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Mpenucnoewe

Lleni M npuHuMne cCTalgapTuaaguy B Pococriicko il Pegepausqu yCcTanoaneHs fegepansHsiyM 3akoHomM oT
27 newabps 2002 r. Ne 184-03 o) TeXHWYECKOM DENYNUDOEIHWW L, 8 NPAEKNE NPAMEHEHWA HALWOHANBHEBIX
crangaptor Pocowiceond Pegepayun — MOCT P 1.0—<2004 «CravgapTriayms B Poccyickol Degepauiu.
CHCHOBHEIE NOMNOMEHHAD

CaegeHHa 0 CTAHRARTS

1 PASPABOTAH ObwepoccHickol obLWeCcTEEHHON OpraHHIaUMen «ACCOUMALNA HHXSHEDOR NO KOH-
TROMG MHEpo3arpRadesinid s (ACHHKOM)

2 BHECEH TeaxHudecsHm KOMUTETOM No CTAK0ApTHAAUNKE TK 458 «Mpasyna NpoWasoncTES W KDHTRONA
KaYacTEa NeKApCTREHHEX CP8aCTRES

3 YTBEPXOEH ¥ EBEAEH B AEMC TBUWE Mpsxazom SenepansHore areHTCTEA N0 TEXHKSECKOMY Pary-
NHPOBAHWED M METPONOMMK 0T 2 Mioxa 2006 1. Ne 105-cT

4 BBEOEH BIMNEFPBLIE
5 MNEPEM3IOAHWE. Mowe 2007 r.

Hrhopralus of UIMeHaHusy K Hacmaoawemy cmandapmy TydnuKkyemcs 8 exeeodno usdaeaemMom
UHDOpMaLILONHDM YEEISMEans « HayuoHans bie CMandapmels, 8 MEKCM UIMeHeHUD U RONDAE0K — & BMEME-
CAYHO U20a0a8MbX UHHODMaUUOHHE yEazamensy sHauuonansrse cmasdapmsiy, B cnyyae nepecmompa
{3aneibi) LNU CMMEHE HacmoAleso cmandapma coomeamomeayowes yeedosmnenue Bydem onydnukoeano
@ ENMEMECAYHD WATFEIEMOM LRDODMaLUGHROM Ykadamene «HauuoransMee cmandapmeds. Coomaamomeay-
ML EA UHD ODMALLA, Yas A0MTeHUE U MEKCITE! DAIMEeLLERITICA Make § UHGoDMELULIOHHOL CUCmarMe oLeso
MoNEI0EAHUR — Ha ofuyuansHoM caime @edepansHO20 A3aHMCIaa N0 MExHUYEcKoM )y PeSyaLpoaaHLIo L
METpoaosUU 8 cemu MumepHem

B CrangapTiHdopm, 2006
B CravgapTurdopm, 2007

HacToRwWi cTasgapT He MO¥eT GkiTe NONHOCTE UMY HACTUYHD BOCNPOMIBS0EH, THDAKWDODRAH U pac-
NpOCTREHEH B KAY2CTEE oMuMansHoro aganua Gea paspelle HMA PeqepansHore areHTeTES NO TEXHWYECKD-
MYy PEMYVIWDOEAHHID W METRHOMNOTHIA
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BEeegeHue

DBazaTensHeMK TREE0BaHMAMK K NPOMABOOCTEY NEKADCTEEMHBX COERCTE ABMAKTCR

= WOEHTWYHOR, CTAHAAPTHOE BEMONHEHHE BOBX ONEPALWEA;

= MPOCREMUBAEMOCTE NPOUECCE NPOMIBONCTES KENAON CEPIN NDOOYELMK,

- o eCcnEYeHME NONKONS COOTEETCTEMA BOEX ITAN0A NPOMIBOOCT BA, MCXOOMEIX M YRAKOBOYHLIX MATEpMa-
NOE, NPOMERYTOYHOA W TOTOBOR NpOOYKUMK 3a0aMHH ki TReBosaHman.

C aTol Ueneld NPoOMIBCACTED NeXapcTBEHHBIX CREACTE AOMMHO CCHOBRBATECA HA CHCTEME OOKYMEHTA-
LIMM, PErmaseH THRYIDWER GRraHd3aULMio W TEXHONOTHH NDOWAB0OCTEA, KOMTRON: KAYSCTES | ACKYMEHTANEHOE
OCpMINEHKE BCEX BRINCNHASMBIX onapaurid. Moboe geicTENE A0MHHO BRNONHATECA B COOTESTCTEHN C Qosy-
mMeEHToM. FICKMoYaToA ceqoBaiue YCTHEIM PAcopAMEeHUAM 1M BRNONHEHHE J8ACTEMA No coGCTREHHOMY
YOO TR HMRD.

MNopAanok NPOW3IE0OCTEA NEXapCTESHHEX CREACTE PENAMEHTUDYETCA CHCTEMO0GPAIYIOLWMM CTasgap-
TomM TOCT P 52249, HacToAwuWiA ctadgapT garanyanpyeT Tpeboeadua DOCT P 52249 B 4acTd BegeH«A opra-
HUZALWOHHO=TEXHONOMWISCKON QOKYMEHTALMA.
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HAUWOHANBHBIA CTAHOAPT POCCHMWCKOW SGEOEPALUM

MpovaeogcTeo NEKAPCTEEHHLIX CPROCTE
OPFAHWIAUMOHHO-TEXHONOMA4YECKAR QOKYMEHTALMA

Manufactunng of medicinal products.
Crganizing and technologicsl documentation

Oara epenesss — 2007—01—01

1 OBnacTs NPUMEHEHHA

HacToAWMA CTaHGapT yCTaHABMHMEAET OCHOBHEE TReBOoRaHMA K OPraHHIauMoHHo-TEXHONO MYSCKIR
OOKYMEHTALMK, HeoOX00MMOoN ONA NPOMIB0OCTES NEKAPCTEEHHEX cpeacTe no FOCT P 52249, ee cogepsa-
HIKD 1 NOPAGKY BEOSHMA.

CramgapT He YCTAHABNWBAST KOMEKPETHEE PopMbl DoKyMeHToE, Tpeboaauua K mx paspaboTke, cornaca-
BAHAKD, YTEEDHOEHWD, XPAHEHWKD 1 MD., KOTODbLIE ONPEOENAKTCA CEAMAM NPEANDHATHEM — MPOWIA0GUTENEM
nexapcTeeHHex cpegete (JIC). MNpueegeHHsE B NpANOMeHHAX 06pailel QOKYMEHTOR HOCAT CNpaBoUYHBIA
xapakTep.

CTaHgapT He pacnpocTpaHASTCH HAa OpTaHMIaUNCHHO-PacnOpAOHTENEHYID SORYMEHTAUMIO {NPHEaIE,
PACTOPAMEHAR, QOMMHOCT HEE HHCTPYELIAN ¥ Rp.).

2 HopmaTHBHLIE CCbINKKW

B HacTOAWEM CTaHdapTe MCRONBI0BAHSL! COBUMEM HA CREYIOLMe CTaAHAAPTHI:

MICT P 51141—98 OenonpouasofcTEO W apxHBHoe geno. TepMuHE 1 onpedensHKg

MCT P 522452004 Mpapuna NpoM3IecacTRa W KOHTRONA KAYECTEE NekapcTBEEHHbIX CpaacTe

FMOCT P 8525372006 MpowapogcTES NEKapCTEEHHBIX cpencta. CucTema obecnedeHus KadecTea.
OBwme TpeGoRaHKA

I PHAMES4YaH®E— F‘Ipn MNON&ITEAHAE HECTXALIMM CTAHOAPTOM LLEHE'EIZIGEFIEIJH{I NPpOBERHTE OSRCTBUE COBMON-
HblX CTAHGAPTOE B WHPOPMAUWOHHOW CHCTEME ofWLEre NoNL30EaHWA — HE OPHAUMANEHOM CAWTE PangepanbHore
SrgHTCTEa N0 TEXHWHECKOMY PEMYNWPOBEHWAED 1 METPONCGIHW B C2THA HHTE PHET UMW N @XEToLHD. MINBREEMOMY MHIOPME-
WHOHHOMY YKEZETENKD «HAUHOHANLHLE CTAHLAPTR Y, KOTOPSIA l:l-l'l:"ﬁl'l WEOEBH N0 COCTOAHKWID H2 1 AHBANA TeLYLWaTD roga, |
no CODTESTCTAYVIDWHM SHEMECAYHO H3NABaeMEIM HHOOPMALAOHHEIM YEIIBTENAM, I:Iﬂﬁl'ﬁnHIEIZIEEHHHM B TeKyLleMm rogy.
Ecnd CobmOMHE A NOKYMEBHT 3BMEHEH {MIMBHEH ), TO NPH AONsI0EEAHAW HECTOALLWM CTAHRAPTOM CRegyaT pYKOBOACTEG-
BATLHCA JAMEHEHHLIM (M3MEHBHHLIM | JOEYMBHTOM. Ecnd cobimosHsIR ACEYMEHT OTMeHa2H He3 3aMEHE, TO NONDXKEHHE B
EOTOPOM 08H3 CCENKS HA HETD, MPWMEHABTCA B YECTH, HE IATPArdBamIW eR 3Ty CCoingy.

3 TepMuHbl K cnpeneneHyua

B HACTORWEM CTaHOADTE NPUMEHEHE CNERYIOLIME TEDMUHEl M ONPEOENEHKA

3.1 cneuwdrakayua (zpecification). JokyMeHT, COOepHaLia ToeDoBaHWA K MaTepuanam i npoaykTam,
MCTIONLIYEMEBM WM NONYYaeMbIM NpWM NPOWIBOOCTREE, ABNMAOLWACA DCHORDKW ONA OLUEHKW KAYeCTBa Nesa-
poTEeHHBIX cpencTa (MOCT P 52248).

3.2 NpOMBILNEHHBIR PeriamMedT, TeXHONOMMYECKAA WHCTRYELMA W WHCTPYELHA NO YyNakoBDee:
[owymeHTsl, CNpEoenAILMe BOE MCNONEIYEMBIE MCXOOHLIE MATEDWANE! M ONERaLMK Mo NPOMIECACTEY M ¥Na-
KoBKe Npogykgua (FOCT P 52249).

LETEETEY ofpHyHaNkHOS
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NMpUmMmeEYEHHA

1 MNpoMuwWnNeHELIR DETNAMEHT OXESTHEAET BCE ACNEKTH TEXHONOMWYECKOro Npouecca, TpeBoRaHUA K Ea4BCTRY
ChIPbA, BHYTPUNPOMEE0ACTEEHHOMY KOHTPONK, KOHTROND Ka4ecTaa, Bes0nacHocTy TRYOA, 3HON0THYeCKo Ba30nacHOCTH,
YTHAMIALWN OTROO0E W NE.

2 [onyckasToA MCNONBI0BEAHWE TEPMUHE «TEXHOMOTAYE CEHA PEMMAMEHT s BMECTO TEPMHAHE ¥ NEOME! WTEH HeIA per-
NAMEHTSH.

3.3 MHCTPYELMA, MeToauka, npouesaypa (procedure, standard operation procedure): JokyMEHToI,
CONBQHALLME YEIIFHWA M0 BRINCAHEHWD OTOENEHEX BUOOR ONEDALWA; HANDHMED, NO OYMCTEE, NEpenJeRa-
HHIO, KOHTPOMIO OKDYRALLEA Cpeasl, oTEopY Npod, NDORESASHWK MCNBTAHWK, IKCNNYATALWA 4 TEXHHYECKOMY
obcnysneanng cbopygosasua (MTOCT P 52249).

NMpumeq s e — «CTEHOEPTHAA ONepaLWOHHEA Npouegypd — COMNe — HEQEKOMEHDYEMEN TEPMAH.

3.4 nporoxonHacepuio (record). JokymesT, OTpaMail Wi x00 NPoWaBcacT B3 KAaKO0H CEp MK NpoayKE-
UMK, B T. 4. DAIPEWEHKE HA 8€ DEanMIaLMK0 1 BCE PaKTopsl, BAMAKLWNE Ha KaYeCcTRO MOTOBON NPogyKUMKI
(TOCT P522449).

Mpumedsdde— MPpoToKon HA CEPUID NPOAYKUSH [L0CEE H3 CEPHID ) BKNOYaET:
- NpOTOKCN(E ) HA NPOHIEGACTED CopMM No TOCT P 52249 (nogpasgen 417},
NpoToOKRON{k } Ha ynakoexy ceprii no FOCT P 52249 (nogpasgend 18);
- NPOTOKOMNE KOHTRONA MCXOOHEE M YNEKOEOMHE X METEDHANGE, 8 TOM YHCME PAIPELLEHWE HE K NDWMEHEHHE
- NPOTOKGN MAW APYTOA SAOKYMEHT NO KOHTRONK KEYECTES MOTOS0M NPOOYKLHA,
- PAIDEILEHWE HE DEENHIEULN K CEPAH NPOOYEL AW,
- NpOTORGNE HE NOAroTOEKY OOOPYADEEHUA, NOMEWEHRA W NP.;
- OPYIHE AOKYMEHTE (NPA HEOGXO0HMOCTH ).
JaHxee 0 NPoBEQEHHE BCHOBHESE TEXSONOHMECKME ONEpaYHA, MCNONHATENAX W NP, MOTYT OQODMNATECA B BRAE
MEPLUIEY THEX KBRT.

3.5 yuyTeHHLIe KonKud: Konuy QoKyMEeHTOR, HAX0QALHECA HA YYETE B NOGRE30eneH K, KOHTRONKEYo-
e BEOEHHE QOKYMEHTALMK, H B KOTODEE BHOCATCA Nobse HaMeHeHa JNA NOALEpMaHWA MX COOTEETCTEHA
OpMrAHaNY.

3.6 capun (batch, arlot): OnpegenaHHoe KONWYSCTRD OOHODONHSEX HCXOAHLIX W YIAKOBOUHLIX MaTEDK-
ANOB WNK OOHOPOOHDA NPOOYKLWA, 0BpaboTaHHOR B XO0e OOHOH WK HECKONBKKY NOCNEq0RATENEHBIX TEXHD-
norvYeckns cTaaui (FTOCT P 52249).

n PHMEBEYEBEHWNE — Mpw Heobx0QHMOCTH HA onpagengdHHelx CTEAHAY NPOWIECOCTEE COpMA MOKeT BhiTh paine-
NeHa HA NDOQCS0AME, ofnegHHREMEE BENOCNEOCTEWA 3 COHSPOOH Y C2RNER NPOOYELMA. an HEeNpepeEBEHOM NROMZECOCTER
NOHATHE CEPWMH QOMKHD OTHOCHTRCA K ONpefeneaHHOR YAcTH NPOAYKLYHY, XSPaKTepHaIyaMol OQHODOAHOCTEH.

C TouEN IPEHHA KOHTRONA FOTOESA NPOOYEKLUWK CERPHA NPOOYKUHK BENDYEsT B ceba COBORYNHOCTE 280MHWU J03WpO-
BAHHOW OpME NEKARCTESHHIX CPBOCTE (NeKEPCTESHHOA (PODME |, HATOTOBNEHHEX M3 0OHOMD ofixamMa RCXOOHOMD MaTa-
PHANAE W NPOWE WKW &JUHYD NECAeR0Ba TENLHOCTE NPOWIBOACTESHHLIY NSPALUWA UMK BOMHLIR MKN CTEPMMTA ISLME. NpK
HENPepEBHOM NPOXIBOQCTES — BOE BOXMHALL!, NPOWIBENEHHBI® B 380&8HHEIA UHTEPEAN BPEMEHH.

1.7 opraHM2auMoOHHO-PACNOPAAMTENLHLIA SOKYMEHT. Biua NUCEMEHHOMD JOKYMEHTA, B KOTOROM
HHECHEYIOT DEWLEHHE AZMHHUCTRATHEHLIX ¥ OPraHH3IaUMOHHLIX BONPOCOR, & TAKKES BONDOCOE YyNPaBNEHWA,
BIAMMOOEACTENA, OBECNEYeHMA U PEMYNMDOEAHNA GEATENEHOCTH CRIAHOR BIACTH, YYPEKOEHHA, Npeanpua-
THH, ORTEHWIALMA, MX NOAPATENeHnA W OCNKHOCTHEX Ny (TOCT P 51141).

4 OBWwure nonoxeHHA

4.1 OCHOBHGIE TPEGOBaAHAA K Q0K MEHTALNA;

- MCHEDNEIBAIOWHE XapakTep, T. €. 0XBAT BCEX BeINONHASMBX cnepaywi, Tpebosanuil £ MaTepranan,
NPOGYKLAM, METOQEM MCTEI TAHKA 1 Np.;

« ACHT CROPMYTMPORAHHOE HANMEHOBAHWE 1 HAIHAYEHHE,

- OTCYTCTEME NUWHER WHOPMALMH 1 88 HECBOCHORAHHONS Gy BNUPORAHKA;

- ACHOE HANOHEHWE TeKCTa G83 HEONPEAENEHHOCTA H ABYCMBLICNEHHOCTH,

= NOMMYMAR CTRYKTYRE, CHCTEMHOE WANOKEHWE B COOTRETCTEWA C YCTAHOBNEHHEIM NOPAGKOM KO0 WD0ES-
HHA [DYSPHUEALMA, HYMED3LMHM),

= ofpOpMNEHKE W YTESDHIEHWE B YCTAHOBNEHHOM NOPALKE.

4.2 CucTema OoKYMEHTALMA B NPOMIB0OCTES NEKapCTEEHHBE CPEOCTE AONMHE CODTRETCTEOBATE Pas-
PELLMTENEHOR JoKYMEHTALNK H DerMcTpaLHOHHOMY A0CHE, TReB0BAHMAM HAOI0PHEIX OPraHoR, HODMATHEH LM
W HOPMATHBHO-NPAB0BLIM LOKYMEHTAAM.

2
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4.3 CnegyeT npegycMOTPETE NOPROOK BOOSHWA OOKYMEHTALWA B chcTeme of0ecnedqyeHiA Ka4ecTea,
BEMKYARA ROPALOK 88 MCNONBI0BAHWA, YUETA M CHUCTeMBL HYMEDALMKA, KOOAPOBAHHA W MADKWPOBAHKA, 3 TAKHKE
COODMIEHWA W PACCMOTDEHWMA NOMYYeHHBX JaHHbE W NPOTOKOACE HE CEpM0 FOTOBOW NPOSyELHKA
(panee — cepuio). Ha npeanpuariu gonsma GeiTe paspaBoTada MHCTRYRULAA, DErMaMeasT D YIWAaR NopAL oK
BEOEHWA DOKYMEHTALMM.

4 4 Begewe QOKYMEHTALMK B COOTBETCTEWH C YCTAHOBNEHHBIMA TREGoBRaHWAMM OBaCnaYMBaeT NoCTo-
AHHYD BOCNDOMIB0OMMOCTE NPM NROMIE0ACTEE CEDUA NPOOYKLKK, NRELOTEPALLAET OLKGKA, BOIHWKAKLWE
NpK YCTHOM OGWEHKKH, HENPABMMNEHOM TONKOBAHWA CNOB, HEMONKOR MNW YyTEpAHHOR WHdQOopMaLWK, JaeT Boa-
MOMHOCTE NPOCNSaWTE MCTORMID CERMA NPOSYELWA W NDM HE0BX0QWMOCTH BRIABMTE NPHYKHE OTKNOHEHKA,
BAWAKLLME HA KAYECTED, M BHECTH KOPPEETH BRI Bo MaBakaHne NOBTOREHMA OTHNOHEHWA B Byayiman.

4.5 [OKyMEHTEl, KaK NPABUN0, HE GON¥HEl DeTe DYKONWMCHERK. JaHHbe, KOTopeE BHOCATCA 8 GnaKkK
PYHOTMCHEIM CNocoBom, okl BbiTe BEAGNHEHE Y2TEMM, PAIG0PYHMBLEIM NOYSPEOM, TaK, YTOOL aTKH 3a0KCK
HENEIA DBIN0 AHHYNMPOBRATE.

4.8 QoKyMEHThl A0M#MHE CHCTEMATMHECKH DACCMATOHEATECA HA NDSOMET COOTBETCTEMA TEKYLLHM TRE-
DOBAHKAM C BHECEHHEM NIMEHEHWA (NPH HE0BX0OMMOCTH) ¥ NEQECMATPHEATLCA N0 HCTEYEHHMK CPOKA g8

OENCTEHA.

BHECEHWE HIMEHEHKE B QOKYMEHTE JOAKHD BRINONHATECA OOHOBPEMEHHD © UIMEBHEHHEM TEXHONOMM-
YecKoro npouecca. He gonyockaeTcd oTEknoHeHve of Tpeboaanii QOKyMEHTOR, BCNK MAMEHEHWA He ofiopm-
NEHkl B YCTAHCRMEHHOM NOpAGEE. BHECEHNE MIMEHEHWA OOMHHS BENONHATECH BO BCE YYTEHHBIE KOMWK.

4.7 Mpy coBEpLWEHCTEOBAHKA NPOMABCOCTEA CNEAYET CEOEBREMEHMD NEPECMATRHEATE CHCTEMY O0KY-
MEHTALMWK (BHOCHTE HIMEHEHWA, YOANATE HEUCMONBIYEM YD MHDODMALIWKD 1 NP ).

4.8 Texsonord4ecKan QOKYMEHTALWA JoNMHE BeiTe COMMAcOBaAHA C OTAENOM KOHTpONA kavecTas (ORK).
Ee p3aumMoCcEAIE C QOEYMEHTALMER NO KOMTRONKD KAYecTEa ofECNEYMBASTCA NYTEM NEPEFPeCTHELL CORNDK.

4.9 Mpy #eoGXoqMMOCTA B O0KYMERTAX MONYT BkiTe NpUBEdeHs TpebosaHMa Ge30nNacHOCTH B BHMOE
OTAENBHLIXY MYHKTOR (pa3nencs), OTHOCALWWXCH HENOCREOCTEEHHD K NPOHIBOACTREY AaHHOH NpoaykusH. Mo
BOIMOHOCTH, CHEOYET JAMEHATE WX CCBNKAMK Ha COOTBETCTBYMILLME JOKYMEHTE, KOTOPEIE A0NKHE DRTh
NPOBEpE s M COrMacoBank NHUAMK, OTEETCTREHHEIMK HA NPEANDHATHA 38 BnINoNHEHWE TReEoBaHKA N0 OXpa-
HE TRYOA H{ANK ) OKDYHAI0LEH CRe Okl

410 OcHoBRON OPraHn3aLMOHKO-TEXHOMOMHYECKOA QOKYMEHTALM M ABNAKTCA 3aK0HE, TEXHIYECKRE Dar-
NAMEHTE, CTAHOAP T, DAPMAKOTEAHEE CTATEA W ADYTHE HOPMATHBHLIE M HODMATHBHO-MPABOELIE OKYMENTE.

4 11 Cucresa OpraHMaalHoHHO-TEXHOMOMAYECKON OOKYMEHTALMM paloTaseT COBMEBCTHO C CHCTEMOR
OPraHK3Ial MOHHO-RACTOPASWTENBHOA JoKkysMeHTauMK no MNOCT P 51141, 8 KOTopye BXOOAT YCTaR NpEOnpUa-
TIA, NONOMEHHA O NOO0PAINENSHHAX, QOMEHOCTHEIE MHCTRYELMM 1 ND.

5 CTpykTypa OpraHM3alWoHHO-TEXHONOTHYEeCKOW OOKYMeHTaLMK

5.1 Byge 0praHy3auMoHHO-TEXHONOMMHE kMY JOKYMEHTOR NpMEEOEHE: B TaGnMue 1.

TaBnuya 1 — Bugs OpraHeIauMoHH0-TEXHONOIMMECEHE SOKYMEHTOR
HaWMaHosamsse AOKyHEHTY HaspausHue
1 WHfopMagns o NpeAnpyaaTWd, pericTpa- OfWwen DokyMEHTELWA NPESNPHATHA

LWHOHHGE A0CeE. NTHUEHINA HE NTPOAZESACTEO H NP

2 CneundHEELHA DokymenT, cogepeawni TpedoREHMA K METEpHANEM UNK
NEoOYEL MM
3 NpombiWneHHER PEIMAMEHT, TEXHOMOTMHED- JokyMeHThl, YCTAHEENHEANLWHE TReB0EEHHA K NpoYSCcCas
KEA WHCTPYKUMA, WHCTPYELMA NO YNEK0BKE NPOWIEROCTER KOHERETHOR NPOLYEYMH
4 WHCTRYHUMA (MaToQwHKa ) NokymedT, yoTaHaenveesswuh Tpebosadda, ofwue ane

NMPpMIECOCTE PEANAYHEIE BROOE NPOOYELAE

5 MpOToOEON HE CapHI LokyMeHT, oTPaKaW MR haKTHHecEne JaHMLe O NPoMs-
BOACTEE HOHEPSTHDA CEPHHN NPOQYELUAM

6 BHYTRHNDOMIEOOCTEE HHAR ITHKETLE LOKyMEHT, HOEHTRMUUHPYIOLWEA MATEPUENL WK MPoOYE-
LiMel, COMQBPHALLME YEEIAHNE WX CTATYCA B NPOHIBOLCTES
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Ha npeanpyiaTdii TREE GoNKHL MCNONEI0EATLCR METOAWMKM ATTECTALMA KPUTHYECKOrD 000Dy LOBaAHHA |
NEOLECCOE, NPOTOKONE 3TTECTALWA, OKYMEHTE NPOBENEHWA aYIWTOE (CaMOWHCNERLWA) W Np.

52 Copepwarue MHDOpMALKMA O NPEOOPHATMM M PETMCTESUMOHHONG N0CHE DErNaMeHTARYIoTCA
MocCT P 52537

5.3 CneundrEalMn

Cneysgueaumy cCOCTABNAOTCR ANA CNegytlMy MaTapHanoe U NpogykuLH-K;

= HCKOOHEE, BCNOMOTATENEHED W yNAKOBOYHBIX MATEDHANCE,

= NPOMERYTOSHOR NPOOYKLA (MW S8 HANWSHIA),

= FTOTOROH NMPOYRLMM.

B cneurEau iy yKaisIiBanTch;

- HAMMEHOBAHWE MATERHANA [NPoOYKELHK ) CO CCRINKOW HA BHYTREHHKA KOO NDeanPUATHA (Npy Heobxoau-
MOCTH):

= CCbINKEY Ha apMakonedHy CTATEID WA GPYI0R HODMaTHBHENA AOKYMEHT,

- OCHOBHENE ¥APAKTEPUCTUKM MaTeprana (npoaykuMs);

- NopRack oThopa Npob 1 NpoRegEHKA MCNETAHWA [CCRINKM HA MaTOOMKY HCNBITAHKA);

- YCMNOBWA XOAHEHNA 1K MEDL NPEACCTOPOKHOCTI {CChIMKK HA MHCTRYELUMIO);

- COOK TOOHGCTH (XDaHEHHA | W NeDHOOHYHOCTE NOBTODHED HCNBITAHWA]

= OPYTAE BAHHBIE.

K cneywiprean e Qonses NPUNaraTecq NepeYeHs NOCTARWKMKOR W NPOMIBCOWTENER MATEDKMaNoR.

MpUMEYEHNE— K ECAOMOTETENEHEM MATEDHENEM OTHOCATCR (DHNETRYEILHWE 3NEMEHTE!, MOKILW WS W 083MH-
MUUMPYHILWE CPELCTEE M NP.

Mpirepes QopM cnelvdHEaLHA NPHBEOEHE B NPANOHEHHAX & 1 B.

54 MpoMmbiNEHHLIE PErMAMEHTL, TEXHOMOIMYECKHE HHCTRYELWMM M HHCTPYKL MK NO YNAKOBHE

OasHble GoKYMEHTR pa3pabaTeBaTeA ANA CEPUAHCIO NPOMIBDOCTES NEOOYELWK W COOep#aT DeTalk-
HEHE OMWCAHWE TEXHONOMWHECKOND NPOUECCa C YRAIaHWEen CTA0WMA NPOUECCa, BRINONHARMEX ONEPaLnA, Tpebo-
BaHKiA K 000Dy I0RaHKI0, MCAONBEIYEME MaTERKanam, MeToam kouTpond 1w np. [1], [2], [3] . B saaeMcumocTi oT
HAZHAYEHWA MOMYT TAKME pA3pafaTelRaTeCA NaBopaTOPHEIE, ONBITHO=MPORMELLNSHHEIE K MY CKOBLIE PRrNaMeH-
Tel. BuObl TEXHOMNOMMYECKHX PErMAMEMTOR N NPOWMIBCOCTRY MNEKapCTEEHHBX CPeACTE NpWBEAEHE B
npsnoseHnm C.

Ona kawaoro pasmepa CepHd NpoaykUWKd paspabaTel BAETCA NDOM b LLMEHHEE WNH WHO A PErNameHT C Tax-
HONOTAYSCHHME WHCTRYRLWAMMK, B TOM YWCne 1o Dacoske | yNAKDeKke, YTEEDHIEHHEIMH B YCTAHOENEHHOM
nopAase. Tpebosa A K TEXHOMOTMHECKRM MHCTRYHLMAM NEHBEOeHE B NpUnoxesnm D.

55 HMHCTpyKLMM M MEeTOOHEN

551 OBwwe nonoxeHUA

MHCTRYELMM 1 METOOMEN OXBATRIBAIOT Bee Ce i MPOU3B0ACTEE M KOHTPONA KAYSCTEA W DETNAMENTMDY-
K0T gedcTEMA, 0BWHe ONA PAINMY HEE BUOOE NPOGYELWK, DKM HE BRMICYAKT TReGoBaHW A K NRoOMIBOOCTRY KOH-
EPETHON NPOOYELMK, EOTOPBIE WManoseHs B NpoMbiunedson pernasedte [2], [3], [4]. [5]. MucTpyeuMun M
METOOMEN MOTYT OBOpMNATECA B BUGE CTAHAARTA NPEONDHATHA.

MHCTRYELMM W METOOMEM PEFNEAMEHTHDPYIOT.

= NOMYHEHNE | KOHTROMNL KAYECTEA MEXOOHLIX Y YNEK0R0Y HbIX MATEpHaNnoa;

= KOHTPOME KAYECTES NDGMERYTORYHOH M MOTORDA NDOaY LMK,

= paBoTy nabopaTopuia;

= ATTECTALUMID EPHTHYECHAY NPOLSCceos W 0BopyaoBaHKa;

- paboTy cenagon, ofpalEHWe MATEDHANCE, NPOMERYTOSHONA M TOTOROA NDOOYELHL,

= TEXHOMNOTHYECHOE M HHHEHEDHOE 050D YO0RAHWE [CUCTEME! OTONNEHHA, BEHTANALWA K KOHIWLWOHUDO-
BAHHA BO3OYXA, NOOrOTORKM BOALN, NApa, TEXHONMTHHECKHE HUOKOCTER W FA308, CHATOMD BOIOYXE, YHCThIE
NOMBLEHWA, IKCANYATAUMA, TEXHUYECKDE DBCNYMUBAHKWE W DEMOHT 0S0pyaceaHna, kanuwbpoeka Npubopoe K
T.4.)

- TpEBOBaHWA K NOBEOSHKKD, TMIHEHE W COCTOAHKKD 300P0BELA NEPCOHAna,

- NOPAOCK BEORHKA JOKYMEHTALKKM K T.4.

MepcoHdan gonweH 3HATe MHCTRYELHIO My METE OTRETHTE Ha MOGoKH BONPOC, KEACcANWMRCA @&, MHCTRY KL WK
HE OOMAHHE COOBMEATE MHLLHWE DAHHLIE, HE HCNONBIYEMbIE B PAGOTE, TAK KAK OHK MOTYT CNYEHTE NDMYHHOR
NPHaIHAHKA HECOOTEETCTEXA NpoM3aBoaCcTea TpeboeaHuam MOCT P 52249,

WHCTRYELMA, BEMIOYSA WIMEHSHWA K HHM, A0MHHL COOTRETCTEOREATE TRE0OBAHWAM HODMATUBHLIX GORY-
MEHTOR, NPOMBILLNEHHBIX DETNAMEHTOE, TEXHWYECKOR JORYMEHTALKK HA NPOLECCH W 000DYI0BAHKE.

MHCTRYELMK pa3pabaTeiBaAKTCA B CNENYH LAY CNyYans:

= OPraHH3ALIKKA HOBOTO NDOWAB0SCTES;
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= PEKOHCTDYELMWA NPOWIBONCTRE,
= BEEAEHAA HOBOMD COODY O0BAHWA W NDOUECCOR WK BHECEHMA B HAX HIMEHEHHH;
- M3AMEHEHWA HOPMATUBHLIX AoKyMEHTOR, TREbyiowere paspaboTin HOBOH HHCTDYELIMI.
ParoMeHayessi NepeyeHs MHCTPYEWWA, METOOWE W CTaHAARTOR NDEANPUATHA NPUBS0EH B NDHNOoNE-
HiAK E.
5.5.2 CoaepaaHWe HHCTPYELWM
HacToAawwmi cTavgapT ycTadaenueaeT obwme TpeboraHiA K CogepraHHin ¥ hopme WRCTpysUun. KoH-
KpETHEIE TpeBoBaAHMA ONPeasnAnTCA CAMHM NDSONDMATAEM C YYUETOM TOMD, YT MHCTRYELWA AOMMHE HOCKHTE
HCHEPNBEAKILL WA XapaKTep.
MpH GonNsWosM 06seMe WHCTRYEL KWK, HANDMMED, MHCTDYELWH Mo TEXHUYECKDMY 0DCMyHWBAHKID, NONYCKa-
ETCA CChINKA HA OPYTHE DOKYMENTE. B aTomM cnydae gomiaH BbiTe OpraduIosan KOHTRONL MIMEHEHWA B J0KYy-
MEHTAX, HA KOTOPLIE COENAaHA CoLINKA.
PexoMeHayeTCq BRMOYATE B MHCTRYELMIO CNefyioulWe Dasae s
a) oblWe naHHee:
= HAMMEHOBAHWE NDEONDHATHA,
- HAMMEHOBAHKE NOSPAIOENEHHA;
= HAHMMEHOBAHWE MHCTRYRLKN;
= HOME[ NWHCTRYKLIMK;
- OATa YTREDHOEHUA HHCT DYEL MK,
= 0ATA M HOMED BHECEHNA KIMEHEHUR (NpW HEoBX0JKuMOCTI);
= CPOK OEACTREWA HHCTDYEL M,
- OAHHBIE N0 MCTORWK MHCTRYELKKY (HOMaD |1 DaTy NPEXHErs BapHanTa M HOMEDa 1 JaTkl BHECeHKA
BCEX HAIMEBHEHWHAY,
bl cneuransHble JaHHbIE:
= 0BNAacTh NPAMEHEHHAA MHCTRYELMKA (NPK HeoGXoaMMOcT, YEasaHuwe 0bNacTed, Ha KOTOPLIE OHa He
pacnNpoCTRARARTCR)]
- NEPE4YEHL NWL [OOMKHOCTER, Nogpa3geneHUid), Ha KOTODBIE PACNPOCTRaHASTCA MHCTRYKLMA,
- TpeboBaHKA K OXpaHe CEPYHaKWen cpedkt (NEW HeoDXOOMWMOCTH ) C YKAZAHWEM MED 32N Tl MNK CO
COBINKDA Ha COOTRETCT BYRILLME DOKYMEHTE,
- TpEE0BAHMA TEXHHUKN GRaI0NaCHOCTH W NPOMIBCOCTEEHHOH CAHMTAPHK C YEaIaHHEM CPEOcTE MHOK-
BHAYANEHON 33 LMTHI,
- NEPEYEHE GOKYMEHTOR, CERIAHHLIE C DAaHHOH WHCTDYKLME A,
= TERMHHE 1 ONPEJeneHAn (N HEODXOOMMOCTH],
= COOBQMAHNE MHCTRYKUWK [3NA MHCTRYELMA Bonbworo obbesa);
C) OCHOBHOE COOSDMAHME HHCTRYILWA B ODME NDOHYMEDDBAHHOA NOCAEQOBaTENEHOCTH JEACTEHMA C
YEAIAHAEM TReOyeMEx MaTepranos, oBopyOoBaHUa, NPHUEOD0E W DOKYMEHTALWM;
d) NpovKHe DaHHLIE, HANDUMED, NepHoLKULHOCTE 0BpaBoTiK oG0Py ACBEAHMA W NOMEWEHWA K NP
&) DAMHNAA, MHALWAN W JOMGEHOCTH,
= pA3IPAGOTYAKOR HHCT DYEL MK,
= MWL, COrMAcOBaRLIME W YTESDOMBLLIKY MHCTRYKLW,
f} MpHNOMEHHA K MHCTDYELAM.
HMHCTPYHUMA MOMET HMETE TUTYNEHBIA AWCT, HA3 KOTOROM YHASLIBAKTCA:
« HAWMEHOBEAHWE NPEdNpUATHA,
= HAWMEHOBAHWE NOALAINENSHAA;
= HAWMEHOBAHWE WHCTDYELHK,
- HOMED WHCTDYEL MM,
- OATA YTESOHOEHUA MHCTRYKLIMK,
- OATA W HOME[ BHECEHWA WIMEHEHWA [NDH HECEXOOMMOCTH],
- CROK OERCTEMA HHCTRYKLIMIA,
= pA3IpaBoTYHK MHCTDYELMM,
= DARMANKK, KHALWAN L W GONMHOCTA NAY, COrMacoiailky M yTEEDIMBLL MY MHCTDYKLHIG.
MpH HANWYHA B WHCTDYELMM MIaMUEDs (DUCYHEDR ) M TAGBNHL oHW O0MKHE HMETE CHEOIHYK HYMEDALIME W
HAWMEHOIEAHKA.
NMuua, yEalanHee B nepe4rcnedig b, goniHe: npodTr obyqenne paboTe NO GaHHo R HHCTRYELIKA.
MpH paspafoTee WHCTREYELKWK DEEOMEHOYETCH OTOBMTE YyYeBHo-MeTogQuUYEeCcknil MaTepran, KoTopeIR
MOXET NPAUNATATECH K MHCTRYRLIMK.
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5.5.3 dopma npeacTaBneHWA MHCTRYELAK

Popaa NPpeJcTABNEHWA KHCTPYHLWK ONpeJenseTch camuM NpeanpuATHen. B npeaenax ogHoro npes-
NpMATAA CNEAYET MCNoONBEI0BATE 80Uy hopiy. Mprmen hopMel HHCTRYELM W NDUBELEH B NDMNoxHeHun F.

5.5.4 Mopagox pa2paboTi, COrNACOBAHKMA M YTEEDKOSHHA HHCTRYKLHA

MHCTpyEUMA paipafaTRBAETCA KOMMIETEHTHEIM COTPYOHWESM. JaHHbid COTPYIHHE MOMET BXOOAMTE KK
HE BXOOWTE B MEpEYeHk ML, Ha KoTopkle GYAeT pacnpocT PAHATECH HHCTPYKLHA.

FaapafoTia WHCTRYKUWK BEOSTCA B CNe0yioLen NopAgka:

= NANYYEHNE HOMEDa PAIpabaTHEIEMON MHCTPYELMI B OTAENE, KOHTRONMDYIOLWEM BeO8HWE NOKYRMEHTI-
LLHIA;

- pa3paGoTHE NPOEKTA MHCTRYHKLNN,

- DECYHOBHWE WHCTPYHUMK W paboTa B COOTEETCTEMM © HEW B ONBITHOM NODAOKE C YY3ACTUEM TEX, KTO
Gyner no Hed paboTaTk, NpK 3TOM 0COB0E BHUMAHKWE CNESYeT YASNATE NONHOTE WHCTPYHUWE M SCHOCTH B8
HANOMEHAR,

= DopaBoTea MHCTRYKLMK C YHYETOM NDE0N0HEe HUA 4 3aMEYaHHIA,

= NOBTOPHOS OECYHIEHHE MHCTDYKUMM (NP HeoBxX0qMMocT),

= NPOBEPEA HEODXOIHMOCTH WIMEHEHWA ADYTHX ACKYMEHTOR B CNY-Hae YTESDKASHWA 03HHDA MHCTDYHLHH
(MPH BHECEHUA MIMEHEHWA B MHCTRYKL MWD — NPOBEQRKa HEoDXoAMMOCTH M3ME HEHMA DY WX pA3Jenos JaHHoH
WHCTOYKLLAK MM DRy Q0K MEHTOR )

- COFNACOBAHME MHCTPYELMK C© COOTRETCTEYKWMMK chyxbBanmy (oTaenamK), B ToM Yucne cnyxBoi kox-
TROMA KA4eCcTea K NOGPalfensHHen, OTRETCTEEHHBIM 38 BaJEHHE JOKyMEHTALNM,

= YTBEDHAEHHE HHCTRYHLMN,

« NOMELLLEHAE MHCTPYEUWA B ANSKTRoHHY 0 G233y AaHHBX NPEONPUATRR (BCNH 3TO NPEOYCMOTREHO ),

= MITOTOENEHWE HECBNOOMMOrD YMCNa KONMA HHCTRYELUMK C YHAIAHHEM HOMEDE EONHK MHCTRYELMKA |
MNOCTAHOBKE WX Ha Y4aT,

- OEYHEHWE NEQCOHANE CRAIY WE NOCNE YTEEDHOEHKE WHCTDYELWM.

5.5.5 MopAnok NpeAcTABNSHWA M XPAHEHWA HHCTPYEKLMA

MHCTRYELMIA BOrYT BT NPEACTABNSHE B By MAKHOM WHNKH) B 3NeKTROHHOM BHIS.

[ocTyn £ MHCTDYELIMAM B 3NeKTpoOHHOR (hopMe SoNHE MMETE BCe MUUEA, Ha KOTOpPBIE OHK pACNpOCTpaAHS-
KITCA, COOTRETCTRYHILME DYKSBOOWTENH W COTRYOHHEN NogpasmarnaHmHid.

CpHruHanes (KOHTRONEHBIE IKISMINARE) XDEAHATCR B oTAene obecneYeH A Ka4ecTEa W Eyrom nog-
pasgenaHun, 0TEETCTBEHHOM 38 KOHTDOMNL BE0EHWA A0KYMEHTALMH.

MNonNs3aoeaTent MOMET MMETE TONEKS DEACTEYIOWWE YYTEHHEIE KONWK, HE DONYCKABTCR HAKOMOEHWE ¥
NoNEI0BATENA NEPOSET0E GOKYMEHTOR,

MpoeEThl JOKYMEHT OB QON¥HE MMETE rpudy «MPOEKTs.

MNogpaagenasye, K0HTROMHDYIOWEE BEOEHIRE QOKYMEHTALMA, A0ITKHO CREQMTE 38 HESOMYLLEHHEM Dy GnK-
pOBAHHA MHCTDYELWA M NPOTHBODEYHIA B WHCT DYHLMWAR, NDABMEKAR AN 3TOM0 HeobX0auMBIE NO4pa30EneHUA.

5.5.6 MepecMoTp H BHECEHWE WIMEHEHHA

MHCTRY LMK GOMEHB NEQMOAMYECKH NEDECMATEMBATLCR NO MCTEYEHMM CPOKA WX JBRCTBMA, HD HE DENE
OOHOMD paia 8 gaa roaa. Npd aMeHeHdax 8 oBopyOoBaHWd WNK NPOUBccE BHOCATCA WIMEHBHWR BO BCE
WHCTRYELHW, MMEILLAE K HAM OTHOLUSHKE .

PekosMeHOyeTCA BEECTH ANEKTROHHYI0 CHCTEMY KOHTRONA BEOSHWA OOKYMEHTILIWH, NDEn YN DEH a0 Y
0f OKOHYaHWA CPOKA ABRCTEMA NOKYRMEHTA M HEODXOAMMOCTH 8o NEPECMOTEA UMK BHECEHHA HIMEHEHWEA.

5.6 MpoToKon Ha cCepud

561 MNpw paspaboTee TEXHONOMMHECKOR OOKYMEHTAUWK HeobxogumMmo NpegycMaTpHEaTE NOpAOoK
pErucTpaLHK X008 BrINoNHEHMA ONepaukia M NonyYaetbix pEIYNETATOR, 8 TAOKES 3BEDEHRA NOGNACARK Mony-
YEHMLIX GaHHEX. [NA 3Toro Ha NPESNPUATHH DEKOMEHOYETCA pA3PataTHBaATE PODME AOKYMEHTOR C MAMOTOB-
NEHWEM, NPKW HECEXOOKMOCTH, BNAaHKDR ONA BHECEHHA DaHHEX (3ANMCEN ) NDH BRNONHEHHH ONepaUMiA.

Copep#aHue NpoToHoNoE Ha NPoWIA0OCTRS CEpHE 1K NPOTOKDNOE HA YNaKoBKY CepMi JOMHEHD CO0TEET-
CTEOBATE NPOMEILUNEHHOMY PEIMEAMEHTY, TEXHONOTHYECKMM MHCTRYEKLHARM M MHCTRYELHARM Ha YNaKoBKY.

M HeobxoduMocTH BNaHKK ONA BHeCEHIUA QaHHBE (IANWCER) NOMEWADT B MHCTRYKLMM B BMIE MpHNo-
HEHWH.

5.6.2 Tarwe BnaHkd AoMHe COOEDMATE HAWMEHOBAHKA ONapauHd (obopyooBaHHA, NARaMETPOE K NP. )
W rpadsl 4NA PEMMCTRALWK BRHNOMHEHWA ONEDaUnA, CoOCTOAHWA 000Dy O0BAHWA, IHAYEHKE NADaMETROR KT 0.

Bnankn R BHeCcEHWA JaHHBX (3aNdoel), Npd HeofxoJusMocTid, A0NHHE CONE0WETs YEIIAHWA NO Npoaa-
OeHWK BeYMCneHdi (oM. npunoxesne ).

Bnaukn cneqyeT cocTaABNATE TakMM 0B pasoe, YTobk! MO#HO SN0 CPasHKBATE NONYSEHHBLIE DEIYNETATEI
C HOQMAMK, YEAIAHHEIMK B CNEUNDHUKALMAX H ODYTHE OoKYMeHTaY, CHK J0NKHE COAep#aTE: YKaIaHue O Heob-
¥OOAMMOCTH BHECEHHA 3ANWCER B CNYYaEe OTEMOHEHWA

B
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PeroMeHOyETCA YEAZLEATE KPUTEDMW BOIMOMHOCTH NOBTOPHOMD NPOBEAEHMA ONEpauvid B chydae
OTHIOHEHUA OT YCTAHOBMSHHSLIX HORM.

Ha Gnavke cnedyeT npenycMmaTpueaTs MECTA ANA NoSANCER ONepaTopos M OpYTUE MWL, KOTOPLIE NpoBE-
PRIOT (KOHTROMMPYINT | BRINOMHEHAE KT HHECKMX ONepaunmi ¥ CTARAT BTORYH NOQNUCE HA BNaqKke, 8 TAKKE Mec-
TO ANA NOANKMCER NPOBERRIOWETD (OTESTCTEEHHOMND ) NWLA CTRYETYPHOIMD NOSDAZNENSHWA.

5.6.3 Bnadkd ANA BHECEHWA JaHHEX JONHHE DblTe pazpaboTane Takuu oDpaaoM, 4ol BegeHra 3an9-
CEAOT PYEW BUN0 CRSQEHD K MMHHMYRY

Takue Gnasky cnegyaT WeNoNsIoeaTe, HANDUMED, HA ITanNa NoOroToORKW K patoTe C oBopyJoBaHuE 1
MaTepuanamy. HeaanonHe K e NeNA NEeOHasHa4eHbl ANA BHECEHHA HOMEDOE CEPWA, AT, BREMEHH, TEMME-
paTypel, MOEHTWEUKSLAOHHBIX HOMEPO0E, HOMEDOR NOMELWEHWA, HOMEPOoB COOPYI0BAHKS, NPOBEIEHWA KanWG-
LOBKH, CHMTHIBAEMbIX MCXOHEE OaHHLIX, PEIYNETATOR PACYETOR.

BnaHed JoniHs 3anoNHaTECH NEQCOHANGM B DEaNsHOM BPEMEHH N0 MERE BhiNONHEHWA TpeboBaHKK
MHCTPYELMM (METoOMEM). daHHse perMCTPHMEYIOT B NOCNE00BaTENLHOCTH MX NoNy4eHrA. 3anoniedysie Gnaq-
KM QO HE FTADaHTUROBATS, YTO BoB HEoBX00MMENE aHHEE COBDaHE: W HWWEr0 HE YITYILEHD, W ABNATLCA CEMOG-
TENLCTEORM TOro, 4T0 paboTa Beina BsNCNHERE B COOTEETCTEWH C WHCTDYELMEA.

5.6.4 Ha niobom aanonHaemonm Gnadke AomiHo OeiTe YEA3AHO HAWMEHOBAHWE OPraHKIALWK, HOMEP
OpMB U HOMED 88 NEPECMOTDEHHOND BADUAHTA [MAKW CCLINKA HA MHCTRYELMIO, BCMH GNaHk BHECaH B NDUNoHe-
HHE], HOMED WHCTDYELMM, HOMED CEPUK NPOAYELKK, YEAIAHO YHCNG CTRaHWL .

KouTponupyesea onepagvd, oSopyaosaqdue, NAgaMeTpl M NP, YCTAHABNWEANTCA COOTRETCTRYHILLER
HHCTpYEUMed. Jomsen DuiTe onpedenad nopagor MCNpasneHHa JanHex. Hanpuaep, JaHHse (3ankcu), npo-
CTABNEHHEIE N0 CWHEKE, 1ONKHE DeTh ZAYEDKHYTE, 8 HANPOTHE BHECEHHEX NPABRMNEHLIX GaHHBLEX (ZanUcel )
Aon#Ha BeiTeE NEOCTAENEHA NOGNWCE OTEETCTEEHHOTD NMUE. Y IaneH9e JaHHsX [3anuced) nindem cnoccbom (o
MOMOLWLEID NACTHES, KOPDEKTHRYIOLWEN ¥MOKOCTH M 0. | HE JoNyCKaeToA.

5.6.5 Bcerpade GnaHkos 0on#H e BeTe 3anonHeds. Ecniv rpada sancnHAeToA No Mepe HeobxoaumMoc-
T, TO B HEH MOMET CTABMTLCA NPOYEDK KNK pYran OTMETES, O0HOIHAYHD YKAIBIBAINWAA HA OTCYTCTEHE OakH-
HEE ANA 3anonserns. Jonsso BulTe NnpeaycMoTpeHs cBoBoaHoe MecTo (NoMA) SNA 3andcH OoTENOHEHMA OT
CNEUNDHEILME, BRABNEHHEX MO X00Y BRINONHEHWA GNepaLmsb.

Ecnu B npoUscoce NPOM3IB0ACTES KAKDE-NHE0 ABACTEWE BLINONHAETCA NG CoLIMOYHOMY NPOTOKDNY, TO B
GnaHke GonHHO B Te NPEOYCMOTREHD MECTD ONA BHECEHWA TAKWX JANKCEH K YEAIAHWA HOMEDE NDOTOKONA.

5.6.6 CneayeT ACKYMEHTANBRO . OMODMNARTE BENGNHEHWS MOOLX onepaluid Tamim obpasom, 4Tobe
MOMHO BRMN0 NPOCNegUTE BECE XO0 NPOXWIB0ACTEA M HOHTDONA Ka4Y2CcTEa NeHapcTEEHHOrD CpeacTaa. 3anon-
HEHHEIE W NPOBEDEHHEIE OTESTCTEEHHLIM NHLOM NPOTOKON HA NDOUIE00CTES CELMK M NPOTOKON HA YNAKoRKY
CEPUA, NOANKCaHHEE (YTEEDMIBHHEIE) B YCTAHOBNEHHOM NOPALKE, BXOAAT B COCTAR NPOTOKOMA HA CEpWID
NPOOYELLHK

5.6.7 MepenwWadanos noSoro TExXHONOrMYeckors NPoUecca cnegyeT NpoBe DA TE M o OpMNATE NDOTOKD-
nos 1o, 4Tocbopy qoeadye v pabodan aoHa ccaoboXpeH sl 0T NPeQEOYLWEA NROOYKLIMK, JOKYMEHTOR M MaTapK-
anoe, He TpeByrUUMECA ONA NNTaHMPYeMoro NEoUecca, W ABRMAKTCA HACTRIMA W FOTORLIMK K IKCITYATALMN.

CogepHadye NpoToKoNOE Ha NponascdocTEO JONMHD COOTEETCTROBATE Tpebopanuam MOCT P 52240
(nogpaagen 4.17).

MpHMepE NPOTOKONOE NPOMIBCSCTES CEPWH, NOANOTOBNESHHEX B iopie OTOEMbHEY BNaHk0OB, NDHBETE-
HEd B MPHMOHEHHE G,

5.6.8 Ha kaxay:o NpoWIBeJeHHY D CEPUI0 MNW YacTe CERWMKA MOTOBOR NpOOYKUMH (NDHW HEODXOQUMOCTI)
CNeOYET COCTARNATE NPOTOROS Ha YNAKDAKY B COOTEETCTEMH C MHCTDYRUMEA N0 YNakoaks .

MpoToOEDN Ha YNAKDEKY AOMTEEH COOSMEATE HOMED CEDWH M YMCN0 80RHKL HepachacoBaHHON NEDOYKLLIA,
KOTOPOS OONMHE BoiTe YIAKOEAHO, 3 TAKKE HOMED CEPMM 1 aKTHHECKDE SUCN0 BOMHNL TOTORSH NPODYKLIMM.

5.6.9 MepeqgHadanos Mobol onepauyK No YNakoBke CREyeT NpoBEpATE M o@ODMNATE NPOTORDNOM TO,
yToobopyooeadKde W patodan 3oHa ocB0GoHa BHEl OT NPEgEOYLYER NDoAYELMH, JOKYMEHTOS H MaATEDHANDE, HE
TpeGyWUMECA ONA NNaHWDYEMbIX ONERALKMA NC YNAKoBKE, W 4T0 050DYACBAHME ABMASTCA HMCTEIM M TOTOBLIM K
IKCANYATALMK.

CogepHaHie NpoToRON0E Ha YyNAKoBKY JOMMHD COOTRETCTROBATE TpeSonanmam [OCT P 52249 (nogpaa-
gend 18}

MpHMepHos COO08MEAHWE HHCTRYELWK Ha YNAK0aKY CEDHM K COOTEETCTRYIOWME NPOTOKONOE, MoaroTos-
neHHbs 8 opsMe OTAeNEHBX GNaqKns, NpUBEOEHSI B NEKNoEaHd H.

5.6.10 OnA KkpuTHYeckors ofopyJoBaHMA CNeayeT BECTH XYPHANR, OTMEYAR B HMX, N0 Mepe HEOGxXagK-
MOCTH, BCE paboTsl No ATTECTALWY, KANMBROBKE, TEXHWYSCKOMY OGCNYHWBAHWD, OYWCTHE, DEMOHTY 0B80pyoo-
BAHWMA C YERIAHHEM JAT W AL, BRIMONHABLLINY 3TH paboTel.

B wypuanax ramke cnegyet parucTpUpoBEaTe B XPOHONOrMYackom NopASKE UCNONbEI0BEAHHE KPUTHYaCKD=
ro ofopyA0BAHKA M 30H:l, rge obpabaTeiBanacs NEoaYKLHA,
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HypHans! ANA MOHATODHMHIE CKPYHAKDLLEA CRe bl CNEQYET BECTH, BCNH CHATHE NOKA33HWA BLINCNHARTCA
Ha MacTe (HANDUMED, NOKAIAHWA TEMNeDaATYDbl, ASBNEHWA, BNEEHOCTH).

B npoTokona Ha CapMia (0CHE HA CRRMHY) GONMHA BbITe CABNAHA CORMKE HA COOTRETCTRYHILLYI0 33MHCE B
HYDHANE, BCNH ITO BAXHO NPK NPOMIBOACTEES JAHHOW CEPHM.

3.6.11 HaGop QOKYMEHTOR, CONDOROMEDAMLMYE CERWK MOTOBCH NPOSYHLWM, B TOM YACNS NDOMEBILLMEH-
Hell DErMamMeHT, TEXHOMOTHHECKHME MHCTDYELIMK W MHCTRYKLWK NO (acopie | yNakoBre, DYTHE HHCTRYELWA 1
JANCNHAEMBIE BNadKy, NOONEHKT NPoBEpKe oTOeNnoM ochecneYeHs Ka4HecTEa Ha NONHOTY M NPAEWITEHOCTE
ochopMNerdHa. PEayNeTaTel TAKDH NPOBSDEH OO0MEHL BeiTe 38aB8pEHbLl NOANKCHID OTEBETCTEEHHOD NkUa 0o
BE0AYW DAIPELUEHHA HA PEANWIALWD CEDWA NDOOYKLHK.

5.7 BHYTPUNPpOWIBOOCTEEHHLIE ITHKETEN

PerkomengyeTcA paipabaTHEaTs CUCTEMY BHYTPNNPONIACOCTERHHOID ITHKETUDOBAHKA ONA MAapKUpo-
BAHHA:

~ HCXOOHELR MATEPUanoe;

= MPOMERYTOUHGH 11 FOTOBOM NEOOYELIMIA;

- BODYODBAHWA, NOMEWEHKEA W 30H;

« TEXHONONMYSCHOR 00eMgER M T. 4.

BHYTPWNpOWMIBO0CT BSHHIE ITHRSTHA JENATCA Ha 0BG BAOA:

= WOEHTHDWEALMDHH IS,

= CTATYCHEIE,

B MoeHTHOUEALWOHHO R 3THEBTHE yEaILIBAIOTCA:

= HAMMEHOBAHWE (KOO} MaTEPUANA MM NPOLYETa;

« HOME[ CEDHK,

= 0ATA HAHECEHUR 3THKETEM {MADKWPOBKA);

- NOJAACE.

CTarycHan 3THEETEA (3ITWKETKA CTATYCA | COOEPHHT MHOpMaLM O TOM, TIE HAXOOWTCA MarTepuan (npo-
OYEUMA, B0dHrLE 050py J0BaHHA, NOMELEHHE M TP} M KEEYI0 CTAOMI0 B NPOMIB0GCT BEHHOA LENK oM NPoLLIEN
(HanpuMep, «HaxoguTCA Ha KADAHTUHHOM XPaHEHHK (Ha KoHTpone s, «MpoWen EBpaHTUHHOE XPaHEHHE » |
T. 4.). Ha veil Tase cNeqyaT YEaIbiBaTs HaHMEHOBAHME (K00) MaTEPHANS, HOMED CEDHM U OaTY.

MHopMaumm o CTaTYCe MaTeprana (Npooysuun) pPEKOMEHOYETCA BROBMNATE LBETOM ITHEETEN, HaNpKH-
mMep:

= KpACcHbH — «OTENOHEH )

= MENTHIA — «HAXOOWTCA HA KADAHTHHHOM XDaHeH K (Ha KOHTRONE J»;

= ABNEHER — «onyILeH K MCnoNsI0BaHHI0D

Hamtblie o CTATYCE 8OMHNL R SB0DY D0BAHHA, NOMELWEHHA | ND. HAHOCATCA HA OTAEMNEHYID ITHKETKY, KOTO-
pan NOMEBLLASTCA HA COOTRETCTEVIOWES ODODY ADBAHWE | Np.

Davubie 08 N0eHTHEHKALMKM MaTepHana (NpoayKUMK) 14 8ro CTATYCE MOrYT Dl Th HAHECEHLI HA OOHY M TY
#E ITUKETRY.

Mpumeps odopMNeHna ITHESTOK NPHBEEAEHEI B NPANMOMESHAM |,

& Bepenwe QoKyMeHTaLMMH

MopAnok BROSHHA O0KYMEHTALMM A0MEed SeiTe ONPEOSnEeH CNeunansHol HHCTRYELWER (CTaHoapToM
NREenNpUATHA ), pErMaMeHTHRYIOWad Nopaaok paapatoTey, YyTESDMAS HWA, DACN POCTREHEHWA, MCNONLE3I0EIHHA
OOKYMEHTOR, BHECEHMA B HHX HIMEHEHHA 1 Np.

6.1 Nepemm WaroM nNpW paipaboTee OpraHuIaUnoHHO-TEXHOMOTHYECKDW QOKYMEHTALKY, COOTBET-
CTEVIOWER TpeGosaHuam FOCT P 52249, nonwHa ObiTe pa3paloTha WHCTRYEL MW NO BEOeHNEY 0Ky MEBHTALMA
(cTalgapTa npednpruATHA), YCTAHABNWBAIOLEH NOPALOK COCTABNEHAA, NEPECMOTRE, YTBEDHOEHHA W MCNOMs-
I0BAHKA BoEX HEoOXOOUMELX ACKYMEHTOR, B TOM YMCNE HHCTRYKLWA, TEXHONOTHYECKUE DETNAMEHTOR NPOMIR0-
ACTEA, TEXHONOTWYECKAX MHCTRYEUWE, MHCTPYRUMA No haconke W yNakoeks, 3 TAKKE BEJEHWA NPOTOKONE Ha
CEPHID TOTOBOR NpoAYKUMK. NpK HB0GXOOWMOCTH MOMYT DernamesTHpoBaTECA TpeboaaHka K Conepsannig,
diopmMe, NOPAOKY COrMAcOBANKMA, YTEEDWOEHWA W HCNONBI0RAHMR {PACNPOCTRAHEHMA, MDHMEHEHWA, KaBATMA)
KOHKDETHEIK BMAOE AOKYMEHTOR.

6.2 MpoMbilReHHEE PErMAMERTEl NPOMIBOACTES, TEXHONOMMYECKME WHCTDYHLMA W MHCTDYKLWH No
hacoBKe 1 YyNakoBKe, KAk NPaBUnoe, paipabaTeieanTch HA CTAOMK DaapaBoTii W NOCTAHOBKKM NPOOYELHK Ha
NpOMIBOLCTED W KOPPEKTHRYIOTCA B X008 NPEKTHYSCKOrD MCNoNsI0BAHKA B COOTEBSTCTEMM C NPHHATEM NopAL-
KO BHECEHAA WIBMEHEHWA.

6.3 JokyMEHTE, pPErMamMeH THRYIOLWNE NDoUece NDCHaABsaCTEE, MOTYT BbiTk HIMEHEHLI B CBAIM C NORBME-
HUEM HOBLIX A3HHBIX O NDOWIBORCTES NEKAPCTEEHHOND CRPEACTEA. B Kamgod HOBD R BEpCi A0NHHE Bkl Te yyTe-

g
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HBl CAMBIE MNOCNEOHWE OAHHBIE, WCNONLIYEMaA B JaHHO2 BPEMA TEXHONOTKA, HOPMATWBEHLIE ¢
thapmMakoneiHsie TpeboEaHnA. HoBaA BEDCHA JOIEHA TAKME COAERMATE COBNMKY HA NPE0LI0 YLV DETIKLHID,
YToOkL 0BECHEYHTE NPOCNEMMBAEMOCTE NPOUIBOACTEA CEDUM NPOSYHUKK . D80CHOBAHKE MAMEHEHKWA CnegyeT
OROMNATE NPOTORONOM.

Heobxoaumo paipaboTate WHCTRYELMK, DEMMAMEHTWDYIOLWIAE QERCTEHA, KOTODLIE CNEQYET NEEanpuHA-
MaTk NDH KIMBHEHHH MCXOTHBIX MATEDHUAN0R, ADYTHX KOMNIOHEHTOR NEKAPCTEEHHOTO COSACTRA, B TOM YHCNe
YNAKDBOHHEX MATEDHANORE, TEXHONOrMYECKoro cOopyOoBaHM A, OKpYHAIOWER CPeak! (MMM NPONIBCACTREHHON
30HBI), cNocoba NPOH3EoACTAE MNKY MeToO0a HCTEITAHNA UNK Moboe Opyroe MaMeHEHHE, KOTOROE MOMET NoENK-
ATE HA KAYECTED NPOOYKLMKA MNKW BOCNDOWIBOWMOCTE NPOUECcCa. BoR MIMEBHEHHS, BNWAKILLKE HA KAYECTRO
NPOOYELMK WNK BOCTIROWABCOWMOCTE NPOUSCCA, J0MEHE BuiTh OOpMNEHLI OOEYMEHTOM M YTREDHWIEHE.
Heobxoguso OUBHWTE BOIMOMHOE BMHAHWE WIMEHEHWA TEXHWHECKWX CDeacTB, cucTes, ofopyaoBaHHA W
NapamMeTpos NpoUSCCOB HA KaYeCTRO NPoAYKEUWK, B TOM YHCNE NPOBECT aHANU3 pHCKoe. Cnegyer onpegenuTe
HEODXOQUMOCTE W 0D BEM NOBTOPHOA ATTECTALMK.

MpogyEuKA, NROW3AEESEHHAR NP WIMEHEHHBX TEXHOMOTUHECKHY NPOUBCCaX, HE A0M#HHa BsITe DEanyo-
BaHa Bea oceafoMNeHHOCTH O JaHHEY MAMEHEHKAX OTRETCTREHHOND NENCOHANE, B TOM YHMCNE ¥ NonHoMOYaH-
HOM MALA.

6.4 Ecnd HameHeHHE B TEXHONOTMYECKON O0KYMEHTALMK HE BNE4eT 3a 0o00M HAMEHEHWH B DEIMCTDAlUN-
OHHOM O0CHE (HE HAPYLWaeT COOTEETCTEMA MEROY TEXHONOTHYBCKDH NOKYMEHTAUWER W DErHCTRALMOHHGLIM
OOCEE), TO NDOUSOYPE BHECEHWA HIMEHEHHA MOWET DETNAMEHTUPOBATECA COOTBETCTEYIOLIMM [ORYMEHTOM
CHCTEME YNPABNEHWA 0Ky MEHTALMER NDEANDHATHA. TakDe HIMEHEHWE MOMET ABNATECA OO LeTOM HHCNeK-
THUPOBAHKA Ha CoOTRETCTEME Tpeboeanuam MTOCT P 52249,

6.9 EChd MaMEHEHWE B TEXHONOMMYESCKOH OOKYMEHTALWA BNadeT 3a coboi nasmaHeH A B parucTpauMoH-=
HOM LOCHE, TO BHECEHWE HIMEHEHWA DETMAMEHTUDYETCH HE TOMNBKD QOKYMEHTOM CUCTEME! YNPABNEHUR J0KY-
MEHTALMEN NPEANPUATHA-NPOMIBCOWTENA, HO W Npouenypol, YCTAHOBNEHHOW B COOTBETCTEYIOLMX
HOPMATHEHBX OOKYMEHTAX KOMNETEHTHBIM ODraHOoM.

6.6 KOHTpONk 2a BHECEHHEM HIMEHEHHA

CpUrHHansl 0KYMEHTOR [ByMaNHEE KONHK) XPaHATCA B NoAasfenaHie, CTEEHAWEM 38 BenaHe
OOKYMEHTALWN.

[nA NpakTUYecHon KCNoNEI0BAHKWA C ODMMMHANOE CHUMAHITCH KoMK,

Konmuu MoryT SeiTh YHTEHHBIME A HEYHTEHHEM .

B noapaineneqdy, 0TEESYIIOWEM 13 BE0eHHE OOKYMEHTALWH, BOE YYTEHHENE KOMWK DEFHCTRUDYIOTCA B
YHETHOM NWCTE C YKA3aHWel NOLPAI0ENeHAA W pADOYero MECTa, B KOTODLIX HAXDOATCA KONKM.

MpH BHECEHUA HIMEHEHHH PaIpabaTHEABTCA HOBLIH IKISMANAD OPUIAHANA JOKYMEHTA, B KOTODOM Npo-
CTABAAETCA HOMED W 0ATA BHECEHNA MIMEHEHHA. 3aTEM MITOTARNHMBADTCA KOMKK SOKYMEHTA N0 YHCITY yYITEH=
HEX KOOMA, Ha kasnol yyTeHH0 KoNMy npocTaenaeTeh wramn «¥YTEHHARA KOMNMA» © ykazauven garte
OHRODMIEHAA KONMM M NWLE, BLIABLWETo KOMKI0 . YUTEHHAA KONWA BHAABTCA B COOTEETCTRYIOLLES NOODasaans-
HHE, MPW ATOM NPEXHAR KOMNWA U3LIMASTCA. M3bAThIE KONWA YHHUTOMANTCA.

PeromesayeToa Ha BaXy 0 YUTEHHY K KONWIo NpocTaEnATs wramn « JEACTRUTENBHD 0
20 r.x(yKazanue 0atel).

HEWYUTEHHBIE KOMWA HE MONYT MCNONEI0BATECA ANA paBoThl.

B MHCTDYEL MK D0MHHE GaiTe NPHESGEHE JAHHLIE O NPEXRHEN BADWAHT S MHCTDYELMH W BCEX WaMEHEHWAK C
YEAIAHAEM WX HOMEDOB W JaT.

6.7 OTMEHa QOKYMEHTOR

ToKyBEHT C HCTEKLUIAM CROKOM LEACTBAA MM JAMEHEHHBIE A0KYMEHT BONHHL ST HIkATE M3 06palye-
HHA.

Ha npeagnpUaTid gon#eH SuTes NPEOYCMOTPEH NOPAOSK, HCKMIOYAH WA SOpale e UM MCNoNbE3I0Ba-
HHE OTMEHEHHLIX JOKYMEHTOR MNW JOKYMEHTOR C MCTEKILMM CDOKIM MoaHOCTH. HanpuMmep, 310 MOMeT OkiTe
NPEayCMOTPEHRD CUCTEMON KOOWPOBAHME W NDUCEOEHKMEM ODYIOro HOMEpPa, yEaIaHWeM B KOO8 OOKYMEHTa
HOMEDA MAMEHEHW R, ABTOMATHYECKOH JaMEH0H HOMEDS (KO0A) AOKYMEHTA MO MCTEYEHKIO CROKA 870 AeACTEMA
W np.

6.8 Kogupomanne ({oboadaveHne) QOKyMEHTOR

DokyseyTel JonkHel MMETe oGossadenva (kog). CrocTema oboaHadednl onpeganAeTcA caMWM npeg-
NPHATHER.

MpHMED CHCTEMEl KOOAMPOBAHWA NDHBENEH B NPAUNOHEHAE J.

MopAgok kogrUpoBaHKA GomEed GbiTe oOpMNed OTOENEHON MHCTDYELMENA.
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MpunoxeHne A
{cnpaeoYHoe)

Mpumep opmil cnegud MKALMA Ha MaTERHAT I

H bt B HOBBHHE Cneysdikauma Homep Ctp.___ Ma
UM
MogpasgensedHse: OTREN EOHTRONA DNata spegeHun Homep pesarung —
KAMBCTES
HazaaH#e BHCTRYEUHEMETOLWEN
Hawnesoeasue MaTapuans
Ty
MocTaEW WK [nepeveHs oAOBPEHHER MOCTRELWEDE)
YNakoBka M YCNOoBWR XpaHeHKa MAOTHO 3EKPETEA KOHTEAHED, HOMHETHAER
TEMNEpaTypa

MeTon otdopa npod

HawumeHoeasne PeayneTaT MeTon OWeHEN

NOKEZETENA NoEasaTens

BrelHWn BUO

Hanpusep: Genelf EPUCTANNEYECERA No-
EOLIOE M fienwe nAOCKKME KpHCTERNG

Crouinka Ha ST MY

Cocrae [opmyna)

Crouinka Ha ST MEY

Copepaanne HE MeHee ..% 4 e Gonee .. % no | Cowinka Hva MeToguoy
OTHOWEHHH & CYXOMY BELBCTEY

OnpeaeneHse CohiMKA HA METOLMEY

KOMHECTEEHHEIX

$APANTENMCTHE

Paapabotan & 4.0,

nognNKMce, aaTta

Cornacosan @ 4.0,
nogNMce, QETE

Yreepgun & WO,
noanKce, Sara

GOST
I
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Mpusep chopmiisl CRELUWGHEALKA HA NPOMBNYTOUHYIO M FOTORYID NPOAYKLMIK

HaumeHoBaHKE Crneund MEaL A HOME[ CTp._ _ M3 o p:
N@egnpHATHA
NogpasnenesuMe: OTAER KOHT- | faTa eeeneHnn Beapcua
pONA KAaYEeCTEa
HaasaHue TatineTsr, 50 mr
Maonin MNapamaTpil Hopme: no®C (TY¥, nT1.8.) CobiNEA HE METOLHEK
| DnvcaHwe
2 CocTae
3 NOQNUHHOCTE

FacTeopexde

HOCTOPOHHHE NPAMEcH

i Konu4ecTEEHHOS ONpEOEne HUE
[ EET TG

a MapkmpoBsa

g Apasesue

10 CpoK rogHOCTH

WTRpHoBoR KO

Orop npok

Paapaboran @ W0,
noonkce, AETA

Cornacoean $.H1.0.
noan#ce, JaTa

¥reepLun & KW.0.
nognuce, AATa
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MpunoxeHue C
{cnpaesoYHoe)

BHaki TEXHOMNOMMYECKMX PErMAMEHTOE NO NPOMIBOACTEY NEKAPCTRGHHLIX CPaOCTE

C.1 B 33BHCMMOCTH T HAZHAYSHWA TEXHONOIHYECKHE PEMMEMEHTE NOOPAI0enAnTeA H8 NabopaTopHEE, ONLIT-
HO-MPOME WNEHHBIE, NYCKOERIS W IPOMBILNSHHERE [1].

.2 Nopagok paspafoTey, 3KCNERTHSE, COTNACOBEHNA W YTEEPHARHUA NGOr0 TEXHONOMMMECEOTD DEINEMEHTE
O0MEEH NPEAYCMETPHEETE COOTEETCTEYLMA YROEEHE KOMNETEHLMM W HEANWD MEELWN OTEETOTESHHLIX MM, Y TEE D08 K-
Lt WM COrNECYHILLL R 8ro.

.3 MafopaTopHsid pErnamMedT pazpabaTelBBeToR B COOTEETCTEHM C TEMM M NPEEWNEMEA, 4TO W NPOL L NEHH B A
pPErNaMeHT, COASpHHT T8 ¥ PA3AEN:E ¥ YCTAHEENWEEST METONE MIMOTOBNESHMA NEOOYELAR M YCNOEWA, oBecnE4HEEK WWE
BOCMNROMIEOAMMOCTE TEXHONOTMYSCHHE NPoYecoss & NaBopa TOpH=IX YONOBWAK O CTEOWNEHE MH BEIXOGEMK, NDEEWNA TEx-
HikH GezonacHoCTe. JonyCcKaseTeR BIAMEH PE3Aend « TeXHUKD-3E0HOMHHBCEWE HOPMATHER [T3H) BHeCcEHME B TEONUYY
IECTEpUMABHTANEHEIX OAHHR X no T3H.

CA Db THO-NEOME W NEHHEA PEIMEMEHT HA HOEYH NPOOYELHE pa3pallaTHEZATCA OOHOBPEMERHO & HapMERONER-
HOW CTETEEA KA NEKBPCTEEHHOS CREACTEO W RENAETCA HEOTREMAEMON 4ACTEH KOMINEETE TEXHHYACKOR DORYMEHTALMA.

OB THE-NPOM B LWL MEHHBR PErNEMEHT HE HOBEA BHO NPOSYHYEH MNK TEXHONGIMYSCHHA NPOYSCE, OCYIacTENAEME A
HE CEpHfHO palBoTa Wy MOWHOCTRE NP0 M B LTEHH0T NPEANDHATHA, JONHeH HMETE DEORHOS Y¥TEEDEIEHES OPraHyaa-
ums-paspafioraiea n npesnpURATHR-NPOMIB0HTENR.

C.5 MNycHoBod U NpoMBLLNEHHE R DEMNaMEHTH yTEEPH AN TON PYHOE0AWTENEM § A PMALEETHYSCROMD NPERRPHATHA
NoCne CorMacoBaHEA ¢ OPresM3aUnel-pE3paBo THMHOM TEXHONG MMYECHNE NPOYeCCos, TPOSKTHOR OpraHkzayred (B cnyyae
HCNONEIOBEHNA HOBLIX/PENOHCTPYMBYEMEIX NROWSAER HNW ofopyADEEHUA} M IECNSRTHOE OPrEdMIALASRA N0 CTAHDARTH-
35UWA TpEBOBEAHWA K 38EPENNSHHOA FPYNNe NPOOYHLHY.

C.6 B KOMNNEKT QOEYMEATOR TEXHONOIWMECKOrD PErNAMeHTa QOMHHe BXOAWTE J8ENKYEHME O pE3yVNeTATAXN
HEYHHO-TEXHUHECKOR IKCNERTHEE BE COOTEETCTEHE TREDOBAHMAM ARRCTEYHI LMY MEEOTRACNEEEY HODMETHEH L SOKY-
MEHTOE, APEEHN U HOPM TEXHWEH BE30NACHOCTH W NPOMEIUNEHRHOA CAHWTEPHE, B TAGKE HE CODTEETCTEME DPraHWIELWWM
NPOH3ACACTEA H KOMTPONA KEMECTES NBKEPCTESHHLIX cpagcTe Tpeboaannam MOCT P 52240,

C.7 MNpoMelwnerkse PEMMAMERTE GNA BIPEEOONACHEIX NPOHIBOACTE, NOSEOHTPONBHER COOTRETCTEYHILIMM HEL-
AOPHEIM DPFEHAM B HACTH MPOM ELNEHHOR W SkonorEYeckof Se20NacH0CTA NPOMIBOGCTE, 8 TaKHS CofNOaeHWA CEHWTEP-
HO-TEMMEHHYECEAY HO P LoN#Hb BeiTe JONOMHETENBHD COFNACOEEHE C JaHHEIMK OPradamn.

.8 B roMnnekT QoKyMeHTOR NPOMEl LABHHOMD PErMAMEHTS HE BHOER OCESMBESM YD NDOOYELHIK omHHEl BRiTe BEHE-
CEHBI NPOTOEONE MCOETAHWA TPOWIB0GCTEEA W NPOTOKCAN BTTECTALNM B COOTRETCTEMNA ¢ TpeSoeanmame MOCT P 52249,

.8 Heanwh«EALWA OTESTCTREHHEE N, YTESEHOALWY W COTAACYSILIME TEXHONOMHHSCHMA DErNaMedT, B TOM
YHCNE PYROBOSHTENA NPeANPHATUA, BONKHE GETE NOATESRELEHE COOTESTCTEYIOLMMK AosyMesTEME off oSpazoBanum
WINH NOEE LW EHAN KBERNHEHEALMHY B COOTBETCTEYRW eA 0BNacTh DEATENEHOCTH.

0 CeprAHEA BENYCE NPOAYKYHKH DCYLECTENABTCA B COOTEETGTENMN © NYCKOERIM W NDOMEIWUNEBHHE M DETNAME5H-
TOM.

n PAMBYBEHHWHE— Cpok QedcTEWR NYCROBOMD PErnaMedTa HE J0N¥eH NpEEE WAaTe, K8 NDEEWND, Gones TRex
nev.

FarnaMedTe cReayeT perynApHG NepecMaTpUEATE & NEPAGDMYHICTRI QOWH PR3 B NATE NaT.

C.11 PaapaboTka, MCNONLIOBEHHE W NEDECMOTP TEXHOMOTWMECKMY DETMAEMEHTOR OOYLIECTENAKTOA B COOTEES-
TETEMM © MHCTRYEUWSE (CTEHRARTOM NPEINDUATHA), PEMMAMEHTHPYILER NOPRLOE BEOSHWA SOKYMEHTELMM, YTEEPELEH-
HOW HE NPSONPUATHE, HE 0CHOBAHMK AERCTEYHILWE HOPMETHEHG-NPAB0EEIE QOEYMEHTOR,

.12 CofnmasHie TpeBoBaHUWA TEXHONGMMHECKOTD PErNEMEHTS ABNASTCA ofAIATENEHEM, NOCKONBEY OH RENABT-
CA HOPMATHEHEIM OO0KYMEHTOM ONA NPOMIE0ACTES KOHKPETHOMD NEKBRCTEEHHON CREOCTES KOHKDETHE M NPOMIBOTHTE-
nem.

C.13 B cooTeeTcTEMM . Tpeboeanuame FOCT P 52249 TexHonofMyeckiil pernamedT gonseHd feiTe paapaBoTad v
YTEEPHAEH ANA KAXG0r0 BUAE (oD ) NEKapCTESHHOMD CPEACTES M ONPeAENEHHOTD PAAMERE CAPWUN, KK NPEBWND, C yuE-
TOM MOEHOCTH HENONS3YEMOrS TEXHONGrHHecEoro oBo pyoBaHUA.

TpefoBaHWA CAHOMD TEXHONOGTAYSCKOrD PErNAMEHTE MOFYT PRCNPOCTRAHATECA HE PEIHEE ADIMPOBKH DOHOTD HE K-
MEHOESHHA NMELARCTESHHDID CREACTEE CTROMD ONpefenaHHOR NekapoTaaHHoR hopMel, BRiNyCKEaMEE NG SAHOA hapma-
HONERHOW CTATEE HA OOHOTHNHOM cBopy00BEEHHK.

JaHsoe nonoHaHwe NONHOCTRE cornacyeTed ¢ Tpebopannamn o en pUHATOR MeX OyHAPOAHOA NPAKTHEW NPOH3B0-
ACTES NEKEPCTEEHHLIE CRERCTE,

.14 He ponyckaeTod NPOMIBONBHOE MaMeHeHRe 0B LaME CEPHY NPOAYKYMA B PEMEEX OOHOMD TEXHOMIMHYSCHoro
pernasmedTa. llnfoe naMeHeHe qonwHe BeTe of0CHOBAHO, 0ROpPMNSHS BEQOMOCTERD MEMEHEHEA U 3EDETMCTPHPOBEHD

12

FOCT P 52550-2006, MNpon3BoacTBO nekapcTBeHHbIX cpeacts. OpraHn3aumoHHO-TEXHONOMMYeckas 4OKyMeHTaumns
Manufacturing of medicinal product. Organizing and technological documentation


http://www.gostexpert.ru
http://gostexpert.ru/gost/gost-52550-2006
http://gostexpert.ru/gost/gost-52550-2006

rocT P 525502006

HBK OTAENEHEIR NPOMEILNEHHBIA PETNAMAHT. He JONYCEEETCA COCTAENEHHWE W YTESDHOSHHE IPYNNOEEY PETNAMEHTOE
Ga¥e 8 NPOXIE0OCTER C NPOCTHMY TEXHONOTMHECHMMH NPOYSCCaMN #A OGHOTUNHOM chopyaoaaHni.

C.15 PerOMEHOYETCR BENHYETE B COCTAE TEXHONOMMYMECHOTD PEFMAMEHTA CNelyuue paigens:

XAPAKTEPWCTHEA TGTOROID NPOAYKTE;

NHMHYECEAR CHEME NPOM3B0ACTES;

TEXHOMNOTW4ECKAERA CAEMA NPOHIB0GACTES;

aNNEPaTYPHAA CXEME NPOMIEIOCTEE ¥ CNELWEDWEALHAA oBopy L0BaHUR,
MAPAKTEPWCTHER MONYNROLYHTOE, MCXOOHESE W YNAKOBYYHE X METEpRAN0E,
HANOHEHWE TEXHONOTWYE CHUE NPOYSCCoR,

MATEpRANEHE R GanaHe;

nepepaborka W oBe3BpeMMEEHWE 0TXON08 NPOMIBOOCTES !

KOHTEOME NPOM3EGACTES;

Be30nNacHEA IKCNNYETALWA NPOMIBOACTRE;

OXPAHE OKPYHEHILER CoEOs ]

Nepe“eHE NPoHIB00CTESHHEIN WHCTRYHLHA;

TEXHHEQ-SE0HOMHHECEME HOPMAaTHER!,

HHPOPMEYHOHHEE MATERMENRI.

C.16 Mo pazgeny «XapakTepMCTHEE MOTOBOMO NPOSYETE B COOTERTCTEMM ¢ FOCT P 52249 naHHele o roTO80A NPo-
OYELHH AONEHE CO0BMKAETE

- HEMMEHOBAHHE @ K00 NPOAYEYMM B COOTEETCTEMA C TReGoBaHMaMK cneyndukauny [HOPMAETUEHOID DOKYMEaHTa).
DEMHCTPEUMIHHEIA HOMSR;

- ONUCEHWE NEXARCTEEHHOA GopMBbl, 88 JOAMPOBKY W PA3MER CEPHM, COCTEE NPENANATA CO GOk NKOR HA CODTRETCTEY-
SOL A QOKYMEHT;

- MeToauk 0Thopa opa3uce ¥ NPOBENEHAA UCNEITAHMA CO COBINEDA HA COOTRSTCTEY WA JOKYMEHT (HANPUMED,
EpPMAEKCNEARYI0 CTATRE ), KONMMECTEEHHEIE W KEHECTESHHE S XAPEKTEPNCTHEN, YCNOBUA XPEHEHWA W MEDEI NPE00CTOPOM-
HOLTH NPH NPHMEHEHWRE NPENAPAaTE;

- NepEYEHb BKTHEHEX GaPMALEETHYECKHE CYyECTAHLMA, MHIPEOWEHTOE ¥ ODYIME METE PUANCE G TOMHSIM HEWMEHO-
BAHWEM W YEAZAHWEM MEDKR, COPTE B COOTEETCTEMM C NPHUHATON cneysdvkauei (HOPMATHEHSEIM ZORYMEHTOM ), C YHAZEHW-
&M WX KDO0E W BCEX MHMPEAMEHTOE, KOTOPRE MOTYT NpecbpaloBelBaTeCR B X008 TEXHONOIMMECEOTD Npouecca. Mpe aTom
pernaMeHTHpoEaHHEE TpaboaaHna cneund nEaysA (HOpMATHEHE X ADEYMEHTOR) NPUECAATCA ofAsaTenkeHo;

- YOCTEHOBMEHHE W BE X000 rOTOECA NPOOYELWA C YEaIAHHEM JONYCTHMH X NPELEN0E, NOATESPHISHHEE CODTRE TCTEY-
MLMMM PACYETAMMW, COTNACOBEHHEIMA NPY pA3pAG0TEE TEXHONGIMYECKOrD PEINEMENTE C IKCNEPTHOA ORrEHW3AYHER, 8
TAKHE BEKOA HE OTOENEHE X CTRAMAN NPOHIB0NCTES.

DakHsle cBefeH# QoMK HE NOATEERHOATECA B PA3NENaX « XapaKTepUCTHER NONYNPOAYKTOE, ACXOAHEX W yNaLo-
B0MHEIX MATEDPWENCES M s MaTepuansHe® BanaHcs .

C.17 Pazgen « XapakTepUCTHRE NORYNPOOYETOR, MCEOAHEIX W YEE080YHEIX MATERMENGEs DONKEH COABMHATE:

- HEMMEHOBAH®E [B ANMABKMTHOM NOPAOKE) W MECCY (MN4 APYTOA KONWYECTEEHHEA NEPAMETR) KAMOOID MHIPEOHEH-
T3 Ha KEHOYH A0IRPOBEHH Y 0P MY,

- NONHEA NEPEYEHS KOMIOHEHTOE C YEAIZHHEM HX HAUMEHDEAHWA BNW £0008 W cneundg niecEnx: TpeBoBaHUA, GTRE-
AWM MOEAIATENY KAMECTEE OO CObINEAMM HE COOTEETCTEYHL HE HODMETHEH ke JOKYMEHTE |

- GNUCEHUE YNAK0B0MHO-YEYNOPOYHEX METEPHANOE, B TOM YHCne 08pasu0E WNK HONWA BCEX YNEK0B0YHEIX W JDYIHx
BHACE MATERHENOE ANA MBPKUPOEEHWA, DATHDOBAHHEX U NEANHCEHHEE NWUOM, OTEETCTEEHHEM 18 WX YTEEDHABHWE.

C.18 Paznen «sANNEBgaTYLHAA CHEMA NPOW3E0ACTEA M CNeysekauA oiopy00BEHMAr NONKEH COABPHATE NOA-
pofiHoe WINOKEHWE OCHOBHOID TEXHOMOMMHMECKOrD W BCAOMOTETENEHOrD CGODYADSAHUA, KOTODOE MOXET OHAZHEBATE
CYWECTEEHHOE ENWAHME HA HAYECTED NEOOYEL AW,

HawsmeHoBEHWA 0B0DYAOEAHWA U NPUOOROE NPHBCOATCA B COOTEETCTEMN C QeACTEY L MME HOPMATHEHEIMHN O0KY-
MEHTEMM, TEXHUHYBCKHM NACNOPTOM W CReUMd MKAYHER NOCTABLWWKE (HATOTOBKTANA].

HapesTepucTuka 0BopyQ0BAHWA QONEHE COOEPEATs MHQOPMEYWE o MaTephane pafoved 2oHw oBopyQ0BEHHA,
HOHTAETHRYHWEN CNpOaYETOM B Npoueccs paBoTel, W CPEACTEEY HIMEPEHHA (AATHHKEN ], NOBEPEHOCTH KOTODEIX HENOCRE-
OCTEEHHD KOMTRKTARYIOT C NpoayeTor. CooTEaTeTARS 0BOPYAOBAHHA YCTAHORNSHHEIM TpRBOBAHWAM JOMKHO BEITE Nag-
TESPHOSHD CEpTRHKATOM COOTEETOTEXA AMB0o Jexnapauned COOTESTCTENA (NEOTOKONAMA WCNEITEHWA, ATTECTAUME ©
np.).

C.19 Fasgen «Manosen«e TEXHONOIMMECKOTT NPOUECCEs* NOMHMO TOMHOMD MEN0HKEHHA NOPALKES BRNONHEHHA TEX-
HOMOTHYECKHX ONEPEURH OONKEH COABDMETE ONHCIHAE TEXHONGHY M cnocOB0E YNAKOBEW W MEPEMDOEAHHA.

B 38sninuATENEHOA H2CTH pPA30Ena HA KA O0A CTA0MH NPOUIE0OCTES YEA3EIBAKTCA BOIMOMHE 8 OTHNOHEHWA OT TEX-
HOMOrMYECKOTS NPOYecCa, NPMEcAAL e £ Bpaky MMy B03HWEHOBEHNED BEEPHAHE X CHTYEUHE, 3 TAKHE MEPE! WX NPE LY N pek-
OEHAR,

C.20 Pasgen «MaTeprancHefd BENaHC s QONKEeH COOBDMETE NONHYK WHHODMALWUKD O TEOPATHYECHDM IHAYSHHH
BRNGOA NPOAYHYMH HE K3¥00A CTAOWA NPOUSE0LCTES G YE3IAHHEM MEECHMANEHONS W MUHEMANEHOMD NOKAIATENE A BRIXD-
OE. NPW NPEEH WaHWH KOTOpEx TRpedyeToR NpOEBAEHME PACCNEL0EAHMA B COOTESTCTEMN C NOPRGKOM, YCTEHOBNEHHEM HA
NpESNPHATERN.
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C.21 B paxgens sKoHTpons NPOWIBOACTES s CONBPEWTCA NEPENEHE BRXHEAW WY KOHTPONBHEIX TOMEK NPIMIBE0I-
cTea, Tpedyrwn e cof N AEHWA YETAHOBNEHHOMD TEXHONOMMHSCHOTD PaXnME B LenRAx ofecnedyeHna cTEBMNEHOMD LAY eeT-
B3 BRNYCKAEMOA NpoayEuuin. MToGos M3MEeHEHHE KOHTPONBHEER TOMEH CREQyeT OfOpMNAT: KEE HAIMSHEHHE PErMAMEHTE.
Hanpumep, HeoGxo QUMD YEAIEIBATE NPEOENEHOE KONKYSCTED GCTATOMHOTD MATERHANE (Ceipbf, nonydaBpuEaTa ot npe-
ABOYLYEN CofEd ), A0BaENAEMOMoE NOCNE QYD LSE CEpHE, NOPALOK X NPEJEBEDHTENEHOR NOOMOTOBKW W KOHTRO NG, 8 TAKME
CROEA WENOMBI0EaHEA.

.22 Pasgen «Ee30onacHaR SECNNYATELMA NPOWISOACTEA QONKEH COOEPEATE XEDAKTERHLTHEHA CNACHOCTER Npo-
MIBOOCTES, MCHERNSIBEANLWKE NepeYeHe CEROEHWA, NOATEE PHARDLAE BE30NACHOCTE MOTOS0M NPOGYKTA, CEpER, NONY-
NEoOyETos W CyBCTAHUWA C YHAIEHWEM COOTRETETEYIOLWME HOPMATHEDR, METOME MY KOHTRONS, 8 TAKHE 28KNKYEHNES CNEL M-
ANMAWDOEHHEE KOMMNETEHTHEE OPrEHHIAUME O BO3MORH0CTH obecneyvaqsun Ge30NACHRIX YENDBHA BROSHNA BOEY TEXHO-
NOTHYECHAE NPOYECCoE.

Fasgen A0N#eH CoOaDMETE yTREPHASHHEE METOOL M cnocoBe noaroTosku & pafoTe nomeweH A oBopy 0BaHUA K
NeEpCOHana, NOpAGOK NONYHEHHA FEIPEWSHAA HE HCNONbIDEaHHE, 3 TAKKS HEMMEHOBEIHHA BEWEBCTE W DEUSNTYRE ANA
CAHUTApHOW 08paBoTEn.

C.23 Bpaspgene «llepsyvats NPOMIBOLCTEEHHEE MHCTRYHUMA» YEaisiBA0TeA 0B0IHAYEHHA (K006 ) ¥ HAWMEHORE-
HHA MRCTPYHUMA, SO R aLw W

- OEHHEIE 0 MECTE HAXOHAE HEA NEOM3B0ACTES 4 OCHOBHOMD 0B0pyYA0EaHRA;

- TpefioBaHWA § NOAroTOBKE ocHoRHoro obopyaosasne (ouncTie, chopxe, kanuliposke, NoBepre, CTEPENMIALNA A
OPYTUM anepaymam);

- nogpefHoe MaNoEeHWE CTAANA TEXHONOIMHECKOND NPOUScca, B TOM “Wcne Tpelosanua K KOHTRONK MBTEPHANDE,
npeneapuTenssoh ofpafoTie, NOCNeAD8ATENEHOCTH BHECEHWA METE PHAN0E, BREMEHN NEPEMELMESHUA, TEMNERATYRE M
ap.

- ONWCEHWE BCaY BHOOE BHYTPHMAPIMIBOOCTESHHOND KOHTRONA ¢ YESIEHHEM AD0YCTMMBIE NPeencs KOHTRONA M
OTEETCTEEHHEX NWU,

- YENOBHA XpAHEHNA HepachECOBaHHOA NPOAYKLMK, TPeBOBEHHA K yNAKDEKE, MEDKWPOBEHW, CNELAANEHEE yeNo-
BHA ¥paHeHRA (Npw HeofixogumocTi);

- CNEUNENEHEE Ma[s NPEOOCTODOKHIOTH.

524 He pesoMeHQyeTon BHeceHHE M3MeseHUA B 00A3aTenbHEe pasnens pernamanTa Ges ohopMNSHAA M parke-
TRAUAK BEADMOCTH HIMEHEHW A WAK HOBOTD PETNIEMEHTA, 8CNH TARMY CYLBCTEEHHEX naMeHeH#d Bonee Tpax.
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Mpunomesse O
(cnpaBoYHOe]

TexHONGrMYECKHE WHCTPYHLMW M MHETRPYKLUWK NO acoBKe W yNaKoBKe

0.1 One kasgoro paasmeps cepyad NPoMIB0IMMONG NEEERCTESHHOND CRAaNcTEE HE0BX00MMD HMETE YTESPH IS HHEIR
TEXHOMOTHYSCKHA PEMMEMEHT C TEXHONOTHYECEHMA HHCTDYKLUWARMK, B TOM Y¥CnE No acogke § yNagoeke.

TexHONOIAYeCHME WHOTPYELW®, pa3pafoTanHule B cooTeeTeTeME ¢ MOCT P 522449, ponssb NONHOCTER COOTEE-
TCTEOEATE TEXHONOTHYECHOMY PEMMAMEHTY ¥ COOEDWET b CREQVILLER:

- LAHHEE O MECTE BEOEHWA NPOLECEE W MCNCNEIyEMOM 050 DY I0EHIM,

- NOpAGGK NPOESAEHWA NOgroToEky HeoBxognmoro cbopyQOBEHWA MNR CCBINEW HA3 MECTRYELAK (METOSWE ] (Hanpu-
WD, QUWCTHY, MOMTEXE, KaNHBPOBKN, CTEPANWIBUHH];

- NOApOBHD MINOMEHHEE NPAERNE, NOPAAOE W PEEUME BRINONHEHAA KERLGMO AEACTEWA (HANPUMER, NPOBEDHR
Chlpef, NPe0EARRTENsH0A oG paloTie, NOPALKE 2AFPYIEN CRPsA, BOEMEHH CMELUMBAHAA, TEMNEPATYPHBE PEHWME )

- ONWCaHME GeACTEWA N NI GOMY BHYTPHNPOHAEACTEEHHROMY EOHTPONID CYREIAHHEM NPe0eNbHEE ZHAUEHHR KOH-
TRONMpYEMBX HEEEMETPOR]

- npw HeoBxogrrocTe TReS0BaHWA KX PAHEH W HepacpacoEaHHOR NPOSYELRM, B TOM Yucne TpefoBaHuA K NpoMaEa-
DCTESHHOA TARE, MAPKAPDEAHWID ¥ CNeUMENLHEIM YONOEW AM SpaseHHA, Toe 3To Tpefiyverca;

- oCofse MRl NPES0CTORORHOCTH,

- NOPAGTH SENOMHEHHA MEPEWHHOA TEXHONOTMHECKDA QOKYMEHTALME B X008 BRNONHESWA paBoT.

02 WsHoTpyduns no acoBEe W yNAK0EKE A0NEHE COOTEETCTEOBETL TEXHONOIHYECE0MY PEFNEMEHTY, CONEpHaTE
CNEAYH L HE CEELEHHA WK CCRNKA HE MHCTRYRUMK, COLEPHALLINE CNEOYOLUIHE CESARHNA:

- HEMMEHTBAHHE NEKEPCTEEHHOMD CPeACTEa;

- GNWCEHWE &0 NERAPCTEEHHOR MOPME! M COOEDMEHWE EACTEYOWEND BELECTES;

- HONWYECTEO NEKARCTEEHHOID CRECTES B YNAKOEKE, BLIDAKSHHOE B WTYKAX, B0MHMUEE MACCH Wik ofvesa, nuho
OEYrHX e0MHWLES WAMEPEHWR C YERZERHEM, NPW HeobXOoUMOCTH, OONYCTUMED OTEROHEHHA;

- NOMHEA MEPEYEEE BCSX YNESK0BOMHE X METEPWANCE, TRpefyeMBX ANA CEPWH ONpegeneHHOTD DEIME G, B TOM HHCNS
HONAHECTED, PAIMEDE W THNE MATEPHENDE C YEAZAHHEM KO0E HE KA LIA YNEK0B0Y Hald MATEPHAN COTNACHD CNEUWEWKE-
YHAM;

- npi HeobxogumocTe oBpaian WK EONHKD COOTEETCTAYHW WY MAPKMPOBEHHEE YNEKOEGHHE X METEPWANDE & HANM-
qHen caoBogHs0ro MECTA ANA GTMETEW HOMEDE CEPHNA M CPOKE TOOHICTH NPOAYELHK,

- 0C0fLE MEPE MPESOCTOROMHOCTH, B TOM HACNE YKIIEHHE O TLETENEH0A NPoBSHKe I0HH 0B0pY OOBAHNA & WS NhK
NOOTEERHAEHMA O4NCTEA 30H6l NERE HA4anomM paloTs;

- OMWCEHHE NPOUSCCE ACOEKH W YyIELOBKH, B TOM YH4CNE OCHOBHLIX W ECNOMOTETENEHEIX CNEPEUHA # HCNONE3YEra-
ro ofopyaoBEAHWA;

- NOApoEHOS ONWCAHKE TEXHONGIHYSCHOND KOHTPONA &0 CORNKAMKM Ha MaToausy oTBopa npol (ofpasyos) w gonye-
TUME MK NPESENEHE MW SHEYEHWAMMW KOHTPONWPYEMEE NARAMETHOE.

0.3 MocnenoBETENEHOCTE PAZOEN0E TEXHONOTWYECHHE HHCTRYRUMA S0NHHa COOTEATETECRBATE NOPAGKY ERiNDNHE-
HUR GCHOBHEY NDOWIB0ACTESHHEX ONepagHE.

Mepawi pasien GONMEH BENOYETE MHEODMALMK O NOATOTORKE NPOMIECACTES, B AMEBHHD! OUHCTEE, NOATOTOBEE
ofopyoEaHWA, MEXDOHEX METEPKENAN W T.0. BMECTD NONHOMD ONWCEHKA BCEX NPOUEOYE W KOHTPONA, ERNONHASMOTD B
Npouecte NOANOTOEKY MPOMABONCTES, PELOMEHOYETCA NPMEONWTE CoaINKW HE COOTEATCTE VLS WHOTRYELIMMA [METOOHKN ).

04 B Texsonorivecksd HHCTRYELEE CRagyeT NPHESANTE O8HHEE O NOMBWEHHAY (BHYTREHHHA KOO ) ¥ BCnonbaye-
saon oBopyODBEHWE, NPUYEM KAHOER efrHALE of0pyJ0EAHKA DONKHE WMETh HAMMEHOBEHWE, THI W WHLHEMAYENLHEIG
Homep, 4Tofsl ofecnedsTe NpoCNEXMBAEMOCTE NPOMIB0ONCTEE KAMA0A CEPUM NPOGYELNE. B WHCTRYKLUWAN NPHECSHTER
yEaZaHKE 0 HEOBOOMMOCTH WaeHTHRUAUME oBoPYSOEAHWA B NPOYECCE BM0 HCNONE30EEHHA 3THRETHEMU ¢ HOMEROM
CEQHE W EWLOM NPOAYKLEHK:

0.5 B wHCTRYHYHMH PEEOMEHOYETCA YHAIE BATE BCE BEWECTED, WCNONEIYEMEIE B TEXHONOTHWYECHD M NPOWBCEE, KO
ONA EaRLON0 M3 HEX [NPW HANHY@W ), 8 TaHe TpedyaMoe KENHHECTED ONA DPOWIBE0ACTEE CEDWA W CCBINKH HE HHCTEYVELWA No
BIBEWNEEHHID MNW OTMEPHEAHKUID, KpoMe TOrD, CReAYET YEA3RBATE HOMERA CEPMA, CCBINEN HE CNEUNE WEE LMW 4 METOIHEY
WCNETEHWR, 08 Thl BRGEYH PAIPELEHWA HA KCNONEICEAHAE M{ANK] HOMED DOKYMEHTS, NOATEEDHASMNLSND KEYECTED.

I PR eS8 HH:S — 3Te GaHHBIE APEBEOAATCA Ha GCHOBAHHW COOTEETCTEYODIWWE OOLYMEHTOa MO KOHTROND Ka-
HECTBE.

Heobxoguso MpWHESCTA TAKEES CESI8HUA of HWISEMOM BRXI0E TITOBOR ApGAYEUWH © YREIaHWEeM QONYCTHMEX
npeganos.

Ona kawgoro WHIpEOHeHTa MOryT ﬁHTb'_l.':ZEJE Hel QONyCEAEMLIE2 BEPEHNE W HAXHWE NPEOeNbHE S SHEYEHWR QEWCTEM-
TENEHOrD K0NWYeCTES BEWeCTEE N0 OTHOWEHWED K HOMRHENEHOM Y KOMHYECTEY B TEXHOMOMWYECHOM pernaMerTe Nposaeo-
OCTEE HE CEpHK B 3ABMCHMOCTHA OT KONHYSCTEEHROND COOSpWMEHMA.

15

E u 5 '|' FOCT P 52550-2006, MNpov3BoACTBO NEKapCTBEHHbIX CpeacTB. OpraHM3aLUnoHHO-TEXHOMOrMYeckast JOKyMeHTaums
(I L FE 1T Manufacturing of medicinal product. Organizing and technological documentation


http://www.gostexpert.ru
http://gostexpert.ru/gost/gost-52550-2006
http://gostexpert.ru/gost/gost-52550-2006

MoCcT P 52550—2006

Mpegens npreMnesocTd oT 95 % go 105 % HOMAHENEHIND KONWHECTEE ANA DeACTEYOWNAY BELLECTE 4 NPESEN:: 0T
80 % a0 110 % HOMMHENLHOMO KONKYSCTES ANA BCNOMOTETENEHE X BEWECTE HE TREHYIDT QONoNHWTENLHOMD 0B0CHOBA HHA.

D& MoryT gonyckaTecn Gonee WHEPOKWE NpEgenk NPUEMNSMOCTH, KOTOPRIE AO0N#HE BeiTe 0BocHOBEHE QoKa3a-
TERLCTEOM, HTO CEQHHA C COCTABEOM, BNWMIKMM K SHEYEHWAM NPEANATEEME X HUEHMX M BEDXHWE NPEAEN0E NPHEMASMOCTM,
NEpoOOnNEE0T COOTESTCTEORETE CNEGWDHEBLNAM HE TOTOBYH NPOAYHLEWH.

Ecnu KONWYMACTED WCNONB3YSMON JBRCTEYHILEND BELYECTRA PACCHATHRERASTCR W3 ABECTEUTENEHOTD KONUYECTREH-
HOFO COOEPHEHMA BELYSCTEE B OAHHON Copus (e fakTopHIaUMAD ), TO 3T0 A0NEHO BeiTe yEazaHo. Ecnv gna Toro, 4Tobe
oflyan MaECcca CEpHA TOTOBOW NPOSYKUwM BeiN3 paEHa MECCE, NPEeRYCMOTPEHHOA B NPOWIECOCTEEHHOM PEUENTYDE HE
CEPHID, HCNONB3YKITCR APYIWE BRWESCTES, TO 3TO TAKKE O0NMHG G Te YRa3EHO.

B wHCTRYRUMWAX NO (PACOEKS W YNAKOEKS HEOB X0 QWO YRAIATE KONWMECTED NONYUSHHIA HepAcl 3COEBEHHOM NDoOYE-
LM ¥ MATERWANE , HeDD X0 UMEE ONA 88 YNAKIEKM C YEAZEHMEM HOMEDA CERWN M{MNK) OOKYMEHTE, NOOTEEDHOEH LWETD MX
KBUSCTED,

0.7 CnegyeT npYBECAMTE CHXEMY TEXHONOMMYECEOTO NPOUECCE C YHAZaHMEM NOCNESOBTENEHOCTH OCHO8HsI X ONepa-
UM, TOMEH BESJEHHA HCEXOOHBIY METEPUENGCE 8 NPOYWECs W NO X00y NPOYECCE, B KOTOpH X NposogrTea oThop npod {ofpas-
UDE] W TEXHONGMMHECKNE KOHTEONs. Ha TaxkoA cxeMe pEKoOMEHIYEToA BRI NENATE KPHTHYECEME NPOUECCs .

Onepays«n, He CNegudHHEIE GNR NPCA3E0ACTER KOHEPETHOA NpOgYELWME, HANPUMED, CBRIBHHLIE © NOOTOTOSBEGA
ofopyOOBAHNR, B TEXHCNOTWHECKD A AHCTRYRUWKA HE NPUEOGATCR.

CneayeT TakHa NPHESCTH NO3TANHLIE YHAZEHUA NO BHNONHEHW KEMAO0A CTAOAM W ONEPALHEY TEXHONOTHYECcHIro
npoueccd. ¥EaiaHna Jna KEEg0A CTEIWH CNE0YET HYMEPOEATe W HAYUHETE C HOBOR CTRPAEHUUE GNA Toro, 4 ToBb nMeTs B03-
MOHHOCTE BRGAEATE MCRONHUTENAM WMEHHD TE MBCTH A0EYMERTOR, €0TOPe & HEOBX0AWMEl 4N ERINONHEHWA 38NNAHERO-
ESHHbLIX ONepayHi.

D8 B TeXHODNOrAYECKHY MWHCTRYRUWAY W WHCTRYKUWAX No PAcDEKE W yNakoBse HeoBXOoOWMOo ONACATeE KAXOOE
OEACTE®E HE QBHHOWA CTAZMW, NOCNEA08ATENEHOCTE QEACTEMA M TEXHONOMHMECKWE NARAMETPE NPOUECCE [HENPHMED, NPO-
ESPKY MCXOQHE MATERNAN0E, NOPALOK JAFPYIKM HCAO0HEIX METERUAENCE, BPEMA CMEWWEIHAR, TEMNEPATYRHEE PEXWME]
napyroe). Cnegyer TAKEE NPHESCTH BOE TOMKW KOHTPONA B NPOUECCE NPOW3E0ACTEA C0 CORNKEMA HE METOOWEY, B COOTRE-
TCTEWM C HOTODLIME NPOEOIWTCA JEHHLIR KOHTPONb.

Faagen «KoHTpON: NpoWeCcca YNAKOERHs ODMHEH BENKNYETE B ceGa nposepry:

- offiluero BNEa YNaKoBKH;

- COOTEETCTEHA YNEKOEQHHOMD MATEDWENS YNAK0EEIEBSMO W NPOLYKLEHH;

- NPEEANEHOCTH MBPEWDOEAHHA;

- NPABNNBHOCTH PES0TH YCTRORCTE SOHTPONA M8 NAHWE YNAK0BKE A T. 0.

HeofxonHWMO YHA38TE, YTO WIBATEIE HA KEkoW-nwlo cTagus oBpazUs NPOAYKYHW HE DOMHHEl MCNONE3IOBETECA B
TEHYLEM TEXHOMOTWYE CKOM NDOYSCoe.

0.9 MpuHeoSXoANMOCTHA CAERYET YHAMEATE ATy (BPEMA]HEYEME W OKOHYEHWA OTOENEMEIX CTRAWA NPOMIBOACTES
nuo Wk NPOQOMKEWTENEHOCTE, BCNH OHW CTRODRG PETMAMEHTUPOBEHE ONA OBHHON NpogyEUund. Jonsead GeiTe NpHEESEH
NOpALGK NONYYEHAA, NEPEAEYH # CRA4H NPOSYEYRW C YKAIZHMEM CONPOBOAMTENEHOA JOKYMEHTELHM.

HeclxonuMo TaKKE pErMEMEHTUROBETE A8RCTEUA NEPCOHANE NPH BOSHMEHOESHAM OTKNOHEHME OT 3308 HHE X Napa-
METEOE MNA HAPYIWEHWW CTAHEAPTHOID X043 BRI MONHEHHA TEXHOMOTHYE CHRX ONepauLmni.

ONMCEHHE KREA0A CTAAWH TEXHONOMAHSCKOro NPOYSCCE J0NKHD IAEEHYWEATECA CEeaeHMAMK 06 oMnaaeMomM Brlxo-
A& NPoAYKLWA C YE3IaHEEM JONYCTHME X npagenos. Mpw veoBxonwMoCTH cNnegyeT NpeeecTh TpelosasHWA COCTARNEHHA
GanaHce HA DaHHOA cTan MmN,

B wHCTRYRYMAX No facoske ¥ yNakoake AonsEHo BeiTe ¥EE33HO, 4TO CCTABWMECH MADKEPOREHHLIE YNAKDBONHEE
MATERWANE NOSNEHAT YHAMTOREHRK CO CCRMNKOA HA WHCTPYEUMED N0 YHRMTOHEHWKD, 3 BOZBPAT HE CHNASL YNaKoBOHYHEIX
MATEQWAN0E, HA KOTOPEX He B&IN NPCCTAENEH HOMED CERHW, NPOBOAWTCR COMMACHO COOTEETCTEYHWEH MHCTPYKLMHK C
DdIOpMNEHYEM TPOTOEO0NE BOIBPAETE.

FIHCTRYELMA N0 yN3K0EKE JONHHE 33B2PIWATRCR YEEZEHWEM 0 NoAEeaes n Ganadca mew Oy HonUMEe CTE0M Hepacd a-
COBAHHOA NPOAYEUEH, YNEKOB0YHEX METEDHEN0E W NONYYSHHOA TOTOBDA NpogyELMY. BRNONHEHWE KEHO00 ONepay9u
O0NEHD NOGTESEHGATECA NOONMCED HCMONHMTENA W EOHTRONMRYRLLEr0 NMUE.

B 3aKn04esdn TEXHOMOMEYECHOA MHCTRYEL MW @ WHETRYRYHKA No PACOBEE W YNAKDBHE CNe0yeT NPUESCTH GO MKW HE
MHCTPYELMED MO YOaNEHHD 0TXO00E 4 OMMCTHE NOMSWSHAR M oS 0pyI0BaHKn, 8 TEEHE 0 pasys 3THHETOK, KOTODBI MU MAD-
HAEYIOT NPOM3EE0EHHYI NPOOYELWH HA NepRod OHHOSHWA pe2yYNETATOR KOHTRONA rOoToROA NpodykuMn. CnegyeT YEEZETE
CTAETYC NPoAYKLME « HEXOOWTEA HA KAPAHTHHHOM XPEHEHUM S, 3 TRIKE YCNOBWA 28 XPAHEHWA, B TOM YMCNe Tapy, cnocofel
MAPHMBOESHUA M OPYIWE CRELHANEHEIE YCNOEHA.

D0.10 BEa4vecTBE NPANGHEHNRE RHCTRYKYMH A0NEHE CO08pEATE POpME! WA MMETE CCRINKW HA NEUNArEeMBE NROTO-
KOMB, B KOTORE X (DHECHDYIOTOR A8HHEE MNA MHPODMELHA B LENRX SOKYMEHTANEHOMD NOOTEERHASHMA BRI NONHEHRA TEX-
HONOIAYECHAX GNepandd B COOTESTCTEMM ¢ WHCTRYHLHER. Mo HPEMTHHSCHMM TEXHONOTWYECKWM ONEPAUMAM B iopMax
HEpAGY C ONWCAHWEM NOS0GHEY CNepayWA cnedyeT NEegyCMaTPREETE MECTS ONA NSANKEH PYEO0B00MTENA NPOMIECACTEE
W EDHTRONWPYERUETD MHLE.
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NMpunoxenne E
(cnpaBoYHOe]

PexoMeHOyeMBIA NepeYyeHs HHCTRYHUMA, METOAMK K CTAHOARTOR NPeOnpUATHA

MHCTpYHUKMA (CTEHAEPT NPeSnpWATHA) No paipaboTke. yTESPHOEHMI, PACNPOCTREHEHWK, MCNONEI0EAHWD

MOKYMEHTOE, BHECEHUH B HUX W3MEHEHWA W Ap.

0E =i @ th L Ll b

1%
12
13
14
15
18
17
18
19
20

¥
L]

22
23
24
25
26
27
28
29
30
3t
32
33
34
35
36
ar
38

MHCTR YEYMA ND BIBEURBIHMED M BEGA4E CH LA,

MHCTRYEYWA NO SECANYATELMA obopyanBaHUA.

MHCTRYRUMA NO BHYTPHAEB0LCKOMN MBPEHDOEHE.

MHCTRYELMA NO NPe0oTapa W EHKD NEPEKPECTHOTD J3N0AIHEHEA .

MHCTRYKLMA NO NPoWIB0LCT BY FE3NWHHOA NPOOYELNE B 00HOA J0HE.

MHCTRYRYWA NO BOZEPALBHWH HE CANE0 OCTETHDE ChPsR 4 MATEPRANOE.
MHCTpykLUA No nepepalorre 3aBfpakosaHHON NPOLYELME.

MHCTRYRLUA NO (hopMUDDEEHHID GOCEE HE CE DMK TOTOB0M NPy KL
MHCTRYELMA NG YHETY OTKNOHEHWA W EBINONHEHWHD E0PPeETHRYHWMY B2ACTEWA B NPoOUecce NPOWIBOLCTES.
MHCTRYKLMA NO 0T308Y NPOAYELMH C PHHEE w paboTe . pesnBMaunaMi.
MHCTRYRLMA NO YHASTORERM KD 280paK0BaHHDR, BOIEPEWEHHON W OTOZEA HHOA MROSYKLHH.
MHCTR YKLUA NO YHETY OBMHEHESA NPOMADEUPOESHHEIX YOEK0BOYHEIX MATEDUENCE.
MHCTRYKLMA NO YHAY TOREHH D YN EKOB0MHBIX W ME PRADOES HHEE MATEDHANOE.
MHOTRYELWA NG GUSHKES 300p0EEA NEDCOHENE.

MHCTRYELLMA NO NWYHOA THIMEHE NERCoHANa.

MHCTRYRLMR NO NEREOLEBAHMID M HOWESHMWE OO0

MucTpyruma no cpaboTee ogesak

MHCTRYRLMA NO BXOLY B SHCTEIS NOME L BHAR.

MHCTpYELMA No cuueTEe, yEopee, e 3nHE@ery i NOMELLEHWRA

MHCTRYELMR NO Y O4aNeHW D CCTATEOE 42 3eHBMLsp ok cpencTe ¢ oBpaBoTaHHeIX NnoBERXHOCTER,
MHCTRYELWA NO CHWETEE W CAHRTAPHOA ofpatoTre TpyGoONpoBOLOE.

MHCTRYELUA No Bopefie C NApa3MTAMM, HECERDMEI M W HNBOTHEIMHA,

MHCTRYERUWA No oy esdin nepcoHana.

MeToaukd No BTTECTALMW NpOYECCOE W oBopyaoEaHEn.

MHCTRYELUA NO TEXHWYeckoMy obcnyxearnn ofopynosasun

MHCTRYELMA No ovWcTee ofopydoBaHun.

MHETRYELMA No cTepUunvzausy obopygoeanma.

MHETRYRLMA ND 0HWCTEE YNEKOBO0HHBLX THHWA.

MHCTRYRLLMA D MOHTE®Y.

MHCTRYKLMA ND A¥ARTY NOCTABLLWKIE.

MHCTRYRLMA NO NPHEMEE @CXOIHEX METEDUEN0E.

MHCTRYELMA NO NPHEMEE ¥NAKOEDHHE X METEPUEN0E.

MHCTR YRR NO EBPSHTHHHOMY XEEHEHE .

MHCTRYRLMA ND XpaHEHUH MCEOIHSX M YNELDS0MHEIX MATEPUENDE.

MHCTRYKYWA NO WASHTAR HEAEHW MCXO HelX M YNELDE0HHEIX MATEDHANDE.
MHCTRYRLMA NO 00 paLL e HMI © HMBOTHSIMM.

MHCTRYRLMA NO EOH TR 0N OREYHEK W aR CRank.
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NMpunoxesne F
{cnpaEoYHOe)

Mpririap thophisl MHCTRYKLKREA (METOOMIMH)

HauMesogasde NpegnpuaTua

MHCTpyEU WA

HOAWM2HO B e

e Bapcua Rata

MogpasnensHss

Ornen

Faapatiotans

HazHaueHHe

MecTo ¥ BpeMa NpUMEeHEHWA

HCnonHuTEN D

NUUD. KEHTPONMPYIDWES BENOAHEHKE WHCTPYELMK

MaTtepuans # obopyaoBEaHne

nFIHECI,ﬂ,HTGﬂ TOHHEH Nepeieds MBTEPHAENOE M IJ’EDFI}'REIEEHHH. Heahxon bl 4R BhlRONHEHW HHCTRYEL M.

YTREDEOEHE [NOONHCE )

[JaTE BEEESEHHA B OEACTEHS BaameH

CTH. LK}
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MpunoseHwe G
([cnpaEoYHOR]

Mpumeps hopu NPOTOKONOE NPOMIBOACTES CEPHM

Mporoken 1

HaumeHoaaH#e NC
Kog Homep cEpUH Dbk cepuu
KoHTpone NooroToERs NEOLIE0GCTEA
{go Hasana palborw):
Kon MpoeepeHs Hausans«#us cmeHe | KosTponepyouges
ofopyooBaHWRE nuuo DKE
T Lai+) |Heri—) | Bai+) |Her(—)
1 CaHMTApHEA NOATOTOBEKE NOMEWSHMA Npo-
BEENEHE
2 BrITAsHES CHCTEME NPOEEPEHE
3 CHCTEME NOQEYH BOAYRE NPOBEPEHE
4 Hanuuwe cuwibieHHod Boas 8 clopHWke npo-
BEDEHD
5 Moga4a ceaTond B03LYLE NPOESREHE
G 22 PeaxTop W = 0.4 M oMULEH
7 23 PeauTop W = 0,63 M o en
a 24 Peaxtop W = 0,63 MY oL e
] 61 Fagstop W = 3,2 M oMHiLEH
10 B2 Fagimop ¥ = 3.2 M oudileH
11 141 Chophue ¥ = 2 ' odnweH
12 11i2 CHopHuk W = 2 M nUMweH
i3 13 Becw MNT-10 oudwerss W oTEaniApoeaHs
14 14 Becw MB-30 ounueHe @ oTkanWBpoaaHE
i5 OfopynoEaHHE MAPKMPOBAHD
16 MHEBEHTAPL OYHILEH
Ha4aneHHE cMEHE
Oara MNognkes
KoHTponMpywes nuuo
Barta Mogniuce
JameqaHna;
MpoTokon npoeepun
Oon=HOCTE, NOGMHCE Darta
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Hpodonxerue [obpamyaa cmMopoMal Rpomokona 1

Haumenoaadme IC

Koa Homep cephu Ofves cEpUM

ExecsmeHsain OGMOTR 30HL NPATOTORMEHWA [HEYENbHWE CMEHBI )

Data CwmeHa Bpemn Mognuce

CHMCTHE 30HB! MPUNOTOBNEHEA N0 DEOHYSHUW NPOYSCCE (HAMANEHUK CMEHE )

Darta CumeHa Bpema Mognuce

JaMaEHNA!

MpoToKon RpoBepRn

LonNHHICTE, NOANHCE HOata
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Hawmenoeande NC

Kon

Homep cepumn

OfibeM cepHid

PacuaT KoOMNCHEHTOE

HauMeHOBIHWE
CHIPER

Kog

Hawmep
CHPMM

Howmap
BHENH THYECKOT
nnoTHE

CoaensaHne
OCHOBHOMD
BEWECTES

Mmopwmyna gns
pacuaTa, pacuer
Tpedyemaro
HONHYECTES

Facuer BEENonH@N

JonEHOCTE, NOGNRWCE

FECHET BRAMNONHAN

HoneHoCTE, N0GNMCE

DaTa

Nata

JamedaHsn;

MpoTokon npoeepWn

OonsHOCTE, NOGRHCE

Data
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NMpoTokon 3

HauwmeroaaHkne NC

Kon

HoMmep c2pHu

OHiRem Capdl

BiBeuvaasHe KOMNOHEHTOR
(BNNapaTydk B NEUCYTCTEWM HOHTROMKMPYRILETs Tuua OKK)

Hawmexoeasre EonHnga Fpebyemos | Homep BageweHH0S KONEHScTED Mognuce
ChipkA WM SpEHARA KONAHECTED CEpWE
Macca BpyTTO HeTTo ACNON- | HOHTRONWPYHILEE
Tapel HUTENE nauo KK
JEMEEHNR:
MpoTokon NpoBepn
Don#HOETE, Mo NECEs Hata
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HawWsaxopaHue NC

CMEHR

Kog Homep cepu CEBeM C8pwEH
Orop npod (koHTponWpyowes nays OKK B NpAcyToTEME HA4YENEHUKA CHMEHEI )
Nata/apeMa HoMep KonuyecTas neobsl, Moanuce
NPeALABMTENECEDOTD M g
MBS EHWR
HEYENEHHE HOH TR0y

wes nngos OEK

FezyneTaTsl MCARITAHAA [KOHTPONKAEYOWes nHuo DKE)

Homep npaTaktna e BNEHEALEE NHOXMIEOGCTED « [lanesefwes NpOMIBGACTED
WCNBITAHWA paspeiieHos FANpEWEHD R
noanuce Moanuce
DUNLTPOESHWE PACTEOPE X
MogaTs pACTEOP W3 peakTopa 61,2 8 chopaue 11/1.2, paanede g207a He Gonee 2 ATM
fataicmeHa Bpewma NaeneHs nNo MaHOMEeTRY BrimonHun Mposepun
[annapaTmg] {HEMANBHWE
CMEHE!)
HE4aND KOHEL

3aMEHHTE @HNETPOBANEHEA 3NEMEHT HA NATPpOMHEE GwneTpax 12/1,2, nogatTe pacTeop wi chopHwka 1401.2,
Oaenexswe a3oTa He Bonea 2 ATM

Datarcuena Bpewma DaeneHne NG MEHOMETRY BrinonHWn Mpozepun
[annapaTsas) {Ha“aNEHHEK
CHIEHE! )
HEHERDG KHEL
BameqaHHa;

MpoTokon npoEepKn

JonsHoCTE, NOLAHCE

Oata
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MNpovokon 5

Oon#HoCTR, fdata HawMeHoeanue NG
noanuce
Ko, Homep cepum Ofne CEpUM

KoppekTHpoBKa Mo

Homep npoTokena

HecooTEETCTEVIDLYHA MOKEIETENS

OINHCAHWE KOPREKTADY LM

WCNEITAHWA AsAcTEHA
FacueT €oMIoHEHTOR
HawMes0BaHHE Koa Homep Howmep Cogsp#adse dopMyna AnA pac4eTa,
ChIpEA cepumn BHENMTHYECKDND DCHOBHOMD pacueT TpadyaMoro
NWETEA BELUBCTES HOMWHECTES

Fac4eT npoeepun

KoppesTapyiuse QeACTEMA
ONPESSndn, PECHET BlN0NHUN

OonMHOCTs, NO4NHCE

Jon#HeC TR, paMunua

JaMayEHHA:

MpaTokon ApoBEpwn

ﬂﬂ-l‘l}ﬂﬂﬂn’."l’h. oA NH S

fMata
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fpodonxerdus [08p0aMRER CIIOLOHE] NEOMOKCNE 5

BaseWnEaHHE KOMNOHEHTOR
{BNNApATYME B NPUCYTCTEMM L0HTPONMpYIRLErD nuya OKK)

HavwumenoBaH#e | EguHeus | Tpebyewmos Haomep BagswesHOE EONUYECTED Mognuce
CHpBR MIMEPEHUA | KDNWHECTES CEpHM MCMNONHHETENA

Macca Tapei BpyTTO HaTTo

Mpu B3ESWUEBEHHN NEACYTCTEGEAN

BouTponMpyowes nuuo KK Nata MNagnace

KoppesTipyiouse 4eACTEWA
[BAN3paTiWE B NPMCYTCTEMA Ha%aNsHWES CMEHSI)

YEEIAHWE BANAPATHHEY PAKTHHECHHAS NADEMETDE Mognuee
(AEACTEWA, NAPAMETPE NPOUBCCE) NpoYeccs MENONHWTENA
MpOKOHT pPONApOEEN
HauaneH#E CrekHB Nata Nognwce
Othop npob

[koHTpONMpyRiLEs Nugo OKK 8 NPHCYTCTEMW Ha%. CMEHSI )

Data/apems Homep npensresTensckorn | Honwvectao npobde, Moanuce
MEEE I EHHA M {r)
HavaneHMK CraHe KoHTponHpysIues
nuyo OKK
FesyneTaTel ACABITAHEA (KOHTRONMpYDWes nuuo OKK)
HoMep NpoTORONE WCHEITAMMA aflanbHEAWEs NPOMIBCOCTED sflaneHefles DpoW3BDACTED
pPEIADEWEHDD SANPELEHD

MNognice MNognace _

JamMeqaHHa:

MpoTokon npoEepen

HonsHOCTE, NOOAMCE AaTta
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opMa
HIBBWEHWA O NPEALABNEHMM NPOAYKUHH HE HCNBITAHHA
(NPEOLABHTENEEKONS HIBELIEHNRA)

HawrmesoEaxsWe NpeganpyAaTia

Llex

HauansHMEy

HaseweHue ke
O NpaaLABNSHHEW NPOAYKLMA HE MCNEI TAHKA

HawmehoBanne NpogyEL#mn

CTagua TeXHONOTWSECKOro n payscca

Homep capsiu

KonW«ecTeO {WT, KT, A T..4.)

MpegragnedHan Npoaysy«s sapadoTaqa

COrMmacHo HOpMAaTHBHEM JOKYMEHTEM

Mpoaykuue NEe Ly sABKN

aonmaacTe, @10, nognece

Data Bpana

Mpofa oTpaboTada COrNAacHD WHOTP YR MK

Macce (ofeam) npob:

Oara otéopa npale Bpema

3 MMNHA KOHTPONWPYRILETD NWUE Mognuce

MpoToksn NpoBEQRHAN

OomeHOCTE, NodnKceE Nata
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NMpunosesse H
(cnpaBovHoe]

MpuMep HHCTPYKLHW N0 YNAKOBKE W NPOTOHOMOR YNAKODKM.
MHCTPYKUMA NO YyNaKoBKe hNAKOHOD B WHAWBMOYANLHYIO TApY

1 Uens

MpegocTaanedHis HEoOX0gUMEX CEROEHAA QNA ERNONHEHWA NPOUSCCE YNAKOEEW B MEAMENOYANEHYH NEYEY PyM-
Hbisd cnocobos.

2 DBNAcTE NPHMEHEHMA
YWUBCTOR YNaKOEKM,
3 Nepcodan

MenonHuTens: onegatop.
Mpoyecsc KOHTRONWRYIT MECTER W KOHTRONMPY oW e naga OKK.

4 OBopynoBaHWe W HHEEHTAPL

Tenexks TRAHCHOGRTHEE.

CTON HAKDNHTENbHbIA .

EmzocTe gna chopa SpakoeaHHLIx NEYSE.

EmeocTs gna chopa GpasoeanHe s NHCTEOE-BRNA0 LWEA.
EmzocTs ana chops BpakoeaHHpx hnakoHns.

5 Chipbe W MBTERHENE

DNAKoOHE BHKETHPOEaHHEIS.
[Masks KEPTOHHEIS NPOMADHHDOBEHHEE.
WHCTRYRLMMA NO MESHLAHCKOMY NDWMEHEH WD (NMACTEE-BENA0RILIW ).

6 MNopROOE NpOBenEHHA

6.1 NogroToeMTenkHble padoTkl

fMacTep 8 30HE KOMNMESNTALWK SO0NHMEH CEOMNNENTOBETE MBTEPHANE E COOTERTCTEMA ¢ « 3803HHEM HA YNEKOERY &
{cu. npoTokan 1). MonysdTe HeoBXoOHM o8 YHCN0D WHCTPYELWE M N34EK HE CHMNALS Y¥NAKOEOHHE X MATEDWANOE COfMACHD
AHCTEYKYU M «[TOpAOOE NONYYEHNA YNEHOBOYHLIX METEPHAENDE GO CHNASAs . Bui¥aTeTe ¢ NOMOWEN ONSparopsa M3l 30HH
HEPAHTHHA B 304y EOMANEKTALMA 330 3HHA TENSHEN C AHKETADDBEHHEIMA P NAKGHAMH, NEPECHNATETL, COENATE OTMETHY B
NpoToRone « KDMNNeKTAUWA I30aHWAS [CM. NpoToKan 1)

KoMTpoNMpyDLEs NHL0 OTSENE HOHTPOMNA Ka4ECTEE OOMNMHO NPOEEPUTE EOMIMEETALWK 3308HUA; SUCND E0RHAL,
AOEHTH4HOCTE KOAE, WIEBHTHMHOCTE MAPEMPOEKRH C OTMETHDA B NPOTeHONE cKoOMNNEETELWA 2808HHA = (CM. npoTokon 1)

MacTep W KOMTPONMPYHL B8 NHUG 0TAENE KOHTRONA KAYECTER QONKHE NPOKOHTRONMPOEATE OHHCTEY 30HEL YIEKD-
BHIBAHWA B MHOMBWEYANBHYHE MAYKY COrMABCHO RHCTRYHYMK « DU CTHS 30HE YNAKOEEM S & 3ANWCEH & & [IMCTe KOHTPONA oMUC-
ThMs (CM. npoTokon 2). Heofixoauwmo yheguTecs, wTo patiouan 3oHa, oS opyRoBEHWE H HHESHTAPE ABNAKTCA CEOE 00 HEIMM
OT N0OLX BCNONB30EARW WY CA PAHEE NEKAPCTEEHHE X CRSACTE, MATEPAANDE, DOKYMEHTOE.

fMacTep DOMEEH NPOMADKMREOEETh 30HY YNAKOEKH MOEHTHIRHUKALUMOHHDA 3THESTKOA.

Cneparop Nog KOHTRONSM MECTERE AONKEH BHEATHTE U3 30HL! KOMINEETALMA 384EHAA B 30HY yNAKOELN TENSHKA C
BHKETHROBEHHEIMW I NEKOHAMA.

MacTep DOMEEH BHOATE ONEPATORY NOLrOTOEMEHHEIE HA 3303HUE!

- HHETRYELMM NO MEAMLRHCKOMY NAMEHEHMED [NHCTEW-BENE 0L );

- NPOMAEKMDOBAHHEE KA PTOHHELE MK,

AaNONHWTE W BRAETE «[1POTOKDN YNAKOBEM B NAYEY: (CM. TPOTOXON 3} M « 38 03HHE HE YN2KOBEY .

BraeHHHE oNepaTopy @HCTRYEYMM N0 MESUUMHCKOMY NEWMEHEHWHD [MUCTEM-BENESEILUA] W NEYKEd NOMECTHTH
OTOEeNsHT OPYr 0T GEYTE B cE20B0dHs & NOTHEN.

6.2 OcHoBHEIE paBorsl

OnepaTtop JONHEH CHATE NOTOK C (NAKOHAMMK © TENEHKE 4 NOCTAEWTE HA HAKONUTENESER cTon. PROOM NOCTAEMTL
nycTod noTox. CecTe 36 HEZONWTEAEHEA CTON HANPOTHE NOTKOE C UIESKOHEMHM, CNpaEa oT cefn noCTaEM Te NOTOR C NWCTHE-
MM-BKNE0RLWAMH, CNEE3 — NOTOK G NEYEIMA.

CRo®ATE MHCTPYEUMES Mo pPEIMEDRY NaYxn. CNoMUTE NaYKy No HEMEYeHHBIM crufiam, BNoMUTE NHCTOK-BENaNIW &
nasky. BnosuTs GINasoH B Na%KY, NEYEY J8KPLITe. ¥ NAKOESHHYH Na*KY NOCTABWTE B CBOBCOHLIR NOTOK.

AanonHEHHBIA NEYEIMH NOTOR NOCTAEM T Ha cEOB0gHYD TENEKEY.

BrumeExMe! Onepatop B NpOUECCE YNEKOBEKW 08A33H NPOBEPATE:
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- MOBHTHYHOCTE MHCTPYHUWA No MeAWURHCKOMY NPUMEHEHWD (MWCTROE-BRNAAEIWEA) W NAYer, CPAEHHESR WX ©
ofpa3uaMi YNELOE0HHEIX METEDHANDE B « 3808HHN HA YA KOBKYH L

- MOEHTHYHOCTE MERKUPOREY GNAKOHOE W NA4EE, CRABHWBAA GO WTAMNOM B « JE0aHHW HE YNEKOEKY s MaTapuans,
He cooTeETCTEYOWWe ofpaiuam, oTEpakoBsIEATE,

- KAHECTEO0 YNAKOEHEAEME Y MATERHENCE. TTOMATEE HHCTDYKLGWH N0 MEOWLLWHCEOMY NPHMEREHUK (NHCTHE-8KNA QK-
W) W NAYKKH, 8 TEENS MMEDWKEe TUNorpadcknid Bpar (npofiens 8 TEHCTS, PASMETICTH, CMEWEHWA LWITPHE-KOO08 W T.0.},
HeobBxoQHMO oTODAKCERIBETE. DNAKOHE C HAPYLISHHOA FEPMETHMHOCTRHD yRAaX0BHE NHED HMeLWE Gedh kT B HAHECEHUM
STUEETHM (NNOX0E KEYECTES HAKNSAEY, PEAMBTER WTAMN, HENDEEMNEHOE PECNONOHEHWE STHEETHA ) TAkHe Heobxogumo
oTOpELDERBATE.

OEHapyseHHslApak cnegyeT coGHpaTe NO HARMEHOBEH HAM B MOBHTHYHO NPOMAREHDOEIHHE S 8MEOCTH AnR clopa
Gpaka

MacTepy 1 KOHTPONEPYHLSMY NHUY OTOSNE KOHTPOMA KE4ECTEE C YOTAHOBNEHHOA NEPUOSUYHOCTLE (HENPMMED
O0WH pE3 B 4aC) CNeayeT NPORSPATE KAYSCTED YREKDENA C 3ANHCEH B NPOTOKENE YNEK0BKE (8. NPOTORON 3], 8 MMEHHD

- MOEHTHYHOOTE NaYEW [COrNACHD 3a08H MK HE YNEL0BRY ),

- HAMMMME M MOEHTHMHOCTE HHOTEYELMM N0 ME0HUMHCEOMY NPAMEHEHNED [NUCTEE-BENA0H LA ) B NEYKE;

- Hanmu4Me fnaKoHa;

- KA4EeCTE0 CHNAansIBIHHA NaYKY;

- OTCYTCTEWE Bpaka ¥ NeYaTHLIX YHEL080H HalX METEPHENOE ¥ NEHOHOE.

3EKNHYHTENEHBIE pABOTRS

M-EL‘TEFI ACMHEH NoOCYHTaTk:

- MUCNO ¥NAKOBEHHEI X B NEYEY (PNaKOHOE;

= WHSND EIFI BHOBEHHEI X MHCTPYKU WA NO MeJRUHHCKOMY NPUMEaHeHHID [NHCTEDB-BKNEJH WEA), naves, @NaKoHoE,
= MUCNO OCTABWARCH MHCTPYEUMA N0 MEQMUAHCEOMY NpHMEHEHEKD | MHACTEOE-BKNA0 WER ), Na4a, PRaKOHOE.

n PHMBEYBHWE — MogcueT WHCT pYEL M N0 MeRRUWHCEOMY NDPMMEHEHWRD {MMCTHOB-BENER WeR] 4 Naval MOxaT
NPCEGOMTECHA NYTEM BIBBWHBEHMA,

BHECTH Q@HHEE B NPOTOKGN PECKOAE YNAKOBGYHEX MATEpWanoe (oM. npoTokon 4). CoctaeuTe Ganadne paciona
METEPHAN0E.

MogcYsTaTe OTHNOHEHWA B GanaHce. CPABHATE C 4ONYCTHMEIM DTENOHBHWEM. ECNU OTENOHSHEE NPEELIWAST A0NYC-
THMOE, TO NPOBECTH NOBTODHEA NOOCHET.

MogcusTaTh ELTHHSCHHA BRIXOL NPOAYELMA. TE0pSTHYECKWR BRIX0] NPOAYHLWY HA CTASMM YyNEE0SEM B WHOXBMLY-
aneHys Nasky cocTaenaer 99,6 3% . Mogc4MTaTE OTENOHEHHME 0T TECPETHHECKOND BE K00 S, CPABHNATE © 4onNyCTHME M. Jonyc-
THMOE OTENOHEHHe cocTaEnAEeT 0,3 %, JaHHEI2 BHECTH B APOTOEDN DACKOOE.

YHUMTORHTE NPOMAPEMPOBAHHEE HEMCNONEI0EAHHEIE W BPaHOBAHHEIE NaYkK W BpaKoBAHHEE NEKTHE COMMACHD
MHCTPYELMAE & Y HHHTOHEHI S HEMCNONEIDEEHHEIX WNK GDAKOEaHHEX yNAL0B0HHEIX MATEPHANDE C NEpEMEHHOA MHDopME-
LMEE .

BepsHyTe HE CKNAN YNAKOBOYHEY METEDHANGE HEWCNONEIOBAHHSIE H BDAKOBAHHEE WHCTRYELWNA NT MEJWYHHEEOMY
NPUMEHEHAD [MHCTEW-BENAALILNA) B COOTEETCTEMM C RHCTRYHUMeR «BO3BDAT HENCNONE3I0BAHHEX AN BPEROBEEHHEX yNa-
KOBOMHEN MATEpWanos G632 NnepemMeHHoR WHEODM LN .

CnepaTop QoRKeH NEPEBRATH TENEMEM C YNEKOBEHHON B NAYEY NPOAYELWER B 30HY KEDEHTHHA OANA NOCRe 0y KWEro
YNEKOBLIEAHHA B TEPMOYCEA0HHYI NNEHEy. KExayn TENexEy NpOMapEHDoEaT: MOEHTHE MKAUWOHHOR 3THRETKOA.

SnepaTop QonMEH NPOEECTH O4HCTHY 30H: YNAKOEKH B COOTEETCTEHK & MHCTPYEUMER « DMMCTHA 30HE YNEKOBKWS

MacTap AoN#eH NpOEOHTOONMPOEATE DMNRCTHY, CAENATE SANKECh B NUCTE E0HTPGNA OMWCTEM [CM. NpOToRoA 2).

Bra npoTokone COATE TAXHONOTY LEXE.
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rocT P 525502006

Hawmenoeande NC

Kon Homeap cepumn OfibeM cepHid
3anaH@e HE YNEKOBLY
Wiramn Koo MHCTRYEUHK Koo nauu
Cepun Ofpassy Ofpazey
Mopes oo MpveneaTe obpaey RHCTRYHELHKA MNpuenanTe obpasey N9

HauansH4E Uexa

HasansHae OKK

Narta

Mara

Mognuck

Magnuice

KomMnnesTEUWR 3808 R

HawMeHIBAHHE MCXOOHOMD Ch (]

Fa0EHHE HE KOMAMEETA LMK

KoMmnnesTauma 3anadns (cknag uexa)

M BCNOMOraTENLHE X BB BCTE (nnaHepyemos)
Koo KonwuseTan Cepua KonnsecTan
NpoaykTa (Mo aHan. nHCTy}
HausaneHuWk Uexa NaTa Moanuce
KouTponHdpyiowes nuyo OKK Narta MognKcs

JameuaHma;

MpaTozon npoaegun

HonKHOCTE, NOANHCE

Oarte
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MNpoTokon 2

HavwmeroaaHnes JIC

Koa Howmep cepmu Ofeem cEpUn
NUCT KOHTPONA OYHCTEY 30HE! YNEKDEEA B WHOWEWOYSMEH Y Na4Ky
Mg nin MNpoeepado MacTep KouTponupymowes
Ao DEK

1 NMACTEM-BENSARWW npeasaywens S yoaneHs

2 Maskd Mpe s ayIWeEn capuu

3 He ynakogasdHse B naqcy GnaHoHE npegpiayLiei cepud yaanaxw

4 Y¥NEKOBAHHEE B MAYKY Nak0Hel NReasOYWeR CepHiE yIanaxs

] DokyMeHTaURA NpeQEAVILER CEDHE Y¥AENSHA

[ TRAHCNOPTHEIE TENEEKH, NOTEW YOLaNeHE

7 HakonWTENEHBIE CTOMNE O4HULEHE

a EmxocTd gna cBopa Gpake oNWLSHE

] [Mon B 3048 NHHEH CMHILES
MacTep Narta Moanuce
KonTponupysawes nuys OEK Darva Nognwce

DYMCTHA 30HE YNAKOEKH (NOCNE OL0HYAHWA NPOYeCca)
Nata, cmexa Bpeuma Nognuce MacTepa

SaMEMBEHWR:

p.l:rl'l.‘{HEIC'.l'h NAnHCE

NpoToKkon npoeep@n

Rara
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Hawmenoeande NC

Kong Homeap cepumn OfibeM cepHid
MpoToxRon YNakoers HNAE0H0E B MHOWBMAYANEHYH NEKY
Oatalcmesxa Bpema DEMMNEA CnepaTopa
Ha4ano DEDHYAHHE
KoHTpone NpOUBCEs YNEKOELBEEHWA {MACTED, KOHTPONARYIDLWEs nuyo OKK)
1 npoRepxa 2 npoeepHa 3 npoaepka 4 NpoEEpEE
@ A.0. NpoRepARKILETD MECTED | KOHTPOMK- [pacTep | SOHTRPONM- [ MacTap | KOHTPONMW- | MacTep | EOHTROMNM-
Py es PYHILIEE pyHILEE pYHILL EE
neuo OKK nauo OEK nuyo OKK nuo OKK
BpamMa
HMASHTHYHOC T NAYEH
Hanwuse W @gasTud-
HOCTE . NHCTES-BEMNE-
JeLa
Hanwnuae dgnakoHa
KauecTen CEnagwiga-
HHA NAYEH
OroeyToTewe Gpasa
Noan«#ce
JamedaH n;
Mporozon ngoeegun
DoneHocTs, NOSNECE Oara
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NpoToron 4

Haumenosadme IC

Kog

Homep cephu

Ofves cEpUM

Pacxog YNBESBCMHBIX MATEPHANDE HE CEDHED

WHGTRpyHUMS MO MEguMBcRoOmMYy
Haumeropavie Drakoe, weT. Mavwa, wit. M EHE AR (TTHET 0K B A B |
[1Th o8
Han,
¥NEKOBAHD B NaYRY
EBpas (noacseT nyTes B38EWKBIHHA,
oM. HE clopoTa)
DecTaTor NOcNe YNakeBsiBaHWA. [Noa-
CHET NYTEM BIBEWHESHMA, CM. Ha ofio-
paTE)
Bcero
KonuaeoTeo 00 yNakdesBaHHa
OTknoHeHHe, %
OonycTimos oTenoxesne, 0,2 2 2
Bieicom npogyeyd
TeopaTEYackHi BeIXan, WT DEKTUHECEHA BRIXOO, OTenoHeHns, % AonycTrmoe
LT, aTENOHEHWE, %
03

MogoueT ApoWaIssen
MacTep

KoHTponupyowes nugo O

Oata

Nata

Mognuce

MNognuee

AaMEMEHWRA

MpoTokon NpoEepAn

[Oon#HocTs, NOANMCE

Oare
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rocT P 525502006

Moncset YN3KCBEFHeX MATEpHAN0E METOOO0M EIESWHMBIHNAA

HanmeHoaaHHe Bpak OoTaToN B Uexe
Macca = Macca =
Macca = Macca =
Macca = Macce =
MoacseT npoWzeen
MacTep Oata MNognHce
FamMedaH#a:

MpoTokon npoEepuUn

JonsHOCTE, NOGNHACE

Hata
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MpunoseHwe |
(cnpaeoYHoe)

MpuMepsl BHYTPHNROMIBOOCTEEHHEIX ITHKETOK.
ATHERTEA KOHTpONA kavecTaa QKK

MpegnpuaTie KOHTPONE KAYECTEA
BXOAHOA KOHTPONL
OUEHKA
CyheTanuma
MocTaswms
Koo
Cepua MNe AHanna ke
Digenes
farta Moanuck

a4

GOST
I

FOCT P 52550-2006, MNpon3BoAcTBO nekapcTBeHHbIX cpeacts. OpraHn3aumoHHO-TEXHONOMMYeckas 4OKyMeHTaumns
Manufacturing of medicinal product. Organizing and technological documentation


http://www.gostexpert.ru
http://gostexpert.ru/gost/gost-52550-2006
http://gostexpert.ru/gost/gost-52550-2006

ITHHETHE BIESUHEIHHA

rocT P 525502006

GOST

BITHEETKE BIBEWHBAHWA
MpegnpuaTHe
CyBoTEHURA MooeH oo
[arta nocTynnesns
Kono Macce napTvm, 1
MpowzeonwTens Ywcno MBcT
MapTua Me EpyTTO
Tapa
Hetro
Aate OcTaToK Pacsiog Cifwmi Brigan Npuuan,
BEBEL M- OCTATOR L= e I BIBECHN
BEHNA MecTo, Uecno 8 | BapswedHos | OcTtatol NeanHcs i WO,
HOMEP, Tape HOMWMECTED mogNHCE
B Tapal
a5
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ITHHeTEs cTATYCA ofopynoBaHKA

MNpeanpuaTaa MpowzeooocTED

YUyBCTODR

Crartyc ofopygoaaHHa

Hawmesoeaxsue

Howmep NaTta

HMCnonE3oEaNoc 4NA MOo#HD HENONB30BETE ANA
HaumMesoaasie npogyEuMm HawmeHoB2HAS NPOAYKLHE
Cepua Cepun

MNognucs KOHTRONHPYEI W ETD NEuE DK

a6
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DTHKETES OUBHHH KAYECTEA

MNepeonpeATHe

KOHTPONE KAYECTEBA OKK

NegapcTaEHHOE COBOCTRG

Popma

CTanus n paUecca

Cepwa ke

Cpok rogHOETH

DEeHEa KD HTPONA KauecTaa

AHANKHI e Nara

Mognuce
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NMpunoxedve J
{cnpaeoYHoe)

MNpumep CHETEMEI KOQUPOBAHWA

CHoTEme KHogu POBAHWA QOKYMEHTOE MOMET MMETE AMNMABUTHO-LUWP POBDE oB0IHAHEHHE.
anMEIlJ CEXEME HOOHPOBaHHA OOKYMEHTOE.

Bug AokyMEHTE MNogpazgenaHde Bug abopyaoEaHia Onepauua

] LiSy2 L O

Bun gokymeHTa:

- W — MHCTpYRUYMWA;

- € — cheundrEayun;

- M — MeToawkEs;

- P — NpoMBWnNeHHBI#E pEFMEMEHT,;
- [C — NpoTOROR CEpHK:
MNogpazgensHne!

- USY2 — yex 5, yuacTox 2.

Bup ofopynoeanma;

-TN — TafnaT-npect.

Onepay«n:

- OMMCTHE BEedHeBHaR — 01,

Takns cpailom, KOSWPOBaHHOE OB03HEYEHNE QBHHOR MHCTRYEUWAME WMesT Bug: M-L5¥2-TN-01.
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Kniougawa cnosa; NegapcTaeHHios CH8cTEN, NPOMIBOACTAD, KOHTRONE KAYSCTRA, NOKYMEHTALMA, MHCTRYI-
LHM, NPOTORCNE, CEPWA NPOOYKLHMH
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