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BBeaeHue

MHopmMaLnOHHbIE TEXHONOTMK Pa3BUBAKOTCS CO 3HAYUTENBHOW CKOPOCTbLIO, U OpraHu3aumm, paborato-
Lue no Haanexawmum npakTukam, AomkHbl o6ecnedntb paspaboTky CUCTEM M NPOrpamMmmMHOro obecneyeHms B
YCMOBUAX HAMINYULLUX WHXXEHEPHbIX NMPAKTUK U COOTBETCTBYIOLLMX aCNEKTOB 00ECne4eHns KayecTa.

HacToawwit crangapt npeacraensaet coboii norndeckoe 06bACHEHWE OCHOBHbLIX TPeOOBaHUI K BHeApe-
HUIO, Banuaaumm u sKcnyarayum KOMnbOTEPU30BaHHbIX cucteM (aanee — KC) n MOXeET ObITb UCNOMb30BaH
Ansi onpeaeneHns KpUTepueB COOTBETCTBUSA YCTAHOBNEHHbIX TpeboBaHuii k KC B Hagnexawmx npaktukax. OH
He aBnseTcsa ob6a3aTenbHbIM ANA NPUMEHEHUS, O4HAKO OpraHn3auun MoryT NPUMEHATb €ro PeKOMeHgauun.

HacTroawwmn ctaHgapT cogepXuT AeTanbHOoe onnucaHue nyymx oTpacneBbiX NPaKTUK B OTHOLLEHWMIW NpU-
MEHEeHUsd KC, nogaep>Xueas pa3BUTUe HOBbIX TEXHOMNOIMMN U TEXHONOTNMYECKNE WHHOBaAUNN.

Hacroawwii ctraHgapt pazpabotaH Ha ocHose Pykosoactea PIC/S PI 011-3 no Mcnonb30BaHUIO KOMMbHO-
Tepu30oBaHHbIX cucTem B cucremax kadecrea GxP (PIC/S Pl 011-3 «Good practices for computerized systems
in regulated “GxP” environments») KoHBeHUMM no drapmaLieBTUHECKUM MHCNEKTopaTam/Cxembl B3auMoaen-
cTBuA papmauesTnyeckux nHcnektopatos (Pharmaceutical inspection convention/Pharmaceutical inspection
co-operation scheme; PIC/PIC/S), B pazpaboTke KOTOPOro NPUHANM y4acTue MexayHapoaHble perynsaTopHble
opraHbl.



rOCT P 57680—2017

HAUMWOHANBbHBLIA CTAHAOAPT POCCUUCKOW OEALEPALUUM

Mpon3BoACTBO NEKAPCTBEHHbIX CPeACTB

PYKOBOACTBO MO NCNOJIb3OBAHUIO KOMIMBbIOTEPU3OBAHHbLIX CUCTEM
B CUCTEMAX KAYECTBA GxP

Manufacturing of medicinal product. Guidance for using computerized systems
in quality systems regulated GxP

Hara BBegeHna — 2018—08—01

1 O6bnactb npumMeHeHus

O6nacTb NPUMEHEHUA HACTOALLEro CTaHgapTa pacnpoCTPaHAeTcs Ha ucnonb3oBaHne KC B opraHusa-
uusX, ocyLlecTBNALWMX paboTel B cdhepe 0OpalLeHUs NeKapCTBEHHbIX CPEACTB B COOTBETCTBUM C NpaBuna-
MU Haanexalluei Npou3BOACTBEHHON NPAKTUKKU, HaaNexaLlen AUCTpUBLIOTOPCKONM NPakTUKK. Takke OH MOXET
NPUMEHATLCA OpraHu3auusiMu, paboTaLyMy B COOTBETCTBUM C HaAnNexallein nabopaTopHON NpaKkTUKOMN.

OpraHusauumn camy ONpeaensaioT NpurogHoe AnsA HUX NporpamMHOe NpuroXeHue, nogpasaeneHusi, B
KOTOPbIX OHO BHEAPSETCS, U COOTBETCTBYIOLLUME PEe3ynbTaThl ero paboTkl. B HacTosem craHaapre onucaHbl
noaxoAbl U BuAbl KOHTPONs (napameTpsbl), KOTOPbIe MOTyT ObiTh UCMOMbL30BaHbI ANs 06ecnevyeHus CoOOTBET-
CTBUS AaHHbIX paboT TpeGoBaHMAM HaaneXalLmx NPaKTuK.

TalkKke HaCTOALWMI CTaHAapT OMUCLIBAET OCHOBHBIE 3Tamnbl U JOKYMEHTALMIO B OTHOLLEHUN BHEAPEHUSI
n Banuaauum KC B opraHm3auunm, BKNOYasa pasnuyHbie NoAX0Abl K Pa3HbiM TUNaM CUCTEM U pasfnuyHble BUAbl
Banuaaumu.

YuutbiBas utepatueHbin xapakrep KC, B HacTosiLem ctaHaapre Takke npeacraBneHbl pekoMeHaaumm
[AnA NOCTaBLUMKOB U pa3paboTYMKOB NPUMOXEHUIA U aBTOMATU3MPOBAHHbLIX CUCTEM, NOCTABNAEMbIX B OpraHu-
3auuu, paboTaroLme B yCNoBUsIX HAANEXaLLMX NPaKTUK.

2 HopmaTuBHbIE€ CCbINIKU

B HacTosiLiem cTaHgapTe UCNONb30BaHbl HOPMATUBHbLIE CCbISIKU HA CreayoLWmMe CTaHaapTbl:

FOCT P UICO/M3K 27002 UndpopmauuoHHas TexHonorusi. Meroabl u cpeacrea o6ecneveHus b6esonac-
HoCTW. CBOZ HOPM M NpaBUI MEHeIKMEHTA MH(OPMAaLMOHHON 6e3onacHoCTU

FOCT P MCO/M3K 12207 UHdopMaLmMoHHasa TexHonorms. CUCTEMHAA U NPOrpaMMHas UHXXEHEPUS.
Mpouecchl XXM3HEHHOTO LKA NpOrpaMMHbIX CPEICTB

FOCT P NCO 9001 Cucrembl MeHemKMeHTa kayecTBa. TpeboBaHuA

FOCT P UCO 9004 MeHea>xMeHT Ans AOCTUXXEHMA YCTOWYMBOIO ycrnexa opraHusauyuu. Moaxoa Ha oc-
HOBE MEHEMKMEHTA KayecTBa

FOCT P NCO 10005 MeHemxmeHT opraHu3aumu. PykoBoasiimue ykasaHua No NaHUPOBAHUIO KayecTBa

FOCT P UCO 10007 MeHempxMeHT opraHusaumu. PykoBoasme ykazaHus no ynpaeneHunio KoHdurypa-
uuei

FOCT P NCO/M3K 25010 MHdopMauuoHHbIe TexHonoruu. CUCTEMHAsE U NPOrpamMMHast MHXKEHEPUSL.
TpeboBaHuA 1 OLEHKa KaYecTBa CMCTEM M NporpamMmmMmHoro obecnevenus (SQuaRE). Moaenu kauectsa cUCTEM
U NPOrpaMMHbIX NPOAYKTOB

MpumedaHue —pu NoNb3OBaHAN HACTOALYMM CTAHAAPTOM LieriecoobpasHo NPOBEpUTh A4eNCTBUE CCbINOUHBIX
CTaHAapToB B MHOPMAaLMOHHON cucTeme obLLEero Nornb3oBaHns — Ha oguuMarnbHoM caiite defepanbHoro areHTcTBa no
TEXHWYECKOMY PEryriMpoBaHUIo U METPOMOrUN B CETI MHTEPHET UMK MO eXero4HoOMy WHOPMaLMOHHOMY ykasaTento «Ha-
LMOHanNbHble CTaHAaPTLI», KOTOpPLIA ONYGNMKOBAH MO COCTOSHNIO Ha 1 SHBapS TEKYLLEro roga, v no BeiMyckaMm exeMecsy-

U3paHue oduumanbHoe
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HOro MHPOPMALMOHHOTO yKasaTens «HaLuoHanbHble cTaHgapTh» 3a TekyLuii rog. Ecrnu 3ameHeH cChiouHbIi cTaHaapT,
Ha KOTOpbIi AaHa HeaaTUpPOBaHHas! CChiNka, TO peKOMEHAYETCA UCMONb30BaThL AeiCTBYIOLLYI0 BEPCUI0 3TOTO CTaHAapTa ¢
YYETOM BCEX BHECEHHBIX B flaHHYI0 BEPCUIO U3MeHeHWIA. Ecrnn 3ameHeH cTaHAapT, Ha KOTOpLI flaHa AaTMpoBaHHas CCbin-
Ka, TO PEKOMEHAYETCA UCMONb30BaTh BEPCUIO STOMO CTaHAapTa C ykasaHHbIM BhilLe FOAO0M YTBEpXAeHUS (NMpUHATMS). Ecnu
nocrie yTBepXAeHUA HacTOSILLEro cTaHAapTa B CCLINIOYHbIA CTaHAApT, Ha KOTOpLIi AaHa AaTMpOBaHHAA CCbINKa, BHECEHO
U3MeHeHWe, 3aTparusaolLiee MosioXeHWe, Ha KOTOpPOE laHa CChINka, TO 3TO NONOXeHUe pekOMeHAYETCS NPUMEHATL 6e3
ydyeTa AaHHOro W3MeHeHus1. Ecnu cehbinoyHblii cTaHaapT oTMeHeH 6e3 3aMeHbl, TO NONOXeHUe, B KOTOPOM AaHa cchifika Ha
Hero, PeKOMeHAYETCA NPUMEHSITb B HacTu, He 3aTparmBaloLLeil aTy CChirky.

3 TepMuHbI U onpegeneHus

B HacToAwem craHaapTte npuMeHeHbl TepMuHbl no [1], [2], pykoBoacTtey GAMP, TeXHUYECKUM PYKOBOA-
crtBam no KC, a Taike cneayiowme TepM1Hbl C COOTBETCTBYIOLLMMU ONpeaEneHUaMU:

3.1 aBTromaTusupoBanHblie cuctembl (Automated System): LLinpokuii cnekTp cuctem, BKnioYas aBTo-
MaTU3NpOBaAHHOE NPOM3BOACTBEHHOE 000pPYAOBAHME, KOHTPOSIbHbIE CUCTEMbI, aBTOMATU3UPOBAHHbIE Nnabo-
paTopHble CUCTEMbI, NPOU3BOACTBEHHbIE UCMOMHUTENBHBLIE CUCTEMBI U KOMNLIOTEPSLI, YNpasnsiowme nadopa-
TOPHLIMU UNKU NPOU3BOACTBEHHLIMU BasamMu AaHHbIX.

MpuMeYaHune — ABTOMATU3UPOBAHHLIE CUCTEMBI COCTOSIT U3 06OPYA0BaHNSA, KOMMOHEHTOB NPOrpaMMHOro 06e-
cneyeHust (MO) U KOMNLICTEPHOM CETH, BKINIOYasi KOHTPONUpYeMble (yHKLMN U CBA3AHHYIO AOKYMEHTaLuo. ABTOMaTU3K-
pOBaHHLIE CUCTeME! MHOa Takke Ha3sbiBatoT KC. B HacTosLeM cTaHgapTe faHHbIe TEPMUHLI SBASIOTCS CUHOHUMaMU.

3.2 6e3onacHocTb (Security): 3awumra KOMNbIOTEPHOrO 000PYAOBAHMA U NPOrPaMMHbIX NPUNOXEHWUI OT
CNy4anHoro unu NpeaHaMepeHHoro 4oCcTyna, NPUMEHEHUS, U3MEHEHUSA, pa3pyLLEHUA UNU PaCKPbITUA.

MpumeyaHune — BesonacHocTb Takke KacaeTcsl NepcoHana, AaHHbIX, KOMMYHUKaLMIA U HPU3NUECKON 3aLLUTbI
KOMNBIOTEPHON MHPPACTPYKTYPHI.

3.3 Banuaaumnsa xoMmnbroTepusnpoBaHHbIX cuctem (Validation of Computerised Systems): [JokymeH-
TanbHO 0pOPMIIEHHBbIE AEUCTBUSA, AAIOLIME BbICOKYIO CTENEHb YBEPEHHOCTU B TOM, YTO CUCTEMA COOTBETCTBY-
€T 3aAaHHbIM TPeOOBAHUAM U €€ UCMoNb3oBaHue ByAeT NOCTOAHHO NPUBOAUTL K pe3yrnbrataM, COOTBETCTBY-
IOLLIMM 3apaHee YCTAaHOBINEHHBIM KPUTEPUAM NPUEMNEMOCTH.

3.4 Bnageneyu npouecca (Process owner): JluLo, OTBETCTBEHHOE 3a pabounii npouece.

3.5 Bnapeneu cuctemsl (System owner): Jluuo, OTBETCTBEHHOE 32 AOCTYNHOCTb U TEXHUYECKOoe 00Cny-
»uBaHue KC n 6e30nacHOCTb AaHHbIX, HAXOAALWMNXCA B 3TOW CUCTEME.

3.6 BcTpoeHHasi cuctema (Embedded System): Cucrtema, 00bIMHO MUKPONPOLECC UK NpOorpaMmmupye-
MbI/ KOHTPONNEP, EAMHCTBEHHOE Ha3HaYeHNe KOTOPON KOHTPONUPOBAThL ONpeaeseHHbIN ANEMEHT aBTOMaTK-
3UpPOBaHHOIrO 060opyaOBaHMUS.

MpuMedaHUe — OHa He ABNAETCA OTAENBHON KOMMBIOTEPHOW CUCTEMON.

3.7 BcTpOEeHHOe nporpaMMHoe obecneyeHue (Firmware): MO, 3anucaHHoe B KOMNbIOTEPHOE 0OOpY-
noaHue 6e3 BO3AMOXHOCTU yaaneHus, Hanpumep EPROM.

3.8 ruépugHbie cuctemol (Hybrid Systems): TubpuaHas cucrema — cucrema, B KOTOPOI UCNONb3YeTCA
KOMOUHAaLUS PY4HOTO YNpaBreHns U aBTOMAaTU3UPOBAHHbIX (OYHKLIWIA.

3.9 xusHeHHbIN umkn (Life Cycle Concept): Bce ctaguum cywecrsoBaHus KC ot chopMmpoBaHus nepso-
HauarnbHbIX TPEGOBaHWI 40 NPeKpaLLeHus SKCnyaTauumm, BKo4as NnpoekTMpoBaHNE, ONPeAEneHne TeEXHUYE-
ckux Tpe6oBaHuii, NporpaMmmMupoBaHue, TECTUPOBaHKUE, YCTAaHOBKY, SKCNnyaTauumio u obcnyxueanue.

3.10 uHTerpaunoHHoe tectupoBaHue (Integration testing): MNosranHoe npoBeaeHWE TECTUPOBaAHUSA
aneMeHToB MO, 3nNeMeHTOB KOMMbLIOTEPHOTrO 060PYAOBAHUA MK WU TOTO, U APYFOro, MPOAOKAOLLEECS A0
NONHOW UHTEerpauun BCe CUCTEMBbI.

3.11 unTepdenc (Interface): ObLas rpaHuLa ABYX OTAENbHO CYLLECTBYIOLLMX COCTaBHbIX YacTeil Ans
B3auMoAeNCTBMA UMK obmeHa uHdopmaumeii ¢ ApYruM SNeMeHTOM CUCTEMBI.

3.12 undpopmaLmoHHo-TexHonornvyeckas uHdpactpykrypa (IT Infrastructure): KomnbtotepHoe 060-
pyanosaHue u MO, Takoe kak cetesoe MO n onepaunoHHbIe CUCTEMBI, KOTOPbIE NO3BOSSIOT UX NPUMEHUTL ANS
BbIMOMHEHUA onpeaeneHHbIX PYHKLMA.

3.13 undppacTpykrypa oTKpbIThIX Kntouen; MOK (Public Key Infrastructure (PKI): MOK npepocraensier
CTPYKTYpY Ans 6esonacHoro oGmMeHa uHdopmaumen nyTem ucnonbL30BaHUsA KpunTorpadduyIeckon CUCTEMbI C
OTKPbITbIM KITO4OM U 3NEKTPOHHbIX CEPTUAUKATOB.

n punmMedvaHune — MOK MOXET COCTOATb M3 MHOMOMUCIEHHBIX JOMEHOB, HO Hanbonee BaxHbI ABa TUNa:
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- yacTtHyto MOK ucnonb3ylor KoMnaHuAa ana uenen csoero 6usHeca U CBA3aHHbIE C HEW CTOPOHbLI (Ha-
npumep, NnoTpedbutenu, NoCTaBLUMUKK);

- ny6nuunyio MOK (npuBnekalot JOBEPEHHYIO TPETLIO CTOPOHY) Pa3BepTbIBAIOT HA OTKPLITLIX CUCTEMAX,
Takux kak UHTepHert, yTo obecneunBaet 6e3onacHOCTbL 0OMeHa uHdopMaLmen Mexay paHee HeCBA3aHHbIMU
CTOPOHaMU.

3.14 ucnonuuTensHas nporpamMma (Executive Program): Mporpamma, npeacraensiowias coboi yacte
onepaLuoHHON CUCTEMBI, KOTOPas KOHTPONUPYET BbINOSIHEHUE APYIUX NPOrpamMM W perynupyer notok pabor
B cucteme 006paboTKu AAHHBIX.

3.15 ucxoanbiit kog, (Source Code): OpurmHanbHas KOMNbIOTEPHAs NpPOrpamMmma, U3noXEeHHas B Yu-
Taemoin cpopme (Ha A3biKE NPOrPaMMUpPOBAHUSY), KOTOpAA MOXET ObiTb NepeBefeHa B MalUMHHLIA KOA A0 ee
BbINOSHEHNA KOMMbLIOTEPOM.

3.16 komnbloTEpU3npoBaHHaa cuctema (Computerised System): Cucrema, nogpasymeBaioLlas: npo-
LUeCcc unu onepaumio, 00bEIMHEHHYIO B OHO Lienoe C KOMMNbIOTEPHOW CUCTEMON, BKINIOYAIOLMX BBOA AAHHbIX,
UX 3NEKTPOHHYI0 06paboTKy U BbliAaYy MH(OPMALIMK, UCTIONbL3YEMON ANSA AOKYMEHTANbHOro ohopmnenns u
(vnn) AN aBTOMAaTUYECKOrO YNpaBIieHUsT; KOMMbIOTEPHYIO CUCTEMY U KOHTPONUpyemble OYHKLUU, KOTOPbIMU
OHa ynpasnser.

MpumedaHune —lpusoanmMoe onpeaeneHne JOCTaTOMHO OrpaHUYeHo. B aTy cucTemy BXOAAT TakKe BCe BHELU-
HWe achheKThl, KOTOpblEe B3aUMOAENCTBYIOT C CUCTEMOIA B ee onepaluoHHOM OKPYXeHUU. STO MOryT ObiTb MOHUTOPUH-
roBble U ceTeBble CBA3W (B/U3 ApYrMX cucTeM unu obopyaoBaHusi), pyyHble (BBOA C KiaBUaTyphbl), CBA3N C pasnuyHbIMM
cpefamu, pyvHbIMW NpoLieaypamMu M aBToMaTukol. [laHHbIi TEPMUH TakkKe OXBaTkiBaeT aBTOMaTuaMpoBaHHoe obopy-
[lOBaHMWe M cucTeMbl (CM. TakKe TEPMUH «aBTOMaTU3UpPOBaHHbIE CUCTEMbI»). B HacTosiLemM cTaHAapTe OHM SBRSAOTCA
aHanoramu.

3.17 KOMNbLOTE pU3UPOBAHHAA CUCTEMA, U3rOTOBIIEHHAA NO MHAUBUAYanNbLHOMY 3aka3y (Bespoke):
MuausmayansHo cnpoektupoaHHas KC ans o6ecneueHus KOHKpETHOro paboyero npouecca.

3.18 komnbiloTepHas ceTb (Network): CoeanHeHHas unu B3aMmMoCBsi3aHHas rpynna y3nos; 00beAnHEH-
Hbl€ KOMMYHUKALWOHHbIE MOLLHOCTH.

3.19 nokanbHasa ceTb (LAN): LLInpokononocHas KOMNbIOTEPHas CeTb (06ecnevneatoLlas BbLICOKYIO CKO-
pocTb Nnepegayn AaHHbIX), PYHKLMOHUPYIOLWAA HA HEGONbLLIOM NPOCTPaHCTBE, Hanpumep ouc unu rpynna
0onCoB.

3.20 komnbroTepHaa cuctema (Computer System): KOMNOHEHTbI KOMNLIOTEPHOTO 060PYA0BaHUSA, CO-
OpaHHble ANns PYHKUMOHMPOBaHUSA BMECTE C NPUIOXEHWSIMU, KOTOpbIE€ KONMEKTUBHO CMPOEKTUPOBAaHLI Anis
BbINOMHEHNSA ONPeAEneHHOW PYHKLMKU unu rpynnbl OYyHKLUA (CM. pUCYHOK 1).

3.21 koMnbloTepHOE obopyaoBaHue (Computer Hardware): Pasnu4Hbie Buabl 060pya0BaHUS B KOM-
NbIOTEPHOW CUCTEME, BKIOYas LieHTpanbHbIi NPOLEccop, NPUHTEP, MOAEM, MOHUTOP U ApYrMe NPUCOeaUHEH-
Hbl€ YCTPOICTBa (CM. PUCYHOK 1).

3.22 koHTpOnb usmeHenun (Change Control): lokymeHTansHO 0POpMAEHHBIN NOPAAOK PACCMOTPEHUS
YMOMHOMOYEHHBLIMWU NPEACTaBUTENSMU PA3NUMYHON cneyuanu3aumm npeanoxeHHbIX nnu hakTu4eckn BHECEH-
HbIX U3MEHEHMWI, KOTOPbIE MOMYT NOBNUATL HA BanNMAMPOBAHHOE COCTOSIHUE NoMeLleHui, 06opyaoBaHusA, Cu-
CTeM WUMu NpoLecCcoB.

NpumMevaHune — Llenb Takoro KOHTPOMNs — ONpPeAenuUTbL HEOBXOAUMOCTE NPOBEAEHUS MEPONPUSATHIA, KOTOpLIE
BOMKHBI 06eCneYnTb U AOKYMEHTaIbHO YA0CTOBEPUTL NOAAepKaHNe CUCTEMbI B BaIMAMPOBAHHOM COCTOSIHUM.

3.23 xoHdurypauuma (Configuration): 3agokymeHTUpOBaHHbIE (hU3n4eckue U PpyHKLMOHANbHbIE Xapak-
TEPUCTUKU ONPEAENEHHOTO SNeMeHTa, CUCTEMbI, HanpUMep NpUNoXeHus, 06opya0BaHUA, BCTPOEHHOE Mpo-
rpaMMHoe obecneyeHme u onepaumMoHHasi cucTema.

MpumeyaHue — MameHeHne npeBpallaeT ogHy KOHUrypaLuio B 4pyryto.

3.24 xondurypupyembie cepuitibie nporpammbl (Commercial off-the-shelf, COTS): Kommepueckue
cepuiiHble NPorpammbl, KOTOPbIe MOTYT ObITb CKOHUIYPUPOBaHLI ANA ONpPeAeneHHbIX NPUNOXEHUI NONb30-
BaTens NyTem «3anonHeHus bnaHkoBy, 6e3 uameHeHns 6a3oBov NPorpaMmbl.

3.25 He3annaHmpoBaHHble (IKCTpeHHble) ndmeHenua Unplanned (Emergency) Change: Henpea-
BUAEHHbIE (IKCTPEHHbIE) U3MEHEHUSI B BanNuAUPOBAHHOM cucteme, Tpebyiowme GLICTporo BHeapeHus (Xot-
dukcel).

3.26 onepauuonHas cuctema (Operating System): Habop nporpamm, npeaocTaBnsieMbIX BMECTE C
KOMMNbIOTEPOM B KaYeCTBE MHTEP(Elca Mexay KOMNbIOTEPHbLIM 060pyA0OBaHMEM U NPOrpaMMamMuU-NpUoxe-
HUAMMU.
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3.27 onepaumnoHHoe okpyxeHue (Operating Environment): Ycnosus u 4eATENbHOCTb, B3aUMOAENCTBY-
IOLLME HEMOCPEACTBEHHO UMM KOCBEHHO C aHanuM3upyemon CUCTEMOWN, KOHTPOMb KOTOPbIX MOXET BMUATL Ha
BanuAUPOBAHHOE COCTOSIHME CUCTEMbI.

3.28 opraHusaumsa (Regulated User): Perynupyemas Haanexailuei NpakTUKOW CTPYKTypa, OTBETCTBEH-
Has 3a akcnnyarauuto KC u npunoxeHuin, ainnos u CoAepXKaLLUMXCcs B HUX AAHHbIX (CM. TaKKE TEPMUH «MOSb-
30BaTenby).

3.29 otpenbHas cuctema (Standalone System): ABTOHOMHasA KOMMbIOTEpPHas cucTtemMa, Kotopas rno-
3BONSIET NPOBOANUTL 06PaboTKy AAHHBLIX, MPEAOCTABNAET (PYHKUMU YNPaBNEHUS U MOHWUTOPWUHrA, OAHAKO He
COBMELLEHHAA C aBTOMATU3MPOBAHHLIM 060pyAOBaHMEM. OTO OTNNYAET €€ OT BCTPOEHHOW CUCTEMbI, YbUM
€AMHCTBEHHbIM NpeAHa3HaYeHUeM SBNSAETCH ynpaBreHue KOHKPETHbIM 9K3eMNAsapoM aBTOMaTU3MpOBaHHOIO
obopyaoBaHus.

3.30 otnaaka (Debugging): Mpouecc HaxoxaeHusi, aHanu3a u ucrnpasneHus npegnonaraemMbix oGOk
(B NpunoXxeHun).

3.31 owunbka B nporpamme unu cucteme (Bug): Oumbka B nporpaMme Unm CUCTEMe, U3-3a KOTOpPOIA
nporpaMMa BblAaeT HEOXMAAHHOE NOBEAEHUE U, KaK CneACcTBue, pesynsrar.

3.32 nepBuYHbIe/McxoaHbIe AaHHble (Raw Data): JTiobble Tabnuubl, 3anucu, 3aMeTKn UKW UX TOYHbIE
Konuu, npeacTasnsAlowme cobon pesynsraTbl UCXO4HbIX HAbNAeHU U AEWCTBUI U HeoOXoauMble AN BOC-
CTaHOBMEHWS U OLEeHKM pabo4vero npoekTa, Npouecca unm oT4eTa MCCNneaoBaHnus u T. n.

n puMedaHune — ﬂepBVIHHI:Ie AaHHble MOryT CyLlecTBOBaThL B GyMa)KHOM Wnn SNeKTpoHHOM BuAe, ux sua aon-
XeH BbITb onpefeneH n onicaH B OCHOBHbIX Npoueaypax.

3.33 noBTopHasa sanupauusa (Revalidation): MNoesTopeHue npouecca Banuaauun UM ero YacTu.
3.34 nonb3oBartenb (User): KomnaHusa unu rpynna nuu, OTBETCTBEHHASA 3a (DYHKLIMOHUPOBAHUE CUCTE-
Mbl.

MpumevaHune — CM. Talkke TEPMUH «OpraHusaLnsa». B KOHTEKCTe HaCTOALLEro cTaHaapTa — CUHOHUM TepMUHa
«noTpebuTenby.

3.35 npunoxenue (Application): NMporpamMHoe obecneveHne, ycraHoBREHHOE Ha OnpeaeneHHoNn nnar-
dopme UM KOMMNbIOTEPHOM 000PYAOBaHUM W MPEAOCTABNAOLLEE cneLuanbHble PYHKLUMOHANBHBIE BO3MOX-
HOCTMH.

3.36 npoBepka yukna/rectuposanue uukna (Loop Testing): lNMpoBepka yCTaHOBNEHHOW KOMOUHALMK
3MEMEHTOB, XapaKTepU3YIOLLMX KaXKabIi TUN BXOAA/BbIXOAA LMKNA.

3.37 npoekTHas cneuudukauma o6opyaoBanua (Hardware Design Specification): Onucanue kom-
nbloTepHOro o6opynoBaHus, B KOTopoM Byaet ucnonb3oBartbesi MO, U ero coeguHEHUE € ApYroi CUCTEMOIH
unu obopyaoBaHuem.

3.38 paHee ycTtaHoBneHHble cuctemsbl (Legacy Computerised Systems): Cuctembl, KOTOpble CO3AaHbI
[OCTaToMHO AABHO U UCMOMb3YIOTCA B TEYEHUE ANUTENLHOTO NPOMEXYTKA BPEMEHM.

NpumMevaHue — Mo pagy NpU4UH ANS NOAOBHBIX CUCTEM MOXET OTCYTCTBOBaTb GMP-LoKyMeHTaLus1 U 3anuck,
OTHOCALMECS K 3Tanam pa3paboTku cMCTeMbl U ee BBOAA B aKCTUTyaTaLmio. KpoMe Toro, MOTyT OTCYTCTBOBATb 3anuci oT-
HOCUTENBHO HOPManNU3oBaHHOTO NOAXoAA K BaNUAaLIMM CUCTEMBI, YTO CBSI3AHO C ee BO3PacToMm.

3.39 cepuitHoe nporpammHoe o6ecnevyenue (Commercial of the shelf software): Kommepuecku ao-
ctynHoe O, NPUrogHOCTb KOTOPOro ANA MUCMOMb30BaHUS NPOAEMOHCTPUMPOBAHA GOMbLUMM KONUYECTBOM
nonb3oBartenen.

3.40 cuctemHoe nporpammHoe o6ecneyeHue (System Software): MO, cnpoekTupoBaHHoe ana obner-
YeHUs ynpaBneHus u 06CNy>KUBaHNA KOMMNbIOTEPHO CUCTEMBI U CBA3AHHbIX C HEIO NPOrpamM, HanpuMmep one-
PaLUMOHHBIX CUCTEM, accembnepoB, BCNOMOraTenbHbIX Nporpamm, cetesoro MO U MCNOMHAILWMX NPOrpamm.

Mpumevanune — CucremHoe MO, Kak NpaBUNO, He 3aBUCUT OT KOHKPETHOTO NPUMEHEHUSA CUCTEMBI.

3.41 cnyxebHoe nporpamMmHoe obecneuenue (Utility Software): KomnbloTepHble nporpammbl Unu no-
CNefoBaTenbHOCTU, NPeAHA3HAYEHHbIE ANS BLIMOMHEHUS O0LMX BCNOMOraTeNbHbIX hyHKMLN, HEOBX0AUMBIX
Ana udoro MO, onepaunoHHON CUCTEMBI MK NONb30BATENSA CUCTEMBI.

3.42 cneuynanusuposaHHoe npunoxenmne (Application-Specific Software): MO, paspaGotaHHoe unu
afanTUpoBaHHOE ANA onpeaeneHHbIX TpeOoBaHUi NPUNOXKEHUS.

3.43 cneuudukaunmn npueMoUHbIX UCNLITAHUNA cucTeMbl (System Acceptance Test Specification [3]):
OnucaHue ucnbiTaHuii, NPoBeAEeHUe KOTOpPbIX ABMSETCS HEOOX0AUMbIM ANS NPUEMKM CUCTEMbI MOMbL30BaTe-
nem.

4
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Mpumevanus

1 O6bIYHO UCNbITAHUSA OXBaTLIBAIOT L'pYHKLWIOHaJ'IbHOCTb CUCTEMBbI; NPOU3BOAUTENIBHOCTL CUCTEMBbI, KpUTU4YECKue
napameTpbl, onepayuoHHbIe nNpoLeaypbl.

Ncnbitanus AO/MKHbI NOATBEPAUTD, YTO NPOAYKT beHKLWIOHMpyeT cormacHo (*)YHKL[VIOHaHbeIM Cl'leLlVIqJI/IKaLWIFIM n
COOTBETCTBYET TpeﬁOBaHI/IFIM nonb3osarend, onncaHHbIM B CnquchVlKaLWlﬂX TpeGOBaHMﬁ none3oBaTtens.

2 MCI’IbITaHMﬂ, KakK npaBuino, BKKOYakT B cebs TeCTupoBaHue B NpeAenbHbIX YCITOBUAX, B aBapVIﬁHOM COCTOAHUU U
rPaHnUYHbIe UCNbITaHUA.

CneuucdukaLUi NPUEMOYHBIX UCMBITAHNIA CUCTEMbI SBNAKOTCA KOHTPAKTHLIM OKYMEHTOM U AOMXKHbI ObITb 0fo6pe-
Hbl BCEMU CTOPOHaMMU (MOCTaBLYUKOM, pa3paboTyMKOM, UHTErPaTOPOM U KOHEYHBIM NOSib30BaTeNeM).

3.44 cneundukauum cuctembl (System Specifications): OnucaHme BbIMONHEHUA CUCTEMON (PYHKLMO-
HanbHbIX TpeGoBaHMA.

3.45 cneuncdmkaums Ha npueMovHble UCNbITaHuA obopyaoBaHusa (Hardware Acceptance Test
Specification): TpeboBaHMs1 N0 NPOBEPKE BCEX KMIOYEBbLIX aCNEKTOB YCTAHOBKM KOMMbLIOTEPHOrO 060pyaoBa-
HUA € Uenbio cobnioaeHusi COOTBETCTBYIOLLIMX TPeGoBaHWI U 040OPEHHBIX XapakTepUCTUK NPU NPOEKTMpPOBa-
HWUW W YYET OCHOBHbIX PEKOMEHAALMI OpraHnu3aLuu.

3.46 cTpykrypHasa Bepudukauma (Structural Verification): [JeiicTBUsi, HanpaBneHHbIe Ha NOny4YeHue
[JOKYMEHTAanNLHOro CBUAETENbLCTBA TOro, YTo O MMeeT HaanexaLLylo CTPYKTYPHYIO LIENOCTHOCTb.

3.47 cTPYKTYpHas LUenocTHOCTb (NporpaMMHoro obecneyenus) [Structural Integrity (Software)]: Cson-
ctBa MO, oTpa)atwLyue CTeneHb, B KOTOPOW UCXOAHbIN KOA COOTBETCTBYET cneuuduumpoBaHHbIM TpeboBaHu-
sIM U COBPEMEHHbIM npakTukam paspabortku MO.

3.48 cTpykTypHOe TecTtupoBaHue (Structural Testing): M3yueHue BHYTPEHHEN CTPYKTYPbl UCXOAHOTO
Koada, BKnovaroLee B ce0s1 HU3KOYPOBHEBLIN M BbICOKOYPOBHEBbIM aHaNKU3 KoAa, aHanu3 nyTu, ayaut METOA0B
NporpaMMMpPOBaHUSA U UCNONb30BAHHbLIX CTAHAAPTOB, UHCMEKTUPOBAHUE HA HANUYKUE BHELLHEr0 KHEMCNONb3Y-
€MOro Koga», aHamnusa rpaHUYHeIX 3Ha4YEHUN U NPoUYUe METobI.

MpumedaHune — [na npoBeaeHUA CTPYKTYPHOrO TECTUPOBaHUSA TPeBYIOTCS KOHKPETHBIE HaBbIKU NPOrpamMMnpo-
BaHWS W 3HAHWE KOMMbBIOTEPHbLIX TEXHONOTWIA.

3.49 ynpaBneHue koHdurypauuen (Configuration Management): MNpouecc naeHTudunkaummn n onpe-
JeneHus aremMeHTOB CUCTEMbI, KOHTPONSA 3aMyCka U M3MEHEHUA 3TUX ANEMEHTOB Ha MPOTSHKEHUN XN3HEHHOTO
UMKNa CMCTeMbl, BeAEHUE 3anucei U OTYETOB O CTaTyce KOHUrypaummu u 3anpocoB Ha U3MEHEHUS, a TaKkKe
noATBEPXXAEHUE NONHOTLI U KOPPEKTHOCTYN 3NIEMEHTOB KOHUrypauuu.

3.50 ycuneHHas anekTpoHHana noanucbk (Advanced Electronic Signature): 3nekrpoHHasa noanuch, Ko-
TOpasn:

- nonyyeHa B pesynbrare kpunrorpaduieckoro npeobpa3oBaHus MHGPOPMAaLMM C UCNONb3OBAHNEM
KFlo4a 3neKTPOHHOW NOANUCH;

- MNO3BONISIET ONpPEeAEenuUTb NMULO, NOANUCABLLEE 3NEKTPOHHLIN JOKYMEHT, 00HapyXmTb (haKT BHECEHUSA
M3MEHEHUI B ANEKTPOHHbLIN AOKYMEHT NOCHE €ro NOANNUCaHNS;

- €034aHa C UCMONb30BAHMEM CPEACTB AMEKTPOHHOW NOANUCH.

3.51 cdbyHkunonanbHoe TectupoBanue (Functional Testing): MNpouecc noaTBEPXKAEHUSA TOTO, YTO NPU-
NOXEHUEe, CUCTEMA UIKN ANEMEHT CUCTEMBI BbINONHAIOT CBOW HA3HAYEHHbIE (PYHKLMK.

3.52 pyHkumoHansHble cneundukauum (Functional Specifications): TpeboBaHus, KOTOpble ONUCLIBA-
10T, KakuM obpaszom KC gormkHa yaoBneTBOpsiTb hyHKUMOHANbHbIE TPeGOoBaHUA CBAA3AHHOW C KOMMbLIOTEPOM
CUCTEMDbI.

3.53 hyHkumoHanbHbIe TpeboBanus (Functional Requirements): Tpe6osaHusa, onucbiBaloLme pyHk-
LUK, KOTOPbIE JOIDKHA BbIMOSHATL CBA3aHHAS C KOMNbIOTEPOM CUCTEMA.

3.54 anektponHasa nognuck (Electronic Signature): 3nekTpoHHasn, uugposasa noanucb, 3KBUBANEHT-
Has 0ObIMHOM noANUCH.

3.54.1 Undbopmaums B aneKTPOHHONM hopme, KOTOpas NPUCOeAMHEHA K APYron uHdopMauum B anek-
TPOHHOI chopme (nognucbiBaemor UHdopmMaummn) U MHbIM 06pasoM CBA3aHa C Takow uHdopMaumen n uc-
nonb30BaHa Ang onpegeneHus nuua, NoAnucbisalowero nidopmaumio [2].

3.54.2 3nekTpoHHOE cpefcTBO, KOTOPbIM MOXHO 3aMEHUTb PYKOMUCHYIO MOAMUCHL UITM MHULMAaNb! A5S
uenen CornacoBaHusi, paspeLueHus unu NoATBepXXaeHua BBoAa onpeaeneHHbix gaHHax (PIC/S).

3.54.3 Komnunauusa AaHHbIX M3 CUMBOMOB UKW CEpUil CUMBONOB, BbINOSIHAEMAdA, NPUHUMaeMas Unu
yTBEepKaaemas nobbiM NULIOM B K3YECTBE NeransHO 0053bIBAOLLETO 9KBMBANEHTA €70 PYKONUCHOW| nognucu.

3.54.4 [laHHble B 9NEKTPOHHOW (hopme, KOTOpPbIE NPUCOEAUHEHBI UMK NIOTMYECKU CBA3AHbLI C APYIMMU
3NEKTPOHHbLIMW AAHHBLIMW W UCMONb30BaHbl B KAYECTBE naeHTudukaummn nuuya (EU).
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4 Oowme nonoxeHus

4.1 CTpyKTypa ¥ PYHKLMUN KOMNbIOTEPN3OBAHHbIX CUCTEM

4.1.1 KC cOCTOUT U3 KOMMbIOTEPHON CUCTEMbI U KOHTPONMUPYEMOW (PpyHKLMM unm npouecca. KoMmnbio-
TepHasaA cuctema npeactaensieT coboi BCIO COBOKYNHOCTb amnnapaTtHOro M NporpammHOro obecneyeHus
(kOoHTpONUpyloLero annaparHoe obecneyeHue), a TaKke BCTPOEHHOro MO U yCTaHOBMEHHbLIX YCTPOWCTB.
KoHTponupyemas yHKLUUSI MOXET NMpeAcTaBnsaTb cobon obopyaosaHne (HanpuMmep, aBTOMaTru3MpoBaHHOE
NpoU3BOACTBEHHOE 000pyAOBaHue, NabopaTopHbLIE WU TEXHONMOTMYECKUE KOHTPOSMbHO-U3MEPUTENbHLIE NPU-
6opbl), KOTOPbIM HEOOXOAMMO YNpPaBnATb, U anrOpUTMbl AEUCTBUIA, onpeaenaowmx ero pabory. B kavectse
KOHTpONMpyeMoi (DYHKLMU TakKe MOXET BbICTynarb onepauus, AN BbIMOMHEHUA KOTOPOW He Tpebyetcs
Apyroro o6opy0BaHusl, 3a UCKIIOYEHUEM annapaTHOro obecneyeHus Komnblotepa. MHTepdencol un ceteBble
dyHKLMK [yepe3 nokanbHylo BeMUcnuTenbHyIo cethb (JIBC, LAN) 1 rmo6anbHyio BblMUCIMTENbHYIO ceThb (MBC,
WAN)] Taoke asnsiorca ocobeHHocTsamu KC 1 onepaumoHHOro OKpY>XEHUsi, NOTEHLUANbHO CBA3bLIBAIOLLUMM
BOEIMHO MHOXXECTBO KOMIbIOTEPOB M NPUNOXKEHUIN (CM. pUCYHOK 1). MHOPMAaLMOHHO-TEXHONOINMYECKAA UH-
cdpacTpykTypa opraHusauuu, OyHKLMOHANbLHOCTb U B3aMMOAENCTBME C NPOYMMU CUCTEMaMMU AOMKHbI ObiTh
YeTKO onpezieneHbl U NOANEXAT KOHTPOMMIO B COOTBETCTBUM C AEWCTBYIOLLMMU NPaBUNamMu Hagnexawuen npo-
M3BOACTBEHHON NpakTukn (npunoxexue 11) [1].

MporpammHoe OnepaunoHHbIe
obecneueHue npoueaypbl
1 nepcoHan
AnnaparHoe
obecneyeHune
O6opyaosaHue
BcTpoeHHoe nporpammHoe
obecneyeHne
KomnbtoTepHasn KoHTponupyemas
cuctema DyHKUMA
(KOHTpOnUupytoLLas cuctema) nnu npouecc

KoMnbtoTepuanposaHHasa cucrema

OnepaumroHHOe OKpyxXeHne

(BKNIOMas npoumne ceteBblie U HeceTesble KC, UHble cucTemMbl,  HocuTenu
nHdpopmaLmm, nepcoHan, obopyaosaHue U npoueaypb!)

PucyHok 1 — Cxema B3auMOZEHCTBUA PasfIUHBIX KOMNOHEHTOB KC B ee 0nepaLmoHHOM OKpYXeHUU

4.1.2 B ynpoweHHoM Buae KC no ux Ha3Ha4Ye€HUI0 MOXXHO pasaenuTb Ha TPU Kareropuun: CUCTEMbI KOH-
TPONA NPOUECcCcoB, CUCTEMbI 00paboTKMU AaHHbIX [BKNIOYan cOOp (3axBaT) AaHHbIX] M CUCTEMbI 3anucu/xpaHe-
HUA AaHHbIX. MeXxay ykasaHHbIMM CMCTEMaMKU MOTYT BCTPauBaTbCA CBA3YIOLUME INEMEHTbl (MHTepdenchbl).
Fapantusa uenoctHoctn!) Kak NPOLECCOB, BLINOMHAEMbIX B KOHTPONMUPYEMOi KOMMBLIOTEPHON CUCTEME, Tak

1) CoctosHne MO U AaHHLIX, XapaKTEPU3YIOLWEEeca OTCYTCTBUEM U3MEHEHUIA NpeiHAaMEPEHHOTO UAN CRyYaitHoro
xapaktepa (FTOCT P 8.654—2015 lNocynapcTtBeHHasa cuctema obecnedeHns eiMHCTBa UaMepeHuit. TpeGosaHWs K Npo-
rpaMmHoMmy obecrieqeHuto cpeficTB U3aMepeHuil. OCHOBHbIE NOMOXEHUS).

6



rOCT P 57680—2017

npoLeccoB, KOHTponupyembix KC B paMkax ee onepauuoHHO cpeabl, A0mKHA ObiTb NOATBEPKAEHA NOCPea-
CTBOM Banugauumu.

4.1.3 B opraHusaumsx ucnonb3yerca 00nbLioe KONMYecTBO pasnuuHbix KC, HaunHaa oT HebonbLumnx
HECeTEBbIX M 3aKaHYUBAs CNOXHbLIMWU U UHTErPUPOBAHHbIMU. YacTb M3 HUX (CYLLECTBEHHAaa AONSA NPOU3BOA-
CTBEHHOrO, NnabopaTopHOro M KNMHMYECKOro obopyaosaHus) umeeTt BCTpoeHHoe 1O, cepuitHoe MO, cran-
JapTHble onepauuoHHble cucteMbl. Takke B KC MOryT ucnonb30BaTbCcs Cneuuanm3nupoBaHHbIE NPUMOXKEHUS.
OpraHusanua gormkHa BECTU nepeYeHb (peecTp) Bcex npumMmensemblx KC ¢ ykazaHvwem BragensLa, nocTaBLLm-
Ka (paspaboTtumka), PyHKLUMOHANBHOCTH, CBA3ENW U BanMAaLMOHHOrO cTartyca. Takke B Hann4um AomkeH ObiTb
OCHOBHOM BanuAaLMOHHbLIN NnaH u Nopsaaok nposeaeHua sanuaauum KC .

4.1.4 K kputnyeckum KC ¢ TOUKM 3peHnsa Hagnexawmx npakTuk GxP 0THOCATCA CUCTEMbI, KOTOPbIE MO-
ryT OKasaTb HEraTMBHOE BMMSAHWE Ha Ka4eCTBO Npoaykuuu u 6e30nacHOCTb NALMEHTOB UM HENOCPEACTBEHHO
(Hanpumep, KOHTPONLHbIE CUCTEMbI) HAPYLUMTL LENOCTHOCTL CBA3aHHON C Npoaykumen nidopmauum (Hanpu-
Mep, cuctembl 06paboTku AaHHLIX/MHDOPMALMOHHLIE CUCTEMbI, 384EWCTBOBAHHbIE B KOAWPOBAHMU U Map-
KMPOBKE, paHAOMM3aLMmn, pacnpeaeneHun, OT3biBe NpoAYKUMU C PbIHKA, KNMMHUYECKUX U3MEPEHNAX, 3anucsx
naLMeHTOB, UCTOMHMKAX AOHALMI, NabopaTOPHbLIX AAHHbLIX U T. A4.). [JJaHHbIe NpuMepbl He ABNSIIOTCA UCHEPNbI-
BaIOLLMMU.

4.2 YnpaBrnieHue puckamm

4.2.1 YnpaBneHue puckamu crneayet nNpUMEHATb B TEYEHWEe BCEero >usHeHHoro uukna KC (To ecTb Ha
BCex ctaausix cywectBoBaHuss KC — ot chopmMupoBaHusi nepBoHavanbHbiX TpeOOBaHMI A0 MpekpaleHus
aKkcnnyartauuu, BKIOYas NPOeKTUPOBAHMNE, ONpeseneHne TexHuYeckux TpeboBaHuin, nporpaMMmMpoBaHmue, Te-
CTUPOBaHUE, YCTAHOBKY, 3KCMAyaTaumio u obcnyxueaHue) B Lensax obecnevyeHns 6e30nacHOCTU NaUUEHTOB,
LeNOCTHOCTU AaHHbIX U Ka4eCTBa NPOAYKUUK.

4.2.2 OueHKy noTeHumanbHbIX PUCKOB ANA KadyecTBa npoaykra/marepuana wnu LenoCTHOCTM AaHHbIX
nn6o obecneyeHns kayecTBa NPOBOAAT AN KaAoro anemeHta KC unm nx coBokynHOCTH (CM. pUCyHOK 1) Ha
npeameT OLEHKW NPUToAHOCTU CUCTEMBI ANS €e npeaHasHaveHus. Bce paboTbl MO OLUEHKE PUCKOB PErMCTPU-
pYIOT.

4.2.3 B pamkax CUCTEMbl YNpaBreHUs pUCkamu peLleHusi no o6beMy BanuAaLUUOHHbIX UCMLITAHWA U
NPOBEAEHUIO KOHTPOMNSA LEMOCTHOCTU AaHHbIX AOMKHbI ObiTb 0O0CHOBAHHBIMU, AOKYMEHTANBHO ODOPMIEH-
HbIMK cornacHo oueHke puckos KC 1 AOCTYNHbIMKM ANs NpeAoCTaBneHns nuuam, ocyLLecTBRSOWUM NPoBep-
Ky, M0 ux TpeboBaHuio.

4.3 NMepconan

4.3.1 OpraHusauua AOMMKHa UMETb AOCTaTOYHOE KONWYECTBO MepcoHana, MMelLero Heotxoaumblie
kBanudukauuio 1 onbIT paboTbl BbLINOMHEHUS B COOTBETCTBUMM C YCTAHOBMEHHbIMU TpeOOBaHUAMU 3a4a4y no
NNaHUPOBaHUIO, BHEAPEHUIO, AKCMNyaTauuu, NoAAEMKKE NONb30BaTeNEN NPUNOXEHUIA, a TaKKe AN NpoBeje-
HUA nepuoanyecknx nposepok KC.

4.3.2 JOMKHOCTHblE 06S1I3aHHOCTU AONXHbl ObITb YETKO U SACHO U3MOXEHbl B MMCbMEHHOM BUAE B MO-
HSATHOW ANsi BCEX COTPYAHMKOB opraHu3auum dopme. Tot dakT, uto KC mMoryT 6paTb Ha cebs pyHKUmKU npu-
HATUSI PELUEHUI, HE OTMEHAET IPUANYECKN YCTAaHOBNEHHON OTBETCTBEHHOCTU UL, 3aHUMAIOLLMX KMOYeBble
no3nuMmM B OpraHm3auum.

4.3.3 [JomKHOCTHbIE 0693aHHOCTM NO YNpaBneHnio BCeEMU MHPOPMALMOHHBIMU U KOMMYHUKALUOHHBIMU
TexHonoruamu, KC u npoektaMmu (HaumHas ¢ NpoCTbiX YyCTPOWCTB BBOAA-BbIBOAA U NPOrpamMmmupyembix noru-
YECKMX KOHTPOMNMEPOB U 3aKaHYMBas MHTErpanbHbIM aaMUHUCTPUPOBAHUEM UHAOPMALMOHHBIX CUCTEM UMK
cuctem BusHec-ynpaeneHusi) 4OMkHbI ObITb YETKO onpeaeneHbl. [JaHHble 00A3aHHOCTU AOM¥HbI BKIOYaTh B
cebs pa3paboTky U ynpaBneHue nonmTUKOW B OTHOLLEHMM 3aKYMKU MHPOPMALIMOHHbIX NPOAYKTOB, UX BHeApe-
HWe, BBOA B 9KCMnyarauuo u obcnyxuBaHue, a Takke paspaboTky u BHegpeHue hopManbHbIX nepuoguye-
CKMX NPOBEPOK, OLIEHOK Y CEPBUCHOTO 0OCNYXXMBAHUSA KAXA0W CUCTEMbI, pa3paboTky U BeaeHue COOTBETCTBY-
IOLLe AOKYMEHTaLMN U 3anuceit SToro Buaa AeATenbHOCTH.

4.3.4 Mpu paspaboTke npoueayp U AOKYMeHTauuu nogpasaeneHus no ynpaeneHuo U agMUHUCTPUPO-
BaHMIO MHPOPMALMOHHBLIMU TEXHOSOMMAM PEKOMEHAYETCA yunTbIBaTh NonoxeHna MOCT P MCO/MOK 27002.

4.3.5 Heo6xoaMMo noaaepxmBarb TECHOE COTPYAHMYECTBO MEXAY BCEMU 3aMHTEPEeCOBaHHbIMU OTBET-
CTBEHHbIMU NMLIAMU, BOBNEYEHHBIMU B AAHHbIA NPOLIECC, TAKMMU KaK Bnagenew npouecca, Bnagenew, cucre-
Mbl, YNOMHOMOYEHHbIE NULA U TEXHUYECKUIA NepcoHan.

4.3.6 [lo Hayana nepeBoda npouecca C PYYHOro ynpaBfieHMs Ha aBToOMaTuveckoe (Unu nepen BHe-
JpEHUEM HOBOW aBTOMATU3MPOBAHHOW oOnepauuun) crnegyetr OCyLeCTBUTb OLIEHKY PUCKOB AAHHOro Liara B
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OTHOLUEHWUM 6e30MacHOCTU U BO3MOXKHOTO BIIMSHUS HA Ka4e€CTBO MPOAYKLMUMW, HANPUMEP BO3MOXHOCTb CHU-
KEeHNs kavecTBa 1 6e30nacHOCTM NPOAYKLUMU KaK pe3ynsraT MeHbLUEro y4acTus nepcoHana B npouecce. o
pesynsratam OLEHKW MOXET NoTpeboBaTbCA BKIOYEHUE MEDP MO CHUXEHUIO PUCKOB MPU BbIMOMHEHUW Takoro
nepesoaa.

4.3.7 OpraHusauus gomkHa obecneunTb COOTBETCTBYHOLLEEe 0By4eHne BCex COTPYAHUKOB, B paboTe Ko-
TOpbIX ucnonb3oBaHbl KC, n nx 03HaKOMIIEHME C PYKOBOACTBAMM MOfb3oBaTenen atux cucrem. [JaHHoe Tpe-
6oBaHMe PacnpoCTPaHAETCA Takke Ha pa3paboTUMKOB CUCTEM, COTPYAHUKOB, BbIMOJHSIIOLMM TEXHUYECKOE
00CNyXMBaHME U PEMOHT, a TaKke nuuam, paboTa KOTOPbIX MOXET NOBMUATL HA AOKYMEHTUPOBAHHbIE BO3-
MOXHOCTU DYHKLUOHUPOBAHUS CUCTEMBbI.

4.3.8 MoMMMO OCHOBHOIO 00y4eHusi B obnactu KC, BHOBb NPUHATLIA Ha paboTy nepcoHan AOMKeH Tak-
Ke NPOXOAMTb NEPBUYHOE OOyYeHue Ans BbINOMHEHUS 3aa4, HENOCPEACTBEHHO BbINOMHSAEMbIX uMn. Opra-
HMU3auusa TaKke J0IPKHa NPOBOAUTL NOCneayioLlee HenpepbiBHOe 0ByyeHne nepcoHana, nepuoanyeckn oue-
HuBas ero aPPEeKTMBHOCTbL (NyTEM TECTUPOBAHUSA).

4.3.9 MNpn 06y4eHnn AOMKHbI BbITb NOAPOOGHO 06BACHEHDLI M 06CYXKAATLCA KOHUENUUU GXP 1 XKU3HEHHO-
ro yukna KC, a Takke npeanpuHATLI BCE Mepbl ANSA NOHUMAHUS U MPUMEHEHMSA NEPCOHANOM 3TUX KOHLENLMNA.
OpraHusauus 063aHa XpaHUTb AOKYMEHTaUUIO O NpoBeaeHUn 00y4eHUst Kak YacTb JOKYMEHTALMU XKU3HEH-
HOTO LMKNa cucTemsl (3anucu 06 06y4eHurn MOryT XpaHuTb B COOTBETCTBUM C MPOLIEAYPAMU NOMb30BATENS).

4.4 MocTaBWMUKKN U NpoBanaepbl yenyr

4.4.1 B TOM cnyvae ecnu 4nsa nocTaBku, yCTaHOBKM, HACTPONKK, 3a4aHNa KOH(UIypauumn, UHTErpupoBa-
HUA, Banugaunm, TEXHNYECKOro obcnyxusaHua (B TOM Yncne Yepes yaaneHHbln 4ocTtyn), Mmogmdukaumm nnm
noaaepxaHua KC, okasaHus CBA3AHHbIX C HUMU yCAyr Unu o0paboTkn AaHHbIX NPUBNEKAIOTCA TPETbU nuua
(B YacTHOCTU, NOCTaBLUUKU, NPOBANAEPbl YCNyr), TO NPOU3BOAUTENb U YKA3aHHbIE TPETbU NULA 3aKnioyaroT
J0roBopbl. 3aknoveHne Takmx 4OrOBOPOB NO3BONISIET YCTaHABNMBATL OTBETCTBEHHOCThL TPETLUX MWL, 3a Haj-
nexatilee UCnofHeHme CBoUx 00513aHHOCTEN.

4.4.2 KOMNETEHTHOCTb U HAAEXHOCTL MOCTABLUMKOB SBMSOTCS KIOYEBbIMU YCITOBUAMU BbIGOpa NOCTaB-
LIMKa NporpammHOro npoaykra unu ycnyr. Beibop KC n ee nocraswuka aomkeH OCHOBLIBATLCA Ha npeasa-
puTensHO paspaboTaHHon cneuyndukauumu TpeGoBaHuUii NOMbL30BaTeNs, COOTBETCTBYIOLUMM 00pa3oM 3a0Ky-
MEHTUMPOBAHHOM OLIEHKU NOCTaBLUMKA U OLIEHKU PUCKOB ANA PasnuMyHbiX onuui cuctemsl. MHpopmaumsa ana
3TOW OLIEHKM MOXET OblTb MONy4yeHa no pesynbrataMm ayauta nocTabLUMKA U UCCAEAOBAHMSA UCNONb30BaHUSA
pasnuyHbIX BEPCUIA MPOAYKTA, MO AAHHbIM COOBLIECTBA U nuTepaTypbl. AN nonyvyeHUs rapaHTUn Hagex-
HOCTM MPOAYKTa OpraHu3auusi OLEHUBAET NPUMEHsieMble MOCTABLUMKOM NOAX0Abl K 00eCneyYeHunio KayecTea
npu MPOEKTUPOBaHWM, pa3paboTke, NOCTaBKe U TeXHUYECKOM obcnyxuBanum KC. HeobxoaumocTb ayauta
NoCTaBLIMKA AOMKHA BbITh OCHOBAHA Ha OLieHKke pucko!). Peluenne 0 NoKynke AOMKHO BbITb OCHOBAHO Ha
3310KYMEHTUPOBAHHbIX pesynbTatax NPUEeMOoYHOro TECTUPOBaHUS.

4.4.3 MopsaoK OLEHKMU NOCTaBLUMKOB AOIMKEH ObITb 0POPMIEH 4OKYMEHTaNnbHO; paboTbl MO OLEHKe Mo-
CTaBLUMKOB PETMCTPUPYIOT. [N OLIEHKN CTENEHN HAZLEXHOCTM NOCTaBMAEMOro NpoaykTa MoryT 6bITb UCNOMb-
30BaHbl JaHHbIE O AEN0BOW penyTauMm NOCTaBLUMKOB U NPOBANAEPOB U OMbIT NpeablayLlen paboTbl C HUIMK.

4.4.4 Tpebyemblit YPOBEHb rapaHTUKU CTPYKTYPHOW LIENOCTHOCTU, (DYHKUMOHASBHOW HAAeXHOCTU M Mno-
CTOSIHHOM noaaepkkn MO 1 KOMMbLIOTEPHOTO 060PYAOBAHUSA, NPEACTaBNAIOLLMX KPUTUHECKUE XapaKTEPUCTUKM
ana KC, moxet o6ecneuntb COOTBETCTBME CUCTEMbI MEHEKMEHTA NOCTaBLUMKaA OOLLENPUHATOMY CTaHAapPTYy.
Mpadumku npoBeaeHUs OLEHKM U obnacTb cepTudukalum AOMKHbI COOTBETCTBOBATL XapakTepy NoCTaBnsemMo-
ro Nnpoaykra.

4.4.5 NMpu ncnonbL30BaHUN CEPTUPUKATOB COOTBETCTBUS CUCTEMbI MEHEAXKMEHTA KayeCTBa, BblAaHHbIX
cepTUdULMPYIOLUM OpraHom, HanpumMep no cxeme TicklT, cneayeTt yaocToBEpUTLCA B TOM, YTO 06nacTb ay-
auTta u rpadmku NPOBEPKU, UCNOMb3YEeMbl€ CTOPOHHUMU CePTUPULMPOBAHHBIMU ayAUTOPAMU, BKIOYANKU WUH-
JXEHEepHble CTaHAapTbl Ka4yecTBa, AEUCTBYIOLLME NPAKTUKW, NPOBEPKY HANUYUs BCEX KOHTPOMEWn u 3anucei,
B TOM YKUCME B OTHOLLEHUU HECOOTBETCTBYIOLLEro TpeboBaHMsAM NpoaykTa (NPeTeH3uu OT Nonb30BaTenen),
KOPPEKTUPYIOLMUX AEUCTBUW, KOHTPOMNS M3MEHEHU MMEHHO MOCTaBMASIEMOrO NPoAyKTa U ero Bepcun. Takon
noaxoa MOXET ObITb UCNOMNbL30BaH AN POPMYNUPOBKU KPUTEPUEB OTOOPA NOCTABLUMKOB.

4.4.6 Ana kputndyeckux KC npoBepku HanMuma npusHaHHoOW cepTupukaLmm cuCcTeMbl MEHEIXKMEHTA Mno-
CTaBLUMKA, KaK NpaBuno, HeAOCTATOYHO (CepTUdUKaLMa MOXET ObITb HECOOTBETCTBYIOLLEN UNU HEMOAXOAS-

1) AyauTsl, NpoBoANMBIe opraHusaLmeil unu 3-i CTOPOHOIA, BMeCTe C MapKETMHIOBbLIM aHar30M MOryT NOMOYbL Npy
OLieHKEe HafeXHOCTH 1 CTPYKTYPHOM LIENOCTHOCTU CIIOXKHLIX HacTpanBaeMblX KOMMepPYeCKUx cuctem. Mpu aygurtax npo-
BEPSIOT CUCTEMY MEHeXKMeHTa KavecTBa U YacTb, KacatoLLyrocs 3aKynaeMoro npogykra.
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wen). B noaoGHbIX criyvasx opraHu3auuu criefyeT UCnonb30BaThk AONOMHUTENbHbIE CNOCODObLI OLEHKW Npu-
rO4HOCTM CUCTEMbI M €€ NOCTaBLUMKA, UCMONbL3ys 3apaHee yCTaHOBMEHHbIE TpeboBaHus, cneuudmkaumm u
oXXuaaemble pUcKU. Ons 9TUX Lenen MOXHO UCMONb30BaTk ONPOCHBLIE NUCThI MOCTABLUMKOB, ayauTbl (B TOM
yucne COBMECTHbIE) MOCTABLUMKOB, @ Takke B3aMMOAEWCTBUE C MOSIb30BATENAMM M OTpacneBbiMu (HOKyC-
rpynnamu. Kak npaeuno, Ansi KC ¢ BbICOKUM PUCKOM MPOBOAAT ayauT noctasiumkal).

4.4.7 Mpu npuBreYeHNn NOCTaBLUMKOB K oueHke n Banuaaumu KC opraHusaumen gomkHa ObiTb Npo-
BEeHa OLIeHKa KPUTMYECKUX aCnekToB NMOCTABLUMKA, BKIOYAs €ro KBanuukauuio U Ka4ecTBO BbINOMHsAE-
MbIX paboT. MpUHUKMNbI, M3NOXEHHbIE B PYKOBOACTBE HaAMexallei aBTOMaTU3UpOBaHHOM NPOU3BOLCTBEHHON
npaktuku (GAMP) [4], NpMMEHUMbI U AN CROXHBIX MPOEKTOB M 060pYA0BaHMA C UCNONb30oBaHWeM paboTt no
KOHTPaKTYy.

4.4.8 JokymeHTauus, npunaraeMmas K KOMMEpPYECKM BbiNyCKaeMbIM rOTOBbIM ANS1 UCMOSNb30BAHMA NPO-
rpamMMHbIM MPOAYKTaM, AOMKHa ObITb PACCMOTPEHA YMOSIHOMOYEHHbLIMU PaBOTHUKAMM NPOM3BOAUTENA Ha
npeaMeT COOTBETCTBUS ero TpeboBaHuaM.

4.4.9 NHdhopmauus 0 cucteMe MeHeKMeHTa KayecTBa M OLEeHKax NMOCTaBLUMKOB unu pa3paboTyuukos
MO u ycTaHoBneHHbIX KC gomkHa BbiTb AOCTYNHA 4N NPeA0CTaBNeHNUs NMLAM, OCYLLECTBRSAIOLMM NPOBEPKY,
no ux tpebosaHuto.

4.5 lokymeHTauus

4.5.1 B opraHusauum AomkHa ObITb B HANUYMKU MOSIHAS U aKTyanu3upoBaHHaA pernaMeHTupyowas ao-
kymeHTaumsa no KC u 3anucu m/mnu OT4eTbl, OXBAaTbiBAIOLLAA BCE acnekTbl NPOEKTUPOBAHUA, BHEAPEHUA U
Banupaumm KC.

Ons kputudecknx KC aomkHbl ObITh B HANMUMM nogpobHoe Tekyluee onucaHue U3nyeckux u noruye-
CKMX B3aUMOCBSI3€i, MOTOKOB AAHHbIX U UHTEP(EHCOB C APYIMMU CUCTEMaMK UNU npoueccamu, Tpedyembie
pecypcbl BCEro KOMMNbIOTEPHOro obopyaosanus u MO, AOCTynHbIE Mepbl 6€30NacHOCTU, a B JOKyMEHTaLun
NPMBEAEHO AETANM3MPOBAHHOE OMMCAHUE CUCTEMBI, B TOM YMCHIE €€ pa3paboTka u yCrosus 06Cryxmsanns?).
B nOoKyMeHTaLuM MOXET MPUCYTCTBOBATb CChINKa Ha cneumdukauum TpeboBaHuii NONbL30BaTENA UNKU UHbIE
[OKYMEHTbI, ONMUCbIBAIOLLME XU3HEHHbIA LMKIT CUCTEMDI, @ TAKOKE YETKOE ONMUCAHUE TOro, YTO CUCTEMA A0IDKHA
UK He JOMkHa Aenatb. Takasi AOKyMeHTaLuMsA AOMkHA ObITb B HANUYMKM KaK Ansa paboTaloLwmx, Tak 1 ans pas-
pabaTbiBaeMbIX CUCTEM.

4.5.2 TopaaoK BbINOSMHEHUA U PErMCTPALMU aHHbBIX HA OCHOBHbIX 3Tanax XXW3HeHHoro uukna Mo, ces-
3aHHbINA C KBaNUMUKALUMAMU U TECTUPOBAHUEM, AODKEH ObITb YCTAHOBNEH B NOAPOGHLIX npoueaypax WUmm
nnaHax kayecrsa.

4.5.3 OpraHusauus aomkHa paspaborarb U NPUMEHATL NONUTUKY U NPOLEAYPbI, Kacalowwmeca cneuudu-
Kaumii, 3akynku, paspaboTku U BHeapenus KC, nognagatiowmx noa Tpebosanua Hagnexawmx npaktuk (GxP).
B npuHumMne, pekoMeHayeTca pacnpoCTpaHUTbL AaHHble Npoueaypbl Ha BCe NOA0OHbIE CUCTEMBI, UMEIOLLMecs
B OpraHusauuu.

Cnegyet OTMETUTb, YTO 06NacTb NPUMEHEHUSA U YPOBEHb AOKYMEHTALMK U 3anucen, HeoOXoaAUMbIX Ans
BbINOMHEHWUSA YCTAHOBIIEHHbIX TPEBOBaHNI ANa KPUTUYMECKUX cucTem, OyaeT 3aBuceTh:

- oT cnoxHocTh KC 1 nepeMeHHbIX, BNUSIOLLMX HA Ka4€CTBO U NPOU3BOAUTENBHOCTb;

- HeobxoaumMocTi 06ecneyYeHmnst LENOCTHOCTM AaHHbIX;

- CTEMNeHU puUcKa, COMPSHPKEHHOTO C paboTol CUCTEMBI;

- pacnpocTpaHeHusi TpeboBaHuii Hagnexalumx npakTuk GxP Ha obnactu paboTbl CUCTEMBI.

4.5.4 [lokymeHTaLmen, cConpoBoXaatoLLlen »xus3HeHHbI uukn KC, cneayeT ynpaensiTb U NOAAEPXUBATb
(BEPCUM, KOHTPOMbHLIE Crieabl) B COOTBETCTBUM C 0BLMMM TpeBOBaHNSAMM K AOKYMEHTALIMM U B paMKax CO3-
[JaHHOI COornacHo CTaHgapTy ka4ecTBa CUCTEMbI yNpaBneHUsa JoKyMeHTaumein. [JokymeHTaums fomkHa ObiTb
JOCTYMHa AnA NpefoCcTaBneHns nuuam, oCyLLECTBSAIOLIMM NPOBEPKY, MO uX TpeGOBaHMIO.

4.5.5 [JokyMeHTauma MOXET CYLLUEeCTBOBaTb B pasfuyHbIX hopmax, B TOM 4ucne Ha GyMakHOM, anek-
TPOHHOM UMW UHOM HOCUTENE.

1) Pykosogcteo GAMP 1 PDA cogepxaT noapobHele pekoMeHaaLMi No Buam 1 NpoLiefypam ayauTa NocTaBLMKOB
KpuTudeckux KC.

2) B kauecTBe NogoBHOI JOKYMEHTALMN Takke MOTYT BLICTYNATh YTBEpX/AeHHbIe B3auMOCBA3aHHBIE 3aMNCH 0 XU3-
HEeHHOM LjuKNe cucTeMbl. [ns KpynHbIX KOMMMEKCHLIX cUcTeM MHgopMaLnsa o pa3paboTke n o6cnyMBaHUM MOXET BbITb
npuBefeHa B pasHbIX AOKYMEHTaX, Ha KOTopble AOMKHbBI MPUCYTCTBOBATL CChINKM B 0OLLEM [OKYMEHTE, OnUChiBaloLLEM
cucTemy.
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5 Ctagmsa npoekra

5.1 MeHe o XMeHT KavyecTBa

5.1.1 K paspa6otke MO npuMEHUMBI TP OCHOBHbIE COCTaBNAOLIME obecneveHns kayecTea:

- KayecTtBo, 6e30nacHOCTb M 3hPEKTUBHOCTb A0MKHbI BbITh 3aNPOEKTMPOBAaHbI M BCTPOEHLI B 10;

- Ka4yecTBO roTOBOTIO MPOAYKTA HE MOXET ObITk 06ecne4YeHo NOCPEACTBOM MHOTOUUCTIEHHBIX UCMLITAHUI
UnNu NPOBEPOK;

- Kaxkgblii aTan npowecca pa3paboTku crelyeT KOHTPONMPOBaThL ANS MOBbLILIEHUA BEPOATHOCTU COOT-
BETCTBUSA rotoBoro MO BCEM NPOEKTHbIM cneundukauusamM, Bknodas TpeboBaHus K KayecTsy.

5.1.2 OpraHusauma JomkHa NpeanpuHaTbL BCe 3aBUCALUME OT HEE MEpbl, rapaHTupylowme paspaboTky
KC B pamMkax Hagnexalluen cucteMbl MEHeIKMeHTa kav4ecTBa. MoCTaBLUMK AOMKEH ObiTb OLEHEH COOTBET-
CTBYIOLLUM 0BGpasom.

5.1.3 MNonb3oBarenu n NOCTABLUMKM AOIDKHbLI FAPAHTUPOBATH, YTO MO 1 KOMMbLIOTEPHOE 000pYyAOBaHHKE,
1 CUCTEMbI:

- o6naparT rapaHTUPOBaHHbLIM Ka4€CTBOM;

- NPUrogHbl AN Npeanonaraemoro UCNonb30BaHUS;

- COMPOBOXAAKTCH HaANeXallen AJOKyMeHTauuen, No3BoNAoLLEN NPOCNeAnTb UX KA4eCTBO U Banuaa-
LMI0.

5.1.4 CywlectByeT pag o6Lienpu3HaHHbIX MOAENen Ans npouecca paspaboTtku MO, HanpumMep cnupanb-
Has Mojenb, KackagHas mogene (mMofenb «Bogonaa») u Mogenb »M3HEeHHOro uukna. Kaxaon us moaenen
npucyLLy onpeaeneHHble 0COBEHHOCTU, HanpyUMep: B PYKOBOACTBE MO HaANeXallen NpakTuke aBTOMaTu3u-
POBAHHOIO NPOM3BOACTBA UCMONb30BaHa V-06pasHasa Moaenb (CM. PUCYHOK 2), OIHAKO OHA He siBNSeTcs 00s-
3aTenbHoit Ans npumerenna’).

Creundmkaums TpebosBaHuii Keanudukauus akcnnyaraumm
nonb3oBaTens MoateepxaeH1e PQ
QOyHKUMOHaNbHbIE cneuudmrkauun wyﬁiﬁ:g:)::::::m
FS MNoaTteepxaeHue 0

v 1

Keanudmkauus MOHTaxa
MoaTeepxaeHue 1Q

v 1

I'Io(:Tpoeﬂme CUCTEMbDbI

Cneundmkaumm npoekta

PucyHok 2 — lNpuUMepHasi cxeMa B3auMOCBSI3U MeXAY KITtoueBbIMU cneludukaumamm
W 3Tanamu KsanucukaLm B NpoLecce NpoeKTUPOBaHUS, NOCTPOSHUS U TeCTUPOBaHNS cUCTeMbI2)

Ha pucyHke 2 npeacraBneHa B3aumocBsidb Mexay crneuudukauusam TpeboBaHuin Nnonb3osBaTens u KBa-
nudpmkauuen akcnnyarauum PQ.

5.1.5 Bce npoueaypbl KOHTPONA KavecTBa u obecnevyeHns Kadecrsa, AOKYMEHTauMsa U 3anucu, OTHO-
cslumecs k paspaboTke U NPOU3BOACTBY NPOrpaMMHOro obecneyeHnsi 1 KOMNbIOTEPHOTO 060pyaOBaHUA ANA
KOMIMbIOTEPHBLIX CUCTEM AOMIKHbI ObITb B HANUYUU.

1) B pamkax HeBonbLUNX NPOEKTOB cneLmdukaLmmu TpeboBaHmit nonb3oBaTens U dyHKLMOHarbHEIE crnelvdukaLmmn
MoryT 66Tk 06beauHeHbl. OHM ByayT cBsA3aHbl ¢ kKBanuduKaLmei dpyHKLUUMOHMPOBaHUS.

2) Cxema Ha puUcyHKe 2 npuBefieHa NuLLb B kadecTBe NpuMepa. OxXuaaetcs, YTO opraHusaums paspaboTaeT cBoko
MOAENb, YYUTHLIBAIOLLYI0 MHAUBUAYarbHBIE 0CODEHHOCTU B3aMMOCBSA3M MEXAY 3rIEMEeHTaMM XU3HEHHOro LMKna Ana AaH-
HOW opraHusaLuu.
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5.1.6 ina obecne4eHus Tpebyemoro ka4ecTea, NPOU3BOAUTENLHOCTU U HagexHocTn KC opraHmsauus
[JOMKHa rapaHTUpOBaTh, YTO NOMMTUKKU YNpaBneHUa NOCTaBLLUMKa, ero CUCTeMbl U COOTBETCTBYIOLLME NpoLeay-
Pbl NO3BOJIAT BbINONHUTL 3TU Tpe60BaHVIF|.

5.1.7 OnA rapaHTtuin kadectea u HagexHoctu KC paspaboruuk MO gomkeH npumMeHaTb opmarnbHbIi
NMaHOBOW NOAXOA, OCHOBAHHbLIM HA MpUHLMNax o6ecneyeHns KayecTea npyu NpoeKTUupoBaHum, paspaboTke,
NpOU3BOACTBE, BHEAPEHUN U ODCNY>KMBAHUU, ONUCAHHLIX, Hanpumep, B FTOCT P NCO 9001. PekomeHaauuu
N0 MEHEIKMEHTY Ka4yeCTBa M dNEeMEHTaM CUCTEMbI, BKIOYASA NNaHbl NO KA4eCTBY W yrnpaBIieHNe KOHQUry-
pauueit, npueeaersl B FOCT P UCO 9004, NTOCT P NCO 10005 n MOCT P UCO 10007. B [5] npuseaeHsbl
KOHKpPETHbIE 1 06a3aTenbHble TpeboBaHUs B OTHOLLEHNUM nnaHupoBanus. FOCT P MCO/M3K 25010 onuceiBa-
eT kayectso MO n onpegenaeT napaMeTpbl Ka4ecTBa ANA KPUTUYECKUX NPUNOXEHMIA. PyKOBOACTBO MO HaA-
nexaiuei aBTOMaTU3MpPOBAHHON NPOU3BOACTBEHHON npakTuke (GAMP) Takke COAepPXUT peneBaHTHble Ans
drapmaueBTUYECKOW OTPaCM yKasaHus.

B FOCT P UICO 9001, ICO/M3K 25010 u [5]") npeacTtaBneHo HECKOMBKO MOMOXEHMI, KPUTUHECKUX A4S
obecneyeHus kavectea KC:

- KC cTpykTypMpOBaHbl UCX0Aa U3 NPUMEHEHMSA CUCTEMbl MEHEIKMEHTA KadecTBa k paspaboTke, fo-
KYMEHTUPOBAHUSI NPOLIECCOB MPOEKTUPOBAHUS, NPOU3BOACTBA U YCTAHOBKU NPOAYKTA;

- COOTBETCTBME JAHHbIM CTaHAapTam U AOKYMEHTY TpeOyeT Hanuyus B opraHusaummu hopmanu3oBaH-
HbIX CUCTEM NS KOHTPONS, NPOCMEXMBAEMOCTM U OTYETHOCTU NO NPOAYKLMU U NepcoHana;

- 9TV CTaHZapThl, @ TakkKe yKazaHHbIA JOKYMEHT ONUCLIBAIOT noaxoabl U TpeboBaHuA, NpeabaBnsemble
K Mpou3BoACTBY (M3roToBneHuto) MO cormacHo MOAENN XKUZHEHHOIO LMKNa, Aenas ynop Ha BaXXHOCTU npoue-
Aypbl KOHTPOMNSA 3@ U3MEHEHUAMM;

- B CTaHZjapTax yCTaHOBNEHa HeobXO0AWMOCTb U BaXKHOCTb TecTupoBaHusa O, NpoBOAWMOrO Ha He-
CKONbKUX YPOBHAX (hasax):

- TECTUPOBAHWUE MHTErpaummn (MHTerpaunoHHOE TECTUPOBAHUE);

- TECTUPOBAHUE CUCTEMBI;

- NMPUEMOYHOE TECTUPOBAHUNE 3aKA3YUKOM.

5.2 MnaHupoBaHue U ynpaerieHNe XXM3HEHHbIM LIUKITOM

5.2.1 PexomeHgaumm no ynpasneHuIo XX13HeHHbIM unknom KC npuseaenbl B FTOCT P UCO/M3K 12207.
MpumMeHeHne NPUHLKMNOB, pekoMeHAAaLMIA, KOHLUENLUK «KU3HEHHOTO LIMKNa» U Haanexallel npakTuku Jo-
KyMeHTUpoBaHusi Oyaet cnocobcTBoBaTh pa3paboTke onTUManbHbLIX CUCTEM KayecTBa, COOMIoAEeHUIO U noa-
TBEPXAEHWIO BbINOJIHEHUSI YCTAHOBIEHHbIX TPEBOBaHUI HaANEXALUX NPaKTUK.

5.3 Cneuundumkaumm TpedboBaHMIA NONb30BaTeNA

5.3.1 Cneundukauumn TpeboBaHuin Nonb3oBaTens AOMPKHbI ONUCLIBATL HeoOxoaumbie hyHkUmMn KC Ha
OCHOBE JOKYMEHTAarbHO 0OCYOPMINEHHOW OLIEHKU PUCKOB U BIIUSHUSA C TOUKU 3pEHUSI COOMIOAEHUSA HaANeXaLLmx
npasun. TpeGoBaHMs NONb30BaTENA AOIMKHLI NPOCNEXMBATLCA HA NPOTSHXKEHUU BCETO XKU3HEHHOTO Lmkna KC.

5.3.2 Cneundukaumm A0mkHbl ObiTb pa3paboTaHbl B COOTBETCTBUM C 0OLLMMKM TpeOOBaAHUAMU HaaNexa-
LLMX NPaKTUK K JOKYMEHTaLuu, a Takke:

- Kaablii JOKYMEHT, coepxalumii TpeboBaHuA, A0rKeH ObiTb NPOBEPEH, YTBEPXKAEH U BHECEH B pe-
€CTp AOKYMEHTAUUMN C YHUKAnNbHOW uaeHtudmkaymen;

- yCcTaHaBnuBaemble TpeboBaHUA K CUCTEME He AODKHbI NPOTUBOPEUUTL APYT APYTY;

- dhopMmynupoBka kaxaoro TpeboBaHus, B YaCTHOCTU HEOOXOAUMOTO Afisi COOTBETCTBUSA HAAMEXALLUM
npaktukam GxP, JomkHa NO3BONATbL NPOBEAEHUE 0GLEKTUBHONW NPOBEPKU €0 BbINOMHEHMUSI C MOMOLLBIO 00-
LLEeNPUHATOr0 METOAA, HanpuMep MHCMEKUMM, aHanusa unu ucnbiTaHus (Tecra);

- HECMOTPS Ha HE3aBMCUMOCTL crieuudmnkaLui TpeboBaHMi NONbL30BATENs OT NOCTABLUMKA, OHU [OIkK-
Hbl BbITb COrNAcoBaHbl NONL30BATENEM W NOCTABLUMKOM?);

1) PykoBoacteo GAMP Takxke LUMPOKO NPUMEHSETCA NOCTaBLUMKaMK 1 NpoBaiiiepamu, CBA3aHHLIMU MO POfly CBOeN
AeATeNbHOCTH ¢ hapMaLeBTUHECKON NPOMBILLNTEHHOCTLIO.

2) NanHoe TpeboBaHne obssaTenbHo Ana KC, W3roTaBnuBaembx No UHAMBUAYANbLHOMY 3akasy. Taloke npu npu-
0BpETEHNN KOMMEPYECKUX HAcTpauBaeMbiX U KOH(DUIYpUpYyeMbIX cucTeM Gyayliue Monb3oBaTenu, UHTErpaTopkl U No-
CTaBLUWKU JOMXHBI 0GCYANUTL U pacCcMOTPeTb padpaboTaHHble TpeGoBaHUsI NONb30BaTenNsl U CTENeHb UX YAOBNETBOPEHUS!
npeanonaraeMbiM NporpaMMHbIM obecneveHneM. HeobxoanMo onpeAenuTb «cTeneHb YA0BMNETBOPEHUS» U KOHTPONUPO-
BaTb ee cobnoaeHne Npu NpoBeaeH HeoBxo[MMBIX PaBoT No KOHMUIypaLmMn, MOLMEUKALMKU, KOAUPOBAHUM N TECTUPO-
BaHWK, Banugauuu.
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- obasartenbHble perynsaTopHble TpeOOBaHMS U ONMUMOHANbLHLIE NapaMeTpbl AOMKHbI ObiTb YETKO pas-
JerneHsl;

- B cneyudukaummn TpeboBaHui NonbL3oBaTens AOMPKHbI ObiTb yKkasaHbl PYHKUMOHANbHbLIE N HedyHK-
UuoHaneHbIe TPeboBaHUA K cucteMe: OYHKLMOHANbLHOCTb, 3(PEKTUBHOCTL, BO3MOXHOCTL 00CNyXMBaHUSA,
ynoOCTBO aKcnnyarauum u T. n.; hOPMynMpOBKa KaXxaoro TpeboBaHus AOMKHA NO3BONATb NpoBeaeHue o6b-
€KTUBHOW NPOBEPKU €ro BbINOSHEHUS.

5.3.3 Cneuudpukaummn aomkHbl 6bITb pazpaboTtaHbl B nepeyto odepeab Ha MO. Takke AOMKHbI GbiTb
yCTaHoBMNEHbI TPeBOBaHMA K KOMMNBLIOTEPHOMY 060PYA0BaHMIO U Apyrue TpebosBaHWsA (HanpuMep, No HaNU4nIo
NMUCbMEHHbIX NPOLEAyp).

5.3.4 ®yHKUMOHan cneumdukauuii TpeboBaHui Nnonb3oBaTens U PyHKUMOHANbHLIX cneuudukayuii 4os-
XKEH rapaHTUpPOBaTb BbINOMHEHNE COOTBETCTBYIOLLMX TpeBoBaHUIl Hagnexawmx NnpakTuk GxP, a Taicke coaep-
XKaTb UHPOPMALMIO O HANTMYNUU KPUTUHECKNX UHTEPXENCOB MEXAY CMCTEMOW U PYYHBIMU ONepaLmsMn.

5.3.5 Cneuudmkaumm COCTaBNAT OCHOBY ANS OLEHKU PUCKOB CUCTEMbI B OTHOLLEHMM cOOnoaeHusA
Hagnexawmx npakTuk GxP, a Takke APyrux pUcKoB, Hanpumep, 6e30nNacHOCTU. AHaNU3 PUCKOB MOXKET ObiTb
OCHOBaH Ha (DYHKLMOHANbHOW crneuudukayum, CBA3aHHON €O cneuudbukaumsammu TpeboBaHuii nonb3osare-
nen (Hanpumep, B crnydae KC, U3rotosneHHbIX N0 MHAUBMAYaNbHOMY 3akasy). OueHka pUCKOB, a Takke ee
pesynbTathbl, BKIMKOYasA KpUTEPUN PAHXUPOBAHMSI PUCKOB HA KPUTUYECKME MW HEKPUTUYECKUE, JOMKHLI BbITb
3aJ0KyMEHTUPOBaHbI. VICTOYHMKM MIOOLIX PUCKOB, CBSI3aHHBIX C COOMIOAEHWEM Hagnexalumx npakTuk GxP,
JOMKHbI ObITb OnpeseneHsbl.

5.3.6 Cneundumkaumm TpeboBaHuii NONb30BATENSA UMM CCbINKA HA HUX MOTYT ObiTb BKMIOYEHbI B JAOKY-
MeHT, onucbiBaowmii KC (oM. 4.5.1), BMecTe ¢ pedynstatamu OUEHKM PUCKOB HA cTagum pa3pabotku cne-
undmkaymu.

5.3.7 Mpu BbIBOPE KOMMEPYECKOTO 06eCneyeHns M KOMNOHEHTa cneuudukaumumn TpeGoBaHui NONbL30-
BaTens MOryT 6biTb pazpaboTaHbl Ha OCHOBE cneuudukaLmMmn NOCTaBLMKA.

5.3.8 Bce KC cneayet nogeepratb JOKYMEHTUPOBAHHOW NEPCNEKTUBHON Banuaauuu unu ksanuduka-
uum (cm. 5.6.7 ans onpeaeneHus nNoaxoAoB K Banuaauum pasnuyHbix Tunos KC), npu HeobxoaumocTu, no-
BTOPHOI Banugauuu unm ksanudukauyum. Cneyudukaumm TpeboBaHuin NoNbL3OBaTeNs U OKYMEHT, CoAepXa-
LUMIA OnNMCaHWe CUCTeMbI, JOSDKHBI aKTyanu3upoBaTbCs, Kak NnoaTBEPXaeHne HOBOro arana BanuaaumoHHOro
>KU3HEHHOrO LuKna.

5.4 PyHKUMOHanbHaA cneundukauma FS

5.4.1 dyHKuMoHanbHas cneundukauusa paspabartbiBaercsi nocrtaBlmkoMm KC Ha 0CHOBaHuUM cneundu-
Kauumn TpeGoBaHuMIn NONb3oBaTens — B Cryvyae uHAMBMAYanbLHO paspabarbiBaemoro NO, unu onpegenseTca
ans Bbibopa u npuobpeTeHnss CepUinHOro NPOrpamMmmHOro NpoaykTa. PyHkUMOHaNbHasA cneuudukaLua AomkHa
ONUCbIBaTb CUCTEMY, OTBEYatoLLyto cneumdukayum TpeboBaHuii NonbL3oBaTens, To ecTb NOTPeGHOCTAM opra-
HU3auuu.

5.4.2 [laHHasA cneundmKaLms 0mMKHA COAepKaTh TOYHOE U iIeTanM3npoBaHHOE ONucaHue Bcex Heob6xo-
OUMbIX TPeGOBaHUI K KOMNLIOTEPHON CUCTEME U UHTepdeNcaM, TO eCTb onucaHne yHKUmiA, paboTbl cucre-
Mbl 1, A€ NPUMEHUMO, OrPaHUYEHUS] NPOEKTa U XapaKTEPUCTUKU.

5.4.3 Ons onpefeneHHbIX TUMOB U YPOBHEW CUCTEMbl MOTYT ObiTb paspabotaHbl KOMOMHUPOBAHHbIE
cneuundukauum, Brnovatowme TpeboBaHusa nonb3oBateny u yHKUMoHanbHble TpeboBanua (M. 5.6.7 ans
onpeaeneHns NOAXoA0B K Banuaauum pasnuuHbix Tunos KC).

5.4.4 OpraHu3auumsa A0SMKHA UMETb B HAaNUUMKU AOKYMEHTaLMIO, ONMUCHIBAIOLLYYIO KOMMbIOTE PHYIO CUCTEMY
C NPUNOXEHUEM, ECNIU BO3MOXHO, AnarpaMmm rnoToka unu brokoB, NokasblBaloLLMX packnaaky o6opyaoBaHus,
CETU W B3aUMOAENCTBUA. OTU CXEMbI JAOIDKHbI ObITb COBMECTUMBbIMU C (DYHKLIMOHANBHOW cneundukauuein n
npocneXxuBaeMbiMu 40 cneuudukauum TpeboBaHuin nonk3osarens. [lJaHHaA JOKyMEHTAUMA ABNAETCA 4acTbio
onucaHua KC (cm. 4.5.1).
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5.5 TectupoBaHue

5.5.1 OBecneyenne HaaexHocTn MO fOCTUraeTcs BbINOMHEHWEM NNAHOB KauecTBa U TectuposaHnem’)
B npouecce paspabotku. B npouecce paspaboTkm npoBOAAT TECTUPOBAHME KOMMOHEHTOB U MHTErpaLuu B CO-
OTBETCTBUM C NPUHLMNAMM, U3NOXEHHBIMM B TOCT P UCO 12207, [5] u [6]2).

5.5.2 TecTupoBaHue, Tak >xe kak u pazpabotky MO u KOMNLIOTEPHOrO 060PYAOBAHUSA CUCTEMBI, CneayeT
NPOBOAUTbL B YCMOBUSIX CUCTEMbI MEHEXKMEHTa KavyecTBa, 3aA40KYMEHTMPOBAHHBLIM 00pa3oM u popManbHO
cornacoeaHHbIM BCEMU CTOpOHaMu. [pu onpeaeneHun Mect NPOBEAEHUSA TeCTUPOBAHUSI U OTBETCTBEHHOCTH
CTOPOH PEeKOMEHAYETCA MCNOMb30BaTh COOTBETCTBYIOLUME pekoMeHdauuu pykosoactea GAMP.

5.5.3 TecTupoBaHue UHTErpaumm SBASETCA OAHUM U3 BaXKHELWKnX atanos paspabotku MO, nposoaumoe
Ha NPOTSKEHWUM UHTerpaumm KomnoHeHTos KC n Ao nonHown uHTerpaumum Bcen cucremsol. Mo mepe cosgaHusa
3MEeMEHTOB NPOrpaMMbl, MPEANOUTUTENBLHO A0 caaym Brioka (Moayns) nporpaMMbl Ha HOpManbHOE TECTUPO-
BaHue, PeKOMEeHAYETCA NPOBOAUTb CUCTEMATUYECKUE MPOBEPKU UCXOAHOTO KOAA NPOrpaMmbl, BKNOYasa OLEH-
KY KPUTUYECKMUX anropuTMOB U CTaHAAPTHbIX 9NEMEHTOB.

5.5.4 Pesynbratbl OYHKLUMOHANBLHOIO TECTUPOBAHUA MOTYT NOATBEPAUTb HAAEXKHOCTb NPOCTbIX KC, Ta-
KMX KaK MporpaMMHO-NIOTM4ECKME KOHTPONIEPLI U CUCTEMbI, OCHOBbIBAOLLMECH Ha 0a30BbIX anroputmax u
Habopax normyeckux 6rokoB. [ns KPUTUHECKU BaXHbLIX U (Mnn) Gonee CroXXHbIX CUCTEM BePUUKALUOHHOE
TECTUPOBAaHWE, BbINOMHAEMOE B XOA4€E KBanuukaLmum MoHTaxa, hyHKLMOHUPOBAHUS M SKCNNyaTaumm, He obe-
cne4nBaet TpebyemMon CTeNeHU yBEPEHHOCTU B HAAEXHOCTU BbIMONHEHUSA CUCTEMOW NPeAHA3HAYEHHOW (PyHK-
LMK, TaK kKak He 06ecnevymMBaET NOMHYIO0 OLEHKY CKPbITbIX (PYHKLMI M NPOrPaMMHOrO KoAa.

5.5.5 [Ina nogTBEMKAEHUA HaANeXallen YyCTaHOBKM (MHCTaNnMpOBaHUA) CUCTEMDI, €€ (PYHKLUMOHNPO-
BAHWS N NMPOU3BOAUTENLHOCTU CReayeT UCMOMb30BaTh AOKYMEHTANbLHO 0popMneHHble cueHapund (cneuu-
dumkauum npouesypbl TECTUPOBAHUS). [laHHbIE CLEHApUN AOMKHbI ObITb COOTHECEHbLI CO cneunduKauusamm
TpeboBaHuii none3oBarens U YHKUMOHANbHBIMU CneLnduKkauusamMm CUCTEMBI, B YaCTHOCTU, AOMKHbI ObiTb
PacCMOTPEHBI NPEensl NapaMeTpoB CUCTEMbI (MPOLIECCa), FPaHULIbl AaHHLIX U 06paboTka owmnbok?). Mpu
NPUMEHEeHU aBTOMAaTU3UMPOBaHHbIX CPEACTB TECTUPOBAHMUS U TECTOBbIX CPea AOMKHa ObITb NPoBEAeHa u 3a-
JOKYMEHTUPOBaHa OLEeHKa UX NPUroaAHOCTH A4S TeCTUPOBAHUS MPOBEPSEMON CUCTEMBI.

5.5.6 [na noboro TexHonorn4eckoro 060pyA0BaHUSA U NMPOLIECCOB, CBA3AHHbIX UM KOHTPONMPYEMbIX
nocpeacTBOM KOMMBIOTEPHLIX CUCTEM, MOTPEOYIOTCA AONONHUTESNbHBIE PEXMMBI UCNBITAHWIA NPU KBanuduka-
UMK MOHTaXa, kBanudukaumm pyHKUMOHMpoBaHUA 1 kBanudukauum skcnnyarauuu. [lonyckaerca o6beguHe-
HWE 3TanoB TECTMPOBAHMSA M 06nacTei TeCTMpPOBaHUA AN OAHOPOAHOM rpynnbl 060pyA0BaHMS U NPOLIECCOB;
JaHHbIl NOAX0A AOSKEH BbITh YKa3aH B NiaHe UK NPOTOKONe TECTUPOBAHMUS.

5.5.7 OpraHusauus 4osrbkHa NPOAEMOHCTPUPOBaTh A0Ka3aTenbCTBa (pOpMann3oBaHHON NPUEeMKU CUCTe-
Mbl MOCIEe ee TECTUPOBAHUA U KOHTPONUPYEMOrO NepeHoca B (OYHKLIMOHUPYIOLLIEE ONEePaLMOHHOE OKPY>XXEHUE.

5.6 Banuwpauus

5.6.1 Banngauuio npoBoAasaT AnNA nony4yeHnst 0ObEKTUBHBLIX U AOKYMEHTamNbHbIX CBMAETENbLCTB O TOM,
4YTO KOMMbIOTEPHaA cuctema u KC GyayT nocTosiHHO hyHKLIMOHMPOBATL KaK YCTAHOBMEHO B crieLudukaLusx,
BHEAPEHa U NPOBanNUaMpoBaHa.

OpraHusauua gomkHa 6biTb CNOCOGHA NpeoCTaBUTbL CBMAETENLCTBA TOI0, YTO Ucnonb3yemMble KC ae-
MOHCTPUPYIOT paboune AnanasoHbl, CAIOXHOCTb, (YHKLMOHANBHOCTb, YNPaBRSIEMOCTb U BanuAUpPOBAHHbI
craryc.

5.6.2 ina uenei Banuaaumu KC opraHusauus gorkHa MMETb CUCTEMy, obGecneunBaloLlyio NpoBese-
Hue chopManbHON OLIEHKM U BeAeHUe OTYETHOCTU O KayecTBe u npoussoautensHoctn KC Ha Bcex atanax ee

1) Tectuposanue npepcTasnseT coboil BepudukaLmio komnoHenTa MO. Bepudukayms B KOHTEKCTE XKNU3HEHHOTO
LuKna npeactasnseT coboit COBOKYNHOCTL ASHCTBMIA MO CPaBHEHUIO NOMYYEHHOrO pesynerara XXU3HEHHOro LMKia ¢ Tpe-
6yeMbIMM XapaKTepucTUKamMu ANA 3TOrO pesynsraTa.

2) Cwm. Takke cooTBeTCTBYOLWMWe pasaensl pykoBogctea GAMP.
3 B MNpaBunax Hagnexawyeii NPOU3BOACTBEHHOM NPaKTUKN UCMONL3YETCH TEPMUH «CXEMBI TECTUPOBaHUSY.

4 B cooTBeTCTBUN ¢ COBCTBEHHLIM MNAHOM KauyecTBa NpoekTa AN NOATBEPXKAeHWS paboTkl CUCTEMBI B COOTBET-
CTBUU C (PyHKUMOHanNbHBEIMKU cneLmudunkalusmn paspabotuuk/npoBaiigep paspabaTbiBaeT NPOeKTbl CLIEHApUEB TECTUPOBa-
Hua. CueHapuii JorkeH obecnevnsaTb NPOBEAEHNE CTPECCOBOrO TECTUPOBAHUS CTPYKTYPHOM LIENOCTHOCTM, KPUTUHECKMX
anropuTMOB U «NpefenbHbIX 3HaYeHui» uHTerpmposanHoro NO. ObecneveHne B3auMOCBSA3MN CLieHapUeB TeCTMPOBaHMUs
co cneuyndpukaumamm TpebosaHuit NOTPeGUTENS ABNAETCA OTBETCTBEHHOCTLIO OpraHusauvu, paboTalolyei B yCrOBUSIX
Haanexawux npaktuk GxP.
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YKM3HEHHOro uukna: pa3pabotku, BHeapeHus, ksanudukauum, npuemkn, dyHKLUMOHUPOBaHUS, MoaudUKaLuu,
NOBTOPHON KBanuukayumn, 06Cny>xknBaHnsa U AeMOHTaxa.

BanuaauuoHHas AOKYMEHTaUMs U OTYETbI AOMKHbLI OXBATbLIBATb COOTBETCTBYIOLLME CTaAUU XU3HEHHO-
ro umkna KC. Npoussoautens AomkeH 060CHOBATbL CBOU CTaHAAPTbI, MPOTOKOIbI, KPUTEPUU NPUEMIIEMOCTH,
npoueaypbl M 3anucyu Ha OCHOBE OLIEHKU PUCKOB.

BanupauuoHHas AOKYMEHTaLus AOIDKHA BKMIOYATb 3anuCKU KOHTPONSI M3MEHEHUI (ECN NPUMEHNUMO) U
OTYETHI O MNIOOLIX OTKIMTOHEHMUSIX, BbISIBIIEHHBIX B X0A€ NPOLIECCa BanuaaLuum.

BanuaauuoHHYI0 JOKYMEHTALMIO MOXHO BECTU B 9NEKTPOHHOM unu 6yMaxkHoM Buae. CBA3aHHbIE Banu-
AaUNOHHbIE AOCLE ANSA KOMNOHEHTOB CrOXHON KC A0mkHbI ObITh CHABXKEHbLI YETKUMU NEPEKPECTHLIMMU CCbiI-
Kamu Ans uenewn ayaura.

5.6.3 B nepeuHe (peectpe) KC (cm. Tarcke 4.1.3), akcnnyatupyembix OpraHu3auuen, A0MmKHO ObiTb yKa-
3aHMe BanuMAaLMOHHOIO cTaryca; nogpobHoe onucaHue obbema (CTeneHu) BanuAALMOHHbLIX PaboT npuse-
JIeHO B CBOJIHOWM [JOKYMEHTarnbHO od)opMneHHoi nporpamme sanuaauun!). Onucanne o6bema sanuaalmm
AOMKHO BKIIOYATh KPUTEPUM COOTBETCTBUS HAANEXALLUMM NpakTMkam GxP C ykazaHuem KPpUTUYHOCTU paHroB
PUCKOB ANA KayecTBa NpoaykTa/mpouecca v LenoCTHOCTU AaHHbIX (B cnyyae cbos CUCTEMbI NN ee BbIXoAa
13 CTpoS).

5.6.4 MoaTBepxaeHue COOTBETCTBUS TPeBOBAHMAM HaANEXaLmMX NPakTUK GXP KPUTUYHO ANs pasnuy-
HbIX Onepauuii U paboT, Npu KOTOPbIX UCNONb3yIoT KC: BBOA AAHHLIX (3aXBaT U LENOCTHOCTL), 3aNUCh AaHHBIX B
daiin, o6paboTka AaHHbIX, paboTa ¢ UHOPMALIMOHHBIMU CETAMM, YNPaBAEHNE NPOLECCOM U €70 MOHUTOPMHI,
9MNEKTPOHHbIE 3aMUCK, apXMBUPOBAHME, BOCCTAHOBIIEHWE AAHHbIX, Ne4YaTb, 40CTYN, ynpaBneHue U3MeHeHus-
MU, KOHTPOIbHbIE CNEAbl U PELLEHUS, CBSI3aHHbIe C NM0OON aBTOMATU3UPOBAHHOW AEATENbHOCTbIO, BbINOMHS-
€MON B YCNOBMAX Haanexawmx npaktuk k GxP. Hanpumep, co3gaHne u npeacraBneHne pernctpaumoHHbIX
[0Cbe U ApYruX AOKYMEHTOB B PErynATOPHbIA OPraH, uccneaoBaHus U pa3paboTka nekapcTBEeHHbIX CPeACTB,
KMUHWYECKME MCCNEAOBAHUA, MaTepuanbHO-TEXHUYECKOe CHabxeHue, OTNyCK B NPOM3BOACTBO (B3BELUWUBA-
HWE), NPON3BOACTBO, YNAKOBKa, UCMbITAHWUSA, KOHTPONb kKayecTsa, obecnevyeHne Ka4yecTsa, ynpasneHue 3ana-
CaMu, XpaHeHWe 1 NOCTaBKN NeKapCTBEHHbIX cpeacTs, obydyeHne, nosepka n kanmbposka (4 nposepka pabo-
TOCMNOCODOHOCTH), TEXHNYECKOE 0BCNYyXMBaHWE, KOHTPAKTbI (TEXHUYECKUE COrnaLleHust) U CBA3aHHbIE C 3TUMK
paGoTamu 3anucu U OTYETHI (AAHHBIN NEPEYEHb HE ABAAETCA UCHEPNBIBAIOLLUM).

5.6.5 Onpepenexune puckos KC ans kayecrsa npeacraensieT cobom ogHO u3 Haunbonee BaXkHbIX NpeaBa-
puTenbHbIX paboT npu paspaboTke OCHOBHOrO BanuaauuoHHoro nnaHa KC. AHanu3 puckoB CUCTEM M €ro pe-
3ynbTaThbl, O4HOBPEMEHHO C 0OOCHOBAHUEM CUCTEMbI PAHXXUPOBAHUA PUCKOB HA KPUTUYHBIE U HEKPUTUYUHbIE,
OOMXKHbI ObITb 0OPOPMIEHBI JOKYMEHTAanbHO. Kpome Toro, A0mkHbI ObITh YETKO OnpeaeneHbl NOTeHUUarnbHbIe
pUCKM ANA COOTBETCTBMA TpeboBaHNAM Haanexawmx npaktuk GxP. Kputuueckue cuctemMbl (M chyHKUMMW BHY-
Tpu cuctem), obrnagaioLume HanbonbLIMM NOTEHLUANOM NPUYMHEHUS Bpeaa B cny4vae ux c60osi unu Beixosa u3
CTPOS1, OTHOCST K MPUOPUTETHBIM.

5.6.6 MNonuTtuka B obrnactu sanuaauumu unu OCHOBHOM BanuAauUMOHHLINM NNaH OpraHM3aLun JOIMKEH CO-
JepxaTtb onucaHue UCnosnb3yeMblX OpraHm3aumei noaxoaos K sanuaauuu U ynpasnexmio KC. OCHOBHOI Ba-
NUAALUOHHBIN NNaH AOMKEH BKIIOYaTh (MK coaepXXaTb CCbIIKU Ha Apyrue AOKYMEHTbI, OTAeNbHblEe Banuaa-
LMOHHbIE MMaHbl, MMCbMEHHBbIE NPOLEAYPbI):

- nepeyveHb KC, noanexawmx sanuaauum;

- KpaTkoe onuMcaHue noaxoAoB K Banuaauuu Ans pasnuyHbix Tunoe KC 1 npoBoaMMbIX BanuaaLUOHHbIX
pabor;

- OfucaHue NPOoTOoKOsOoB (MMaHoB) M COOTBETCTBYIOLUMX NPOLEAYP TECTUPOBAHUSA AN BCEX BanaauUoH-
HbIX paboT, OTHOCALLMUXCS K KOMMbIOTEPHBIM CUCTEMAM;

- TpeboBaHUA K BanMAaLUMOHHBLIM OTYETAM, AOKYMEHTUPYIOLMM BanuaauuoHHble paboTbl U NONyYeH-
Hble pe3ynbraThl;

- yKa3aHuWe OTBETCTBEHHOrO NepCcoHana u CTeneHb X OTBETCTBEHHOCTM B paMKax nporpaMMbl Banuaa-
L.

5.6.7 B cootBeTcTBum ¢ pykoBoacTtBoM GAMP BbiaensioT nate TnoB NO 1 COOTBETCTBYIOLMUE NOAXOAbI
K ux Banuaauum (cMm. Tabnuuy 1).

) O6bem (cTeneHb) BanMpaLMOHHBIX paGoT MOrYT GbITb Yka3aHbl B OTAENbHBIX BaNMAALMOHHLIX nnaHax. MoxeTt
6bITh UCNONb3oBaHa uepapxus CBA3aHHLIX BaNUAALMOHHLIX MNMAHOB, ONUCaHHast B PpeKOMeHAaUWUsaX No NnaHUpoBaHUIo
Banupauuu pykosogctsa GAMP.
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Ta6nuya 1 — Tunbl nporpaMMHOro obecrnedeHust U MOAXOALI K Banugaumm

Tun nporpaMmHoro

ma
Karerop oGecneveHuna

BanuaauuoHHbIit Noaxoa

1 OnepaynoHHasa cuctema Peructpauua uidgopmManmm o Bepcun (BKIo4asi CepBUCHBIE [JOMNOSTHEHUS).
TecTupoBaHue ByaeT OCyLEeCTBNIEHO ONOCPEAOBaHHO, NyTeM PYHKLMOHANb-
HOro TECTUPOBAHUA MPUIOXEHNSA

2 BcTpoeHHoe MO Ana HekoHdUrypupyemoro BcTpoeHHoro O — peructpauus uHdgopmauum
o Bepcuu. lNpoBepka paboTocnocobHocTU (kanubposka) obopyoBaHUSa No
Mepe HeobxogumocTu. MNoaTBepxAeHUe Haanexatlero gpyHKLUOHUPOBaHUSA
B COOTBETCTBUM C TpeGOBaHMSIMU Nonb3oBaTens

Ana koHdurypupyemoro BcTpoeHHoro MNO — peructpauus UHdopmMaumu
0 Bepcuu U KoHdurypauum. NpoBepka paboTtocnocobHocTU (Kanubposka)
obopyfoBaHUs, No Mepe HeobX0AMMOCTH, U NOATBEPXAEHNE Haanexallero
YHKLMOHUPOBaHUA B COOTBETCTBMU C TpeboBaHUAMM nonb3oBaTens

BcTtpoeHHoe MO, paspaboraHHoe No MHAUBUAYANILHOMY 3aKa3y, OTHOCUTCSA K
Kateropuu 5

3 CraHpapTHbIn naket MO PerucTpauua Bepcun (U KoHUrypawmm onepaLmoHHOro OKpyXeHWs) u Nog-
TBepXAeHne Hagnexallero yHKLIMOHUPOBaHUS B COOTBETCTBUM ¢ TpeboBa-
HWAMKW nonb3oBaTensi.

[N KpUTUYECKU BaXHBLIX U KOMMIEKCHBIX NMPUIOXKEHUI CneayeT oLUeHUTb He-
06X0AMMOCTb ayfiuTa NocTaBLLUMKa

4 KoHdurypupyemelii nakeT | PerncTpauusi Bepcunm M KOHpUrypaumm u noATBEpXAEHUE Hagnexalyero
PYHKLMOHUPOBAHMA B COOTBETCTBUMN C TpeHOBaHNAMKN NONb3OBaTENS.

B GonbluMHcTBE cny4yaeB cnefyet NpoBoguUTe ayauT NOCTaBLUWKa A4NA KpKU-
TUYECKU BaXXHbIX U KOMMIEKCHbIX I'Ipl/lﬂO)KeHMVI

MO, paspaboTaHHOe N0 MHANBUAYaNLHOMY 3aKa3sy, OTHOCUTCS K KaTeropuu 5

5 MO, paspaboTaHHoe no AyavT nocTaBLyuKa U Banuaauuns BCeil cUCTeMbI
VHAWBMIYaNBHOMY 3aKa3sy

MpueeaeHHan B Tabnuue 1 knaccudukaumsa MoxeT ObiTb HENPUMEHUMA K CMIOXHbIM UHTETPUPOBAHHbIM
KC, B KOTOPbIX O4HOBPEMEHHO MOXHO BbIAENUTb Pa3nuyHbIe TUMbI NporpaMm. [ins onpeaeneHns noaxoaos K
Banuaauuu noboi KpUTUHECKON CUCTEMBI CneayeT NPUMEHATL KOMIIIEKCHbIA NMOAX0A, OCHOBAHHbIA HA OLEH-
Ke BCEX PUCKOB NPW UCMONb30BAHUM AAHHOIO NpunoxeHus. [Ans kaxaoro komnoHeHta KC oueHka puckoB no-
MOraeT onpeaenuTb Noaxodbl Mo o6ecneveHunio KayecTBa, paboTbl N0 KBanUUKaUMm u Mepbl N0 CHUKEHMUIO
puckoB. MHdopmauma o6 aHanuse pucKOB, NOAXOAAX K BbISIBIIEHUIO PUCKOB HECOOTBETCTBUA HaANEXaLLMX
nNpakTUK GXP 1 KpuTepusixX OLEHKU NMPUIrOAHOCTU AN MCNONb30BAHUS CUCTEMbI A0IDKHA ObiTh 4OCTYNHA Ans
npeaocTaBneHns nuuam, OCyLLEeCTBASIOLMM NPOBEPKY, N0 X TpeboBaHuIO.

5.6.8 BanugaunoHHasa AOKyMEHTaUMA U 3annCK TaKKe AOSDKHbI BKIOYaTh Creaylolme AaHHbIe O KOH-
TpOse CUCTEMbI, MOHUTOPUHIY U TEXHUYECKOMY OBCINY>KUBAHMIO:

- OLEHKa pe3ynbTaroB UCMbITAHWI HA COOTBETCTBUE crneuudmkaumin TpedboBaHuin nonb3osatens (aran
BepuduKaLuum n TEKYLLUI MOHUTOPUH);

- 3anucu 06 oby4eHun onepaTopoB (BBOAHbLIN MHCTPYKTAX U Nepuogmyeckoe obyyeHue);

- npoueaypa TekyLero MOHUTOpUHra (aaHHas npoueaypa Oyaer CBs3biBaTb CUCTEMY OTHETOB 06 OLLUMO-
Kax U cUCTemy oT4eTOB 006 OTKIMOHEHUAX C NPOLIEAYPOI ynpaBreHNs U3MEHEHUSAMM);

- noaaepxaHue pykoBOACTB NOMb3OBaTeNs U CTaHAAPTHLIX OnepaunoHHbIX npoueayp (COIM) ana scex
CUCTEM B aKTyasnbHOM COCTOSAHUM.

5.6.9 OnepaumoHHbie cuctembl u BCTpoeHHoe MO kBanuduumpyloT B 3aBUCUMOCTH OT Npegnonaraemo-
ro UCMONb30BaHNA [MPMHUMAs BO BHUMaHME BEPCUIO, YCTOMYMBYIO BEPCUIO (PENU3) UNn penieBaHTHbIe napa-
METpbI] B paMkax ksanudukauum akcnnyarauum PQ/Banuaauuu npouecca.

5.6.10 Ecnu gaHHble nepeBoasT B Apyron popmar unm CUCTEMY AaHHbIX, Banuaaunsa A0MKHa BKOYaTb
NPOBEPKY HEN3IMEHHOCTN 3HAYEHUSI U CMbICNA A aHHbIX B MPOLIECCe UX MUTPaLUK.

5.6.11 NMoMMMO NPUEMOYHDBIX UCTIbITAHUI (KBanuukauma PyHKLMOHUPOBAHUSA) B COOTBETCTBUMN C (PYHK-
LUuoHanbHON cneuudukaumnen, KOTopble MOryT BKNO4aTb B ce0 3aBOACKME NPUEMOYHbIE UCTbITaHUA [Npo-
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LeccHo-aHanuTuyeckas texHonorus, Process Analytical Technology (PAT)], nposogumMble, HanpumMep, Ha
CTOpPOHE NOCTaBLUMKa, OpraHM3aunsa HeCeT OTBETCTBEHHOCTb 3a KBanudukauuio aKkcnnyarauum cucremsl. B
JaHHOM KOHTEKCTe NpuemMo-caaToqHble UCTbITaHus [MpMemModHble CIbITaHUA Ha nnowagake, Site Acceptance
Test, (SAT)], npoBoanMble OpraHu3auMen nNpu KkanudukaLmm aKcnyaralmm cUCcTeMbl B €e onepaLmoHHOM
OKPY>XEHWUM, AOMKHbI OblTh OCYLLECTBNEHBLI B COOTBETCTBUM CO crieumdmkauuein TpeboBaHui nons3osarens,
B KOTOpPYI0 ByAyT BKIIOYEHbI MPOTOKOMbI U KPUTEPUM MPUEMNEMOCTU NPOU3BOAUTENBHOCTM U KAYecTBa Kak
KOHTPONUPYHIOLLEN CUCTEMbI, TaK U KOHTPONMPYEMOTO (MMEIOLLIEro OTHOLIEHME K chapmauuu) npouecca. B no-
crnefHeM crnyyae AOMmKHbI ObiTb NPUBEAEHbI NEPEKPECTHLIE CCbINKW Ha NIOOYI0 PeNneBaHTHYIO BanuaauuoHHYI0
JOKYMeHTauuio.

5.6.12 OpraHu3auus gomkHa obecne4nTb AOCTYNHOCTb AOKYMEHTUPOBAHHbLIX BANWAALMOHHBIX AaHHbIX,
KOTOpble JOIKHbI ObITh AOCTYMHBI ANSi NPEA0CTaBMNeHNs NMuaM, OCyLLECTBNSAOLLMM NPOBEPKY, N0 ux Tpebo-
BaHUIO.

PerpocnekTueHasa Banuaauus

5.6.13 PerpocnekTuBHas Banuaauus He SIBNSETCA SKBMBANEHTOM NepcnekTUBHON Banuaauuu U He npu-
MEHUMa ANsi BHOBb ycTaHaBnmBaeMblx KC. OgHako B HEKOTOPbIX Cryyasix opraHu3auum HeoBxoauMmo npo-
JOmKaTh 9KCNnyatauuilo CUCTEMbI, HE MOABEPraBLUENCA NEPCNEKTUBHON Banuaauuu Npu yctaHoske. Ans
MCMONb30BaHUS TakoW CUCTEMbI B YCIIOBUSIX Haanexawmx npaktuk GxP opraHu3auusa fomkHa paspaboTaTtb
onucaHue n opopMUTb JOKYMEHTaNbLHO MPOBEPKY/TECTUPOBAHNE CUCTEMbI HA COOTBETCTBUE cneuudukaumm
TpebGoBaHuin noTpebutenen u Apyrux cneundukaumin ¢ UCNONbL30BaHMEM NPEALLECTBYIOLMX AAHHBLIX (KYpHa-
1noB peructpauum owmnboK, BHECEHHbIX U3MEHEHMIA, PYKOBOACTB NOMb30BAaTENs U nNpoueayp), a Talkke aHanus
KPUTUYHOCTU U PUCKOB CUCTEMbI, OLIEHKY NOCTaBLUMKA.

5.6.14 CtabunbHas n HagexxHas pabota 60NbLUMHCTBA paHee YyCTAHOBMNEHHbIX HEBANUANPOBAHHbIX CU-
CTeM He SIBMAETCS OCHOBAHWEM ANs oTkasa oT npoeeaeHus ux sanugaumn!). MposeaeHue peTpocneKkTUBHOI
Banuaauuu AOMyCTUMO AN paHee YCTaHOBMEHHbIX CUCTEM (40 BHEAPEHMUS MPaBuN Haanexalmx npakTuk
GXP B opraHusaLumn) unu npu nepesoge cUCTemel B kateropnio GxP KC.

5.6.15 YkasaHHble Bbllle NPUHUMMNLI Banuaauum KOMMbIOTEPHbIX CUCTEM AOSDKHbI ObiTb YYTEHbl NMpU
NpoBeAEeHUU PETPOCNEKTUBHON Banuauumn. JlokymeHTauma no paspabotke, a Takke 3anucu, NpUrogHsle Ans
npoBeAEeHMs BanMaauum paHee yCTaHOBIEHHbIX CUCTEeM, MOTYT ObiTb HEAOCTYMHbLI BBMAY ANUTENBHOCTU UX
UCMONb30BaHMA U YHUKANbHbIX XapakTepUCTUK, NOSTOMY NOAX0A K YCTAHOBAEHMUIO U JOKYMEHTUPOBAHMIO Ha-
[EXHOCTU CUCTEMbI U rapaHTUi ee Ka4ecTBa, OCHOBAHHbIN HA KOHLIENLUN «BCTPOEHHOTO ka4ecTBay Ha arane
paspabotku MO, ByaeT oTIMYaTbCA ANA HOBbIX COBPEMEHHBIX U PaHEe YCTAHOBMNEHHbIX CUCTEM.

5.6.16 Mpu npoBeaeHUn pPETpoCneKTUBHOCTU Banuaaumn KC npumeHsaTca obwme npuHUMnbI PeTpo-
CNEeKTMBHOW Banuaauuu, OCHOBAHHOM Ha (POPManM3OBaHHON OLUEHKE AAaHHbLIX NPEeALLeCTBYIOWUX Nepuoaos
00 1MCNoNb30BaHWM CUCTEMBI, TEXHUYECKOTO 0BCNyXXMBaHUS, 0TYETOB 06 oMbKax U 3anuceli cUCTEMbI ynpas-
TNEeHNsA U3MEHEHUSIMU, A TaKOKe OLIEHKE PUCKOB CUCTEMbl U ee doyHKuMin. OLEeHKY NPOBOAAT C UCNOMb30Ba-
HMEM JOKYMEHTANbHO 0POPMNEHHBIX crieupudukaumax Tpebosannit nonb3osarens?). B Tom cnyyae, ecnu
npeaLIecTByioLLiMe aHHbIE HE OXBATLIBAIOT TEKYLUWMA AuanasoH napameTpoB (hYyHKLUMOHUPOBAHMSA UNU NpU
CYLLIECTBEHHbIX U3MEHEHUAX Pab0Tbl CUCTEMbI, PETPOCNEKTUBHLIE AAHHLIE HE MOTYT ObITb UCMOMb30BaHbI A4S
BanuAaLum TeKyLLEH BEpPCUU CUCTEMBI.

5.6.17 lNpoBegeHue Banuaauumn B paMmkax Tekyuien oueHku (Bepudmkaymmn) paHee yCTaHOBNEHHbIX CU-
CTeM JOJDKHO NoBreYb 3a co00i NpUMeHeHue K Heil TpeboBaHuii npoueayp, AOKYMEHTALMU, 3anUCeil B OT-
HOLUEeHUK coBpeMeHHbIX KC, B TOM yncne ynpasneHme U3MEeHEHUsIMU, KOHTPONbHbIE creabl (Npu Heobxoau-
MOCTH), 6€30MacCHOCTb JAHHbIX U CUCTEMBI, AONOSIHUTENBHAA pa3paboTka u moaudukaumus MO B ycnoBusix
CMCTEeMbl MEHEMXKMEHTA KauecTBa, NOAAEPKaHMe LeNOCTHOCTU AiaHHbIX, TPeG0BaHUs K pe3epBHOMY KOMWPO-
BaHUIO CUCTEMbI, OOyyeHne onepaTopoB (Nonb3oBarerniei) U NOCTOSIHHAA TeKywasa oueHka (PyHKLMOHMPOBa-
HUSI CUCTEMBI.

5.6.18 OTcyTCcTBME aAEKBaATHbLIX CBMAETENbLCTB NPOBEAEHUS PETPOCNEKTMBHON KBanudukaumm unu Ba-
nuaauum AOIMKHO CNYXXMTb OCHOBaAHWUEM AN NMPUOCTAHOBMNEHUS!, NPEKPALLEHUS UCMONb30BAHUS UMM OTKIIOYE-
HUA NOOON paHee yCTaHOBNEHHOM (bIX) CUCTEMBI (CUCTEM).

1) Yuutsias, 4To B Hagnexawmx npaktukax GxP TpeboBaHus o Banuaauun KC CyliecTByeT yxe A0OCTaTOuHO AaB-
HO, PEryNATOPHLIE OpraHbl MOryT pacCMaTpuBaTh OTCYTCTBUE flaHHbIX O NPOBeeHUM NepCrnekTUBHON Banugauun HapyLue-
HUEM yCTaHOBfIeHHbIX TpeboBaHUiA. YacTo paHee yCTaHOBMNEHHble CUCTEMBI He OTBEYAOT NPUBEAEHHBIM B Hagnexallux
npakTukax Tpe6oBaH1AM, U opraHu3aLumn BuIHYXAEHbI WX 3aMeHATb Unu MoauduLMpoBaTsb.

2) [InA peTpocneKTUBHOI paspaboTku cneyndukaLmii TpeGoBaHuii Nonb3osaTens,, B GorbLLOM KONMYECTBe Cryya-
€B, UCNONb30BANUCH OTYETEI 06 ONbITe paboThbl ¢ CUCTEMOIA, NOAKPENSIEHHBLIE JONONHUTENBHEIM TECTUPOBAHUEM.
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6 Cragua akcnnyartauum

6.1 JaHHble

6.1.1 KC, ocyLyecTBRsoLmMe NEKTPOHHbI 0OMEH AaHHbIX C APYTMMU CUCTEMaMM, AOIKHbI BKIOYaTb
COOTBETCTBYIOLLME BCTPOEHHbIE CPEACTBA KOHTPOMSA NPaBUMbLHOTO 1 6e30nacHoro BBoga u 06paboTku AaHHbIX
C Lienbi0 MUHUMU3ALMKU PUCKOB.

6.1.2 OpraHusauua gomkHa BeCTU 3annucu NpoBepokK Toro, YTo MHTepdenc(bl) AaHHbIX/YNpaBneHna/mMo-
HUTOPUWHIra Mexay cMcTemoin u obopyaosaHuem obecneunBaeT(toT) KOPPEKTHLIN BBOA U BbIBOA.

6.1.3 lNpun BeaeHU cuCTeMbl JOKYMEHTALMKU B 3NEKTPOHHOM BUAE U UCMOMNb30BAHUN NEKTPOHHBIX NOA-
nUCen peKOMEHAYETCA BECTM PEECTP aBTOPM30BAaHHbIX NONb3oBaTeNen, KogoB uaeHTudmkaumm, obnactum ae-
TOPU3OBAHHbIX AENCTBUI (CTENEHU AOCTYNA).

6.1.4 Ucnonb3yemble CUCTEMbI SNMEKTPOHHON 06pabOoTKM AaHHbLIX A0SHKHEI 06ecneumBaTb crnegylolime
Mepbl MO 3aLUMTe AaHHbIX:

- OOCTYN TOMbKO AMNA aBTOPM30BaHHOTO NEPCOHAanNa;

- UCNOmb30BaHWe naponewn;

- CO3JaHue pe3epBHbIX KONWiA;

He3aBNCUMas NPOBEPKA KPUTUYECKNX JaHHbIX;

- BesonacHoe xpaHeHUe AaHHbIX B TeYeHUe Tpebyemoro NpoMexyTka BpeMEHH.

Takxe NpUMeHseMble B OpraHu3auuu CUCTEMbI ANEKTPOHHbLIX 3aMUCeEl AOMKHbI ObITb NPOBANMUANPOBA-
Hbl. B Takux cucrtemax, ecnm BO3MOXHO, AOMKHbI BbITh NPEAYCMOTPEHBI CUCTEMbI KOHTPOSIbHbLIX CIEA0B.

6.1.5 Mpu BbIGOpPE OpraHu3auuen BeAeHUS AOKYMEHTauuu B SNeKTPOHHON dhopme crneayeT onpeae-
nUTb BCE NPUMEHUMbIE B JaHHOM Cry4ae perynatopHele TpeGoBaHWs, CTeneHb OPUAUYECKON 3HAYUMOCTH
3MEKTPOHHBIX 3anuceil N 9KBMBANIEHTHOCTU CBOMM BymaXkHbIM aHanoram. OTaenbHble pasaernbl Haanexawmx
npakTuk GxP MOryT cogepxarb 0Cco0ble perynsropHbie TpeGoBaHus, Hanpumep Ans Tex Criy4yaes, KOraa anek-
TPOHHBIE 3aNMCU M NOAMWUCU UCMONb30BaHbI B KAYECTBE UCTOYHUKA NEPBUYHbIX UCXOAHLIX JaHHbIX, 3anucei
n/vinu cBUAETENLCTB.

OpraHu3auus JOmKHa NOACHUTE M 06OCHOBATL NPUMEHEHUE UCMOSb3yeMbIX MH(POPMALIMOHHBIX TEXHO-
norvi U METOA0B KOHTPONS.

Moaxoaswas dopMa anekTPoHHoI noanuck') unu aytenTudukauunmaeHTUdUKaLMn? AOMKHLI NpU-
MEHATb B CREAYIOLLMX Cny4asx:

- K KOMNbIOTEPU3UPOBAHHON GxP-cucteMe JonycKaeTcs 4OCTYN U3BHE;

- cucTema reHepupyet perynatopHole GxP-3anucu B aNeKTPOHHOM BUAE;

- KMIOYEBbIE pPEeLUeHUsi U AeNCTBUSI MOTYT ObITb peanu3oBaHbl NPy NOMOLLM 3MNEKTPOHHOTO MHTepdelica.

6.1.6 B HeKOTOpbIX cMCTEMaX (Tak Ha3bIBAEMbIX «TMOPUAHBIX») MOXET ObITb UCNONb30BaHA KOMOUHaAUUA
PY4YHOrO ynpaBneHus U aBTOMaTu3UPOBaAHHbIX (DYHKLMIA, A TAIOKe LWMPOKMI HABop cpeacts ans o6paboTku
GxP-paHHbIX, a Takke 3anucei u uicgopmaumu. B nogobHbIX cnyyasx npu COBMECTHOM UCMONb30BAHUU 3a-
nucen Ha GymaxkHom Hocutene (B T. Y. pacneyatok KC) u anekTpoHHbIX haiinos ANa NOMHOLEHHOro BeAEHUA
)KypHarna KOHTPOJbHbIX CNie0B MOTYT NOTpeboBaTLCA JOKYMEHTUPOBAHHBIE NPOLEAYPLI KOHTPONSA C 3anucaH-
HbIMK CCbIfIKAMMW U NOAMMUCSIMMU.

6.1.7 K knioveBbIM acnekram MHPPaCTPYKTYpPbl, CUCTEMbI U KOHKPETHBLIX NPUNOXEHUN, KOTOPbIe He0bX0-
ANMO KOHTPONUpOBaTb, OTHOCATCH:

- aBTOPU30BAHHbIN JOCTYN NONb30BaTENS K KOHKPETHOMY NPUNOXEHUIO;

- YHUKanbHas KOMOMHAUMA aeHTudMkaTopa nonbL3oBaTens u napons, sanpawmusaemas KC u csasas-
Hasl C aBTOPU3OBAHHON YYETHON 3aMUChIO NOMNb30BaTENs AN NPUMEHEHUS B KOHKPETHOM NPUNOXEHWUM;

- paspeLueHHbIi (DYHKLMOHAN AN KOHKPETHOTO NONb30BaTenNs;

- onpeaerneHHbI YacoBOW NOSIC M CTAHAAPT AaTbl, CBA3AHHLIN C OTHOCUTENBHON CCLINKON TpaH3aKuun
(cnoxHble cucTeMbl MOTYT HaXoAUTLCA Bornee YeM B OJHOM 4aCOBOM MOSICE);

- KOHTpPOsbHbIE Cneabl;

D) OnekTpoHHasa NoANUCh JorkHa ObITb YHUKaNbHONR ANs Nonb3oBaTens, HO He 06s13aTenbHO GbITb YHUKanNbHOW ANs
cuctembl. Kpome Toro, BbIMyck efUHON 3NEKTPOHHOIR NOAMUCU ANSA LENOro psfa CUCTEM TakKe MOXET NpefcTaBnATbLCA
6onee ynobHbIM. OpraHusaums AorkHa NOSICHUTL U 0GOCHOBaTL 3TN NPUHATHIE PELUeHUs], UX NOFUKY, a TalkoKe METOAbI
KOHTpONs.

2 Opranusauus gormkHa obocHoBaTh BeIbop MeTof0B, obecneunBatowmx cobniofeHne TpeboBaHuii Hagnexawmx
npakTnuk GxP.
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- npoyne hUndeCKue u normdeckne cnocobbl KOHTPONSA UHGPACTPYKTYPbl MHOPMaLMOHHON 6e3onac-
HOCTMW.

6.1.8 MNpu ncnonb3oBaHumn «OTKPbITLIX» KC (T. €. cUCTEM C BO3MOXXHOCTbIO AOCTYNA U3BHE, UHOTAA Takue
CUCTEMbI Ha3bIBAIOT «OTKPLITLIMUY) AOMKHbI ObITh COOMIOAEHLI cneaylowme TpeboBaHus.

B «OTKPbLITON» CUCTEME MMEETCA MEXaHU3M, 00eCrneymBaloLLMii AOCTYN U3BHE U COOTBETCTBYIOLLMI BBO,
JAHHbIX TONbKO ANS aBTOPU3OBAHHLIX KNUEHTOB, NPU 3TOM AaHHbIE NOCTYNAIOT B KOPPEKTHOM ¢hopmare, Ha-
npumep B BMAe 3alLUMPPOBAHHON NMOYTHLI C LMEPOBOI NOANUCHIO, UNKU KaK NaKeT AaHHbIX. Takke B CUCTEME
BCTPOEHA (DYHKLMSI KAPAHTMHA NOSY4YEHHbIX U3BHE AAHHBIX B Criydae HecobnioaeHus ycnosus 6€30nacHOCTH.
Mopsaaok ynpaeneHnsa MHMOPMALIMOHHOW 0e30MacHOCTbIO AOIMKEH BKAIOYATb KAPAHTUH NOAOOHBLIX JAAHHbIX,
yBegoMrieHme 06 nx NoCTYNIeHUm, a Takke NPUHATUE B UX OTHOLLEHUM OKOHYATENBHOIO PELLEHUS.

Cucrema obecneumBaeT perucTpauuio U NpocneXxmuBaHme BCex BHELWHUX BXOA0B B Hee. Kaxabliin ane-
MEeHT aTana o6paboTku AOMKEH BKMIOYaTh B ce0s1 MEXaHM3Mbl BXOAA B 3NEMEHT CUCTEMbl U MOHUTOPUHIA.
[ns Hapnexalmm o6pa3oM 3aLMLLEHHbIX CUCTEM, a TaKoKe AN AOCTYNA B PEXMME «TOMbKO YTEHME» MOXET
MCNONb30BaTLCA MEHEE CINOXHbIA METOZ NPOCNEXUBAHUS.

Cucrema obnagaer BO3MOXHOCTAMU XPAHEHMS KOMUIA AAHHBIX M X NOBTOPHOI NEPECHINKK C OAHOW CTa-
AWM Ha IPYTYIO B CIy4ae X «noTepu» WUIM NOBPEXEHUS HA NOCNEAHUX aTanax obpabdoTku.

6.1.9 [Ina KOMNbIOTEPU3UPOBAHHLIX GXP-CUCTEM, KOTOpblE€ FEHEepUPYIOT PErynsiTopHbie 3anucu B
3MNEKTPOHHOM BuAe, NO3BOSIAIOT OCYLUECTBMATb AOCTYN U3BHE UMW NPUHMMATL KNIOYEBbIE PELLEeHUs U npea-
NpMHUMaThb AEWCTBUA MOCPEACTBOM 3MEKTPOHHLIX MHTepdeicoB, TpebyloTca AONONHUTENbHbIE CXeMbl 6es-
ONacHOCTU M cnocoBbl KOHTpOnsA. [aHHble TpeboBaHuA npegonpeaeneHbl B OCHOBHOM MEXAYHAPOAHbIMM
MHULUMaTMBaMU B chepe aNeKTPOHHOW TOProBnu. Tem He MeHee KOraa KOMMaHWM CBA3bLIBAKOT NOA0OHbIE OT-
KPbITblE€ CUCTEMBI (C BO3MOXHOCTbLIO I0CTYNa U3BHE) CO cBOMMU GxP-cuctemamu, uHdopmauums o 6esonacHo-
CTH, cnocobax KOHTPONS ¥ Banuaauum 40IpkHa ObITh 3310KYMEHTUPOBAHA M AOCTYNHA NPU UHCNEKTUPOBAHUM.

6.2 KOHTpONb NpaBuibHOCTU BBOAA JAaHHbIX

6.2.1 AnsA KpUTUYECKUX AAHHBIX, HAMPUMED TEXHONMOMMYECKUX 3anUCeN, AaHHbIX NAabOPaTOPHbLIX UCNbITA-
HWIA, @ TaKke 3annucei, NepeHOCUMbIX C BYMaXkHbIX HOCUTENEN, B TOM YUCNE BBOAUMbBIX BPY4HYIO, HE0OX0AMMO
npeaycMOTPETb AONOSTHUTENbHbIA KOHTPOSb TOYHOCTU BBOAA AAHHbIX.

3TOT KOHTPOMb MOXET OCYLLECTBAATLCA BTOPbLIM ONEPATOPOM MM C MOMOLLLIO BanMANPOBaHHbIX dMeK-
TPOHHbIX cpeacTB. BTopoe aBTOPM3OBAHHOE NULUO C MAEHTMIULUPOBAHHLIM MMEHEM BX0Aa (FTOrMHOM) U
NaeHTUUKATOPOM, a Takke C 3aperMcTPMPOBaHHON AAaTOW U BPEMEHEM MOXKET NPOBEPUTL BBEAEHHbIE [aH-
Hble NpKU NOMOLUY Knasuatypsl. [Insa aBToOMaTM3UpPOBaHHbLIX CUCTEM, BKIMIOHAIOLLUX B C€0S HENOCPEACTBEHHbIN
3axBaT AaHHbIX U CBA3AHHbLIX C ApYrMu 6a3amm JaHHbIX M MHTENNEKTyanbHON nepudepue, BTopasi NnpoBep-
Ka MOXET ABNSATLCA YacTbiO BanuAMPOBaAHHOW PYHKLMM CUCTEMDLI (HANPUMEp, NPU BbiAaye Marepuana B npo-
n3BoacTBO). [ns o6ecneyeHust nogobHOW NPOBEPKU MOXHO UCMONb30BaTh 0COBLIN AOCTYN, (hyHKLMM ynpas-
NEeHNA CUCTEMON U/UnNu cneumanu3upoBaHHbIE YCTPOWCTBA, HAaNpUMEpP UAEHTUMUKALMOHHBIE LUTPUX-KOADI,
a TaKkke BKIOYEHUE U UCMONb30BaHWE KOHTPOIbHbLIX CNEA0B AN Perucrpauun BCEBO3MOXHbIX U3MEHEHUN,
KOTOpblE€ NOTEHUMANbHO MOTYT NOBMUATb Ha AaHHbIE.

6.2.2 KpUTUYHOCTL M NoTeHUuarbHble NOCneacTBUs OWUOOYHOrO UNKM HENPaBUbLHOIO BBOAA AAHHBLIX B
CUCTEMY AOMMKHbI ObITb OXBaY€HbI CUCTEMOIN YNPAaBMEHUSA pUcCKamu.

6.3 XpaHeHne gaHHbIX

6.3.1 [JaHHble AOMKHbI ObITh 3aLlMLLEHBI OT NOBPEXAEHUI KaK PU3NHECKUMU, TAK U SNEKTPOHHLIMU Me-
pamu. CoxpaHeHHble faHHble AOMKHbI NPOBEPATh HA AOCTYNHOCTb, YUTAEMOCTb U TOYHOCTb. [0CTYyN K AaH-
HbIM AOIKeH ObITb 06ECneYeH Ha NPOTSAXKEHUU BCETO Nepuoja nux XpaHeHus.

6.3.2 CneayerT BhINOMNHATL PETYNSAPHOE PE3EPBHOE KONMMPOBAHME BCEX HEOOXOAUMbIX AAHHBIX.

OpraHusauus AomkHa paspaborarb U MPUMEHATb BanMaMpoBaHHbIE NPOLEAYPbI PE3€PBHOIO KONUPOBa-
HUS, pernamMeHTupyIoLne B TOM YMCNE CUCTEMbl XPaHEHUA U HocuTenu uHdopMaumn. Yactota pesepBHOro
KONUPOBaHWUSA 3aBUCUT OT (DYHKLMIA KOMMBIOTEPHOW CUCTEMbI U OLIEHKM PUCKOB MOTEPK AaAHHbIX. C Lenbio ra-
paHTUPOBaHUSA AOCTYMHOCTU COXPAHEHHbIX AAHHbIX AO0MKHbI ObITb CO3AaHbl PE3E€PBHbIE KOMUU AaHHbIX, He-
06X0AMMBbIX ANsi BOCCTAHOBMNEHUS BCel GxP AOKYMEHTaLUumn (B TOM YMCIE 3anNnUCu KOHTPOIbHbIX CNEAO0B).

COXpaHHOCTb M TOYHOCTbL PE3EePBHbLIX KOMUM, 8 TaKKe BO3MOXHOCTb BOCCTAHOBMEHUA AAHHbIX JOSHKHbI
6bITb NPOBEPEHbBI B MpoLECce Banuaaumm u NepUOJUYECKN KOHTPONMMPOBATLCS.

6.3.3 OpraHusaums AOmKHa UMETb MMCbMEHHbIE npoLeaypel BoccTaHoBneHnus KC nocne cbos. Ans obe-
cnevyeHns u3snevyeHusa un nogaepxaHusa GxP-uncopmauun AaHHble Npoueaypbl AOMKHbI BKMOYaTk B cebs
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TpeboBaHus, npeabaABnsaemsle K JOKYMEHTauuu n 3anucam. K npoueaypam pe3epBHOro KONMpPOBaHUS 1 BOC-
CTaHOBMNEHWA CUCTEMBI Nocne c60a NPeabABNAIOTCA CreayloLue 0CHOBHbIe TpeGoBaHus:

- npoueaypbl A0MKHbI 06ecneYmBaThb NMaHOBOE Pe3ePBHOE KONMMPOBaHME AaHHbIX B 6e3onacHble MecTa
XpaHeHus, Haanexawm o6pa3omM OTAENeHHble OT OCHOBHOTO MecTa XpaHeHus, Npyu STOM YacToTa KonmpoBa-
HUSA AOMKHA ObITb OCHOBAHA Ha aHanu3e PUCKoB AN GxP-AaHHbIX;

- npoueaypa pe3epBHOro KONUPOBAHUS, a TaKke CUCTEMbl XPAHEHUS U HOCUTENW AOMMKHbI obecneyn-
BaTb LIeNIOCTHOCTb AaHHbIX. JOMKEH CyLLECTBOBAThL XXypHan y4eTa AaHHbIX, NOABEPTHYTbIX PE3€PBHOMY KOMM-
pOBaHUIO, C yKasaHWeM UCMONb3yeMbIX ANst XpaHeHus HocuTenen. cnonb3yemble HOCUTENU AOMKHbI ObiTh
32J0KYMEHTUPOBAHbI, 8 UX HAAEXHOCTb 0O0CHOBAHA;

- BCe GXP-gaHHble, B TOM YUCNE XypHanbl KOHTPOMbHLIX CNeAoB, CrieyeT NoaBepratb pe3epBHOMY
KOMUPOBAaHMUIO;

- npoueaypbl pe3epBHOro KONUPOBaHUA U BOCCTAHOBIIEHWUA 4OMKHbI NOABEPraTh PErynapHOMY TECTUPO-
BaHMWIO COrnacHo NMCbMEHHON NpoLeaype, cogepxallei nraH TeCTUPOBaHUS;

- AOMKHbI BECTU XypHan y4yeta TECTUPOBAHMA MPOLEedypbl PE3epBHOIO KOMMPOBAHMWSA, BKITHOYaOLUIA
JaTy TECTUPOBAHUS 1 ero pesynbrarthl, a TAKKe 3anucu ycTpaHeHust nobbix oumbok.

6.4 Pacnevatku

6.4.1 Heo6x0aAMMO MMETb BO3MOXHOCTb MONYyYEHUS YETKUX MEeYaTHbIX KOMUIA AAHHbIX, XPAHALLUUXCA B
3MEKTPOHHOM BUAE.

[nsa 3anuceit, CONPOBOXAAIOLMX PA3PELLUEHNE HA BbIMYCK CEpUU, AOMKHA ObITb MPEAYCMOTPEHA BO3-
MOXHOCTb NOMyYEHUs pacnevaTok, PUKCUPYIOLLMX HANUYUE WU OTCYTCTBME UBMEHEHUI AaHHbIX C MOMEHTA
UX NEPBOHAYaNbLHOrO BBOAA.

6.5 KoHTponbHble creabl (autotrail)

6.5.1 Ha ocHOBE OLEHKM PUCKOB HEOBXOAUMO YAENUTbL BHUMAHUE BCTPAMBAHUIO B CUCTEMY BO3MOXHO-
CTM CO34aHWA 3anMCen BCEX CYLLECTBEHHbIX U3MEHEHWIE U yaaneHui, CBA3aHHbIX C 00nacTbio AeNCTBUS Haa-
nexawmx npasun (cuctema, cosgatoas KOHTPONbHbIE cnebl). MPUYMHbI TaKMX CBA3AHHBIX C HAANEXaLLMMK
npaBunamu M3MEHeHWn UNu yaaneHuin JaHHbIX AOMKHbI ObiTb 0HOPMIIEHBI AOKYMEHTaNbHO. KOHTPONbHbIE
cnefbl AOMKHbI ObITb 4OCTYNHLIMUA, UMETH BO3MOXHOCTL MX Npeobpa3oBaHusi B MOHATHYIO ANs Nonb3oBare-
nen opmy U perynapHo npoBepAThLCA.

6.5.2 B cnyyae HeoBXx0AMMOCTU KOHTPOIbHbLIE CneAbl LIENOCTHOCTU IaHHbIX MOTYT BKNOYaTh B cebs,
NMOMUMO NPOYEro, Takne PYHKLMK, KaK CO3JaHNe, CChINKW, BCTPOEHHbIE KOMMEHTapUH, yaanenusa, Moauduka-
LIMU/KOPPEKTMBbI, MOTHOMOYUS NOSib3oBaTenen, Bpems u faty. Bce cBs3aHHbIE KOMNOHEHTbI AOMKHBI ObITb He-
M3MEHSAEMO CBA3aHbI B pAMKaX KOHTPONMMPYEMBIX KOHTPOSbHbLIX CNEeAoB cuctembl 6esonacHocTn UT-cuctemel.
Bce ucxoaHble 3anucy JaHHbIX U KOAbI, a Takke Niobble nocneaylowmue u3MeHeHus, A0NOSNHEHNs, yaaneHus
unu MoaudukaLumm AomkHbl OblTh TLLATENBHO U B NOMHOM O0ObeMe COXpaHEeHbl B AOCTYMHbIX KOHTPONbHbIX
cnepax. ictouHnkm n cogepkanue TpaH3akumin, UKCUpyembixX B KOHTPONbHbIX cnegax, A0MKHbI OCHOBLIBATb-
CA Ha YTBEPXAEHHbIX NpoLeypax opraHn3auum no ynpasneHuio MHPOPMaLMOHHOI 6€30NacHOCTbIO AaHHBIX
ANS KOHKPETHOrO KOMMNbKOTEPU3MPOBAHHOIO MPUITOXKEHUST U MONTHOMOYMIA nonb3oBarens. Pekomenayerca uc-
Nonb30BaHWE CUCTEMHOTO KOHTEKCTYanbHOr0 MapKUPOBaHUS TPAH3AKLUIA B ANMEKTPOHHbLIX KOHTPOSbHBIX Che-
Jax, Tak Kak OHW MOTYT COAepXaTb aBTOMAaTU3MPOBAHHbIE PYHKLMOHANbHBIE 0OPATHLIE KOHTPONbHLIE CBA3U C
napameTpamu Banugauuu 6e3onacHocTy.

PekomeHaaumu no pa3paboTke, BHELPEHMIO U KOHTPOIIO CUCTEMAMM KOHTPONbHBLIX CNEA0B NPUBEAEHbI
B TOCT P MCO/M3K 27002.

6.5.3 3anucu, oTHOCALLUMECS K COBBLITUAM, (PUKCUPYEMBIM B KOHTPOMbHbIX CreAax, A0MKHbI JOKYMEHTH-
poBaTb, XenarenbHO, aBTOMAaTU4YeCKn, MOCPEACTBOM (PYHKLUMU ONEPALMOHHON CUCTEMbl, CUCTEMbI ynpasne-
HUA 6a30i AaHHbIX, CUCTEMOI YNPaBNEeHUs AOKYMEHTALUMEN U G MOMOLLBI NMPOYUX OCHOBHbLIX NMPUNOXEHWNIA.
Mpu HE0BXO0AUMOCTU AOMXHbI BbITb AOCTYMHBI 3aNUCK KOHTPOMNBLHOTO XXypHana B ygoboyutaemoit chopme.

6.6 YnpaBneHue U3MeHeHMAMU U KOHurypaumemn

6.6.1 JTiobble nameHeHuns B KC, Bkntovas KOHUIypaumo CUCTEMbI, JOIDKHbI MPOBOAUTE TOMbLKO KOHTPO-
nmpyembiM cnocobomM B COOTBETCTBUM C YCTAHOBINEHHON npoueaypoii. Mpoueaypa ynpaBneHus USMEeHEHUSIMU
B KC gormkHa ObITb MHTErpUpoBaHa B 06LLEOPraHM3aLMOHHYIO NPOLEeaypy ynpaBneHus U3MEeHeHnsaMu opra-
HU3auuu.
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Ha paHHem aTane npoekTMpOBaHWSA MOXET OblTb AOCTaTOMHO BEAEHWS 3anuceii, coaepXKallumx akTy-
aneHyl UHMOpMaUuMio 0 npoekTe, 6e3 HeobXoAUMOCTU NOATBEPKAEHUA U3MEHEHWI, OQHaKo Mocne Hadva-
na paspaboTku cneynukaLun n yTBEPXAEHUA OCHOBHBLIX XapakTepUCTUK BHECEHUE U3MEHEHWI NMPOBOAST
B COOTBETCTBUM C JENCTBYIOLLEN NPOLEAYPON YNPaBleHWA U3MEHEHUsIMU, NPpeaycMaTpuBatoLLeii YeTkoe |
KOHTPONMUPYEMOE BHECEHUE M3MEHEHWI W UX JOKYMEHTUPOBAHUE U ONPEAEnsIoLWen OTBETCTBEHHOCTb N,
Y4YacCTBYIOLUX B YNPABNEHUU USMEHEHUAMU.

Mpoueaypa ynpaenexus uameHenmamu KC gomkHa cogepxatb TpeG0BaHNUSI B OTHOLLIEHWU:

- NoapoOHbIX 3anMceNn, KacawLwmMxcsa npeanaraeMmoro nameHeHus(min), ¢ 060CHoBaHneM;

- cTaryca CUCTeMbl U BIIMSAHWA HA KOHTPOMb A0 BHEAPEHUA U3MEHEHUs(UN);

- nopsiaka corrnacoBaHus U YTBEPKAEHUSA UBMEHEHUI (CM. 6.6.7);

- 3anucen, KacaloLMXCA COrMacoBaHUs N3MEHEHUN U NPUHATBIX PELLEHNI (040BPEHO UMU OTKIOHEHO);

- MopsiAKa ykaszaHus cTaTyca «M3MEHEHO» B JOKYMEHTALUMK;

- noagxoaa(oB) u MeToAa(oB) OLIEHKN MOMHOrO BAUSHUS U3MEHEHUA(MI1), BKNOYasi perpecCMOoHHbIN aHa-
13 U PErpeccuoHHOe TeCTUPOBaHWe, NP HEOOXOAUMOCTM CTAaHAAPTbl MHCTUTYTA UHXKEHEPOB SNEKTPUKK U
anekTpoHuku (Institute of Electrical and Electronics Engineers, |IEEE);

- B3auMOAencTeusa npoLeaypbl BHECEHUSA U3MEHEHUI C CUCTEMON ynpaBreHusa KoHUrypaumen.

6.6.2 YnpasneHue U3MEHEHUAMU cneayeT OCYLLECTBMATb Ha BCEX aTanax Xu3HeHHoro uyukna KC, to
€CTb OT CTaguii nMpoekTa u pas3paboTku A0 IKCNMyaTauuu, TEXHUYECKOro oBCnyxuBaHus, moaudukaumin un
n3bATMA 13 obpalLeHus. COOTBETCTBYIOLLME YKa3aHUA JOMKHbI ObiTb NPMBEAEHbI B BANMAALMOHHBIX MAaHax.
3anucu 06 n3MEHEHNUAX CNeayeT XpaHuTb BMECTEe C Apyrumu aokymeHnTamm o KC.

6.6.3 Mpoueaypa ynpasneHus nsmMeHeHnssiMm KC fomkHa yuuTbiBaTb COOTBETCTBYIOLUME NPOLEAYPLI U
3anucK NOCTaBLUMKOB, UHTErPAToOpOB U APYrMX CTOPOH, YHaCTBYIOWMX B NOAAEPKKE KOHKPETHOW CUCTEMBI M
NPUNOXEHUA. B KPYMHbIX OpraHm3auuax Co CIOXHOW BHYTPEHHEN CTPYKTYPON AONYCKAETCA UCMONb30BaHME
JeLeHTpann3oBaHHbIX BanuaMpoBaHHbIX Npoueayp ynpasneHna nusmeHeHuamu s KC.

6.6.4 Mpoueaypa AOMXHA y4YUTbIBATb NOObIE U3MEHEHUS, NpoucxoasLIMe BCRNeACTBUE YCOBEPLUEHCTBO-
BaHWS CUCTEMBI, T. €. USMEHEHWIA, BHECEHHBIX B cneuudukaumm TpeboBaHuin Nonb3oBaTensa u He uaeHTUdm-
LUMPOBaHHbIX B Hayane npoekra. Takke u3MeHeHue MOXET ObiTb pe3ynbTaTtoM KOPPEeKTUPYIOLMX AeCTBUI
UM UCNPAaBNEHUs OLUMOKKM, OTKIIOHEHUS UIU NPOBNEeMbl, BbISIBNEHHON B X0A€ UCNONbL30BaHUA CUcTeMsl. INpo-
ueaypa AoshkHa onuCbIBaTb NMOPSAAOK U AOKYMEHTanNbHble TpeGoBaHUS ANst BHECEHUSI AKCTPEHHbIX U3MEHEHUI
(XOTCHMKCOB, TEKYLLMX ucnpaenenuin). Kaxxagas owmnbka v yTeepxxaeHHble AeNCTBUS AOIDKHbI ObiTb N0gpPo6HO
3a10KyMEHTMPOBAHbI. [JaHHbIE 3aNUCK MOTYT CyLLECTBOBATL Kak Ha Oymare, Tak M B SNEKTPOHHOM BuAe.

6.6.5 Cnepyet onpeaenutb, uto u3aMmeHexnune B KC u ee onucaHme moryt norpeboBarbcs:

- nocne oryeta 06 OTKIMOHEHWMU;

- otyera 06 owumnbke;
3anpoca Ha ynydLeHUe KOMMbIOTEPHON CUCTEMBI;

- 0BHOBNEHMA annapaTHOro UMM NPOrPaMMHOro oGecneveHus.

6.6.6 Mpoueaypbl cucTem KauyecTBa AOMKHbI 06ecneunBaTb NOAPOOHYI0 JOKYMEHTALMUIO U3MEHEHUI U
dukcauuio 3aBepLueHus pabot no ux BHeceHuo. MNpoueaypa ynpaBneHusi UBMEHEHUsIMU A0IMKHA ObiTb TECHO
CBSA3aHA C CUCTEMOIA YNpaBNeHusi OTKNOHEHNAMN 1 ombkammn’).

6.6.7 MocraBwmk MO AomkeH MMETb COOCTBEHHYIO CUCTEMY YNPaBrEHUS U3MEHEHUSIMU, NPU 3TOM
OOIMKHbI CYLLECTBOBATbL YETKME U COrMacoBaHHbIE NpoLeaypbl, ONUCHIBAIOLLME B3aMMOAENCTBME MEXAY CU-
cTeMamu ynpasneHUs U3MEeHEHUsIMU NOCTaBLUMKOB U nonb3osarenen. CornacoBaHHble M3MEHEHUS BHOCAT
KOHTPONMPYEMbIM CMOCOOOM B COOTBETCTBUM C AEACTBYIOLLEN JOKYMEHTALMER CUCTEMDbI KayecTBa, TpeboBa-
HUSIMK Npoueayp U BeAEeHUEM 3anucen.

6.6.8 N3ameHeHusa B BanuaupoBaHHylo KC He AOmkHbI BHOCUTL 03 peLieH3MpPOBaHUS U YTBEPXKAEHUA
CO CTOPOHbI BCEX 3aUHTEPECOBAHHLIX CTOPOH, OTBETCTBEHHBIX 3@ BbINOMHEHUE TeKyLmuxX TpeGoBaHui Nonb-
30BarTens, Hanpumep BnagenbLua CUCTEMbI U NpeacTaBuTens otaena obecneveHus kayecrsa. [ina nposepku
npuemnemoctu anemeHta O, paspaboTaHHOro B OTBET HA 3anpoC O BHECEHWM U3MEHEHMUS], AOIDKHbI UC-
nonb30BarTb CLIEHapUM TeCTUPOBaHUS (KOHKPETHOTO TMNa n 06bemMa), onpeaeneHHble NIaHoOM NPOeKTa BHeCe-
Husi usmeHenwmii. MNMepen Boinyckom HOBOW Bepcuu MO MoxeT noTpeboBarbCcA TECTMPOBaHUE uHTerpauuu. Mpu
3TOM B 0CODLIX Cry4asix BO3MOXHbI paCCMOTPEeHUe npeanaraeMbix U3MEHEHUI B Ka4eCTBe UHPACTPYKTYp-
HbIX U OnpeaeneHne Kpyra 3auHTepeCoOBaHHbIX CTOPOH.

1 Mpunoxenus pykosoactBa GAMP no acnekTam skcnfyataumm KC copepXaT peKOMEeHAauum No AaHHbIM
Bonpocam.
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6.6.9 O6wue yHKLUM UHEDOPMALIMOHHO-TEXHONOTUYECKOW MHGPACTPYKTYPbI MOTYT NoTpeGoBath LEH-
TPanu3oBaHHOIO KOHTPONS CO CTOPOHbI noapasaeneHus no UT-cuctemam U ynpasneHnio MHGOOPMaLMOHHON
6e30nacHOCTbIO. OCHOBHbIE (DYHKLIMK, OTBETCTBEHHOCTb M Mpoueaypbl 40MKHbI OblTb 3240KYMEHTUPOBAaHbI B
COOTBETCTBYIOLMX COrMaLLeHUsix 00 ypoBHE yCNyr (BHYTPEHHUX UMW BHELWHUX) UM aHANOTUYHbIX 4OKYMEHTaX.

6.7 NMepuoanyeckan oueHkKa

6.7.1 OTtHocuTenbHO KC cneayer npoBoAUTb NEPUOAMYECKYIO OLIEHKY ANS NOATBEPXAEHUA UX Banu-
AVNPOBAHHOTO COCTOSIHUS U COOTBETCTBUA TPEOOBAHUAM HaanexXalwmx npasun. Takue OLEHKW JOMKHbI BKIO-
YyaTb, B cny4ae HeoOX0AMMOCTH, OLEHKY TeKyLIero AuanasoHa (hyHKUMOHAMbHBIX BO3MOXHOCTEN, 3anucen
OTKIOHEHUI, c6oes, npobnem, uctopun 06HOBRNEHUMU, OTHETLI 00 IKCNNyaTaLUnK, HAAEXKHOCTH, 3ALUMLLEHHOCTU
¥ 0 BanuAaLMOHHOM CTaTyce.

6.8 3awura

6.8.1 3awuTta KC 1 gaHHbIX ABNSAETCA KPUTUYHOW, HaANexawme npoueaypbl M 3anucu AOSMKHbI OCHO-
BbIBaTbCA Ha UT-nonuTuke nonb3oBaTens U COOTBETCTBOBATL YCTAHOBIEHHLIM PEryNATOPHbIM TpebOBaHUAM.
YnpasneHue JOCTyna K CMCTEMAaM BKIOYAIOT B 006A3aHHOCTU «BnagenbLa CUCTEMbI», NPU 3TOM AN KPUTU-
yecknx KC KOHTponb AomkeH ObiTe peanu3osBaH Npu NOMOLLM CUCTEMDbI YNPABNEHUA UHOpMaLMOHHON 6e3-
OMacHOCTbIO.

HorxHa BbITb YyCTAHOBNEHA YETKAsA OTBETCTBEHHOCTb 3a ynpasneHue 6e30nacHOCTbIO CUCTEMbI, NPU-
rogHas Kak ans manbiX, Tak U AN CHOXHbIX CUCTEM, B TOM Yucne:

- 3a peanusauuio crparerun 6e3onacHOCTM U AENErnpoBaHNE NONHOMOYUN;

- ynpaBfeHue U NPUCBOEHNE MONHOMOYMNIA B CUCTEME;

- YCTaHOBIEHME YPOBHEN AOCTYNA NONb3oBaTenen;

- ynpaeneHue ypoBHSMW 4OCTyna K uHdpacTpykType (thaepsonn, pesepsHoe KkonuposaHue, nepesa-
NycK cepBepoB, CUCTEMbI U T. M.).

6.8.2 ins o6ecneyeHuns gocryna k KC Tonbko nuuaMu, MMEIOLMMU Ha 3TO NpaBo, He06X0AUMO UCNOTb-
30BaThb U3NYECKMUE M (MNKN) NOTNYECKUE SNEMEHTLI KOHTpoNs. COOTBETCTBYIOWME CNOCO6bLI NpeaoTBpaLLEHUS
HEeCaHKLMOHMPOBAHHOTO AOCTYNA K CUCTeMe MOFYT BKAoYaTb B ce6A UCNOMb30BaHME KNioven, KapToyek Ao-
CTyna, nepcoHanbHbIX KOLOB C NaponsMm, BUOMETPUYECKUX AAHHBIX, OTPAHUYEHUSA A0CTYNA K KOMNbIOTEPHO-
My 060pYA0BaHUIO U 30HAM XPAHEHUS AaHHbIX.

CTeneHb 3aLUmMTbl 3aBUCUT OT KpUTUYHOCTKU KC.

6.8.3 Co3gaHue, U3MEHEHUE M aHHYNUPOBAHME NpaB AOCTyNa AOIMKHO ObITb 3apPErMCTPUPOBAHO.

Cnepnyet paspaborarb CUCTEMY yNpaBreHUst IaHHbIMU U AOKYMEHTaMu ANns uaeHTudukaymmn oneparo-
poB, OCYLLIECTBNAIOLLMX BXOA, a TAKKE ANd perucrpauum uaMeHeHust, NoATBepXaeHusa unu yaaneHusa AaHHbIXx,
BKIIOYas Aary u Bpems.

MmeloLumecs B opraHu3aLum npoueaypbl U 3anMcu AOSHKHbI Y0BIETBOPATL CeAYIoLMM TpeGoBaHUAM:

- npaea gocryna (kak pu3nyeckoro, Tak U fIOrMYECKOro) Ansl BCEX ONepaTopoB YETKO onpeaeneHbl u
KOHTPONMPYIOTCS;

- OCHOBHbI€ npasuna no 3awurte KC, gaHHbIX, NIMYHbLIX NAponei unuM kapT 4octyna opopmneHbl AOKy-
MEHTAsIbHO U COOTBETCTBYIOT TPEOOBaHMAM Haanexalmx npaktuk GxP,;

- Ha COOTBETCTBYIOLLMX OPraHU3aLMOHHbLIX YPOBHSAX YCTAHOBMNEHbI HaANeXatluue nonHoOMouna u oTeeT-
CTBEHHOCTb;

- NMUCbMEHHO YCTAHOBMIEH MOPSAO0K NEPUOAUYECKON MPOBEPKM KOAOB MASHTUMUKALMKU U NApOnen, ux
nepecMoTpa U aHHyNMpPOBaHUS, B TOM YUCNE NOCne YCTaHOBIIEHHOTO KONIMYECTBA HeyAauHblX NONbITOK BXOAA
B CUCTEMY;

- onpeaeneHa npoueaypa ynpasneHus NOTEPAHHbIMU AAHHLIMU AN 3NEKTPOHHOrO aHHYNMPOBaHUA
NOTEPAHHbIX, YKPAAEHHbIX UMW NOTEHUMArNIbHO CKOMMNPOMETUPOBAHHBLIX Naponen, a Takke NPUHYAUTENbHOW
nepuoamn4yeckoi cmeHy naponei. KOHKpeTHas yactota CMeHbl naponei 4ormkHa ObiTb 060CHOBaHA B pamkax
CUCTEMBI yNpaBneHUss MHOPMaLMOHHON 6e30NacHOCTLIO;

- npoueaypbl 06ecneyYnBaloT BbisIBNIEHME 3anpeLLEHHbIX Naponen;

- BEAETCS XXypHan NnonbiTOK B35I0Ma NaposyibHOW 3aLLMThl, B OTHOLLEHWM AaHHbIX MONLITOK NPeaycMoTpe-
HO NPOBEAEHUE PACCNENOBAHUS U NPUHATUE HEOOXOAUMbBIX MEP;

- MPUHATLI MEPbI MO 00ECNEYEHMIO BanNnuAUPOBAHHOTO BOCCTAHOBNEHUA UCXOAHOW UHA)OPMaLMK U AaH-
HbIX MOCHEe Pe3epBHOro KONMPOBaHUS, Nepe3anucyu CO CMEHOW HOCUTENS, TPAHCKPUNLIMKU, apXMBUPOBAHNA UNK
cbos B cucteme;
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- co3AaH peectp 000pya0BaHUA, He UMEeIoLLEero He06X0ANMbIX BO3MOXHOCTEN ANS NOrMYEeCKOol 3aLuuThl
(naponeii), Hanpumep otaenbHbiX KC, uHtepdeicos mexay o6opyaoBaHUEM U ONeEpPaTopoM, U UHCTPYMEH-
TOB, U NPEeAYCMOTPEHbI Aipyrue npoueaypbl 3awwuTbl.

6.8.4 [Ina obecneyeHus1 B 9KCTPEHHbIX CAy4asX A4OCTYyNa PerynsaTOpHbLIX OPraHoB K 3almdgpoBaHHbLIM
JaHHbIM OpPraHU3aUmMK JOMKHbI ObITb CO34aHbl FOTOBbIE KNOYM AnA paclumdposku, nubo npouecc paclumd-
pOBKM AOMmkeH ObITb NPOBEAEH NOA HAA30POM NPOBEPSIOLLETO NULA.

6.8.5 lomkHa ObITb 0BecneyeHa Takke usnyeckas 6€30nacHOCTb CUCTEMBI ANA TOTO, YTOObLI MUHUMU-
3MpOBaTb BO3MOXXHOCTb HECAHKLIMOHMPOBAHHOIO AOCTYNA, a Taloke HAMEPEHHOTO MW CIy4YaHOro NOBpeXae-
HUS NEPCOHANoM nNMbo NoTepU AaHHbIX.

6.9 YnpaBneHne MHUMOEHTaAMU

6.9.1 Bce uHUMAaeHTbl (HenpeasnaeHHbIE Cy4vaun), BKNoYasa CUCTEMHbIE COOM U OLUIMOKN AaHHbIX, AOMK-
Hbl ObITb 3aMMCaHbl M OLeHEHbl. He06x0aMMO YCTaHOBUTL OCHOBHYIO MPUYUHY KPUTUHECKUX COOEB M UCNONb-
30BaThb 3Ty MH(POPMALIMIO B KAYECTBE OCHOBbLI KOPPEKTUPYIOLLIMX U MPEAYNPEXAAIoOWNX AENCTBUN.

6.9.2 BannaupoBaHHble U 3aLUULLEHHbIE 3NEKTPOHHbIE CUCTEMBbI 0OPaBOTKU AAHHLIX MOTYT ObiTb UC-
nonb30BaHbI A5 LENen perncrpauuu B peecrpe Toro, YTo cepusi NpoAyKLMU COOTBETCTBYET TpebyeMbiM CTaH-
papram.

6.10 SneKTpoHHas NnoaAnNnChL

6.10.1 OneKkTpoHHbIE 3anucu MOryT ObiTb NOANUCAHbLI B SNIEKTPOHHOM BUAE. ONEKTPOHHLIE NOANUCU
JOMKHbI:

a) B paMKax OpraHu3aLmmn UMeTb TaKoe XXe 3HaYeHue, Kak PyKOMUCHbIE NMOANUCH;

6) ObITb HEPa3PLIBHO CBA3aHHLIMU C COOTBETCTBYIOLLIMMU 3aNUCSIMU;

B) BKJIIOUYATb BPEMSA M AATY, KOraa OHW ObiNK NOCTaBMNEHDI.

6.10.2 Mpu ncnonb3oBaHUS INEKTPOHHbLIX NOANUCEN B YCNOBUAX HAaANEXaLLmx NpakTuk GxP Heobxoau-
Mo obecneunTb crneayloLlee:

- Hanuyue J0KyMEHTUPOBAHHbLIX CBUAETENbLCTB COOTBETCTBUS BCEX aCNEKTOB MHGPACTPYKTYPbI, CUCTE-
Mbl U KOHKPETHBIX NPUNOXEHWUIA YCTAaHOBNEHHLIM TpeOoBaHUSAM;

- MPUHATME afeKBaTHLIX MEep MO 3aLumTe Kkno4a K uudposBor NOANUCK B TEX Criyvasix, KOraa OLeHKa
PUCKOB BbIiIBUNA HEOBXOAMMOCTb MCMONMb30BaHUA LUGPOBON NOANUCU (HanpuMep, NPU y4acTumn B BbINYCKE
B oOpalleHne TpeTbeil CTOPOoHbI unu coope U nepegadve NepBUYHbLIX KNMMHUYECKUX AAHHBLIX B YCIIOBUSIX HaA-
nexailuei KnuHu4eckor npaktuku). Heo6xoaumbit ypoBeHb 3awwmTbl OyaeT 3aBUCETb OT KPUTUYHOCTU TpaH-
3aKUMM 1 PUCKOB NPU HEaBTOPM3OBAHHOM MCMOSNb30BaHMU Knioda. Ecnu npu oueHke puckos Obina BbisiBNeHa
noTpebHOCTL B BLICOKOM YPOBHE 3aLLUTLI MOXET NOoTpeboBaTbCcs UCNONb30BaHUe MHGPACTPYKTYPbl OTKPLITLIX
Kroven;

- BEAEeHWe peecTpa aBTOPU3OBAHHBIX NUL;

- Hanu4ue npoueayp, obecneynsaloLmx UHPOPMUPOBaHUE UL, aBTOPU3OBAHHBLIX ANS UCNOMb30BAHUS
3MEeKTPOHHbIX Nnoanncei, 06 OTBETCTBEHHOCTU 3a AeiCTBUA, COBEPLUEHHbIE C UCNONb30BaHUEM UX NEKTPOH-
HbIX noanucen;

- Hanuyue y nepcoHana, OTBE4aloLEero 3a agMMHUCTPUPOBAHNE CUCTEMbI, HEOBXOAMUMBIX JONYCKOB NO
6e30nacHOCTY, a TaKKe NOATBEPXHAEHUE COOTBETCTBYIOLLETO 00yYeHUN, HaANEeXaLUX 3HAHWIA U HaBbLIKOB;

- Hanuyue npouesyp 3anucu HaNE4YaTaHHOTo UMEHU UMM KNPOBEPKU NOASIMHHOCTU» NOANUCHLIBAIOLLETO
nuua, aaTel U BPEMEHW NOANMCAHUS AOKYMEHTA, a TaKKe 3HAYEHUS, CBA3AHHOTO C NOANUCDHIO;

- Hanuyue npouesyp, HanNPaBMEHHbIX HA NpeaynpeXxaeHue HEaBTOPU3OBAHHOTO UCMOSNb3OBAHUST JNEK-
TPOHHOM MOANUCU UMM CKOMMPOMETUPOBAHHBLIX KOMOMHaLUMIN uaeHTUdUKaTopa u napons.

6.10.3 MNpwu ncnonb30BaHUM SMEKTPOHHLIX 3anUCel AN apxMBUpoBaHus GxP-gaHHbIX Heo6xoaumo obe-
CneyYnTb cnegyoulee:

- Hanuyue J0KYMEHTUMPOBAHHbLIX CBUJETENLCTB COOTBETCTBUS,

- Hanuuue npoueayp apxMBMPOBaHUS U COOTBETCTBYIOLLIMX 3AMUCEN;

- Hanuuue npoueayp, 06ecneunBaloLLMX NPaBUNLHOCTb, HAAEXHOCTb U CTABUNBHOCTL ANEKTPOHHOM Cu-
CTeMbl 3anucen B COOTBETCTBUM C pe3yrnbrataMu BanuaaLMoOHHOTO UCTIbLITAHUA (CM. 6.7);

- MCNOMb30BaHUE CnocoBOB KOHTPONSA U Mep (YCTAHOBIIEHHbIX COOTBETCTBYIOLLUMU npoueaypamu) Ans
nAeHTUdNKaLMK, U30MALMKU U COOBLLEHNS O HEKOPPEKTHBLIX UIU MOBPEXAEHHbIX 3aNUCAX;

- Hanuyue npoueayp, NO3BONSIOLMX MOMYy4aTb AOCTYN K 3aNMCAM HA NPOTSKEHUM BCErO nepuoaa xpa-
HEeHUs;
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- BO3MOXHOCTb CO3A4aHWUA TOMHbIX M NOSHbIX KOMUI 3anucei Kak B SNEKTPOHHON’, Tak U yaobounTaemon
Ans yenoseka opme;

- AOCTynN K 3anvucsiM TOSNbKO aBTOPWU30BAaHHbLIM NULaM;

- WUCMONb30BaHME 3aLUMLLEHHbIX, FEHEPUPYEMbIX KOMMbIOTEPOM KOHTPOIbHbLIX CNEeAoB C yKa3aHWem
Aatbl, ANs HE3aBUCUMOW PerncTpaumm CBs3aHHbIX ¢ GxP AeNCTBUI, COBEPLUEHHbIX NOCNE BX0AAa B CMCTeMy1).

6.11 Bbinyck cepuu

6.11.1 Ecnu ans peructpauuu npoueaypbl 0oa06peHus n Beinycka cepun ucnons3oaHa KC, oHa gomkHa
npegocTasnATb AOCTYN ANA BbINyCKa CEPUN TOMBKO YNONHOMOYEHHOMY NuLly, a TakkKe YETKO uaeHTuduLmu-
poBaTb U PErucTpupoBaTk YNONMHOMOYEHHOE MULO, KOTOPOE 0A00pUNO U BLIMYCTUIO Cepuio. 3T AEHCTBUS
criegyeT OCyLLEeCTBAATh C UCNONb30BaHWEM SMEKTPOHHONM NOAMUCH.

6.11.2 OnAa segeHusa peectpa (KypHana) BbiNyweHHbIX B OOpalleHme cepui cnegyer UCnosnb3oBarb
BaNMAUPOBAHHBIE M 3ALLMLLEHHBIE SNEKTPOHHbIE CUCTEMbI 0OpaboTKN AaHHbIX.

6.12 HenpepbIBHOCTb paGoThI

6.12.1 C uyenbto obecneyeHus paborocnocobHocTn KC, conpoBOXaaloLLMX KpUTUYECKUE NPOLIECCHI, He-
06X0AMMO NPUHSTL MEPbI NPEAOCTOPOXHOCTU AJIA rapaHTUM HENPEPLIBHOCTM MOAAEPXKMU STUX NPOLECCOB B
cnyyae BbIX04a CUCTEMbI U3 CTPOA (Hanpumep, ¢ MCNONb30BAaHUEM PYYHOWM WU anbTEPHATUBHOW CUCTEMDbI).
Bpemsi, Heobxoaumoe 4ns BBEAEHUS B AEWCTBME anbTePHATUBHBLIX CPEACTB, AOIDKHO YUMUTLIBATbL PUCKU U
COOTBETCTBOBaTb KOHKPETHOW KC 1 conpoeoxxgaemoMy paboyemy npoueccy. 3TM Mepbl AOMDKHbI ObITh HaA-
nexatumm o6pa3om oopPMIEHbI JOKYMEHTANIbHO U NMPOBEPEHDI.

6.13 ApxusupoBaHue

6.13.1 [JaHHble MOTYT apXMBMPOBATLCA. OTU AaHHbIE CreyeT NPOBEpPsATb Ha AOCTYNHOCTb, yno6CTBO
YTEHUA 1 UeNOCTHOCTL. Ecnu B KC HeoBx0aUMO NpOBECTM CYLLIECTBEHHbIE U3MEHEHUST (HANPUMEDP, KOMMNbIO-
TepHoro obopyaosanusa unu MO), gomkHa GbiTb 06ecneveHa U NPoBEPEHA BO3MOXHOCTb BOCCTAHOBMEHUS
JaHHbIX.

1) B cucremax ynpaeneHus 6asamu AaHHbIX (CYB[) 1o SiBRAeTcA AONONHUTENBHOM (hyHKUUEN, OAHaKO ANA APYrMX
NpunNoXeHuii Heobxoanmo obecneunTs ee gobaeneHune. OpraHusaunen AoMKHO GbITb 06ecnedeHo NOCTOSIHHOE «BKIHO-
YeHHOEe» COCTOAHNE AaHHOW pyHKUNK.
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Mpunoxexnue A
(cnpaBouHoe)

PekomeHgauuu no ayauTy/MHCNEKTUPOBAHUIO UCTIONL30BAHUS
KOMNLITEPU3UPOBAHHBIX CUCTEM B OpraHu3auum

OueHka BnuaHNs KC Ha cooTBeTCTBME TpeboBaHMi Hagnexalynx npaktuk GxP Ha NPOoM3BOACTBEHHON NnoLyagke
(1 MexAy NPOU3BOACTBEHHLIMU MIIOLLaAKaMM) HAUMHAETCA C U3YHeHUA NCTOPUM paboThl NIoLWaAKu U Pe3ynLTaToB OLEHKMU
pUCKOB, MPOBOAWUMBIX Ha CTafnuU NOAFOTOBKM K ayAnTY/MHCneKuyun. MNMopsagok ynpaBneHns MHPOopMaLMOHHBIMU TEXHOMOM-
sIMU, opraHusauus v npoBegeHne sanugaun MO 1 cuctem Ha NPOU3BOACTBEHHON NNoLLaaKke MOXET KOHTPOIMPOBATLCA
U3 WTab-KBapTUpPLl OpraHnsaLmu. B aTux criyqasix KOHTPOsb, MMCbMEHHbIE NPOLeAYPLI U 3anMUCh LOMKHLI BbITb AOCTYMHI
ANsi NPOBEPKM Ha NPOU3BOACTBEHHBIX MIIOLLaKax; B HEKOTOPbIX Criydasix MOXeT NoTpeboBaTbCs aygUT/MHCTEKTUpOBaHUE
LWTab-ksapTmpLl.

MNpu oueHke npuMeHeHUs KC u3yyatoTcs npeacTaBlneHHbIe opraHn3ayueil cBngeTenscTea o COOTBETCTBMM Tpebo-
BaHWAM Hagnexalmx npaktnk KC He TonbKo B paMKax TEXHOMOMMYECKUX acnekToB (HanpuMmep, ¢ MOMOLLBHO MOMOXKeHM
pykoBoacTea GAMP), HO TaKxXe BbiSIBEHHbIE PUCKW B OTHOLLIEHN HECOOTBETCTBUA Haanexalyux npakTuk GxP (¢ ucnons-
30BaHleM OTYETOB O BanujaLuu skcniyaTauum u NnogobHbIX JOKYMEHTOB).

[ns oLieHKN BO3MOXHOCTM KpuTUdecknx ownbok (c6oes) KC Ha 0CHOBaHUW U3y4eHWsi MHTEpdEiCOB BBOAA, CTPYK-
TYpbl, TECTOB, BHEAAPEHUS U BHECEHUSA U3MEHEHWUI B CUCTEMbI PEKOMEHAYETCA UCMoNb3oBaTh pekoMeHaauun GAMP.

AyavTopebl/hapmaLieBTU4ECKUE HCMIEKTOPA, MOMYYMB YETKOE BUAEHWNE MacluTaba opraHMsaumn 1 CIOXHOCTU KOM-
nbroTepr3aLmn NPOM3BOACTBEHHON NNOLAAKN (UM aBTOMaTU3aLnm), BbIGOPOYHO N3Y4atoT KpUTUYECKNE CUCTEMBI U PUCKK
ANA Npoaykunu 1 npaktuk GxP. B Tabnuue A.1 nprBeaeH NpUMepHBIA ONMPOCHUK ANst cGopa WHpopMaLmm Nepes npoee-
AeHuem ayguta/Hcnexun®.

Tab6nuuyaA1—epeveHb MHDOPMaALMM O KOMMBIOTEPUIUPOBAHHBIX CUCTEMaX, coBupaeMbiX nepes NposeeHneM
ayauTa/MHeneKuum

1 Mogpo6Hoe onucaHue opraHnsaLui u ynpaeneHust VIT/KOMNBIOTEPHBIMU CAYXGaMM M MHXEHEPHLIMM NPoeKTaMu Ha
npoBepseMoit NPOU3BOACTBEHHO NnoLlagke

2 [onMTUKN opraHnsauuu No noctaeBkaM KoMnbtoTepHoro o6opyaoBaHus, MO 1 cucTem AN UCMONB3OBaHUS B YCIIOBU-
AX Hagnexawmx npaktuk GxP

3 MonuTnkn opraHu3auuu B oTHoLLeHUM Banuaaumuu KC, UCNosib3yeMbix B YCIOBUAX Hagnexalnx npaktuk GxP

4 MNepeyeHb CTaHAAPTOB M NMCbMEHHLIX NPOLEAYP (CTaHAAPTHLIX ONEPALMOHHBLIX Npoueayp), ucnonbayembix UT/kom-
NblOTEpHBIMK cnyx6amu

5 MNopAagok ynpaeneHna NpoekTamMn 1 npoLeaypbl, NPUMEHSBLUMECS NpU pa3paboTke pasnUYHBIX NPUNOKEHUNA

6 BuisiBneHHble paboTsl N0 NoaAepXKe W 06CNYXUBAHNIO CUCTEM, NepeflaBaeMble Ha ayTCOPCUHN Ha NOCTOSIHHOW OC-
HOB€E

7 TNepeveHb (peecTp) Beex KC, akennyaTupyembix Ha NpoBepsieMoi NPOU3BOLACTBEHHOW NAOWaAKe, C YKasaHUeM Ha-
3BaHUii 1 06nacTi NpUMEHeHNs 1 ypoBHSA GusHec-NpoLecca, ynpasneHusi, MHcopMaLmn n asTomatsaumu. MepeyeHb
TOXe J0IDKeH Takke cofepxarb BanuaaLUoHHbI CTaTyC U ypoBeHb pucka (BKntodasn 6a3oBble CXeMbl YCTaHOBNEHHOro
obopyaoBaHUsA U ceTel)

8 MNepeyeHb BLISIBNEHHbIX CUCTEM, NOACUCTEM M MOAYNEH WUMM Nporpamm, KOTOpbIe MOryT OKasbiBaTb BAMSIHNE Ha CO-
OTBETCTBUE HaANexalluM Npaktukam GxP u kadyecTse NpoaykTa/GesonacHocTh nauneHToB. Heo6xoauMo conoctasutb
AaHHbI NepeyeHb C NEPEUHAMM, YKa3aHHLIMU B MyHKTE 6

9 [INA KPUTUYECKMX C TOUKN 3peHUst GXP 3NeMeHTOB U CUCTEM, BIAENEHHBIX B MyHKTe 7, HeOGX0AMMO NOMY|UTL UHDOP-
Mauuio, ykasaHHyto B nyHkTtax 10—17

") Ona asTomatusnposaHHOro noucka TpeboBaHWit B TekcTax [OKYMEHTOB Haanexaluux npakTtuk GxP moryT
ObiTh MCNONL3OBaHLI CReAYoLiNe KniodeBble crioBa: [OKYMeHT (document), cneuudukaums (specification), pernameHT
(formula), npouegypa (procedure), sanuck (record), AaHHble (data), xypHan (log book), MHCTpyKLMA (instruction), NucbMeH-
Ho/L,oKyMeHTanbHo (written), noanucLiBaTh/yTBEpPXKAATL (Sign), cornacosaTb (approve), NUcbMeHHas (writing), nognuck
(signature), sokymeHTauuaA (documentation), asTopusauusa/gocTyn (authorisation).
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OkoH4yaHue mabnuupi A.1

10 MoapobHoe onncaHune cuTyaLuil 0Tkasa-BoOCCTaHOBMEHUs1 paboThbl CUCTEMBI, Pe3EPBHOMO KONUPOBaHUSA, CMEHBI KOH-
Tpons, UHopMaLMOHHOIK Be3onacHOCTU U ynpaBneHna KoHurypauuei

11 KpaTkoe onucaHue uMeloLLeica JOKYMEHTaLUWK, oTpaxalollee aKTyarbHOe OMUcaHWe CUCTEM U CYLLECTBYIOLYUX
noaxoAoB, MOTOKOB Aa@HHLIX, BBaMMO,qeﬁCTBMe C ApyruMmn cuctemamu, 3arnncu XXM3HEHHOro unkna u sanujayuu. B aTom
KpaTKOM OMUCcaHWn AOMKHO ObITb yKa3aHo, BCe N U3 STUX CUCTEM MOJTHOCTLIO J0KYMEHTUPOBaHLI U BariMaMpoBaHsl, U
noATBEPXAEHO Hanu4Me onucaHusi kputndeckux KC

12 NHdopmauma o ksanudmkaumm n oby4eHnn nepcoHana, yyacTeyloLlero B paspaboTke, kogupoBaHUM, TECTUPOBa-
HWKW, ycTaHOBKe W akcnnyaTtauun KC, BKNoYaa KOHCYNsTaHTOB U cybnoapsiaumKkoB [AaHHble 06 obpa3oBaHuu, cTtaxe,
onucaHue JOMKHOCTHbIX 0653aHHOCTEN U XXypHans! (NUCTbI) 0ByyeHus]

13 Onucanmne ncnonbsyemblx opraHusauueit NOAXOA0B K OLeHKe NMoTeHUMArbHBIX NMOCTaBLYUKOB KOMMbIOTEPHOro 060-
pyaosaHus, MO n cuctem

14 OnucaHue NoAXoA 0B, UCTIONb3YEMbIX OpraHn3aLueid, No oLeHKe HanMMuMs CUCTEM MEHeAXMEHTa KadyecTBa 1 nopsaa-
Ka BanuaaLnoHHbIX paGoT B OTHOLEHWUN NpUoGpeTaeMbIX UNKU paspabaTbiBaeMbiX CAMOCTOATENBHO NporpamMm

15 OnucaHue ucnonb3yemelx NoAxXoA40B K Banuaaynun U COCTaBlieHUIO JOKYMEeHTaLMn yCTapeBLUMX CUCTEM, UCXOQHbIE
3annucK o0 KOTOpPbIX He yAOBNETBOPAIOT YCTAHOBNEHHbLIM TpeGOBaHVIFlM

16 CBogHOE onucaHve 3Ha4YMTENbHLIX U3MEHEHW, caenaHHbIX ¢ MOMeHTa NpeabiAyLIei UHenekuun/ayauTa U nnaHos
ans 6yaywmx paspaboTok

17 NHdopMaumsa o HamM4um u AOCTYMHOCTU 3anuceid Nno pasnuyHbLIM cUCTEMAaM, UX OPraHU3OBaHHOCTU, FOTOBHOCTU
KIMo4eBOro nepcoHana K npeacTaBlieHnto, 06CyXaeHMIo U pacCMOTPeHMIo NoapobHoi MHdopmauumn o KC, npu Heob-
X04UMOCTU

Mpu oTCyTCTBUM MHGOPMALIK O KOMMBIOTEPU3ALIMK Ha NPOoBEPSEMON MIoLazKe peKOMEHAYETCA NPUMEHSTL Npe-
AbIHCMEKLMOHHbIA OMPOCHUK ANS paclUMpeHns MHopMaLumn, MMetoLLeiics B oCke NPOU3BOACTBEHHON MoLaaKu.

Ha ocHoBaHWK NpegcTaBneHHoO nepen MHCnekumeih uHcpopmaumm (cM. Tabnuusl A.2, A.3, A 4, A5, A.6) ayautopbl/
UHCNeKTopa BbIGUPatoT KpUTUYECKUE € TOUKU 3peHua GxP KC 1 u3yvatoT gaHHble 0 Banupauuu STUX CUCTeM, a 3aTeM
pesynkraThl TEKyLLero onepaLMoHHOro KOHTPOMS O COCTOSHWM CUCTEMBI U €€ BanuAHOCTU. YYUTbIBaAA pacnpefeneHHyio
OTBETCTBEHHOCTb 3a GxP-acnekTbl KOMMepYeckux unu BuaHec UT-cucTeM (pasnuyHbIX NoapasgeneHuid) u npoleccos
Bonee HU3KNX YPOBHEA KOHTPOSIBbHBIX CUCTEM, CreAYeT U3Yy4YUTb NMPEeMCTBEHHOCTb U LENOCTHOCTL OTBETCTBEHHOCTH U
COrnacoBaHHOCTb UHCTPYKLWIA U npoLeayp.

KpuTuueckn BaxHbIM SBNAETCA Hannune y NpoBepseMoil opraHn3aLm nonuTuki (nopsiaka) NpoBeeHNA Banuaa-
Lumn KC, cornacoBaHHoi ¢ Heli NUCbMEHHBIX NPoLeayp v NMaHoB, a Takke nepevHs (peecTpa) Bcex uUcnonbayeMblx KC,
KnaccunLMpoBaHHbIX Mo nx 0bnacTi NPUMEHEHUS, KPUTUHMHOCTM W BanuAaLWOHHOrO cTaTyca.

Ans oTaensHoO CTOALMX U Ha NPOTSHKEHUU AMUTENBHOMO BPpeMeHU UCTONb3YIOWNUXCA CUCTEM MorTa ObiTb NpoBe-
A eHa peTpocneKkTUBHasA BanuiaLms, a AN CUCTEM, YCTaHOBMEHHbIX NOCIe BBEAEHUA B AeUCTBME NpaBun Haanexalyux
MpaKTUK, AOSKHa ObiTb NPoOBeAeHa W JOKYMeHTarnlbHO ogopMIieHa NepcnekTUBHas Banugauusa. OpraHusauusi JormkHa
UMeTb MnaHbl No 3aBepLUeHnto Noboi 060CHOBaHHOW peTpocnekTuBHOW Banugauum KC, Ha KOTOpyto pacnpocTpaHeHb!
TpeboBaHWs GxP, B pa3yMHble CPOKM C Y4ETOM PWUCKOB U CMOXHOCTW Banugmpyemoi cuctemsbl. MNpogorkeHue ucnons-
30BaHUA KPUTUYECKUX CUCTEM, HE NoAAepXMBaeMbIX NOCTaBLLMKAMMU U KOTOPbIe He MOryT 6biTb BanuaupoBaHbl, AOMKHO
6bITb 060CHOBaHO opraHusaumeli, o6ecneyveHo ansTepHaTUBHLIMU NpoLeaypamm 6e30NacHoCTH U ynpasneHus cboamu, a
TaKKe CMyXWUT NoBOLOM Af15i CPOHYHOM NO3TaMNHON 3aMeHBbI.

MoaxoAkl opraHnsaLmn K Banugauum AomMKHb YHUTHIBATL METOAONOMUIO XU3HEHHOTO LiMKNa, HEO6XOAUMOCTL ynpas-
TIeHNs KOHTPOMSAMU 1 IOKYMEHTaLMK, ONCaHHON B HACTOSALWEM cTaHaapTe.

AyauTopam/vHCIeKTOpaMm CrieyeT U3yunThb CBOAHLIA oTueT 0 Banuaaumn) B OTHOWEHWN BbIGPaHHLIX ANSt OLEHKM
cucTeM, Npu HeobxoaMMOCTH, COOTBETCTBYIOLLME cheumduKaLun Ansi NPUEMO-CAATOYHBIX UCTILITAHWIA cMCTEMbI U AOKY-
MeHTaLuto Gonee HU3KOro ypoBHA. [pyn M3yuYeHUn JOKyMEHTaLMKM CrieflyeT yCTaHOBUTL Hanu4ue Unu oTcyTcTBUE NPOBEPKU
KpUTepueB, YCTAHOBIMEHHbIX B COOTBETCTBYIOLMX crieyudukalmsx, Hanpumep:

- KBanudukaLua skcnnyaTalum — nposepka kpuTepues crieyudukaumm TpebosaHuit nonb3osartenei;

- KkBanudukaums hyHKUMOHUPOBaHNsi — npoBepka hyHKUMOHANBHOMR cneyudukaymu;

- KBanudukaLms MOHTaxa — nposepka creyudukauum npoekTa unmu o63opHOro NpoekxTa;

- OT4eThl 06 ayauTe NOCTaBLUYWKOB;

1) CBoAHbIN BanuaauMoHHbI NaH — BanMAALMOHHI OTYET BHICLLETO YPOBHS, B KOTOPOM CYMMUPOBaHbI pesynb-
TaTbl U BbIBO/Ibl BASIMAALIMOHHBIX UCMLITAHWIA, CBA3aHHbIE NEPEKPECTHLIMU CCLISIKaMK ¢ oT4eTamMn Gonee HU3KOro YPOBHS,
noApo6HLIMM OTYETaMK M NPoTOKONaMW. DTOT JOKYMEHT Momne3eH Ansi MHOPMUPOBAHUS PYKOBOACTBA OpraHusauuu u
MHCMEKTOPOB PerynsTopHbLIX OpraHoB.
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- BanujaunoHHble U «KBanU@UKaLMOHHbLIE» NNaHbl, TO €CTb OCHOBHON BaNUAALMOHHLIA MNaH UK NonnuTuKa.

(Mpw Hannuum GonbLuMX BanuaaLMOHHBIX paBoT AomkeH 6biTb B HANMMYUK NNaH Ka4eCTBa BalUAaLMOHHOMo NpoekTa
U cUCTemMa MeHe[KMeHTa KavecTBa AN AOKyMeHTauun. Ana HebonbLUMX NPOeKTOB MOXET 6biTh 10CTAaTOMHO Hanu4ue Jo-
KyMeHTanbHo opopMAeHHLIX npoLeayp.)

lNpu NpoBepKe cneayeT U3yunTb NPOCIEeXNBAEMOCTb JeACTBUIA, UCNBITAHWIA U YCTPAHEHUS OLUMGOK U OTKNOHEHNN
B BbIOpaHHO AN NpoBepku JoKyMeHTaLuun. Mpu oTCYTCTBUM Haanexallero KOHTPOSS W3MEHEHNI 1 Bepcuii CUCTEMBI
Ha MpOTSHKEHUN BCETO XU3HEHHOTO LIMKNa U CONYTCTBYOLWWEN AOKYyMEeHTaLUMn BanugauuoHHbIA CTaTyc cUCTEMbl HEAOCTO-
BEpEH.

Cnepyert nposeputh cobniofeHne Beex TpeboBaHuii Hagnexalux NpakTuk GxP B BbIGpaHHLIX ANA NPoBepKM Banu-
AaLUOHHbLIX NpoeKTax.

OtcyTcTBUE MUCBLMEHHOro MOAPOGHOrO ONUCAHUA KaXAoW CUCTEMbl (aKTyanuaupyemoe Mpu NOMOLUM CUCTEMbI
ynpaBneHUs U3MeHEeHUAMM), PYHKLMA cucTembl, Mep 6€30NacHOCTU U B3IaUMOAEWCTBUIA, a Takke AokasaTenbcTB obecre-
YeHus KavecTBa npouecca paspabotku 10, BMecTe ¢ OTCYTCTBMEM afeKBaTHbLIX AoKasaTenscTs Banuaauyun KC, ucnonb-
3yeMblX B ycnosuax GxP, oLieHUBaEeTCsA Kak KpUTUYECKOe UMK CYLLIeCTBEHHOE HECOOTBETCTBUE HaaNexallei npakTuke.
3Ha4YMMOCTb HECOOTBETCTBUS OLISHUBAETCS ayAUTOPOM/MHCNEKTOPOM Ha OCHOBAHWUM OLIEHKW PUCKOB ANSA KaXQ0ro criyyast.

Mpy NONOXUTENBHON OLieHKe BanuaaLMOHHON AOKYMEHTaLUMN ayAUuTOP/MHCNEKTOP U3yvaeT aKcnnyaTauuto BelbpaH-
HbIX CUCTEM C UCNOMb3OBaHUEM pacreyaTok OTYETOB CUCTEMB! U apXWBHON [OKYMEHTaLUK, NpoBepsAsA BbINONHEHUe Tpe-
6oBaHUI HagnNexXalnx NpakTUK B OTHOLLEHUU akennyaTauumn KC, a Taioke KOppensuuio ¢ BanuaaLMoHHeIMKU paboTamu,
hokasaTenbcTBa 3¢pHEeKTUBHOCTM CUCTEMBI YNPaABNEHUS U3MEHEHUAMN, YNPaBNEHUS KOHGUrypaLvei, NpaBuNbLHOCTH U
HafgexHocTn. B cuctemax o6paboTku faHHbIX 0653aTeNbHO aHaNUM3npyT NOPAAOK A0CTyna B CUCTEMY U ofecneveHns
LieNIOCTHOCTN faHHbIX.

OueHKa cTeneHn 3Ha4MMOCTU BbISIBIIEHHLIX HECOOTBETCTBUIA OCHOBAHA Ha OTHOCUTENBLHOM PUCKE MPUNOXKEHUA 1
OLIeHKU KPUTUHHOCTN pUCKa HECOOTBETCTBUS.

Tabnuya A2 — OnpocHuk ayauTopa/MHCnekTopa no nporpaMMHoOMy o6ecneveHunio

OTan XW3HeHHoro Lukna [lleATenbHOCTL Ha TekyLyeM aTane CeuaeTensCcTBO

1 Pa3spaboTka Paspabotka cneuyndukaumii | [lokymeHTauua cneumdukauymii TpeGoBaHWil nonb3osa-
TpeboBaHWii  nonb3osatens/ | Tensa/ yHKUMOHaNBLHLIX cheyudukauuii/ cneyudukaLuii
PyHKUMOHANMbHBIX  cneuudun- | npoekTa
Kauui/cneymdukaumii  npoek-
Ta

MnaH TecTupoBaHus

lMnaH TecTupoBaHUA K cueHapum TeCTUpoBaHUA

[JokyMeHTUpOBaHuWe nnaHa Te-
CTUpPOBaHKA

MucbMeHHble AOKYMEHTBI, onucbiBaloLlie nopAanaoK npo-
BeAeHUA TeCTUpOBaHUA

2 BHegpeHue

Bribop c3blka nporpammupo-
BaHWA U UHCTPYMEHTapus

JokyMeHTaums, onucbiBatowasi BLIGOp A3blka Mporpam-
MUpoBaHUst

Hanuncanune/cosganue NO

JlokyMeHTUpOBaHHbLIN UCXOAHBLIA KOJ C KOMMEHTapUsMMU;
nosicHeHue YHKUWIA;, BXOAHbIE AaHHbIE W OXMAAeMble
BbIXOAHbIE JaHHble ANA KaXAoro CTPYKTYpHOro mMoayns.
OnuncaHue B3anMHOro BNMSHWUA Moayneit. Ecnu nporpam-
Ma npuobpeteHa, To KakuM 06pa3oM rapaHTUposaH Ao-
CTYN K UICXOZHOMY KOAY?

3 TecTupoBaHue
(mogyrv)

ObfecnedyeHne TOro, YTO Kax-
Abli Moaynb  MPUHUMaeET
TOSMBKO AOMYCTUMbIE BXOAHbBIE
JaHHble U BbigaeT TOMbLKO A0-
MyCTUMbIEe BbIXOAHbIE AAHHbBIE.
TecTupoBaHWe AOKHO BbiSB-
NATb HEKOPPEKTHbIE AaHHbLIE Y
norudyeckue ombKu

OG6pasupl OTYETOB O TECTUPOBAHUU (NPU  HaNU4UK).
Bkntovano nu TectupoBaHue MUCNBITAHUSA C NOFPaHUYHbI-
MW 3Ha4YEHWAMU W BBOJ HEKOPPEKTHLIX AaHHbIX? Bee nun
TecTbl GbINK 3a40KyMeHTUPOBaHLI? Bee nu ownbku/cbon
paccnefoBaHbl?

TecTupoBaHue
(MHTerpupoBaHHble
Mofynu)

Te e TecTbl, MPOBeAEHHble
nocre WHTerpauum mogynem

Te xe cBugetenscTea. Ecrin nporpamma 6bina npuobpe-
TeHa, TO AoKalaTenbCcTBa Banuaaumu AormKHLl 6bITh oLe-
HeHbl perynupyemelM nofb3oBaTtenemM
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3Tan XU3HEeHHOro LMKkna

OeatenbHOCTb Ha Tekylyem aTane

CBuaeTensLCTBO

4 TexHu4eckoe

Ucnpaenexue ownbok, 06HOB-

YTBepXEeHHbIA NopsgoK AeWCTBUIA U 3anucK, OTHOCS-

T. 4. Ha [1O) KoppeKTHa 1 akTy-
anbHa

obcnyxusaHue neHue Bepcuit (No HeobxoAaun- | wWMecs Kk ynpaBneHWio KOHMUIypaLUsMU 1 yNpaBieHuio
MocTH) U3MeHeHUAMU. PerpeccuBHOe TecTUpoBaHWE U Nepuo-
Andeckas oueHKa (B npouecce BHECEHUS] U3MEHEHWIA B
CMCTEMY Ha MPOTSXKEHWU ONpefeneHHOro oTpeska Bpe-
MeHU)
5 NlokymeHTauua CuctemHaa pokymeHTauua (B | PykoBoacTBa nonb3oBaTteneit, BcrnomoratenbHele COIN,

npaBuUnbHbIE BEPCUK

6 MosTOpHan

nOBTOpHaFl BanujauyuAa nocne

MN3meHeHus npoaHann3upoBaHbl, pelweHUuA 3ajOoKyMeH-

CyLLecTBYIOT NyTW ux 06xoaa;
3TO YuTeHO Npu 0ByueHUn

Banuaaums BHECEHWA B Nporpammy usme- | TuposaHbl. CylecTBYeT M OnMcaH NopsaoK AeircTsuin n
HeHWi 3anucy; ux maclutab 3aBUCUT OT pa3mMepa/CroXHOCTU U3-

MEHEHWUI
7 MNpouee Ha cnyvait c6oeB B cucteMe | AnbrepHaTUBHbIE MyTU 3a[OKyMEeHTUPOBaHbI, CyLeCTBY-

10T 3anucu 06 obyyeHun

Tabnwnya A.3 — OnpocHuk ayguTtopa/vHcnekTopa No BanuaaLum KOMMbIOTEPU3UPOBaHHBIX CUCTEM

onemMeHT

MpoBepka Mep KOHTpors

1 OnucaHue

Cuctema onucaHa? KakoBbl ee pyHKUMU? NUCBEMEHHLIA BanuaaLUoHHbIV NNaH B
Hanu4aMn? Umetotca nonHele cneyudukaumun? NMucbMeHHbIe NpoToKoNbl UMEoT-
€A7? (BKIOYas KpUTepun NpUeMIieMocTu)

2 TecTupoBaHue

3anucu TecToB NoKasbiBakoT COOTBETCTBUE CI'IeLlI/IQ)VIKaLWIFlM BXOAHbLIX U BbIXOA-
HbIX faHHbIX?

3 [lokymMeHTUpoBaHWe peaynsraToB

PesynkTaThl NorHele U JOKyMeHTarnbHo 0popMeHs!?

4 TMopTBepXaeHUe MnpaBUbHOCTU
LaHHbIX

[anHble 1 AOKYMEeHTaL A NonHble U NpaBuibHbIE? BEINW N OHW NPOBEpPEeHbl Op-
raHusauunein?

5 ConocTaBneHune ¢ KpuTepusamu
npYemMnemMocTm

Banugauuro v npoBepKy paboT NpoBOANST KOMMNETEHTHLIN OTBETCTBEHHLINA NEpPCo-
Han? JJokyMeHTaneHoe NoATBepKAeHe 3Toro MMeeTes?

6 3aknto4eHus

3akro4eHUs nomnHele, MHPOPMaTUBHbIE Y OCHOBEI Ha pesynkratax? Kputepuu
MPUEMNIEMOCTY BLINOMNHEHbI? JJoNOMHUTENBHbBIE 3aKMIOYeHUs UMEetoTCS?

7 CornacoBaHue (yTBepxgeHue)

CornacoBaHue (yTBepXgeHue) opopMreHo JokyMeHTansHo? Crnyx6a kavecTsa
(oToen obecrnedeHunn kadecTBa/KOHTPONsS KayecTBa) opraHvsauum npuHuMana
y4acTue B JaHHO npoLeaype?

8 MNocTossHHanA oLeHka

Kakas npouegypa cyllecTsyeT Ans o6ecneyeHust NOCTOSHHOM OLIeHKN CUCTEMBbI?
Kakue npolegypbl yrnpaBneHus W3MEHeHUAMN UMEetoTCs?

CTBEHHOW NPaKTUKM

Ta6nuya A4 — OnpocHWK ayguTopa/vHcnekTopa no npoBepke TpeGoBaHwii npunoxeHust 11 Hagnexalleil NPon3Bog-

Homep [1]

OTmeTKa/koMMeHTapuii

TpeGosaHue ayauTopa/MHcnekTopa

MepcoHan (MyHKT 6)

COTpYAHUHECTBO MEXAY OTBETCTBEHHBIM NEpPCcoHarnom (Bnagenb-
LieM npouecca, BnagenblyeM cUcTembl, yNONHOMOYEHHLIM NINLOM)
u UT-cneynanuctamm

MepcoHan (nyHkT 6)

MepcoHan MMeeT Hagnexallyto KBanudukalmto, npu Heobxogu-
MOCTU NPUBIIEKAIOT SKCMEPTOB
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lMpodomxeHue mabnuubl A.4

Homep [1] TpeGoBaHme OTMeTKa/KOMMEHTapU
ayauTopa/MHcnekTopa
Banuaauma (nyHkT 11) [MpuMeHeHNe MOAENU XU3HEHHOro UWKna, Hanu4me [OKyMeHTa-
LiMn U oTHeTOB
MyHKT 12 PerucTtpalus usmeHeHWn U OTKNOHEHW NpefycMoTpeHa
MMyHkT 13 Hanudue akTyanbHoOro nepeyHs (peectpa) cuctem
MyHkT 14 Hanu4ue akTyansHoro onucaHusa kputndeckux KC
MyHKT 15 Hanuune cneundmkaumm TpebosaHuii nonsaoBarens, co3faHHo
Ha OCHOBaHUW OL|EHKN PUCKOB
[TyHKT 16 KC paspaboTaHa B ycrioBUsIX Hagnexallei cMcTeMbl yrpaeneHus
Ka4yecTBa
MyHKT 17 Hanu4ne A[okyMeHTUpOBaHHOW Mnpoueaypbl OLEHKW KayecTBa W
3KCNNyaTaUUOHHBIX XapakTepUCTUK CUCTEMBI
MyHkT 18 MpoBepeHne TecTUpoBaHMA cornacHo TpeboBaHusM (npepensl
napamMeTpoB CUCTEMBI, FPaHULIbl AaHHbIX M 0bpaboTka oLnboKk)
OueHka aBTOMaTM3MpoBaHHbIX CPEACTB TECTUPOBaHUS
[TyHKT 19 lMpoBepka AaHHbIX B CpaBHEHUU C MNpeablayLlieil cucTemoin/pyy-
HbIM yrpaBreHMeM
OkennyaTtauua lMpoBepka AaHHLIX U pac4yeToB, BCTPOEHHLIX B CUCTEMY
(nyHkT 20)
MyHkT 21 lMpoBepka BBOAA KPUTUYECKUX AAHHBIX BTOPLIM OnepaTopom unu
BanuanpoBaHHLIM 3MEKTPOHHLIM METOLOM
[yHKT 22 Ddusnyeckan n ANEeKTPOHHaNA (Nornveckas) sawmTa aaHHbIX
MyHKT 23 Hanuuune npoueaypel pesepsHOro konuposaHuA. MNMposeaeHue sa-
nmgaunu
[yHKT 24 Hanu4ne pacnevaTok
[yHKT 25 lMpoBepka 3anucu npouecca paspeleHns Ha BbIMycK cepumn Ha
npeAMET Hanu4uMa UHpopmMayMu 0 BHOCUMBIX U3MEHEHUsIX, ecnn
OHW BbINK caenaxsbl
[yHKT 26 Hanuyne 1 npoBepka KOHTPONbHLIX CNeaoB
MyHkT 27 BHeceHWe n3sMeHeHnin B CUCTEMBI U NPOrpamMmbl B COOTBETCTBUN
C npoueaypoi ynpasneHua U3MEeHeHWAMU, BKIoYas NMOBTOPHYIO
Banuaauuio u yTeepxaeHus
MyHKT 28 MpoBeaeHne nepuoguyeckoit oleHkn, 0bbem afekBaTHOCTL 0Ob-
ema
MyHKT 29 OcyuwiectBneHne Beofa AaHHbIX U U3MEHEHUS TOMLKO aBTOPU3M-
poBaHHbIM NepcoHanoM. Cuctema ynpasneHus naponsmu/koda-
Mn
MyHkT 31 Hanuuue 3anuceit o cospaHun, M3MEHEHUU U aHHYNMpPOBaHWUM MyHkT 31
npas goctyna
MyHkT 32 Cuctema ynpaBneHWa AaHHLIMU U JOKYMEHTaMu Ans naeHTudn- MyHkT 32
Kauuu onepaTopoB WU UX AeNCTBUIA C yKasaHuem aar
MyHkT 33 3anncu NoKasbIBatoT aHanu3 ownboK U NpeanpUHATEIE KOPPEKTU- MyHkT 33
pylowue geicteus. Hanuume oT4eTOB O paccrefoBaHWUM ¢ Mouc-
KOM OCHOBHOI NPUHUHBLI OLUIMEKK (NEpPBONPUYUHLI)

28




OkoHyaHue mabnuupi A.4

FOCT P 57680—2017

Homep [1]

OTmeTKa/koMMeHTapuiA

TpebGosaHue ayguTopa/MHenekTopa

MyHkTl 34, 35

YcTaHOBNEHB! MOPSAOK NPUMEHEHUS SNEKTPOHHBLIX MOANUCEH U
CBA3b NOANUCU C 3anucsmMU. Hanuuue faTtel M BpeMEHU NpocTaBs-
NeHUs, B TOM Y1Che Ha 3anucsax npouecca Bblayn paspeLueHus
Ha BbINYCK cepuu B oGpalleHne

MyxkT 36

Wcnonb3oBaHue ansTepHaTUBHLIX CPeAcTB Npu c6osix npegycmo-
TPEHO, AOKYMEHTANTbHO 0(POPMAEHO 1 NPOBEPEHO

MyHkr 37

Hanuuue npouefypbl apxusuposanua. MoaTBepXKAeHUe Haaex-
HOCTU Npouefypbl BOCCTaHOBAEHUA AaHHbIX (NPU U3MEHEHUN BEp-
cun)

Ta6nuya A5 — ObLyue Bonpockl, paccMaTpuBaeMble Npu ayauTe/MHCNEKTUPOBAHUM KOMNbIOTEPUINPOBAHHBIX CUCTEM

Pazaen

KntoueBoii Bonpoc

1 MNepcoxHan

B opraHusauuun ogHo otBeTcTBEeHHOE NUUO 3a KC? (3aBUCMMOCTbL OT O4HOrO YernoBeka
MOXET CTaTb KaTacTpohUIeCKon)

2 OpraHusauus

Pykosoactso ydacTByeT B ynpasneHuun cucreMammn?

3 OpraHuaaumst

KC BknioqeHbl B 06nacTb AeNCTBUSA CUCTEMBI KavecTBa?

4 Cuctema fgaHHbIX

B Havane uHcnekuumn uaydatot obLlylo opraHuM3auuto CUCTEM, BKIOHMAs NOTOKU AaH-
HbIX?

5 Cnetema faHHbIX

Mcnonb3oBaHue «napannenbHbiX CUCTEM» MOXET CBUAETENLCTBOBATL O HANUYUK «Ce-
PBIX» 30H U BEPOATHOCTU HECOOTBETCTBUA CACTEM Tpe6OBaHMF|M

6 Banngauusa

OnpepeneHuns 4eTko cchopMynupoBaHbl? Mx ucnonb3oBaHue KOPpeKTHO?

7 Be3onacHocTb

Kak KOHTpormpytoT focTyn K cuctemam? OLgHKa cucTembl ynpasneHus uHdopMauu-
OHHoW Be3onacHoCTb0

8 TexHu4yeckoe
obcnyxuBaHue

Hanuune pykoBoAcTBa Mo TEXHUYECKOMY OBCIYXMUBaHWIO KaXoW CUCTEMEI C yKa3aHu-
€M MepUogUYHOCTY 0GCNYXUBaHNS. Hanuume cooTBETCTBYIOLMX 3an1ceil O BbiNomHe-
HUW A@aHHOrO PYKOBOACTBA

9 KoHTporb cucTeMsl

Mpouegypbl ynpaBneHus KOHgUrypauuei, ynpaeneHme N3aMeHeHUAMM

10 CamounHcnekuuu

Hanu4ue npouedypbl caMOUHCNEKUMU U ee NpoBefeHne

Tabnuya A6 — OcHOBHble 0653aHHOCTYN OpraHW3aLMn-nonbL3oBaTens (cornacHo pykoBoacTBy GAMP, cM. Takxe 4.6)

3agava

OnucaHne

1 MiaeHTUUKaums cuctemsl

JomxkHa BbITb OLeHeHa Kaxaas aBToMaTU3NpoBaHHasi CUCTEMa W onpeferneHb!
cucTeMbl, NoAgnagatomne nog TpeboBaHus HagnexXalmx NpakTuk GxP

6oBaHuit nonb3oBaTens

2 PaspaboTka crneuudukaumin Tpe-

B cneuyudukaumuax tpeboraHuii nonbsoBaTens AOMKHO ObiTb YETKO W ofHO-
3Ha4YHO yKa3aHo, YTO OXMAaeT Nofib3oBaTeSlb OT CUCTEMbl (YTO OHa [JorKHa
Aenatb). [JomxHbl OblTb yKasaHbl Niobble orpaHUYerus, a TaKkke onpegeneHsi
perynsTopHble U AOoKyMeHTarbHble TpeboBaHus

3 OnpegeneHne BanuaaUMoHHON cTpaTeruu
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OkoHyaHue mabnuypi A.6

3agava

OnucaHne

OueHka puckoB

OquKa KOMMNOHEHTOB CUCTEMbI

OueHKa nocTaBLuKa

McxopHas oueHka puckoB JommkHa ObiTb NMpoBefieHa Ha aTane nrnaHupoBaHWUA
Banugauuun. B fanbHeiLlem oLueHKM AOSKHEI NPOU3BOAUTE NO Mepe paspaboT-
Ku crieLudpukaLmin

KomnoHeHTBI ccTeMbl AOMKHbI BbITh OLieHEHbI M pa3buTbl Ha KaTteropuu c Le-
nbto onpegenexna Tpebyemoro BanujauMoHHoro noaxoaa. BeixogHsle faHHbIE
3TOro MpoLecca NsAryT B OCHOBY MnaHa Banugauuu

MocTaBLUMKN AOMKHBI BbITE (hopMaribHO OLeHeHbl B pamkax npouecca BblGo-
pa MocTaBLMKa W MMaHWpoBaHWUs Banugauuu. HeoBxogMMOcTb NpoBeAeHus
ayguTa NocTaBLiMKa (MU UCKITIOMEHUA SaHHBIM aTanom) 4omkHa 6biTb 3a40-
KyMEHTUpOBaHa 1 OCHOBaHa Ha OLieHKe PUCKOB U KaTeropusauni KOMNOHEeHTOB
CUCTEMb

4 PaspaboTka nnaHa Banugayuu

B nnaHe Banuaauuu AoMKHbI GbiTh yKasaHbl AeiicTBUS, Npoueaypsl, Hanpas-
NeHHble Ha NoATBEPXAEHUE NPUTOLHOCTU CUCTEMBI, U CTeNeHb OTBETCTBEHHO-
cTW. B nnaHe o6bIYHO yKa3kIBaKOT, KaKne OLieHKU PUCKOB HEOBXO[UMO ocyLLecT-
BNSATH

5 AHanua n yTBepxaeHue cneumgm-
Kauwii, B T. 4. onucaHus cuctemsl

OpraHusauust JormKHa NpoaHanuanpoBaTe W YTBEPAUTE cheuudukalmm, pas-
paboTaHHbIe NOCTaBLLUNKOM

6 MOHUTOPUHI pa3paboTkn CUCTEMBI

OpraHusauust 4omxHa MOHUTOPUPOBaTL paspaboTKy W KOHUrypupoBaHue B
COOTBETCTBUN C COrMacoBaHHLIM NNaHoM

7 AHanua ncxogHoro koga

OpraHusauus gomkHa obecnevuTb afieKkBaTHLIW aHanNU3 UCXOAHOro Koaa B npo-
Lecce pa3paboTkn cucTembl

8 AHanua u yTeepxaeHue cneumdu-
Kauwii TecTupoBaHus

OpraHu3aLma AonXHa NpoaHan3upoBaTb U yTBEpAUTL cneuudukauumu 4o Ha-
yana ouLMansHoOro TecTUpoBaHUs

9 MNpoBefeHue TecTUpoBaHUA

OpraHn3aLus MOXET y4acTBOBaTb B TECTUPOBaHWUM B KauecTBe Habrogarens
WKW peLeH3eHTa pe3ynksraToB TECTUPOBaHUS

10 AHanua u yTBepXaeHne oT4eToB
0 TeCTMPOBaHWUM

OpraHwn3aLusi fOoMmKHa YyTBEPAUTL OTHETHI 0 TECTUPOBAHNN U COOTBETCTBYIOLME
pesyneTaThl TECTUPOBaHMSA

11 CosgaHve BanvuaaumoHHoro
oT4yeTa

B BanupauuoHHOM oTyeTe AOMKHLI GbiTe NPUBEAEHLI BCe pesynbTaTel U Aeit-
CTBWS, @ TakKe CBUAETENLCTBA TOrO, YTO CUCTEMA BanuamMpoBaHa

12 O6cnyxuBaHue cucTemsl

lMocne NpUHATUA cUCTEMBbI OpraHWsaLma AoMkHa paspaboTaTb Haanexalyme
MPUHLUNBI CUCTEMHOTO aAMUHUCTPUPOBAHNA U MPOU3BOLCTBEHHON AesATerb-
HOCTU

13 lMpeKpalyeHne akcnnyaTaumu

OpraHu3auusi formkHa yNpaensiTb NPOLECCOM 3aMeHb! UMN BLIBeJeHNsl aBTOMa-
TU3MPOBaHHOI CUCTEMBI U3 SKCTITyaTauum
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