectea vne mosGuHaLMA
BELWESETE, BEOOMMOE HENDEEKY MW MHBOTHEIM © OMArHOCTAHSCKMME LANRMK ANA B0CCTAHDENEHWA, KODPEHTHROBKA W
MAMEHEHKA EU3MoNariYaci diyHELMA 4AN0BEKE MM HAMBOTHELX, TAKKE PACCMETHBSETER HAK MEKADCTESHHODE CRENCTEO.

25 nNeKapcTBAHHOE CPegoTE0 M3 PACTUTENLHOMD ChipkA (herbal medicinal product): NegaporeasHos cpegcTal,
COOSPMEILES B KEHECTES BRTHRHLE UWHIPEAWEHTOR TONLKD BELLECTES PACTHTENLHOM NPOUCHOEISHAR UMK NPENARETE HS
W OCHOEE,

26 wepacdacoBaHHLIA NOTOBLIA NpaaysT (Bank-npogyxT) (bulk product): MNpooyeT, NPoLEALUIMA BoE NpoMIsng -
CTBEHHEE CTAONK, 38 WCENIOHEHAEM OROHYSTENEHOR YNEKoEKA.

27 nomep cepul (naptus) (batch number or lot number): OnpegenedHose cosetasme Weihp wunm Byes, obozva-
HEHWLSE CEMAI NROOYELKH,

28 nepekpecTHOE IarpRIdeHWe (cross contamination): 38rpRaHEHWE METEDHAN0E W MPOOYVELHMK ODYTAME METE-
PHENAMA MM NpoOykLWal.

20 nepepaboTea (reprocessing): MoeropHas 0DpaboTha CEpHA MMKH HSCTH CEPHM NPOOY LKA, HE COOTEETCTEYHLER
AA0EHHEM TREBO0EAHMAM, HAHWHEA © ONPEOEnsHHORE CTA0MW NPOM3BOOCTES, AMA MONYHSHWA npooysuad Tpedyemaro
EAHECTES NOCME NROSEAEHHR ONHOR WEH HECKOMEEMY DONONHWTENLHER ONSpanri.

A0 noBToOpHOE MCNONLICBAHME (recovery): BxniouaHne NpaWIBsOaHHDN PEHEE CapuK Npoayruwd Tpedyemaro
EAHEETES [MNK B8 HECTH) B QYYD CEPWID NROOYHUMH HE ONPE0SneHHoA CTEAHW NPOMIBnacTea.

31 nocesxHon Matepuan [saed lot)

CHETEMA NOCeBHLIX MaTeprance (seed lot system): CHcTema, mpu KoTOPoR NOCNBN0SATANLHEE CERMM NP0 YKL
NOMPHEKT W3 MABHOTD NOCEEHOMD MATERWANRS NP ONPE0SnSHHONM KONMHEcTES NEpaceB0s (naccamai). B ramyusem
nponzeogocTes paboqui NoCEaHoR MaTapHan MTOENTCA W3 MAEBHOID NOCESHDM MATapMana. MoToekIA NPOgYKT NpOM3an-
OMTER 13 paBaqsnd NoceBHON MATEPWANS, NPK STOM HYEND NEpEcesis KMl MMAEBHOM NOCSEHOND MATAPHANS HE O0NHHO
NPESLILATE IHIHEHWA, YETARIBNEHHOM N EMMHHYSCEW KOCNEITAHWRY BAEKYMH, MEX00a W3 Tpebosadni BazonacHooTa M
acthdrakTHEHOCTH. MNPOACKOHKEEHIE MEBHOM NOCEEHOMD MAETEPWANE ¥ MCTORWA NEQECAB0E W3 HEN 4onsHE ohopMTATLEoH
OORYMEHTAMEHD,

rMAaBHLIA NoceEEHON MaTepuan (master seed lot): Eyneiypa mMudpoopraHUamos, pacnpeganaqHEn M3 ogsarg
HEpACHSCOBAHHOID NPOOYKETE N0 BMECCTHAM B NPOUSCCE OOHOW onepaukd Taskm obpasom, 4Tobwe obBcrEsquBANNcE
OAHOPOAHOCTE, CTABKMNEHGCTE W HE BONYCKANOCE J3MPAIHEHKE. [NABHKIA NOCEEHOA MATSPWEN B HAOKDM BMOE XOAHAT Np#
TaMnepaType MuHyc 70 °C 8 macdMneawpoBaHHOM BH0S — NP TEMNEpaTY s, OBecnEHUBAKIWER B0 CTA0MNEHOCTE.

pato4xa noceaHod MaTepuan (working seed lot): KyneTypa Mukpooprasqasoe, NOMy-HEHHEA W3 IMEEHOID NOCEE-
HOM MATEPWANE W NPEAHAIHEHEHHEA ANA MENoNL3I0BAHNA B nponasogeTee. Pafoqqh nocesHoR MATEpHaN pacnpenens-
ETCA MO BMEICTAM W EDEHHTCA SHENOMHHD XPaHEHWID MEBHOTD NOCEEHOM METSEMMana.

32 npowzsoawTens {manufacturer): Depxatens NHUSHIMA HE NRPOAE0SCTEG.

Mpumayanne— MpegnpuATIHE. CCYIWACTENRWEE ¥0TA Bkl 00WH 3Tan NpoMIBOgCTEs, PACCMATOMBASTCH KK
NpOWEE0OMTENE NEKAPCTASHHED CPEOCTE.
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33 npowisopcTec (manufacture): Boe onepague o BMOs BEOHTRONA, CHRIEHHENE C NONYSSHASM, NEHSMECSH W
abpaboTiodl MCHOOHLE MATERMENGE, YNAHOBLOH, BLINYCHOM B PEANW3aUWD, dpaHaHHEM W OTTPY3E0R NesapoTegHHsEX
COEOCTH.

34 npomexyTouHbld npogyeT (intermediate product): Mactuydo oBpaboTAHHLIA METEPMAR, EOTOPLIE OOMHEH
NEORTH DSEMEHSAUWE CTEOMH NPOYZE00CTED, NPEREE Y&M OH CTAHET HEPathacoBEHHLM FOTORRIM NPOOYHTOM,

35 NPpOoMEILNEHHEIA PErMNAMEHT, TEXHONOMMYECKHE HHCTPYELWK W MHCTRYHKUWK no ynakoeke (manufacturing
formulae, processing and packaging instructions): QueyMeHTs:, ONpegsnaA:LIWE BOE HENONEIYEMES WEXOQHEE METE-
PHARNLI W SNEPALAK MO NPOWIBOSCTEY W YNAKDELE MPOSYELMA.

MpumaydyaHWA

1 NpoMeLNTEHHEIR DEFMEMEHT REMASTCA TEXHOMOMHYECKAM OOKYMEHTOM ZEACTEYHOLWETD CEARHOND MPOWIE0OCTES,
YETEHEENWBSHLUMM METOAL NDOWIE0NCTER, TEXHONOMAHECKHE HOPMATYELl, COEACTES, YENOEWA M NOPASOE NPOBEOSHWA
TEXHONOMHECKOD NPOUSCEE 1 oBScnEMHBAKNLMM NONYHEHHE NEEAPCTESHHOM CPEOCTEE © NOKAIETAMAMM KE4ACTER,
OTEEHEHILMMA TREEOBEHMAM HOPMETHEHOR QOKYMEHTALMA.

2 DaHH=@ TapMiiH MCNOMB3YETCA TONBKD B 0ONACTH NPOMABOOCTES NEXERCTREHHLD CPANCTE.

3 MNpoMeIUnSHHEIR PETMAMEHT HE OTHOCMTEA K TEXHAYBCHMM DEFMAMEBHTAM, NPELyCMOTREHHEM DanepantH:mM
IBKCHOM A0 TEXHHHECKDM DEry MHDOSaHHN Y.

36 npoToxon HA ceprl (record): JowymanT. OTpEMAOWWA ¥O0 NPOWMIBONCTES KEARG0A CEfMH NPOSYELMA, B T. 4.
PRIPELLEHWE Ha B DEANUIALMIG, W 203 axKTOPE, MMEHILHE OTHOLWEHME K KEECTEY MOTOR0R NPOOYELHK.

37 pagwodapMauesTHYHecEMA npenapat (radiopharmaceutical): MeoGos nekapcTeeHHDS CPegoTED, COSBMEA-
U@e B rTOROM BUOE OOMH MAW Donee paguoHyknaaos (paqHOSETHEHLD HIDTONOR), MCNONLIYEMEIL ONA MEIMUHHCKAE
L.

38 pacTiTEnbHOE chipke (crude plant, vegetable drug): Chipse MnK BRCYWEHHEES NEEEPCTESHHLIE PACTEHNA
MM W HAGTH.

39 perdcTpauMoMHOe gocke (registration dossier): HomMnnesr okyMeHTo2 1 MaTeManos YCTaHOBNEHHOE CTRYH-
TYPd W COOBPMAHKA, NPEACTRAMASMER BMECTS C 3HREKAR HE PEMVETPAUMK NEKAPCTREHHAMN CPANCTED. 8 TAKNE yTEEpPHK-
OEHHBIA B NPOUSCCE PEIHETRELNN.

40 cepwa (napTuA) (batch, or lot): OnpapanaiHes mOMMYecTE0 00H0POOHEE MCXOOHL W YNEHOB0HHE X MATEPRS-
Noa WK 0OHOPOOHOR MpOgysuMy, oBpadoTaHHoN B 2008 OOHOH WM HECKDNLEMY NOCNS00BaTENbHEE TEXHONOMHESK T

cTaawii.

Mpuwayadne —IMpr HeobXOQUMOCTH HE CNPEmEanaHHER CTEAMAX MPOM3E0OCTER CERWA MoMET DuTe paigansHa
HE MOOCEPUH, COLEIMHASMEE BNOCNSACTEMH B QOHODOOHYH CERMD NROAyHUWK. [PH HENPaREIEHOM NROWMIEDACTER NOHATAE
CAPHE QOMHHD OTHOCHTECR K ONPEQSNSHHDA Y8CTH NPOOYELME, XSEpEKTaRHIYEMOR OOHODOOHOCTRD.

G ToqEM IpERUA KOHTPORA MTOB0R NPOSYELMA CERKA NPOOYELME BENEHEET B cabA coBORYNHOCTE SOMHEL, 003Mpa-
BAHHOW dOpMLl NELAPETESHHLIX CREA0TE (NELKAPCTEAHHON (hOfsE ), METTOAMEHHLIX W3 OOHOTD AbhaMa MCROOHOMm MaTa-
[HANE W NPOWSOWLNE BAHHYH NOCNEADEATENEHOCTE NPOHAB0ACTESHHEL ONEpaLHA MKW SOMHEIR LHEN CTERANAIBLUMK, MR
HENPEPLEHOM NPORIBONCTES — BOE BOMHALL, NPOMIEENSHHLE B 2308HHEIRA HHTEPEEN BREMEHIA.

41 cemmeHHbe raasi (liguifiable gases): [&a, ROTOPLIE NPH CTAHGARTHEL TEMISPATYDE W GEENSHWA HENONHEHNA
HAXOOATEA B BANNOHE B CHARBHHOM BHOS.

42 cucrema [system): CoeokynHOCTE BIAMMOCHRIHEHHEY SEACTEMR W TEXHHHSCKNE CREACTE, 0D paIyHILME BOWHOE
LEnog.

43 CHMCTEMA C HOMNEHTEPHEIM YNPAENEHWEM W KOHTRONneM [computerized system): CrcTama, BRNKMAKLAR B
CAbA BEOM AAHHELE, HE SNSXTPOHHYH 00paboThy ¥ BLIBOG MHODMAELMKM, MCNONLEYEMOA MR PEMMCTRELKK MNY SETOMATH-
HECHOND KOHT oA

44 conocragnedHe (Beinon npoayEunM) (reconcillation): Cpasqenne axuasemore W dakTwseckoro obbenos
MPOMABENSHHIA HNW MCNONLEIOBAHHOA NEOEYRLHM © Y-ETOM CTEHAEPTHRE OTHNOHEHMA.

45 cneyndmeauun (specification): DowymadT. cogapauwh TpeboBaHNA, NPETLABNASMEIE K MATEDWENEM |
MPOYETAM, HEMANLIPEMEIM KNA NEMSHESMBIN NPY NPOHAB0NCTEE, ASNRIOWWRCH 0CHOBOR ONA OLUAHKW KEYSETES MErapsT-
BEHHEIE COEACTE.

45 crepuneHocTe (Sterility): OroyTorEMe MuBLN MUKPOODraHHZMoE. TPEODEAHHA ¥ NPOBS0SHVI HOHTROMRA CTa-
[MMEHEETH NPHBS0SHE 8 COOTEETETEYHILLEA HODMATHBHONA SOKyMEHTALMA.

47 TexHONOrMYeCKMA npouece (production): Onapayny, BENEHEHWWE 8 CEGA npramky W obpaboTy pexanqHex
METEWANOE, YHAKDEKY W PONYHEHWE FTOBOM NPOgyYKTa.

48 ynakoBka (packaging): Bce opapausd, B T. 4. HENOMHEHWE W MAPEHPOBEE, NPOB0SUMEE & HEPaodhECOBaHH:MM
NPOOYETOM AR NOMYSEHRA MOTOBOM NROOYKTE.

MprmeyaHd e — CTapineHOE HANONHEHWE, KEX NPEBUND, HE CNEOYeT PACCMAETIMBERTE Kaw HacTe mpouscca
yhaxoseku. B 3ToM cnyydas HepacthacoBaHHBIM NPOSYETOM CHWTEMHTOA HENONHEHHLIS NEPRMHHEN KOHTERHEPE! DBa araHsSa-
TENLHIRA Y NESK0EKNA.
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49 ynawoBowHbIA MaTepuan (packaging material): MoGof marapyan, NEHMEHREMBIR ONA YNAKDELIESHWA NEKEp-
CTEEHHEY CREOCTE, 38 MCHMOHEHWEM BHELWHEN YNEKOEKW, HCNONLIYEMOR ONR TPEHCNOPTHROBIHWA . YNEKOBO0HMHEE METE-
PHENL QSNATCR HE NEPEHYHEIE MNW BTODHYHEIS B 33 BRCHMOCTI OT HANWSWA MPRMOMD KOHTEKTE © NPOOYETOM.

A ¥nonvomouensoe nuwo (Qualified person): CorpygHyk npeanpUATHRE-NROWZE0OWTENR, NPUHARSHILHA DR0H-
HETENLHOS DELBHHE O BEIMYCRE CEPHM NEKAPCTESHHOND CpaacTea.

51 uwcTan 3oda (clean area): JoHa, NOCTRPOSHHAR M SKCMNYATWPYEMAER TamkM obpasowm, 4T B HBA CBEOAHD K
FMHHHBYMY NROHAKEHHE, ODPEI0BEHWE M HAKONNSHWE 3ArPAIHEHVE B BMOE SECTHL W MARDOORTEHHWIMOE.

MpumMadaHdee - Tane YRcTels 30H ONPESEnSHsl B NPWNoHEHMA 1.

52 YWCTEA MIONWPOBRaHHAR 30Ha (clean contained area): 3oHa, POCTROEHHAR M SKCNNYETADYEMAR Takkm abpasom,
HTD OHE OIHOBPEMEHHO RENRETER SHCTOA M WA0NMPOBAHHOE 30HOA.

51 3K30THYECEMA opranKan (exctic organism): BALMOrM4ECHAR BreHT, BREREBAKNLHA 3aBonasaHve, OTCYTCTEY -

WSE B OAHHOA CTREHE MNW reorpadiHeckod 30He, NG RENAINWEECA oBeakToM NRodMNAKTHHSCRMY MED WNH NPOIREME
M0 8o YCTPAHEHWH.
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YWOK 637.132.4:715.478:658.513:008.354 OEC 1112010 P26 KM 94 5120

KnioyeBwie CNOBA; NEXApCTREHHLIE CPBACTEA, NPOMIBOOCTED, KOHTROMNE KEYECTEa, NEPCOMAN, NOMELIEHHS,
oBOpYA0EAHKE, NOKYMEHTALMA, CEPWMA NPOOYHLIAW, STTECTALMA, CTApUNMIaLIMA
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