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BBepeHve

WHbopMaLoHHbIe TEXHOMIOTMN Pa3BUBAIOTCS CO 3HAUYMTE/bHOW CKOPOCTbIO, 1 OpraHv3auuu, paboTtato-
Lme no HaAnexalm npaktukam, Jo/MkHbl o6ecneyunTs pa3paboTky CUCTEM M NPOrpaMMHOro obecneyeHns B
YCNOBUAX HaNYULLINX UHXEHEPHbIX NPaKTUK U COOTBETCTBYIOLLMX acCNeKToB 06ecneyeHns kayecTsa.

HacTosAwwii ctaHaapT npeactasnseT coboli nornyeckoe 06bACHEHNE OCHOBHbIX TPe6oBaHuii K BHegpe-
HUIO. Ba/MAaL My 1 akcnayaTauuy KOMNbOTepn3oBaHHbIX cnuctem (ganee — KC) u MOXeT 6bITb UCNO/b30BaH
[ANA onpefeneHns KpuTepres COOTBETCTBUSA YCTaHOB/EHHbIX TpeboBaHuii kK KC B Hagnexalumx npaktmkax. OH
He ABNseTcs 06a3aTeNbHbIM A8 NPUMEHEHUS, OAHAKO OpraHn3aumMn MoryT NPUMEHATb ero pekoMeHaaLmu.

HacTosAwwii ctaHfapT CoaepXxuT AeTaslbHOe ONUcaHmne NMyyLnx oTpacieBbiX NPaKTUK B OTHOLLEHUN Npu-
meHeHusi KC, nogaepxvBas pa3Butme HOBbIX TEXHOMOTUIA N TEXHONOTMYECKNE UHHOBALMN.

HacToswwmii ctaHgapT paspaboTtaH Ha ocHoBe PykoBoacTea PIC/S P1011-3 no MCNo/ib30BaHNI0 KOMMbHO-
Tepu3oBaHHbIX cucteM B cuctemax kavectsa GxP (PIC/S Pl 011-3 «Good practices for computerized systems
in regulated "GxFr environments») KoHBeHLUMX no thapmaLeBTUYeckuM MHcnekTopatam/Cxembl B3anMogeii-
CcTBUA papmaueBTMYecknx nHcnekropatos (Pharmaceutical inspection convention/Pharmaceutical inspection
co-operation scheme: PIC/PIC/S), B pa3paboTke KOTOPOro NPUHAIN y4acTue MexayHapoaHble perynstopHbie
opraHbil.
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HALUWOHANbHBIN CTAHOLAPT POCCUMNCKOW SGEALEPALUMN

Mpou3BOACTBO IEKAPCTBEHHbLIX CPEACTB

PYKOBOACTBO MO NCMNOJ/Ib3OBAHNKO KOMIMBbIOTEPU3OBAHHBLIX CUCTEM
B CNCTEMAX KAYECTBA CxP

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

fata eBefeHns — 2018—08—01

1 O6nacTb NpUMeEHEHNs

O6nacTb NPYMEHEHNS HACTOSALLEro cTaHAapTa pacrnpocTpaHsieTcs Ha ucnonb3oBaHue KC B opraHusa-
LMsIX. OCYLLECTBASIOLWMX PaboThl B cdhepe 06paLleHusi TEKAPCTBEHHbIX CPEACTB B COOTBETCTBUM C Npasuna-
MW Haafexalleli NpON3BOACTBEHHON NPaKTVKKM, HAANEXaLL e AMCTPMELIOTOPCKOM NPaKTUKK. Takke OH MOXeT
NPYMEHSATLCS OpraHn3aumsmMy, pa6oTaloL MU B COOTBETCTBUM C HAA/IEXaLLEell 1abopaTopHOIi NMPaKTUKOIA.

OpraHuzaumy camu onpeaensitoT NpUrogHoe A/ HAX NMPOrpamMMHOe MPUNOXEHUE, NOAPAa3LeNeHus], B
KOTOPbIX OHO BHEAPSIETCA, U COOTBETCTBYIOLME pe3ynbTaTbl ero pa6oTbl. B HAcTosLWEM cTaHAapTe onucaHbl
noAxoAbl U BUAbl KOHTPONA (MapameTpbl), KOTOpble MOTYT 6biTb MCMO/b30BaHbI A/l 06ecneyeHnsi CooTBET-
CTBMSI AaHHbIX PaboT TPe6OBaHUAM HAA/IeXALLMX NPAKTUK.

Takke HacTosWMiA cTaHAapT ONUCLIBAET OCHOBHbIE 3Tanbl Y AOKYMEHTALMI0 B OTHOLLEHUN BHEAPEHUSI
u Bamgauum KC B opraHusaumu, BKIoYas pas/inyHble nogxoAbl K pasHbiM TUNam CUCTEM U pas/inyHble BUAbI
Ba/IMaaumu.

YunTbiBasi uTepaTmBHblil xapakTep KC, B HacTosilLeM cTaHAapTe Takke NpeAcTaBfeHbl pekoMeHAaLum
[151 NOCTaBLUMKOB M pa3paboTyrKOB NPUTOXEHNI U aBTOMATN3MPOBAHHbIX CUCTEM, MOCTAB/SIEMbIX B OpraHu-
3auuun. paboTatolme B YyCMIOBUSIX HAAAeXaLLMX NPaKTUK.

2 HopMaTUBHbIE CCbI/IKU

B HacTosLem cTaHgapTe UCMo/b30BaHbl HOPMAaTUBHBIE CCbIJIKW Ha criefytolme cTaHaapThl:

FOCT P ICO/M3K 27002 VHdopMaLuoHHas TexHonornsa. Metoapl u cpeactea obecrneyeHns 6esonac-
HocTu. CBOA HOPM M NpaBui MeHeMKMeHTa MHDOPMaLMOHHON 6e30nacHoCTM

FOCT P MCO/M3K 12207 WHdopMaLumoHHas TexHonornsa. CuctemMHas u nporpammHas UHXeHepus.
Mpouecchbl XNU3HEHHOTO LUK/Ia NPorpamMmmHbIX CPeacTB

FOCT P MICO 9001 CucTtembl MeHeMKMeHTa KayecTBa. TpeboBaHus

FOCT P NCO 9004 MeHeLXMEeHT ANs1 AOCTMXEHUSI YCTOWUMBOro ycnexa opraHusauun. Noaxop Ha oc-
HOBE MeHeKMeHTa KayecTsa

FOCT P NCO 10005 MeHemKMeHT opraHusanmmn. PykoBogsLme ykasaHna no naaHMpoBaHuio KayecTsa

FOCT P NCO 10007 MeHepxMeHT opraHusauun. PykoBosLmMe ykasaHus no yrnpasfieHno koHdurypa-
uuei

FOCT P NCO/M3K 25010 WMHdopmaLoHHble TeXHOMOrMM. CucteMHas u nporpaMMHas UHXeHepus.
TpeboBaHWA 1 OLLEHKA KayecTBa CUCTEM U NporpaMmmHoro obecneveHns (SQuaRE). Mogenun kayectsa cuctem
1 NporpamMmmHbIX NPOAYyKTOB

NMpumMmeyaHue — Mpu NOMb30BAHUM HACTOSALLMM CTAHAAPTOM LLEeNeCco06pa3HO NPOBEPUTL AENCTBUE CCbINOYHbIX
CTaHAapToB B MH(DOPMALMOHHOI cucteme 06LLEro NoNb30BaHUs — Ha ohuLManbHOM caiite PefepasibHOro areHTcTBa no
TEXHUYECKOMY PeryniMpoBaHuio 1 METPOIOTMN B CETW VIHTEPHET UK NO eXerof4HOMY MH(OPMaLMOHHOMY ykasaTento «Ha-
LiMOHasIbHbIE CTaHAAPTbI», KOTOPbI/ OMy6MKOBaH NO COCTOSIHWIO Ha 1 AHBapPS TeKyLero roaa, W no BbiNyckam exemecsy-

M3paHue oduymansHoe
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HOL MHDOPMALMOHHOTO yKasaTtens «HaumoHasibHble CTaH4apThi» 3a TeKyLWnii rog. ECvM 3aMeHeH CCbIMIoUHbINA cTaHaapT,
Ha KOTOpbIii AaHa HejaTupoBaHHas CCbifka, TO PEKOMEH/AYETCS UCNO/b30BaTh AeliCTBYIOLLY0 BEepCUo 3TOro cTaHgapTa ¢
YUETOM BCEX BHECEHHbIX B JaHHYI0 BEPCUI0 U3MEHEHWIA. ECIM 3aMeHeH CTaHAapT, Ha KOTOpbIii fJaHa 4aTMPOBaHHAs CCblf-
Ka. TO peKOMEH/AYEeTCs MCNO/b30BaTh BEPCUI0 3TOT0 CTAaHAAPTA C YKa3aHHbIM Bbllle T0f0M YTBEPXAEeHUs (MpUHATUSA). Eciun
nocsie yTBepXAEHNsI HACTOSILLEro CTaHAAPTA a CChI/IOYHbIN CTaHAAPT, Ha KOTOPLIN faHa 4aTUPOBaHHAs CCbIfIKA, BHECEHO
M3MeHeHue, 3aTparMBarnlLee NosioXeHue, Ha KOTOPOE JaHa CCblka, TO 3TO NOMOXeHUe PEKOMEHAYEeTCs NPUMeHATL 6e3
yyeTa faHHOTO 3MeHeHNs. EC/n CCbiNoYHbIN CTaHAapT OTMEHeH 6€3 3aMeHbl, TO NOJIOKEHNE, B KOTOPOM faHa CCblfika Ha
Hero, peKoMeHAyeTCs NPUMEHSTb B YacTu, He 3aTparuBatoLLeli 3Ty CCblky.

3 TepmuHbI 1 onpeaeneHus

B HacTosiLemM cTaHfapTe NpUMeHeHbl TepMuHbl no [1]. (2]. pykoBoAcTBY GAMP, TEXHUYECKUM PYKOBOA-
ctBam no KC, a Takke cfefylolime TepMUHbI C COOTBETCTBYHOLLMMU ONpeseeHUsaMU:

3.1 aBTOMaTU3NpOBaHHbIe cucTembl (Automated System): LLMpOKMii cnekTp cucTem, BkIouas aBTo-
MaTU3MpOBaHHOE MPOW3BOACTBEHHOE 060pYyOBaHUe, KOHTPO/IbHbIE CUCTEMbI, aBTOMATW3MPOBaHHble 1a6o-
paTopHble CUCTEMbIl, NPOU3BOACTBEHHbIE UCMIONHUTE/IbHLIE CUCTEMbI U KOMMLIOTEPLI, YNpas/siolue naéopa-
TOPHBIMU USIN NPOU3BOACTBEHHLIMK 6a3aMu AaHHBbIX.

MpumeyaHne — ABTOMATU3NPOBAHHbIE CUCTEMbI COCTOSAT U3 060PY0BAHUS, KOMNOHEHTOB MPOrPaMMHOro o6e-
cneyeHus (MO) M KOMNbIOTEPHOI CETW, BKOYAA KOHTPOMMPYEMbIe (OYHKLUK U CBA3AHHYIO [JOKyMeHTauuo. ABTOMaTN3N-
poBaHHble CUCTEMbI UHOTAA Takxke HasbiBalT KC. B HACTOALWEM cTaHAapTe AaHHble TEPMUHBI SIBASOTCS CUHOHUMAaMMU.

3.2 6e3onacHocTb (Security): 3awmTa KOMNLIOTEPHOTO 060PYA0BAHNS U NPOrPaMMHbIX NPUIOXKEHUIA OT
CNy4yaiiHoro unn npegHamMmepeHHoro AocTyna, NPUMEHEHUS, U3MEHEHNS, Pa3pyLLEHNs Un packpbITUA.

MpumeuyaHne — Be3onacHOCTb Takke KacaeTcs nepcoHana, AaHHbIX, KOMMYHUKaLUWi 1 dusnyeckoid 3awmnTbl
KOMMNbIOTEPHON MHPACTPYKTYPbI.

3.3 Bannpaunsa komnbloTepnsmposaHHbix cuctem (Validation of Computerised Systems): [JokymeH-
TanbHO 0hOPMIEHHbIE AeiiCTBYSA, AatoLLie BbICOKYI CTeNeHb YBEPEHHOCTM B TOM. YTO CMCTeMa COOTBETCTBY-
€T 3a/laHHbIM TpeboBaHMSAM U ee UCMOob30BaHue GyAeT NOCTOSIHHO NPUBOAMTL K pesyfbTaTaM, COOTBETCTBY-
IO MM 3apaHee YCTaHOB/EHHbIM KpUTEPUSIM NPUEeMIEMOCTU.

3.4 Bnapeney npouecca (Process owner): /Inuo, 0TBETCTBEHHOE 3a pabouunii npouecc.

3.5 Bnageneu cuctembl (System owner): /InLo, OTBETCTBEHHOE 3a AOCTYNHOCTb M TEXHWYECKoe 06Cy-
xuBaHne KC 1 6e30nacHOCTb laHHbIX, HAXOAALMXCA B 3TOl cucTeme.

3.6 BcTpoeHHas cuctema (Embedded System): Cuctema, 06bI4HO MUKPONpPOLECC UK nporpammMmpye-
MbIii KOHTPOEP, EAMHCTBEHHOE Ha3HaYeHe KOTOPOI KOHTPO/IMPOBATL ONPEeLENeHHbI 31eMeHT aBToMaTm-
31pPOBaHHOro0 060pyA0BaHNS.

MpuMeuaHne — OHa He ABNSIETCSA OTAE/bHOW KOMMbIOTEPHOI CUCTEMOIA.

3.7 BCTpoeHHOe nporpammHoe obecneyeHne (Firmware): MO. 3anucaHHOe B KOMMNbIOTEPHOE 060pYy-
[oBaHve 6e3 BO3MOXHOCTU yaaneHus, Hanpumep EPROM.

3.8 rnbpugHeie cuctemsbl (Hybrid Systems): M'm6pugHasa cuctema — cuctema, B KOTOPOi NCNOb3yeTcs
KOMOMHaLMS pPyYHOro ynpaBieHnsa 1 aBTOMaTU3NPOBaHHbIX DYHKLIWIA.

3.9 xu3HeHHbIl uukn (Life Cycle Concept): Bce cTtagum cyuwectsoBaHusa KC oT chopmupoBaHus nepso-
Haya/bHbIX TPeboBaHWUii 40 NpekpalleHns aKcnayaTaumn, BkaoUYas NpoekTupoBaHne, onpegeneHne TexHuye-
CKux Tpe6oBaHwuii, NnporpammmnpoBaHne, TECTUPOBaHNe, YCTaHOBKY, 3KCMyaTaLuunio 1 06CyxuBaHue.

3.10 uHTerpaunoHHoe TecTuposaHme (Integration testing): MoatanHoe npoBeAeHWe TeCTUPOBaHUS
anemeHToB [1O. 3/1eMEHTOB KOMMbIOTEPHOrO 060pPYyAOBaHNA UMW 1 TOrO, U APYroro, npofosnkaroleecs Ao
NOJIHOW MHTerpauumn Bcel CUCTEMBI.

3.11 nHTepdelic (Interface): O6Was rpaHMua ABYX OTAENbHO CYLLECTBYIOLMUX COCTaBHbIX YacTein ans
B3anMMofeincTena nnv obMeHa nHdopmaumeii ¢ Apyrum a1eMeHTOM CUCTEMBI.

3.12 nnchopmaymoHHo-TexHonornyeckasa nHgpactpykrypa (IT Infrastructure): KomnbtoTepHoe 060-
pyfosaHue u MNO. Takoe Kak ceTeBoe MO 1 onepawlymoHHble CUCTEMbI, KOTOPbIE NO3BONAIT UX MPUMEHUTbL ANA
BbINO/THEHUS OnpefeneHHbIX MYHKLUNA.

3.13 uHdhpacTpykTypa oTKpbITbIX Kntoyeli; MOK (Public Key Infrastructure (PKI): NOK npegoctaBnset
CTPYKTYpY 4N 6e3onacHoro obMeHa nHdopmaumein nytem 1Cnosb3oBaHUsA KpUnTorpadnyeckoi cuctembl
OTKPbITbIM K/IIOYOM U1 3/IEKTPOHHbIX CepTUdrKaToB.

MpumevaHne — VMOK MOXET COCTOSATb U3 MHOTOYUC/IEHHBIX JOMEHOB, HO Hanbonee BaxHbI Asa Tuna:
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- yacTHyto VIOK ncnonb3yloT KomMnaHusa ans Lenei cBoero 6usHeca W CBA3aHHble C Hel CTOPOHbI (Ha-
npumep, NoTpebuTenu, NocTaBLLUKN);

- ny6nunyHyto NOK (npuBnekaloT AOBEPEHHYIO TPETbI0 CTOPOHY) Pa3BepTbIBAIOT Ha OTKPbITLIX CUCTEMAX,
Takux Kak VIHTepHeT, 4To obecneynBaeT 6€30NacHOCTbL 06MeHa NHhopMaLein mexay paHee HecBs3aHHbIMM
CTOpoHamu.

3.14 ncnonuntenbHasa nporpamma (Executive Program): MNporpamma, npegcrasnsiowas coboi yactb
OnepaLmnoHHO CMCTEMbI, KOTOpPasi KOHTPOIMPYET BbINOJIHEHUE APYTMX NPOrpamMM 1 perynvpyeT noTok paboT
B cucTemMe 06paboTKM AaHHbIX.

3.15 ncxopgHblii kof (Source Code): OpurMHanbHas KOMMblOTEPHAA nNporpamma, U3fIoKeHHas B 4u-
TaeMoii popme (Ha si3blke MPOrpaMMMpPOBaHNS), KOTOpas MOXeT OblTb NepeBefeHa B MaLUWHHbIN Kof [0 ee
BbINO/THEHUS KOMMbIOTEPOM.

3.16 komnbloTepnsnpoBaHHasa cuctema (Computerised System): Cuctema, nogpasymesatoLas: npo-
Liecc unu onepauuio, 06beANHEHHYH B OAHO LIE/IOE C KOMMbIOTEPHOM CUCTEMOIA, BKHOYAOLNX BBOZ AAHHbIX,
UX 3/1eKTPOHHY 06paboTKy 1 Bblgayy MHGOpMauMu, UCNob3yemMon Ans AOKYMEHTabHOro 0hOpMIEHNUS 1
(wnn) gna aBTOMAaTUYECKOrO YNpaBieHNs; KOMMbIOTEPHYIO CUCTEMY U KOHTPO/IMPYeMble YHKLMW, KOTOPbIMU
OHa ynpasnserT.

NMpumeyaHue — MpuBoAMMOE ONpeAeneHmne JOCTaTOUHO OrpaHUYeHo. B 3Ty cuctemy BXOAAT Takke BCe BHeLU-
HUe 3h(PEKTbI, KOTOPblE B3AMMOAENCTBYIOT C CUCTEMOI B €€ ONEpPaLMOHHOM OKPYXEHUW. DTO MOryT GblTb MOHUTOPUH-
roBble U ceTeBble CBA3M (B/U3 APYrnx cMCTEM WM 060PyA0BaHUSA), pyUyHble (BBOJ C KNaBWaTtypbl), CBA3W C Pa3/IMuHbIMU
cpefamMu, pyyHbIMU Mpouesypamy ¥ aBTOMAaTUKOW. [laHHblli TEPMUH Takxe oxBaTbiBaeT aBTOMATU3MPOBAHHOE 060pY-
floBaHWe N cUCTeMbl (CM. Takke TEPMWH «aBTOMATKU3MPOBaHHbIE CUCTEMbI»), B HacToswwem cTaHfapTe OHU sBAAOTCA
aHanoramu.

3.17 koMnNblOTEPU3NPOBAHHAA cUCTEMa, N3rOTOB/IEHHAsA No UHAWBUAYaNbHOMY 3aka3y (Bespoke):
MHamsuayanbHo cnpoektuposaHHaa KC ana obecneveHns KOHKpeTHOro paboyero npotecca.

3.18 komnbloTepHasn ceTb (Network): CoegnHeHHas unn B3anMocBsA3aHHas rpynna ys3sos; 06benHeH-
Hble KOMMYHWUKaLNOHHbIE MOLLHOCTH.

3.19 nokanbHas ceTb (LAN): LLinpokononocHas KoMnbioTepHas ceTb (06ecneympatoLas BbICOKYHO CKO-
poCTb Mepegaun faHHbIX), QPYHKLMOHUPYIOWAasA Ha He6O0bLLWOM MPOCTPaHCTBe, Hanpumep oduc uam rpynna
odhncos.

3.20 komnbloTepHas cuctema (Computer System): KOMNOHEHTbI KOMMbIOTEPHOTO 060PYA0BaHUSA, CO-
6paHHble ANa PYHKLMOHMPOBAHUA BMECTe C NPUIOXKEHUAMWU, KOTOPble KOJIIEKTUBHO CMPOEKTMPOBaHbI AN
BbIMO/THEHMSA OonpefeneHHon hyHKLUUM Uan rpynnbl yHKUMA (CM. pUcyHoK 1).

3.21 komnbloTepHOe ob6opynosaHne (Computer Hardware): Pa3nuyHble Buabl 060pyAoBaHUs B KOM-
NbIOTEPHON cMCTEMe, BK/TIOYas LLeHTpasibHbI/ NpoLeccop, NPUHTEP, MOAEM, MOHUTOP ¥ Apyrve npucoeanHeH-
Hble ycTpolicTBa (CM. pUCYHOK 1).

3.22 KOHTpOb n3MeHeHuii (Change Control): lokyMeHTasbHO OHhOPMJIEHHbIV NOPSA0K PACCMOTPEHUS
YNOMIHOMOYEHHbLIMW NPeACcTaBUTENAMU Pa3/IMYHON cneumanu3aumn npesnoXeHHbIX Unn hakTuyeckm BHeCeH-
HbIX U3MEHEHWUIA, KOTOpPble MOTyT MOB/UATL HA Ba/IMANPOBAHHOE COCTOSIHUE NOMeLLeHui, obopyfoBaHus, cu-
CTEM WM NPOLLECCOB.

NMpumeyaHune — Lienb Takoro KOHTPONA — onpefennTb HEO6XOANMOCTb NPOBeAEeHUS MEPONPUATNIA, KOTOpble
[LOMXHbI 06eCneynTb 1 JOKYMEHTa/IbHO YA0CTOBEPUTb NOAAEPXKAHUE CUCTEMbI B BAIMAMPOBAHHOM COCTOSIHUN.

3.23 koHurypauusa (Configuration): 3a40KyMeHTUpOBaHHblE U3nyeckne n PYHKLMOHAIbHbIE Xapak-
TEPUCTUKN ONpefeneHHOro a/ieMeHTa, CUCTEMbI, Hanpumep NpUIoXeHns, o6opyfoBaHNs, BCTPOEHHOEe Npo-
rpamMmHoe obecneyeHue n onepauvoHHas cuctema.

NMpumMmeyaHue — M3MeHeHNe nNpeBpaliaeT oOAHY KOHUrypaLuo B Apyryto.

3.24 koHburypupyemble cepuiiHbie nporpammbl (Commercial off-the-shelf: COTS): Kommepueckne
cepuiiHble NporpamMmmsbl, KOTOPble MOTYT 6bITb CKOH(PUIypuUpOBaHbl 418 onpefeneHHbIX NPUI0KEHN Nob30-
BaTens nyTeM «3anosiHeHusi 61aHKOB», 6e3 U3MEeHEeHUs 6a30BOI NPorpaMmbl.

3.25 He3annaHupoBaHHble (3KCTpeHHble) n3meHeHus Unplanned (Emergency) Change: Henpeg-
BUAEHHbIE (3KCTPEHHbIe) N3MEHEHUS B Ba/IMAMPOBAHHON cucteme, Tpebylowme 6bICTPOro BHeAPEHNS (XOT-
UKebl).

3.26 onepaynoHHas cuctema (Operating System): Habop nporpamm, npefocTaBisieMbiXx BMecTe C
KOMMbIOTEPOM B KayecTBe UHTepdeiica Mexay KOMMNbTepHbIM 060pyA0BaHNeM U NporpaMmmamMu-npuioxe-
HUAMN.
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3.27 onopaynoHHoO okpyxeHue (Operating Environment): YcnoBus n 4esiTeNbHOCTb, B3aUMOAENCTBY-
oL Me HEeNnocpesCcTBEHHO UM KOCBEHHO C aHa/IM3NPYEMOI CUCTEMOI, KOHTPO/Ib KOTOPbIX MOXET B/IMSATb Ha
BaIMANPOBaAHHOE COCTOSAHNE CUCTEMbI.

3.28 opraHusauuna (Regulated User): Perynupyemas Haanexatein npakTUKON CTPYKTypa, OTBETCTBEH-
Has 3a akcnyaTtaunio KC v npunoxeHunii, aiisnioB 1 cogepXalinxcs B HAX AaHHbIX (CM. Takke TEPMUH «MoJb-
30BaTesb»).

3.29 oTtaenbHas cuctema (Standalone System): ABTOHOMHasi KOMNbOTEPHAsA cucTema, koTopas no-
3BONISIET NPOBOANUTL 06PaboTKy AaHHbIX, NpefocTaBnsAeT MYHKUUN ynpaBieHus U MOHUTOPUHIa, Of4HAKO He
COBMeLLEeHHass C aBTOMaTM3MpoBaHHbIM 0bopyAoBaHMeM. ITO OT/IMYaeT ee OT BCTPOEHHON CUCTEMbI, YbUM
€VHCTBEHHbIM NpefHa3HavYeHVeM ABASETCA ynpaBieHne KOHKPETHbIM 3K3eMMNISPOM aBTOMAaTU3NPOBAHHOIO
o6opynoBaHus.

3.30 otnagka (Debugging): MNpouecc HaxoxaeHWs, aHanm3a u ncnpasieHys npegnonaraemMbix oWn60K
(B NnpunoxeHun).

3.31 owwnbka B nporpammMme unu cucteme (Bug). Owmnbka B nporpamme unm cucteme, n3-3a KOTOpoit
nporpaMma BblgaeT HeoXuaaHHoe nosefeHne . Kak cnefcTeue, pesynbrar.

3.32 nepBUYHbLIO/MCXOAHBLIO AaHHble (Raw Data): /llobble Tabauubl, 3anncu, 3aMeTkn UAn X TOUYHbIE
Konuu, npeacTasnisowmne coboi pesynbTaTbl UCXOAHbIX HAGMAEHUIA U AeACTBUIA U HEOBXOAUMbIE A1 BOC-
CTaHOB/IEHNS U OLEHKN paboyero nNpoekTa, nMpoLecca Win otTyeTa uccnefoBaHvs v T. M.

MpuMeuyaHne — lMNepBUUHbIE faHHbIe MOTYT CYLLECTBOBATL 8 6YMaXHOM WU 3N1EKTPOHHOM BUAe, UX BUZS 4ON-
X€H BbITb ONPEeAesieH 1 OnMcaH B OCHOBHbIX NpoLeaypax.

3.33 noBTopHasa Banupauunsa (Revalidation): NMoBTopeHWe npouecca Banugauun Uan ero 4yacTu.
3.34 nonb3osatens (User): Komnauus wau rpynna nuu. 0TBETCTBEHHAA 3a (DYHKLMOHMPOBaHWe cucTe-
Mbl.

MpumeyaHune — CM. TakKe TEPMUH «OpraHn3aLns». B KOHTEKCTe HacToALEero cTaHAapTa — CUHOHUM TEPMUHA
«noTpebuTenb».

3.35 npunoxexune (Application): NporpammHoe obecneyeHne, ycTaHOB/IEHHOE Ha OnpeaesieHHon nnaT-
hopmMe nnm KomnboTeEPHOM 060pyA0BaHNM U NpefocTaBnsLee cneynasbHble MYHKUNOHAIbHbIE BO3MOX-
HOCTMW.

3.36 npoBepka uuknayTectumpoBaHuno yukna (Loop Testing): MNpoBepka yCTaHOBIEHHON KOMGUHAaL MK
3/1EMEHTOB, XapakTepu3yoL X Kaxablii TUN BXoAa/BbixoAa Lykna.

3.37 npoekTHas cneundukaumsa obopyaosaHus (Hardware Design Specification): OnncaHne kom-
nbloTEPHOro 060pyAoBaHus, B KOTOPOM ByaeT ncnonb3oBatbes MO. 1 ero coefvHeHne ¢ ApYroii cuctemori
nnun obopyfoBaHueM.

3.38 paHee ycTtaHoB/ieHHble cucTeMbl (Legacy Computerised Systems): CucTeMbl, KOTOpPble CO34aHbl
[0CTaTOYHO AAaBHO M UCMO/b3YKTCA B TEYEHME ANTENBHOTO MPOMEXYTKA BPEMEHN.

MpuMmeuyaHne — Mo pagy NPUUMH ANA NOAOGHBLIX CUCTEM MOXeT OTcyTcTBOBaTb GMP-[OKYMEHTALMS U 3anucy,
OTHOCALLMECS K aTanam paspaboTKu CUCTEMbI U ee BBOAA B 3KCI/IyaTaumio. Kpome Toro, MoryT OTCyTCTBOBATb 3anuncu oT-
HOCMTENbHO (POPManNU30BaHHOIO NOAX0AA K BanMAaL M CUCTEMbI, YTO CBSI3aHO C ee BO3pacToM.

3.39 cepuiiHoe nporpammHoe o6ecneuveHne (Commercial of the shelf software): Kommepuecku po-
cTynHoe [MO. nNpurogHoOCTb KOTOPOro A/19 MCNOJ/Ib30BaHUSA MPOAEMOHCTPUPOBaHa 60/bLUIUM KOSIMYECTBOM
nosib3oBaTtesnei.

3.40 cuctemHoe nporpamMmMmHoe obecneyeHue (System Software): MO, cnpoekTnpoBaHHoe Ans obner-
YeHUs ynpaBneHus 1 06CnyXuBaHns KOMMNbIOTEPHON CUCTEMbI U CBA3AHHbIX C HEK NPOrpaMM, HanpuMep one-
paLyMoHHbIX cucTeM, accembs1epoB, BCoMoraTesibHbIX NporpamMm, ceteBoro MO 1 UCMOMHAKLWUX Nporpamm.

MpumeyaHne — CucrtemHoe MO, kak NpaBuNO, He 3aBUCUT OT KOHKPETHOIO NPUMEHEHUSI CUCTEMBI.

3.41 cnyxebHoe nporpamMmmHoe ob6ecneuerne (Utility Software): KomnbloTepHble nporpaMmbl Uau no-
CnefoBaTesIbHOCTU. NpefHa3HauYeHHble 415 BbIMOIHEHNS 06LMX BCNOMOraTesibHbIX (YHKULA, HEO0GX0AMMBIX
415 nHoro MO. onepayyoHHOW CUCTEMbI UK NOMb30BATENSA CUCTEMBI.

3.42 cneynanusnpoBaHHoe npunoxeHue (Application-Specific Software): MO. pa3paboTtaHHoe wnm
afanTVpoBaHHOE A5l onpefeneHHbIX Tpe6oBaHUiA NPUNOXEHNS.

3.43 cneuundmkaumy NpMeMoYHbIX UcnbiTaHuii cuctemsl (System Acceptance Test Specification [3]):
OnucaHune I/ICI'IbITaHI/II‘/'I, nposegeHMe KOTOPbIX ABNAAETCA HEOGXO,CI'I/IMI:IM ana NpueMkn CUCcTeMbl nosib3oBate-
nem.
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MpumeyvaHuns

1 O6bIYHO UCNbITAHMA OXBaTblBAKT (PYHKLMOHANBHOCTb CUCTEMbI; NPOU3BOAUTENBHOCTb CUCTEMbI, KpUTUYECKUe
napameTpbl, onepaunoHHble npoueaypeobl.

VicnbiTaHns [0/MKHbI NOATBEPANTL, YTO NPOAYKT OYHKLUMOHUPYET COrnacHo hyHKLMOHaNbHbIM cneuudmkaunam n
CoOoTBETCTBYET Tpe6OBaHVIHM nosnb3oBartesnis, onncaHHbIM B cneu,mbmxaqmnx TpEGOBaHVIVI nonb3oBartens.

2 cnbiTaHus, Kak npasuio, BKIKYalT B cebsa TecTunposaHue B npepgesibHbIX YCN10BUAX, B aBapMVIHOM COCTOAHUU U
rPaHNYHbIe UCNbITaHUA.

CI'IeLI,VId)I/IKaLI,VII/I NPUEMOYHbIX MNCNbITAHUIA CUCTEMBI SIBNSIOTCSA KOHTPAKTHbIM AOKYMEHTOM U OOJDKHbI 6bITb 0,u,06pe-
Hbl BCEMU CTOPOHaMn (I’]OCTaBLLI,MKOM, pa3p660Tl4VIKOM, NHTEerpaTopom 1N KOHeYHbIM I'Ionb30BaTeﬂeM).

3.44 cneuundmkaumm cuctembl (System Specifications); OnvcaHne BbINO/IHEHWUSA CUCTEMOI (DYHKLMO-
HaJIbHbIX TPe6oBaHwiA.

3.45 cneundukauna Ha npuemouHble UcnbiTaHUA obopyposaHus (Hardware Acceptance Test
Specification); Tpe6oBaH1A no NpoBepke BCEX K/OYEBbIX aCMeKTOB YCTaHOBKV KOMMbIOTEPHOro o6opyaoBa-
HMA C Lenblo co6I0AeHN COOTBETCTBYIOLMX TPeboBaHWi 1 0J06PEHHBIX XapakTePUCTUK NPy NPOeKTMpoBa-
HMU 1 y4eT OCHOBHbIX pekoMeHaLuii opraHu3auum.

3.46 cTpykTypHasa Bepudmkauusa (Structural Verification): [JelicTBus, HanpaBneHHbIe Ha MOJyYeHWe
[OKYyMEHTas/IbHOro cBuAeTe IbcTBa Toro, 4to MO nMeeT Hag/iexallyto CTPYKTYPHYIO LIe/TOCTHOCTb.

3.47 cTpYKTypHasa LenocTHOCTb (NporpamMmmHoro obecneuenuns) [Structural Integrity (Software)): CBoii-
cTtBa MO, oTpaxaroLue cTeneHb, B KOTOPOW NCXOAHbIN KOA COOTBETCTBYET CneuntrumpoBaHHbIM Tpe6oBaHu-
AIM N COBPEMEHHbIM MpakTukam paspaboTku MO.

3.48 cTpyKTypHOe TecTupoBaHue (Structural Testing): V3yyeHne BHyTPEHHEW CTPYKTYpbl WCXOLHOrO
KoAa, BKNoyawLlee B cebs HNU3KOYPOBHEBbIN 1 BbICOKOYPOBHEBbIV @aHanu3 koga, aHanus nyTv, ayauT MeTofoB
nporpamMmmMmnpoBaHunA 1 NCMNOJIb30BaHHbIX CTaHAAPTOB, MHCMEKTMPOBaHVE Ha Ha/InUYMe BHELIHEro «HeUCNosb3y-
€MOro Kofja», aHasim3 rpaHnYHbIX 3HAYEHWI 1 NpoYne MeTofbl.

NMpumeyaHue — [1na NpoBefeHNs CTPYKTYPHOTO TECTUPOBAHNA TPeGYTCA KOHXPETHbIE HaBbIKM NPOrpamMmmmpo-
BaHWs 1 3HaHWE KOMMbIOTEPHbIX TEXHONOTUIA.

3.49 ynpaBneHue koHdurypauyuein (Configuration Management): MNpouecc naeHTudmkauum un onpe-
[eNeHns 3/1IeMeHTOB CUCTEMbI, KOHTPO/IA 3anycka U U3MEHEHUS 3TUX 3/IEMEHTOB Ha MPOTSXEHUN XU3HEHHOTO
LuKna cucTemMbl, BefeHne 3anvceil n 0TYeTOB O cTaTyce KOH(Urypauum 1 3anpocoB Ha U3MEHEeHUs, a Takke
noATBEPXAEHNE NOSMIHOTbI M KOPPEKTHOCTW 3/IEMEHTOB KOHQUrypauuu.

3.50 ycunoHHasa anekTpoHHasa nognuck (Advanced Electronic Signature): 9nekTpoHHas NoAnuck, Ko-
Topas:

- nonyyeHa B pesynbTate Kpuntorpaduueckoro npeobpasoBaHus WHopmauum ¢ UCMONb30BaHMEM
K/loYa 3NeKTPOHHOI nognucy,

- No3BONSAET onpefennTb NMLO, NOANMCABLUEE 3/IEKTPOHHBIA JOKYMEHT, 06HapyXuTb (hakT BHECEHUS
N3MEHEHWIi B 3/1EKTPOHHbIN AOKYMEHT NOC/e ero noanucaHus;

- co3faHa C MCNoNb30BaHNEM CPeLCTB 3/1EKTPOHHOW MOANUCHU.

3.51 cdyHKUMOHanNbLHoe TecTupoBaHue (Functional Testing): MNpouecc noATBEPXAEHNS TOr0, YTO NpU-
NOXeHue. cucTema Wam 371eMeHT CUCTEMbI BbINOHAIOT CBOW Ha3HauYeHHble PyHKLMN.

3.52 dpyHKLMOHanbHble cneundgukauum (Functional Specifications): TpeboBaHus, KOTOpbIe ONUCbLIBA-
10T, kakum obpasom KC fomkHa yAoBAeTBOPATb (PyHKLMOHa/bHbIe TpeboBaHWA CBA3aHHOW C KOMMbIOTEPOM
CNCTEMBI.

3.53 chyHKUMOHaNnbHble TpeboBaHusa (Functional Requirements). Tpe6oBaHusi, onucbiBatoLne yHk-
LW, KOTOpPble JO/IKHA BbINOMIHATL CBA3aHHasA C KOMMbLIOTEPOM CUCTEMA.

3.54 anekTpoHHasa nognuckb (Electronic Signature): 3nekTpoHHas, undpoBas NoAMUCh, 3KBMBANIEHT-
Has 06bIYHOW nognucu.

3.54.1 VHdopmauus B 3NeKTPOHHON hopme, KOoTopas NpucoeAuHeHa K Apyroi nHgopmauum B anek-
TPOHHOW chopme (MognMcbiBaemMoi MHchopmaymmn) UAn MHbIM 06pasoM CBs3aHa C Takoil uHopmMaumeli n uc-
nosb3oBaHa 419 onpegenexHns nuua, nognuceisatoLiero nHopmauuio [2].

3.54.2 OneKTpoHHOe CpefiCcTBO, KOTOPbIM MOXHO 3aMeHUTb PYKOMUCHYI MOAMUCHL WU WHULUMASbI 416
Lenei cornacosaHus, paspeLleHns unv noaTBepXaeHNs BBOAA onpeaenerHbix gaHHax (PIC/S).

3.54.3 KomMnunaumsa gaHHbIX U3 CUMBO/IOB WU CEPUIA CUMBOJIOB, BbINO/IHAEMAs, NPUHUMaemas wnu
yTBEpPXAaemasn Mo6biM NLOM B KaYeCTBe /lerasibHO 0653bIBalOLLEr0 SKBMBASIEHTA €70 PYKOMUCHOM noanucy.

3.54.4 [laHHble B 3NEKTPOHHON hopMe, KOTOpble MPUCOEAMHEHbI UM NOTUYECKM CBSA3aHbl C APYrMMU
3/1EKTPOHHBLIMU AAHHbIMU 1 UCNOJIb30BaHbl B kKavecTse naeHtTudukaumm nuua (EU).



FOCT P 57680—2017

4 O6uwme nonoxeHms
4.1 CTpykTypa v hyHKLNN KOMMNbIOTEPU30BAHHbIX CUCTEM

4.1.1 KC cOCTOMT M3 KOMMNbIOTEPHOW CUCTEMbI U KOHTPO/IMPYeMoi yHKLUN unn npouecca. Komnbio-
TepHas cucTema npefcTaBnseT co60/ BCHO COBOKYMHOCTb annapartHOro v nporpaMMHOro obecnevyeHus
(KOHTpONUpytOLLErO annapaTtHoe ob6ecneyvyeHne), a Takke BCTPOEHHOro MO M yCTaHOBJIEHHbIX YCTPOWCTB.
KoHTponvpyemas yHKUMA MOXeT npeacTaBnATb Co60l 060pyAoBaHue (Hanpumep, aBTOMaTW3VpoBaHHOE
npou3BoACTBEHHOE 060pyAOBaHMe, nabopaTopHble UM TEXHOMOTMYECKUE KOHTPO/IbHO-U3MepUTEIbHbIE Npu-
60pbl). KOTOPbIM HEO6X0AMMO YNPaBNATb, U aNrOPUTMbl AeNCTBUIA, onpeaensioLWwmnx ero paboTy. B kayecTse
KOHTpO/IMpyemoi hyHKLMN Takke MOXeT BbICTynaTb onepauvs, 478 BbIMO/IHEHWSA KOTOPON He TpebyeTcs
Apyroro obopyaoBaHus, 3a UCKIIOYEHMEM annapaTHoro obecneyeHns KomnbloTepa. MiHTepdelicbl 1 ceTeBble
hyHKLUK (Yepe3 NokanbHyo BbluncautesnbHyto cetb (JIBC. LAN) n rnobanbHyto BbluncintesnbHyto ceTb (MBC,
WAN)] Takke aBnsaTca ocobeHHocTAMKU KC 1 onepauyMoHHOr0 OKPYXXEHUs, NOTEHLMANIbHO CBA3bIBAOLLMMN
BOEAMHO MHOXECTBO KOMMbIOTEPOB N NPUIOXEHUIA (CM. pUCYHOK 1). MIHhopMaLnoHHO-TEXHOMOTMYeckas WH-
dpacTpykTypa opraHusaunm, yHKUNOHaNbHOCTb U B3aUMOAEWCTBME C MPOYUMU CUCTEMAMU AO/KHbI ObITb
4yeTKo onpeAesnieHbl 1 NOAMEXaT KOHTPO/II0 B COOTBETCTBUM C AeiCTBYOLMMMN NpaBuiamun Hagnexallein npo-
M3BOACTBEHHOW NpakTukn (npunoxeHve 11) (1].

MporpammHoe OnepauymnoHHble
obecneyeHne npoueaypsbl
1 nepcoHasn
AnnapaTHoe
obecneyeHne
O6opyaoBaHune
BcTpoeHHoe nporpammHoe
obecneyeHne
KomnbtoTepHas KoHTponvpyemas
cuctema yHKUMA
(KoHTpONVMpytoLWas cuctema) nnn npouecc

KomnbloTepusnpoBaHHan cuctema

OnepauyoHHOe OKpyXeHve

(BK/touasi npoune cetesble U HeceTesble KC, MHbIE CUCTEMbI,  HOCUTENn
MHhopmaLmy, nepcoHan, o6opysoBaH1e 1 NpoLeaypbl)

PucyHok 1 — Cxema B3auMoAelicTBUSI pas/iMyHbIX KOMMOHeHTOB KC B ee onepaLyoHHOM OKPYXeHUn

4.1.2 B ynpouieHHom Buge KC no nx HasHauyeHUo MOXHO pasfesinTb Ha TPU KaTeropumn: CUCTeMbl KOH-
TpONs NpoLeccoB, cUCTEMbl 06PabOTKM AaHHbIX [BKIOYaA c60p (3axBaT) AaHHbIX] 1 CUCTEMbI 3anucu/xpaHe-
HUSA AaHHbIX. MexXay ykasaHHbIMU cMCTeMaMn MOryT BCTpamBaTbCs CBA3YHOLWME 3NeMeHTbl (MHTepdeiichl).
lapaHTNA LenocTHOCTI) Kak NMPOLEeCcCoB, BbIMOMHAEMbIX B KOHTPOMPYEMO KOMMNbIOTEPHON CUCTEME, Tak U

1) CocTosiHue MO 1 gaHHbIX, XapakTepusylolieecs OTCYyTCTBMEM M3MEHEHWI npegHaMepeHHOro Uamn CrayyaHoro
xapakTtepa (TOCT P 8.654—2015 locygapcTBeHHass cucTemMa obecneyeHuss eAnHCTBA M3MepeHunii. TpeboBaHuUst K npo-
rpaMMHOMY o6ecrneveHnto cpeAcTB UsMepeHnii. OCHOBHbIE MOMOXEHUS).
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npoLeccoB, KOHTponupyembix KC B pamkax ee onepauvoHHOW cpeabl, Ao/mMkHa 6bITb MOATBEPXAEHA Nocpes-
CTBOM Ba/mpaLmu.

4.1.3 B opraHusauuax ucnosb3yetcs 60/blioe KOMYeCTBO pasnnyHbix KC. HaunHas oT He6onbLinx
HeceTeBbIX U 3akaH4MBas CMOXHbLIMU N UHTErPUPOBaHHbIMK. YacTb 13 HUX (CyLlecTBeHHas f0NA Npou3Bof-
CTBEHHOro. 1abopaTtopHOro 1 KAMHUYECKoro ob6opyAoBaHus) uMmeeTt BcTpoeHHoe MO, cepuitHoe MO. cTaH-
JapTHble onepaunoHHbie cucTembl. Takke B KC MOryT UCNO/b30BaTLCA CNeunain3npoBaHHble NMPUIoXeHNs.
OpraHun3aumsa fomKHa BECTW nepeyeHb (peectp) Bcex npumMmeHsieMbix KC ¢ ykaszaHneM Bnagenbla, nocTasLin-
Ka (paspaboTuvka), hyHKLNOHANLHOCTH, CBSA3El 1 BaNUAALMOHHOT0 cTaTyca. Takke B Hannymm fomKeH ObiTb
OCHOBHOW BaNMAaUMOHHbIA NNaH 1 Nopsfgok nposefeHnsa Banmgaummn KC .

4.1.4 K kputnyeckum KC € TOUKM 3peHunsa Hagnexatmux npaktmk GXP OTHOCATCA CUCTEMbI, KOTOpPble MO-
ryT okasaTb HeraTVBHOE B/IMSIHME HA Ka4yeCcTBO NPOAYKUMUN 1 6€30MacHOCTb NMauueHToB UM HENOCpPeCTBEHHO
(HanpviMep, KOHTPOJIbHbIE CUCTEMbI) HAPYLWNTL LIeNNOCTHOCTL CBA3aHHON C NpoAyKuvei nHdopmauumn (Hanpu-
Mep. cucTembl 06paboTKM AaHHbIX/MHCOPMALMOHHbIE CUCTEMbI, 3aAeliCTBOBaHHbIE B KOAMPOBAHUW U Map-
KMPOBKe. paHgoMusauumn, pacnpegenieHnn, oT3biBe NPoAyKUMUN C PbiHKA, KIMHUYECKUX U3MEPEHUSX, 3anucsx
nauneHToB, NCTOYHMKaX JoHaLUWi. NabopaTopHbIX faHHbIX U T. 4.). laHHble NpuMepbl He ABAAIOTCA ucyepnbl-
BaloLLMMU.

4.2 YnpaBneHue puckammu

4.2.1 YnpaBneHue puckamu cnefyeT NpUMeHsITb B TeUeHWe BCEero XunsHeHHoro uukna KC (To ectb Ha
BCeX cTaamsax cyuiectsoBaHua KC — OT hopmypoBaHusi nepBOHaYasbHbIX TpeboBaHWil A0 MpekpaleHus
aKcnayaTauun, BKIKYas NPoOeKTMpoBaHue, onpeAeneHne TeXHNnYecknx TpebosaHuii, nporpaMMmpoBaHue, Te-
CTUpOBaHMe. yCTaHOBKY, 3KCNlyaTauuio 1 06CayXnBaHne) B Lensx obecneyeHnss 6€30MacHOCTU NauneHTOB,
LLe/IOCTHOCTM flaHHbIX 1 KayecTsa NpoayKuuu.

4.2.2 OueHKy noTeHUnasbHbIX PUCKOB /151 KavyecTBa npodykra/Marepvana Win LesioCTHOCTU AaHHbIX
nnbo obecneyeHns kayecTsa NPOBOAAT A5 Kaxaoro anemeHTa KC nam nx CoOBOKYMHOCTH (CM. pUCYHOK 1) Ha
npeamMeT OLEeHKN NPUrofgHOCTU CUCTEMBI A5 ee npefHasHavyeHus. Bce paboTbl No OLEHKe PUCKOB pPerncTpu-
pytoT.

4.2.3 B pamKax cucTembl ynpaBfieHUs puckamu pelleHus no o6bemy BannAaLWOHHbIX UCNbITAHWA 1
NpoBefeHNI0 KOHTPO/A LLe/IOCTHOCTU AaHHbIX [O/IKHbI 6bITb 060CHOBaHHLIMU, JOKYMEHTa/IbHO OhOpPMIIEH-
HbIMMW cOrnacHo oueHke puckoB KC v JOCTYMHLIMU ANA NpefoCcTaBNeHus nuuam, ocyLwecTBIAWmMM nposep-
Ky. MO UX TpeboBaHuio.

4.3 TlepcoHan

4.3.1 OpraHuzauua [o/mkHa MMeTb [OCTAaTOYHOE KO/IMYeCTBO NepcoHana, MMerLllero HeobxoauMble
KBanumkaumio 1 onbiT paboTbl BbINOMHEHUSA B COOTBETCTBUU C YCTAHOB/IEHHbIMW TPebOBaHUAMMK 3a4ay no
nnaHVpoBaHWio, BHeAPEHWIO, aKCrnyaTaummn, noaaepxke nob3oBaresieil NPUNoXeHUA, a Takke AN nposege-
HMA nepuofnyecknx nposepok KC.

4.3.2 Io/KHOCTHbIE 0653aHHOCTU A0/KHbI ObITb YETKO U ACHO M3/I0XKEHbl B NMUCbMEHHOM BUAe B MNO-
HATHOWM A8 BCeX COTPYAHUKOB opraHusauum dopme. ToT dakT, yto KC MoryT 6patb Ha ceba dhyHkuum npu-
HATWA pPeLUeHnii, He OTMEHSEeT IPULNYECKN YCTaHOB/IEHHOW OTBETCTBEHHOCTU NNL,. 3aHMMAIOLNX KI0YeBble
nosunuun B opraHnsauum.

4.3.3 l0/MKHOCTHbIe 06A3aHHOCTM NO YNpaBeHnio BCeEMU NHOPMALMOHHBIMU Y1 KOMMYHUKALMOHHBIMU
TexHonornamun. KC n npoektamn (HauvMHas ¢ NpoCTbIX YCTPOWCTB BBOJA-BbIBOAA W NPOrpaMMMpyeMbIX f10ru-
YeCKUX KOHTPONNEPOB U 3aKaHuMBas MHTerpasibHbIM agMUHUCTPUPOBAHUEM UH(POPMALMOHHbLIX CUCTEM WK
cuctem 6u3Hec-ynpaBneHuns) AO/MKHbI GbITb YETKO onpegeneHbl. JaHHble 0653aHHOCTU AO/MKHbBI BKIOYaTh B
cebsa pa3paboTky v ynpasneHne NosMTUKON B OTHOLEHNUW 3aKynkn MHPOPMaLMOHHBIX NPOAYKTOB, UX BHeApe-
HVe. BBOJ B aKCnyataumio n o6cnyxusaHve, a Takke paspaboTky U BHefpeHVe hopMasbHbIX nepuognye-
CKNX NMPOBEPOK, OLEHOK 1 CEPBUCHOr0 0OCYXMBAHUS KaXO0W CUCTeMbI, paspaboTKy v BefleHVe COOTBETCTBY-
foLeli oKyMeHTaLmun 1 3anuceli aToro Buaa AeaTeNbHOCTY.

4.3.4 TMpu paspaboTke npouedyp ¥ AOKyMeHTauuu nogpasfeneHns no ynpasieHuo U agMUHUCTPUPO-
BaHWI0 MHAPOPMALMOHHBIMU TEXHOIOTMAM PEKOMEHAYETCA yunTbiBaTb nonoxenua FOCT P MCO/M3K 27002.

4.3.5 Heobxogumo nogdepxmsarb TECHOE COTPYAHNYECTBO MeXAy BCeMU 3auHTepecOoBaHHbIMU OTBET-
CTBEHHbIMMW NLLAMU, BOB/IEYEHHLIMY B AaHHbIV Npouecc, Takumy Kak Bnajenew, npowuecca, Bnagenew, cucre-
Mbl. YMOTHOMOYEHHbIE /LA N TEXHUYECKNIA nepcoHan.

4.3.6 [lo Hauyana nepesoja npouecca C Py4yHOro ynpas/jieHNs Ha aBTomMaTuyeckoe (Mnv nepep BHe-
[peHneM HOBOV aBTOMATUM3MPOBAHHOW onepavlun) cnedyeT OCYLecTBUTb OLLEHKY PWCKOB AaHHOro wwara B
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OTHOLLEHNM 6e30MacHOCTV 1 BO3MOXHOIO B/IMSAHUS Ha KauyeCcTBO MpOAyKLMW, HanpvMep BO3MOXHOCTb CHU-
XeHus kavecTBa M 6e30NacHOCTV NPOAYKLUN Kak pe3ynibTaT MeHbLLEro yyactus nepcoHana B npouecce. o
pesynbTaTam OLLeHKU MOXeT noTpeboBaTbCa BK/IHOYEHME MepP MO CHUDKEHWIO PUCKOB NPU BbIMOSIHEHUN Takoro
nepesoja.

4.3.7 OpraHusauus fosmkHa obecneunTb COOTBETCTBYOLEe 06yUYeHne BCex COTPYAHNKOB, B paboTe Ko-
TOpbIX Mcnosnb3oBaHbl KC, 1 Ux 03HaKoMeHne ¢ pykoBOACTBaMU Nosib3oBaTenel atTux cuctem. [laHHoe Tpe-
60BaHNe pacnpocTpaHaeTcs Takke Ha pas3paboTuMKOB CUCTEM, COTPYAHWUKOB, BbIMOMHAOWMM TEXHUYECKOE
06CNyXMBaHNE N PEMOHT, a Takke nunuamM, pabota KOTOPbIX MOXET NOBMUATL Ha [OKYMEHTUMPOBaHHbIE BO3-
MOXHOCTU (hYHKLMOHNPOBAHUS CUCTEMBI.

4.3.8 MoMUMO OCHOBHOro 06yuyeHusi B 06n1acty KC. BHOBb NPUHATLIV Ha paboTy nepcoHasn fO/MKEH Tak-
Xe NpoxoauTb nepsuyHoe obyyeHne A7 BbINOMHEHUS 3afay, HENOCPeCTBEHHO BbINOHAEMbIX umu. Opra-
HU3auua Takke JO/HKHA NPOBOAWTL Mocneaylollee HenpepbiBHOe 06yyYeHrne nepcoHana, Nepuonyeckun oLe-
HVBas ero aPekTBHOCTL (MyTEM TECTUPOBAHMSA).

4.3.9 MNpu 06yveHnn J0MKHbI 6bITb NOAPOO6HO 06bACHEHBI U 06CYXAaTbCA KOoHLEeNnUMn GXP 1 XXU3HEHHO-
ro umkna KC, a Takke npefnpuHATbl BCe Mepbl 419 MOHUMAHUS U NPYMEHEHNSA NepCOHaIoM 3TUX KOHLEnuuii.
OpraHusauusa o6s3aHa XpaHuTb JOKyMeHTaLMIo 0 NpoBefeHnn 06yYeHns Kak 4acTb AOKYMEHTaL MmN XU3HEeH-
HOro uuKna cuctemsbl (3anucu 06 06yvyeHUn MOryT XpaHUTb B COOTBETCTBUM C NpoLeaypaMun nosb3osaresns).

4.4 TlocTaBLWKN 1 NpoBaingepbl ycnyr

4.4.1 B TOM cnyyae ecnv A1t NOCTaBKW, YCTAHOBKU, HACTPOWKW, 3afaHnsi KOH(Urypauum, MHTerpmpoBa-
HUS, Ba/IMAALMN, TEXHNYECKOro 06CnyxmBaHusa (B TOM yucie yepes yaaneHHblli 4octyn), Mogudmkauum nnm
nogaepxaHua KC. okazaHua CBSA3aHHbIX C HUMW YCNYT WK 06paboTKM AaHHbIX NPUBIEKATCA TPeTbu nua
(B 4acTHOCTW, NOCTaBLUMKK, NPOBagepbl ycnyr), To NPOM3BOAMTENb U yKa3aHHble TPeTbU N1ua 3aknyaT
[0roBopbl. 3ak/oyeHne Takux JOroBopoB Mo3BOAET ycTaHaB/IMBaTb OTBETCTBEHHOCTb TPETLUX NNL, 3a Haf-
nexatyee UCnosiHeHe CBONX 0653aHHOCTENA.

4.4.2 KOMNETEHTHOCTb M HAAEXHOCTb NOCTaBLLMKOB AB/IAIOTCA K/THOYEBLIMU YCNOBUAMY BblGOpa nocTas-
LMKa nporpaMMHoro npogykra wunu ycnyr. Belibop KC 1 ee nocTasLuvka [0/KEH OCHOBbIBATLCA Ha npejsa-
puTenbHO pa3paboTaHHoN crneundurkauum TpeboBaHuii NoMbL30BaTENSA, COOTBETCTBYIOWMM 06pa3oM 3a/0Ky-
MEHTMPOBAHHON OLEHKM MOCTaBLUMKA W OLLEHKN PUCKOB A/151 pas/IUYHbIX onuuii cuctemsl. MHbopmaumsa ans
3TOW OLEeHKM MOXET 6bITb NosyyeHa No pesynbTataMm ayauta nocTaBLiuka v MccnefoBaHnUsa UCNob30BaHNA
pa3nnyHbIX BEPCWil NpoAdykTa, No faHHbIM coobliecTBa v nnTepaTypbl. NS NOnyvyeHus rapaHTuii Hagex-
HOCTU NpoAyKTa opraHu3auns oueHWBaeT NpUMEeHsieMble MOCTaBLUMKOM NOAXOAbl K obecneyeHnto Kayectsa
npu NpoeKkTUpoBaHuu, paspaboTke, MOCTaBke M TexHuyeckom ob6bcnyxmsaHun KC. HeobxoaumocTb ayauta
nocTaBLMKa [O/DKHA OblTb OCHOBaHa Ha ouleHke puckoBl). PelieHne o Nokynke AO/HKHO 6biTb OCHOBAHO Ha
3a/0KyMEHTMPOBaHHbIX pe3y/ibTatax NpueMoYHOoro TeCTUpoBaHus.

4.4.3 TopAfoK OLEeHKN NOCTaBLUMKOB J0/IXKEH ObITb OHOPMIIEH AOKYMEHTA/IbHO; PaboTbl NO OLeHke Mo-
CTaBLUMKOB PErMcTpupytoT. [1N15 OLEeHK/ CTENeHN HafeXHOCTU NOCTaBNAeMOoro NpoAykTa MoryT 6biTb UCMOSIb-
30BaHbl aHHble O [,e/10BOW penyTaLuy NOCTaBLLMKOB U NPOBaifepoB 1 ONbIT NpeablayLieil paboTbl ¢ HAMK.

4.4.4 Tpebyemblii ypOBEHb rapaHTUM CTPYKTYPHON LLeOCTHOCTH, (OYyHKLMOHANBHON HaAeXHOCTU U no-
CTOSIHHOV nogaepxkun MO 1 KOMMNbIOTEPHOTO 060PYA0BaHNS, NPeACTaBAALWMNX KPUTUYECKMNE XapaKTepUCTUKN
ans KC, moxeT o6ecneuntb COOTBETCTBME CUCTEMbI MEHEKMEHTA NOCTaBLLVKa 0OLWEeNpPpUHATOMY CTaHAAPTY.
"pachnkn NnpoBefeHNsa OLLEHKN 1 061acTb cepTUnKaL M AO/MKHbI COOTBETCTBOBATL XapakTepy nocras/isiemo-
ro npogykra.

4.4.5 MNpwn ncnonb3oBaHMn cepTUdnKaToB COOTBETCTBUS CUCTEMbI MEHEKMEHTA KayecTBa, BblAaHHbIX
cepTudULMpYIOLWMM opraHom, Hanpumep no cxeme TicklT. cnefyeT yfoCcTOBEPUTLEA B TOM. Y4TO 06/1aCTb ay-
anTa u rpaukn NpoBepkn, NCNosib3yemble CTOPOHHUMW CEPTURULMPOBAHHBIMY ayAuTOpaMu, BKIKOYaN WH-
XEHepHble CTaHAapTbl KayecTBa, AeMCTBYIOLME NMPAKTUKM, NPOBEPKY HA/IMUUSi BCEX KOHTPONel u 3anucel,
B TOM 4uC/e B OTHOLUEHWM HECOOTBETCTBYIOLLEro Tpeb6oBaHusM npogykTa (MpeTeH3un OT nosnb3oBaTenei),
KOPPEeKTUPYILWMX AeNCTBUIA, KOHTPONA U3MEHEHWI UMEHHO NOCTaBIsSIeMOro NPoayKTa u ero Bepcuii. Takol
noAXxoA MOXeT ObITb MCNO/b30BaH ANA hopMyIMPOBKN KpUTEpPUEB 0TOOPa NOCTABLLMKOB.

4.4.6 Ansa xputuyecknx KC NnpoBepkM Ha/IMumsa Npu3HaHHON cepTuduKaLmm CUCTEMbl MEHEKMEHTA Mo-
CTaBLUMKa. Kak npasuio, HeJoCTaTouHO (CepTUduKauma MoXeT 6biTb HECOOTBETCTBYIOLLEN UM HEMOAXOAS-

1) AyauTbl, NPOBOAMMbIE OpraHu3aumeit unu 3-it CTOPOHO, BMECTe C MapKETUHIOBbIM aHa/IM30M MOTYT NOMOYb MpU
OLleHKE HaJEeXHOCTU U CTPYKTYPHOW LLENIOCTHOCTU CMIOXHbIX HACTPaMBaeMbIX KOMMEPYECKUX cucTeM. Mpu ayautax npo-
BEPSOT CUCTEMY MEHEXKMEHTA KAuyecTBa M YacCTb, KacaloLycs 3aKynaemoro npoaykra.
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wei). B noAo6HbIX Cryyasx opraHusauum cnegyeTt WCNoMb30BaTh AONOSHUTENIbHbIE CNOCO6LI OLEHKA npu-
rogHOCTV CMCTEMbI M ee MOCTaBLUuMKa, UCMOMb3ysA 3apaHee YCTaHOB/EHHble TpeboBaHus, cneundrkaumn un
oXugaemble puckn. [ns aTux ueneii MOXHO UCMO/Ib30BaTb ONPOCHbIE INCTbI NOCTaBLUMKOB, ayAuTbl (B TOM
yncne COBMECTHbIE) MOCTABLUMKOB, a Takke B3auMoAeincTBue ¢ nosb3oBaTensiMy U oTpacneBbiMu hOKycC-
rpynnamu. Kak npasuno, gns KC ¢ BbICOKUM pYCKOM NPOBOAAT ayauT noctaslymkal).

4.4.7 Tpn npvBfeYeHnn NOCTaBLUMKOB K oueHke n Bammpauun KC opraHusauymeli fosmkHa 6biTb Npo-
BeJeHa OLeHKa KpUTUYEeCKMX acnekToB MOCTaBLLMKa, BKIOYAA ero KBaiMuKaLuuio 1 Ka4yecTBO BbIMOJIHAE-
MbIX paboT. MpUHLMMbI, U3MT0XKEHHbIE B PYKOBOACTBE Hagnexalleii aBToMaTu3vpoBaHHON NPoV3BOACTBEHHON
npaktvku (GAMP) (4]. TpUMEHVMbI 1 418 CNIOXKHbIX MPOEKTOB M 060pyA0BaHNS C MCNO/Ib30BaHUMEM PaboT Mo
KOHTPAKTY.

4.4.8 [lokyMeHTauus, npunaraemas K KOMMEPYeCkn BbiMyCKaeMbIM FOTOBbIM A5 NCMOMb30BaHNA Mpo-
rPamMMHbIM MPOAYKTam, AO/DKHA OblTb pacCcMOTPeHa YNO/HOMOYEHHbIMU PaboTHWKaMU NPOU3BOANTENS Ha
npeaMeT COOTBETCTBUSI ero TpeboBaHusM.

4.4.9 NHdopmaums o cucteme MeHe)KMeHTa KayecTBa U OLieHKax NOCTaBLMKOB UM pa3paboTymkoB
MO n ycTaHoBNeHHbIX KC fosmkHa 6bITb JOCTYMHA ANS NPpeAoCcTaBeHns NMuam, oCyLecTBAAIOWMM NPOBEPKY,
no nx Tpe6oBaHunio.

4.5 [okymeHTauna

4.5.1 B opraHusauum Ao/mkHa 6biTb B HAIMUYMW NOMHAA W aKTyaMsnpoBaHHas pernaMmeHtTupytowas go-
KymeHTauus no KC u 3anucm n/vnu otyeTbl, OxBaTblBawllas BCe acnekTbl MPOEKTUPOBAHUA, BHeAPEHUs U
sanugaumm KC.

Ansa kputnyecknx KC AomkHbl ObITb B HANMYMKM Nogpo6HoOe Tekyllee onucaHne husnyeckux n normye-
CKMX B3aMMOCBSA3€iA, NOTOKOB AaHHbIX U MHTEPEENCcoB C ApyrMMK cMCTEMamMu UK npoueccamu, Tpebyemsle
pecypcbl BCEro KoMnbloTePHOro obopyaosaHusa n MO. AoCTynHble Mepbl 6€30MacHOCTU, a B [OKyMeHTauuu
npuBefAeHo AeTan3npoBaHHoe OnMcaHne CUCTEMbI, B TOM Yyncrie ee paspaboTka 1 ycnoBus 06CcnyxvnsaHna2'.
B fOKyMeHTaLuyn MOXeT NpUCYyTCTBOBATb CChblIKa Ha cneuudukauuy TpeboBaHuii Nonb3oBaTes UM UHbIE
[OKYMEHTbI, OMNCbIBAIOLLME XU3HEHHbI LKA CUCTEMBI, @ Takke YeTkoe onMcaHue Toro, 4To cuctTema AomkHa
UAN He Jo/kHa AenaTb. Takas AOKYMeHTauusa Ao/HKHA OblTh B HAIMUMK Kak AN1a paboTatowmx, Tak u Ansa pas-
pabaTbiBaeMbIX CUCTEM.

4.5.2 NMopsafoK BbIMNOMHEHUA N perucTpaunm AaHHbIX Ha OCHOBHbLIX 3Tanax Xu3HeHHoro uuknia Mo. cea-
3aHHbIN C KBa/IMMUKALMAMN U TeCTUPOBAHNEM, [O/DKeH ObiTb YCTaHOB/EH B MOAPOGHLIX Npouedypax um
nnaHax Kkayecrsa.

4.5.3 OpraHusauus go/mkHa paspaboTtaTb U MPUMEHATL NOUTUKY U NpoLeaypbl, kacatowuecs cneundm-
Kauuii. 3akynkv, paspaboTkv n BHegpeHusa KC. nognagatowmnx nof tpebosanHns Hagnexalymx npaktuk (GxP).
B npuHuUune, pekomeHgyeTcs pacnpocTpaHuTb AaHHble npoueaypbl Ha Bce NOA06HbIE CUCTEMbI, UMEIOLLMECH
B opraHusauum.

CneplyeT OTMETUTb, YTO 061aCTb NPUMEHEHUS 1 YPOBEHb AOKYMEHTAaLMMN 1 3anucei, HeobxoAnMbIX A1
BbINOJIHEHUSI YCTAHOB/IEHHbIX TPEBOBaHWI AN KPUTUYECKUX CUCTEM, ByAeT 3aBUCETb:

- 0T c/IOXHOCTU KC 1 nepeMeHHbIX, BANAIOLWMX Ha KAYeCTBO U NMPOU3BOAUTENBHOCTD;

- Heo6xoAMMOCTN o6ecneyeHns LesoCTHOCTY AaHHbIX;

- CTEMEeHW pucka, CONpsKEHHOro ¢ paboToli cucTeMbl;

- pacnpocTpaHeHus TpeboBaHuii Hagnexalymx npakTuk GxP Ha o6nacTv paboTbl CUCTEMBI.

4.5.4 [lokymeHTauuen, conposoxaaroLleii n3HeHHbl umkn KC. cnefyeTt ynpasnaTb U nogaepxuearb
(Bepcun, KOHTPOSbHbIE CNefbl) B COOTBETCTBUM C O6WUMN TpebOBaHMAMN K JOKYMEHTaALMN 1N B paMKax CO3-
[aHHOI cornacHo cTaHAapTy KayecTBa CUCTEMbI ynpaBneHns AokyMeHTauuel. [JokyMeHTauus JomkHa 6biTb
JOCTynHa 4na npefocTasfieHnsa nvuam, oCyLecTBALW MM NPOBEPKY, MO UX TpeboBaHMI0.

4.5.5 lokyMeHTaumusa MOXeT CyLlecTBOBaTb B pas/NyHbIX hopmMax, B TOM yucfie Ha GyMaHOM, 3nek-
TPOHHOM W/IN UHOM HOCUTENE.

1) PykoBoacteo GAMP n PDA cogepxaT noAgpo6Hbie pekoMeHaLum no Bugam 1 npouegypam ayavMta nocTaBLLUKOB
KpuTuyeckux KC.

21B kayecTBe NoA06HON LOKYMEHTAL MW TakKe MOryT BbiCTynaTb YTBEPXAEHHbIE B3aVIMOCBSA3aHHbIE 3aMnCU O XUN3-
HEHHOM LMKIe cuctembl. N8 KPYNHbIX KOMMIEKCHbIX CUCTEM MHhopMauus 0 pa3paboTke u 06CNyXMBAHUN MOXET BObiTb
npuBeAeHa B pasHbIX AOKYMEHTaX, Ha KOTOPble AO/IKHbI NPUCYTCTBOBATbL CChI/IKM B 06LLEM [OKYMEHTE, ONUCbIBAKOLWEM
cucTemy.
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5 Cragusa npoekta
5.1 MeHef)XMEHT KayecTBa

5.1.1 K pa3pa6oTke MO npvMeHUMbI TPV OCHOBHbIE COCTaBNSOLWME 06ecneyeHns KkayecTsa:

- KauyecTBO, 6€30NacHOCTb M 3h(PEKTUBHOCTb [0/MKHbI OblTb 3aNPOEKTUPOBaHbI U BCTPOEHbI B M10;

- KayeCTBO roTOBOrO NPOAYKTa He MOXET OblTb 06ecneyeHo NOCPeLCTBOM MHOTOUYNCIEHHBIX UCTIbITaHWIA
Uy NpoBepoK;

- Kaxpgplil aTan npouecca paspaboTku crnegyeT KOHTPOAMPOBAaTb 4715 NOBbILEHUS BEPOATHOCTM COOT-
BeTCTBUA roToBoro MO BCeM NPOEKTHbIM crieuudunkaLmsam, Bkaoyas TpeboBaHnsa K Ka4ecTBy.

5.1.2 OpraHun3auus fo/hkHa NpeanpuHATL BCe 3aBUCALLME OT Hee Mepbl, rapaHTupylowme paspaboTky
KC B pamkax Hagnexallei cuctemMbl MeEHeXMeHTa kayecTsa. locTaBLymK JO/MKEH OblTb OLEHEH COOTBET-
CTBYHOLLMM 06pa3oM.

5.1.3 Monb3oBaTenn 1 NOCTaBLUMKN AO/MKHbI rapaHTupoBaThk, 4To MO 1 KoMnbloTepHOe o6opyaoBaHue,
N CUCTEMBI:

- 06nafaloT rapaHTUPOBaHHbIM KayecTBOM;

- MpUrogHbl ANs npeanonaraemMoro UCnosib30BaHus;

- CONpoBOXAalTCsA Haafexalen foKyMeHTaumel, No3BoNSI0LWen NnpocneanTb UX Ka4ecTBo U Bamaa-
uuio.

5.1.4 CywecTByeT pag obLienprsHaHHbIX Mogeneit Ans npouecca pa3paboTku MNO. Hanpumep cnupasb-
Haa Mogenb, kackagHasa Mogenb (Mogenb «Bogonag») M Mofenb XU3HEHHOro uukna. Kaxpaoli n3 mogenei
npucywu onpegeneHHble 0CO6EHHOCTM, HanNpuMep, B PYKOBOACTBE MO Hajd/iexallei npakTuke aBToMaTu3n-
pOBaHHOr0 NPOM3BOACTBA MCNOb30BaHa V-06pasHas mogesnb (CM. PUCYHOK 2). OAHaKO OHa He ABnseTca 065-
3aTenbHOl ANA NpUMeHeHus1>

PucyHok 2 — MpumepHas cxema B3auMOCBS3N MeXAy K/TIo4YeBbIMW crneuutmkaumsmm
1 aTanamu KBanugukauum B NpoLecce NPOEKTUPOBAHNSA, NOCTPOEHUS U TECTUPOBAHNS CUCTEMbI2!

Ha pucyHke 2 npeacTtasneHa B3avMOCBA3b MeXAy cneuudurkaumam TpeboBaHuii nonb3osaTens v Ksa-
nudpmkaumeli akcnnyatauumn PQ.
5.15 Bce npoueaypbl KOHTPONS KayecTBa M obecneyveHus kadecTBa, JOKYMeHTauua v 3anucy,

csAlmecs K paspaboTke 1 NPOV3BOACTBY NPOrPaMMHOr0 06ecrneyeHnss U KOMMbIOTEPHOro 060pyA0BaHUA A/is
KOMMbIOTEPHBIX CUCTEM [OMKHbI BbITb B HAJTUUNN.

B pamkax He60/bLIMX NPOEKTOB cneuundukalyum Tpe6osaHunii NoNb3osaTens n PyHKLNOHaNbHbIE cnelndukal
MOTyT 6bITb 06befnHeHbl. OHM ByAyT CBA3aHbI C kKBanuukaymen QYyHKLMOHNPOBAHUS.
2) Cxema Ha pucyHke 2 npuBefeHa Nuwb B KayecTBe npumepa. OxugaeTcs, 4To opraHmsauus paspaboTaeT CBOKHO
MOAesb, YUUTLIBAIOLLYIO UHANBUAYA/IbHbIE OCOGEHHOCTN B3aUMOCBA3N MEX/AY 3N1EeMEHTaMM XU3HEHHOTO LuKNa NS faH-
HOWi opraHuzaunu.
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5.1.6 ins obecnevyeHns Tpebyemoro kayecTsa, NPou3BOAMTENBHOCTU M HafdexHocTn KC opraHusauus
[O/IKHA rapaHTMpoBaTthb, YTO MONUTUKW YNpaBieHns NocTasLLMKa, ero CUCTEMbI U COOTBETCTBYIOLLME NpoLeay-
pbl NO3BOJIAT BbINONHUTL 3TN TPebOBaHUS.

5.1.7 Ana rapaHTWii kayecTBa 1 HagexHocTn KC paspabotuvk MO Ao/mKeH NPUMEHSITb hOpMaibHBbIi
naaHoBOI NOAXOA, OCHOBAHHBIA Ha NpuHUMnax obecneyeHns KauecTBa Mpv NPOeKTUpoBaHuu, paspaboTke,
Npon3BOACTBE, BHEAPEHUN 1 06CNYXUBaHUW, ONMCaHHbIX, Hanpumep, B FTOCT P NCO 9001. PekomeHzauum
Nno MeHeKMEHTY KayecTBa W 3/ieMeHTaM CUCTEMbI, BKIYas MnaHbl Mo KayecTBY W ynpaBfeHne KOHQUry-
pauveii. npuBegeHsl B TOCT P NCO 9004, TOCT P MCO 10005 n TOCT P MCO 10007. B [5] npuBeaeHbI
KOHKpeTHble 1 0653aTeNibHble TpeboBaHWA B OTHOLEeHNY nnaHmposaHus. FTOCT P MCO/M3K 25010 onvcbiBa-
eT kayecTBo MO v onpegenseT napameTpbl kKayecTBa 1A KPUTUUYECKUX NPUIOXEHWA. PYKOBOACTBO NO Hag-
nexaltieil aBTOMaTM3MPOBaHHON NPOM3BOACTBEHHOW nNpakTuke (GAMP) Takxe COAEpPXWUT peneBaHTHble ANA
hapmaLeBTUHECKO OTpacan ykasaHus.

B TOCT P NCO 9001. MCO/M3K 25010 u [6]1*npeacTaB/ieHO HECKO/IbKO MOSIOKEHWUIA, KPUTUYECKUX ANS
obecneyveHus kavectsa KC:

- KC cTpyKTypupoBaHbl MCXOAA M3 NPUMEHEHNSA CUCTEMbl MEHe)XMeHTa KauyecTBa K pa3paboTke, fo-
KyMEHTMPOBaHWA NPOLEeCCOB MPOEKTUPOBAHUS, NPON3BOACTBA U YCTAHOBKM MPOAyKTa:

- COOTBETCTBME AaHHLIM CTaHAapTam W1 JOKYMEHTY TpebyeT Ha/muma B opraHusauun gopmannsosaH-
HbIX CUCTEM /18 KOHTPO/ISA, MPOCNEXNBAEMOCTN 1 OTYETHOCTM NO NPOAYKLUN U NMepcoHana,

- 3TW CTaHZapTbl, a TAKXe yKa3aHHbI/i JOKYMEHT ONUCLIBAIOT NOAX0Abl 1 TpeboBaHus, nNpesbaBsiemMble
K Npon3BoAcTBY (M3roToB/ieHnto) MO cornacHo MoAE NV XXU3HEHHOTO LMKNa, Aenas ynop Ha BaXHOCTH npoLe-
[Jypbl KOHTPO/A 38 U3MEHEHUAMU;

- B CTaHjapTax ycTaHOB/ieHa Heob6X0AMMOCTb W BaXHOCTb TecTuposaHus O. NpoBOAMMOro Ha He-
CKOJIbKUX YPOBHSAX (thasax):

- TecTupoBaHue vHTerpaummn (MHTerpaunoHHoe TeCTUpOBaHNE):

- TecTMpoBaHue CUCTEMbI:

- MPUEMOYHOE TECTUPOBAHME 3aKa3UMKOM.

5.2 MnaHnpoBaHne N ynpasneHne XN3HEHHbIM LUKIOM

5.2.1 PekomeHAaummn no ynpasnieHuto XusHeHHbim uuknom KC npueegersl B FOCT P MICO/M3K 12207.
MpuMeHeHNe NPUHLMNOB, PEKOMEHAALMNA, KOHLENUUN «KU3HEHHOTO LMKIa» U Haanexalleli npakTuku Oo-
KyMeHTMpoBaHua 6yaeT cnocobcTBoBaTh paspaboTke ONTVMasibHbIX CUCTEM KavyecTBa, COGM0AEeHNI0 1 Noa-
TBEPXEHWIO BbINOSIHEHNS YCTAHOB/EHHbIX TPEGOBAHMIA HAaANEXALLNX NMPAKTUK.

5.3 Cneuundgukauum TpeboBaHuii nonb3oBartens

5.3.1 Cneuudmkauum Tpe6oBaHuii Nonb3oBaTeNst AO/MKHbI ONUCbIBaTb Heo6XoauMble dyHkumKM KC Ha
OCHOBE [10KyMEHTasIbHO 0(HOPMJIEHHOI OLLEHKM PUCKOB 1 BIMSIHUSL C TOUKU 3pOHMS COB/I0AEHUS HaanexaLnx
npaswn. Tpe6oBaHus Nob30BaTeNs [O/MKHbI MPOCNEXMBATLCA HA NPOTSHXKEHUU BCETO XM3HEHHOro Lukna KC.

5.3.2 CneuundukaLmm SOMKHbI ObITb paspaboTaHbl B COOTBETCTBUM C 06LLMMY TPEGOBAHUSIMW Hagnexa-
LMX NPAKTUK K JOKYMEHTaLMK, a Takxke:

- KaXnaplii JOKYMEHT, coaepxalyuii Tpe6oBaHus, Jo/KeH GbiTb NPOBEPEH, YTBEPX/AEH U BHECEH B pe-
€CTp AOKYMEHTALUMN C YHUKANbHOW ngeHTudgukaume;

- ycTaHaB/MBaemble TPe6GOBaHUsS K CUCTEME He 40/DKHbI NPOTUBOPEUNUTL APYT APYryY:

- thopMynMpoBKa KaxJoro TpeGoBaHUs, B YaCTHOCTM HEOGXOAMMOrO fi11 COOTBETCTBUS HAANEeXaLlum
npakTvkam GxP. fo/mKHa NO3BO/STbL NMPOBeAeHNe 06BHEKTUBHON NPOBEPKY €ro BbINOSIHEHUS C MOMOLLbI0 06-
LEeNpUHATOTO MeToAa, HanpuMep WHCNEKLMM, aHann3a uin UCnbiTaHus (TecTa):

- HECMOTpPSi Ha HE3ABUCMMOCTb CreuudmKaluii Tpe6oBaHWii Nonb3oBaTens OT NOCTaBLLMKA, OHW JOJIX-
Hbl GbITb COF/1ACOBaHbI NMOJIb30BATENIEM W NMOCTABLLMKOM2Y,

1) PykoBoAcTBO GAMP Takxe LWWPOKO NPUMEHSIETCS MOCTaBLMKaMn 1 NpoBaiifepamu, CBA3aHHbIMW N0 POAY CBOel
LeATeNbHOCTY ¢ (PapMaLeBTUYecKol NPOMbILIIEHHOCTbIO.

2>[laHHoe Tpe6oBaHve 06s3aTeNbHO Ans KC. n3rotaBnvMBaeMbIxX No WHAMBMAYaNbLHOMY 3akasy. Takke npu npu-
06peTeHN KOMMEPUYECKNX HACTPaUBAEMbIX N KOH(UIYpUPYEMbIX CUCTEM 6yayLiuMe NoMb30BaTeM, UHTErpaTopbl U Mo-
CTaBLUMKM JO/MKHbI 06CYAUTL N PACCMOTPEThL pa3paboTaHHble TPe6oBaHWs NoJb30BaTENs U CTENEHb WX YA0BNETBOPEHUS
npegnosiaraeMbiM NPOrpaMMHbIM o6ecrnedeHnemM. Heo6xoaUMo onpeAenuTb «CTeneHb YAO0BETBOPEHUS» U KOHTPONPO-
BaTb €e CO6/I0AEHNE NpU NPoBeAeHNN HEOBXOANMbIX PaboT No KOH(UrypaLuu, MogUGUKaLUN, KOAUPOBAHUN U TECTUPO-
BaHWW. Banugauum.
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- ob6sA3aTenbHble perynaTopHble TpeboBaHWs ¥ ONuMOHalbHbIe MapaMeTpbl AO/DKHbI ObITb YETKO pas-
AeneHsl;

- B cneundukaumm TpeboBaHuii Nosb3oBaTesnis [O/MKHbI ObiTh yka3aHbl PyHKUUOHAbHbIE U HE(YHK-
LMoHaNbHble TpeboBaHMa K cucteme: OYHKLUMOHANBHOCTb, 3(h(PEKTUBHOCTb, BO3MOXHOCTb 06GCAYXUBaHWS,
yf06CcTBO akcnayaTauuv 1 T. n.: OpMyMpoBKa Kaxaoro TpeboBaHns AO/MKHA NO3BOMATL NpoBefeHne 06b-
eKTUBHOI NPOBEPKN €ro BbINOSIHEHNS.

5.3.3 Cneuudukanmm Ao/MKHbI 6bITh paspaboTaHbl B nepBylo odepefb Ha MO. Tawke A0/HKHbI OblTh
yCTaHOB/EHbI TPE60BaHNA K KOMMNbIOTEPHOMY 060pYyA0BaHMIO U Apyrue TpeboBaHua (HanpuMep, No HaAnyumIo
NMUCbMEHHbIX MpoLeayp).

5.3.4 ®yHKUMOHaN cneumdmrkauunii TpeboBaHnii Nnonb3oBaTens U PyHKLMOHabHBIX cneumdvkaLmin on-
XXEH rapaHTMpoBaTh BbINO/HEHVE COOTBETCTBYIOLLMX TPe6oBaHM Hagnexalmx npaktmk GxP, a Takke cogep-
XaTb MH(OPMALMIO O HAJIMYUW KPUTUYECKUX MHTepheiicoB Mexay CUCTEMO 1 PyYHbIMU onepauusmu.

5.3.5 CneuudukaLmm cocTaBnsilOT OCHOBY AN OLEHKM PUCKOB CUCTEMbl B OTHOLLEHWW cOb6AAeHMs
Hagnexawmx npaktuk GxP. a Takke ApYyrux puckoB, Hanpumep, 6e30nacHOCTU. AHan3 PUCKOB MOXET BbiTb
OCHOBaH Ha (QyHKLMOHas/bHOI creuudmkaumm, CBA3aHHOW co crneuudurkaunsmm TpeboBaHunii nonb3oBare-
neii (Hanpumep, B cnyyae KC. M3roTOB/MIEHHbIX NO MHAUBUAYa/IbHOMY 3akasy). OLeHKa pUCKOB, a Takke ee
pe3ynbTaTbl, BKOYAsA KPUTEPUM PAHXMPOBAHNA PUCKOB Ha KPUTUYECKME UMW HeKpUTUYecKne, AO/MKHbI ObiTb
3a/10KyMEHTMPOBaHbl. VICTOYHWKM NM06bIX PUCKOB, CBA3AHHLIX C COGMIOAEHNEM Hagnexalymx npaktuk GxP,
[OMKHbI 6bITb OnpeAeneHbl.

5.3.6 Cneuundkauymn TpeboBaHnin NoAbL30BATENSA WM CCbINIKA HA HUX MOTYT GbiTb BK/IOYEHbI B AOKY-
MeHT. onucbiBatowuii KC (cm. 4.5.1). BMecTe € pe3y/bTatamn OLEeHK/ PUCKOB Ha cTaguv paspaboTku cne-
undounkauum.

5.3.7 Mpwu BbIGOpE KOMMEPYECKOro 06ecneyeHns nam KOMMNoHeHTa cneymdurkayun TpeboBaHnii NobL30-
BaTesniA MoryT 6bITb paspaboTaHbl Ha OCHOBE cneuudunkaLmn nocTaBLLVKa.

5.3.8 Bce KC cneayet nogeepratb AOKYMEHTUPOBAHHOI NepcnekTUBHOW Bannaauum unm Keananduka-
umm (cm. 5.6.7 ons onpefeneHus NoAxXoAoB K BanufauuMm pasnuyHbix Tunos KC), npu HeobxoAMMOCTU, NO-
BTOPHOW Banugauun unm ksanmdukauun. Cneumdmkanum TpeboBanHnii Nonb3oBaTens u AOKYMEHT, cogepxa-
LMA onucaHne cMcTeMbl, AO/MKHbI akTyann3npoBaTbCsi, Kak NOATBEPXAEHNE HOBOro 3Tana Ba/MaaLMoHHOro
XWU3HEHHOTO LMKNa.

5.4 dyHKLMOHaNbHaA cneyndukaumna FS

5.4.1 ®yHKuMOHaNbHaa cneundukauns paspabdartbiBaeTcs noctaslnkom KC Ha ocHoBaHumn cneuundu-
Kauun TpeboBaHuii Nnonb3oBaTens — B C/yvyae MHAMBUAYanbHO pa3pabaTsiBaemoro MNO. nan onpegenseTcs
AN Bblbopa 1 NpnobpeTeHns cepuitHOro NPOrpaMmMHoOro NpoAykra. ®yHKLMoHasIbHasA cneymndukanma JomkHa
onucbiBaTh CUCTEMY, OTBEYatoLLyto cneumdmrkauuy TpeboBaHmnii Nnonb3oBartens, To ecTb NOTpebHoCTAM opra-
HU3aLun.

5.4.2 laHHaA cneyudukaLma Jo/mkHa cogepxarb TOUHOoe 1 AeTan3npoBaHHOe onvcaHne Bcex Heobxo-
OVMbIX TPe60BaHUii K KOMMNbLIOTEPHOW cucTeMe u nHTepdelicam, To ecTb onncaHne yHKLMiA, paboTsbl cucTe-
Mbl W. rAe NPUMEHUMO, OTPAHNYEHNS NPOEKTA U XapaKTePUCTUKN.

5.4.3 [Ina onpefeneHHbIX TUMOB W YPOBHEW CMCTeMbl MOTyT 6biTb paspaboTaHbl KOMOGUHUPOBAaHHbIE
cneundmkauum, BrkNOYalLWwme TpeboBaHusa nonb3oBaTenn U yHKUMOHaNbHble TpeboBaHus (cm. 5.6.7 gna
onpejenieHns nNoAxofos K Bampaunm pasnnudelx Tunos KC).

5.4.4 OpraHusauus Ao/HKHa UMEeTb B HA/IMUMU JOKYMEHTaL IO, ONMUCLIBAIOLLYI0 KOMMbIOTEPHYIO CUCTEMY
C NPUIOXKEHNEM, eC/I BO3MOXHO, AimarpaMmM rnotoka uan 6/10K0B, NoKasblBaloLWmx packnagKy o6opynosaHus,
CetTn 1 B3aMMOAENCTBMA. DTN CXeMbl JO/MKHbI BbiTb COBMECTUMbIMU C (OYHKLMOHANBHON crneundukaumen n
npocnexmsaemMbiMn 0 cneundvkayumn TpebosaHnii nonb3osartens. laHHas AOKyMeHTauus ABASETCS YacTbio
onuncanusa KC (cm. 4.5.1).

12



FOCT P 57680—2017

5.5 TecTupoBaHue

5.5.1 Ob6ecneyeHne HagexHocTu MO gocTuraeTcs BbIMOSIHEHUEM MNJIAHOB KayecTBa U TecTupoBaHuemI*
B npolecce pa3paboTku. B npouecce paspaboTkm NpOBOAAT TeCTUPOBaHME KOMMNOHEHTOB W MHTerpauum B Co-
OTBETCTBUM C MpUHUUNamMu, nsnoxeHHoimm B FOCT P MCO 12207, [5] u [6p>.

5.5.2 TecTupoBaHue, Tak Xe kak 1 paspaboTtky MO 1 KOMNbOTEPHOro 060pyA0BaHNSA CUCTEMBI, CrieayeT
NpoOBOAWTbL B YCNOBUAX CUCTEMbI MEHEMXMEHTa kayecTBa, 3a[0KyMeHTUPOBaHHbIM 06pas3om ¥ dopmasnibHO
corfiacoBaHHbIM BCeMy cTopoHamu. lMpu onpeaeneHun mMecT NpoBefeHNss TeCTUPOBaHUA U OTBETCTBEHHOCTH
CTOPOH pekoMeHAyeTCsa UCMno/ib30BaTb COOTBETCTBYIOLWME pekoMeHdaumum pykosoactesa GAMP.

5.5.3 TecTupoBaHue nHTerpauumn aBaseTcs 04HUM U3 BaxHelLwnx atanos pa3pabotku MO, npoBognmoe
Ha MPOTSHXKEHUW MHTerpaumm komnoHeHToB KC 1 A0 NOMHON uHTerpauun Bceli cuctemsbl. Mo Mepe co3gaHus
3/1IEMEHTOB NpOrpamMMbl, NPeanoYTUTesNIbHO A0 caaun 6r10ka (Moayns) nporpaMMbl Ha hopMasibHOe TeCcTUpo-
BaHVe, pekoMeHayeTcs NPoBOAUTL CUCTEMATUYECKE NPOBEPKN NCXOLHOTO KoAa nporpamMMbl, BKIOHYas OLeH-
Ky KPUTUYECKUX anropuTMOB M CTaHAapPTHbLIX 3/1IEMEHTOB.

5.5.4 Pe3ynbTaTbl (PyHKLMOHA/IBHOIO TECTMPOBAHUA MOTYT NOATBEPAUTb HaZEeXHOCTb nNpocTbix KC. Ta-
KMX KaK NporpamMHO-/1I0TMYeckne KOHTPOIEPbl U CUCTEMbl, OCHOBbIBalOLWMECS Ha 6a30BbIX asiroputmMax u
Habopax nornyeckmx 670KoB. 19 KPUTUUYECKN BaXKHbIX U (UNK) 6osiee CNOXHbIX CUCTEM BepudukaloHHoe
TEeCTUpOBaHUeE, BbIMOSIHAEMOE B X0Ae KBanuukaLmm MoHTaxa, YHKLVOHNPOBaHUS 1 3KcnlyaTaunu, He obe-
cneynBaeT TpebyeMoli CTeNeHN yBEPEHHOCTM B HAA4EXHOCTU BbINOIHEHWSA CUCTEMOI NpeAHasHauYeHHOW (OyHK-
LMK, Tak Kak He obecrneudrBaeT NOJIHYH OLLEHKY CKPbITbIX (OYHKLMUIA M MpOrpamMMHOro Koga.

5.5.5 1N noaTBEpXAEeHUS Hafnexaliein ycTaHOBKU (MHCTanIMpoBaHus) CUCTEMbI, ee (PYHKLMOHMPO-
BaHWS 1 MPOU3BOAUTENBHOCTU CRedyeT MCNob30BaTh AOKYMEHTanbHO OhOpM/IeHHble cueHapum3* (cneyu-
hmkauumn npoueaypbl TeCTUpoBaHus). laHHble cLeHapuu A0/KHbl OblTb COOTHECEHbLI CO cneundukaunsaMmm
TpeboBaHuii Nonb3oBaTens N yHKLMOHAIbHLIMUA CNeungUuKaLMsaMmn CUCTEMbI, B YaCTHOCTU, AOJ/DKHbI ObiTh
paccMOTpeHbl npegesnbl napameTpoB cucTeMbl (Npouecca), rpaHulbl AaHHbIX 1 06paboTka owmnbok4*. Mpu
npUMeHeHN aBTOMaTU3MPOBaHHbIX CPeACTB TECTMPOBAHNS N TECTOBbIX Cpef A0/MKHA ObiTb NpoBeAeHa U 3a-
[OKyMEHTMpOBaHa OLeHKa X NPUroAHOCTY A1 TECTMPOBaHWS NPOBEPSEMOI CUCTEMBI.

5.5.6 ins no6oro TexXHon0rMyeckoro o6opyAoBaHnsa U NPOLECCOB, CBA3AHHbLIX UM KOHTPOAMPYEMbIX
nocpeacTBOM KOMMNbKTEPHbLIX CUCTEM, MOTPEBYIOTCA AOMNOMHUTENbHbIE PEXMMbI UCMbITAHWA NpU KBanuduka-
LU MOHTaXxa, kBanudukauuy hyHKLMOHMPOBaHUS 1 KBanudukauum akcnayatauun. JonyckaeTcs o6beuHe-
HVe 3TanoB TecTUpoBaHMA 1 obnacTeli TeCTUPOBaHNS 15 OAHOPOAHON rpynnbl 060pyA0BaHNSA U NMPOLIECCOB;
[aHHbIli NoAXo4 AO/MKEH ObITh YKa3aH B M/iaHe Win NPOTOKOJ/1Ie TECTUPOBAaHUS.

5.5.7 OpraHu3aums go/mHkHa NpoAeMOHCTPUPOBaTh foka3aTe/bCcTBa (OPManM30BaHHON NPUEMKN CUCTe-
Mbl MOC/NE ee TECTUPOBAHNS M KOHTPOIMPYEMOTO nepeHoca B PyHKLMOHMPYIOLLLEe OnepaLoHHOe OKpYXeHUe.

5.6 Banupgauus

5.6.1 Banugaunio npoBogAT ANS MOAyYeHUA OO6BEKTUBHBIX W AOKYMEHTa/IbHbIX CBUAETENLCTB O TOM.
4YTO KOMMNbloTepHasn cuctema n KC 6yayT NOCTOSHHO (DYHKLMOHNPOBATbL Kak YCTaHOBMEHO B cneuudurkaumsx,
BHeJpeHa 1 npoBaManpoBaHa.

OpraHusauua gomxHa 6biTb CNoco6Ha NpefocTaBUTb CBUAETENIbCTBA TOro, YTo ucnosb3yemsle KC ge-
MOHCTpUPYIOT pabouve amanasoHbl, CAOXHOCTb, (PYHKLMOHANBbHOCTb, yNpaBAseMOoCTb M BaNUAMpPOBaHHbIN
cTaTtyc.

5.6.2 Ana uenei Basmpauun KC opraHvsaums Ao/HxKHa MMeTb cucteMy, obecneyvBaroLlyo nposege-
HVe chopmasibHOW OLEHKM U BeAeHWe OTYETHOCTM O KayecTBe 1 npoussoaunTenbHocT KC Ha Bcex aTtanax ee

TecTupoBaHue npeAcTaBnseT coboii Bepudmkaunto komnoHeHnTa MO. Bepudumkauuns B KOHTEKCTE XU3HEHHOTO
Luukna npefctaBnseTt co6oil COBOKYNHOCTb AECTBWIA MO CPABHEHWNIO MOJlyHEHHOro pe3ysibTaTa XU3HEHHOTo Lukna ¢ Tpe-
6yeMbIMN XxapakTepucTvkamu /18 3TOro pesynbrarta.
2>CM. Takke COOTBETCTBYLNE pa3aenbl pykosoactea GAMP.
3*B NpaBunax Hagnexaueii Npon3BOACTBEHHON NPaKTUKM NCMOMb3YeTCA TEPMUH «CXeMbl TECTUPOBAHUSA».

4>B COOTBETCTBMMN C COBCTBEHHLIM M/1AHOM KayecTsBa NpoekTa A/ NOATBEPXAeHUA paboTbl CUCTEMbI B COOTBET-
CTBUM C (PYHKUMOHANbHBIMU cneyndukaymammn paspaboTunk/npoBaiigep paspabdartbiBaeT MPOEKTbl CLeHapeB TecTupoBa-
HuA. CueHapuii gomxeH obecneynsaTb NPoBefEHNE CTPECCOBOr0 TECTUPOBAHNA CTPYKTYPHOW LeIOCTHOCTM, KPUTUYECKNX
anropuTMOB U «MpefAesnbHbIX 3HauYeHuli» uHTerpuposaHHoro NO. O6ecneyeHne B3aMMOCBA3N CLeHapueB TeCTUPOBaHMA
co cneuymndurkaymsamm Tpe6oBaHuii NoTpebuTens ABNSETCS OTBETCTBEHHOCTbIO OopraHusauuu, paboTaloLwei B yCnoBuax
Hagnexalumx npaktuk GxP.
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XW3HEHHOTO UuKna: paspaboTkun, BHeApeHNs, ksanudukauum, npuemMkn, pyHKUNoOHMpoBaHus, Mogudukaumu,
NOBTOPHOW KBanndukaumm, o6CnyXmBaHnsa 1 AeMOHTaxa.

BanugaunoHHas fOKYMEHTauua 1 oT4eTbl JO/KHbI OXBaTbiBaTb COOTBETCTBYOLINE CTAAUN XU3HEHHO-
ro uukna KC. MpoussoanTtens Ao/mKeH 060CHOBATbL CBOW CTaHAApTbl, NPOTOKO/bI, KPUTEPUM NPUEMIEMOCTH,
npoueaypbl 1 3anucu Ha OCHOBE OLeHKN PUCKOB.

BanupaunoHHasa fokyMeHTauns fo/hkHa BKIYaTb 3anncy KOHTPONSA U3MeHeHW (ec/im NPUMEHUMO) U
OTYeTbl O N1H06bIX OTK/TIOHEHUAX, BbISBIEHHbIX B X0A€e npolecca sanugaumu.

BannpaumoHHyo OKyMeHTaL o MOXHO BECTU B 3/IEKTPOHHOM 1N ByMadkHOM Buae. Ces3aHHble Bau-
JaunoHHbIE fOCbe A1 KOMNOHEHTOB C/I0XHOW KC AO/MKHbI 6bITb CHAGXEHb! YETKUMW NepPeKPecTHbIMU CCblfl-
Kamu gns uenei ayguta.

5.6.3 B nepeuHe (peectpe) KC (cM. Takke 4.1.3), aKcnyaTupyembix opraHu3aLlmeit, 4O/MKHO ObiTb yKa-
3aHve Ba/MaUVOHHOrO cTaTtyca: nogpobHoe onucaHne obbema (CTeneHn) BannAauMOHHbIX paboT npuse-
[leHO B CBOJHOV JOKYMEHTaslbHO 0hopMIEHHON nporpamme Banugauumy OnucaHve ob6bema Banupauumn
[OJKHO BK/TlOYaTb KPUTEPUM COOTBETCTBUA Ha/iexalum npaktukam GxP ¢ ykasaHMeMm KPUTUYHOCTU PaHros
pPUCKOB ANA KayecTBa Npogykraynpouecca v LefoCcTHOCTM faHHbIX (B ciyyae c60a cuctembl Un ee BbiXoaa
n3 cTpos).

5.6.4 MoaTBepXaeHne COOTBETCTBMA TpeboBaHNAM Haanexawmx npaktuk GXP KpUTUYHO ONA pasnuy-
HbIX Onepaumii n paboT, Npu KOTopbIX MCNoNb3ytT KC: BBOA AaHHbIX (3axBaT 1 LIe/IOCTHOCTb), 3anNuChb faHHbIX B
thalin, o6paboTka AaHHbIX, paboTa ¢ UHPOPMALMOHHBIMW CETSIMU, YNpaB/IEHNE NPOLECCOM U EF0 MOHUTOPWHT,
3/1EKTPOHHbIE 3amnncu, apxXxMBUpoBaHNe, BOCCTAHOB/IEHNE AaHHbIX, Neyartb, JOCTYN, ynpaBfeHne n3mMeHeHus-
MW. KOHTPOJIbHbIE Crefbl U PeLeHNs, CBA3aHHbIe € t060 aBTOMATU3NPOBaHHOW AEATE/IbHOCTbIO, BbIMNO/HSA-
eMoii B YCNOBMAX Hagnexalwmx npaktuk Kk GxP. Hanpumep, co3gaHve v npeactaBieHne perncTpauoHHbIX
[ocbe v Apyrux AOKYMEHTOB B Pery/fIaTOpHbI/ opraH, uccriefoBaHus v paspaboTka ekapcTBEHHbIX CPeacTs,
KMHWYeCKne uccrnefoBaHns, MaTepuasibHO-TEXHUYecKoe CHabXxeHue, OTNycKk B NPOM3BOACTBO (B3BelUVBa-
HVe), NPOU3BOLCTBO, YNakoBKa, UCMbITAHNSA, KOHTPO/b KayecTsa, obecneyeHre kayecTsa, ynpasnexHve sana-
camu. XpaHeHWe 1 NOCTaBKM JIeKapCTBEHHbIX CPeACTB, 0byyeHune, nosepka v kannbposka (M nposepka pabdo-
TOCMOCOBHOCTYM). TEXHNYECKoe 06CTyXMBaHUE, KOHTPaKTbl (TEXHWYECKMe COornalleHns) 1 CBA3aHHble C 3TUMK
paboTamu 3anucy 1 OTYETHI (AaHHbIV NEPeYEHb He ABNSIETCSA NCYEPNbIBAKOLLUM).

5.6.5 OnpegeneHne puckos KC ana kauecTsa npeacTtaBnsieT coboi 0gHO U3 Hanbosee BaXHbIX Npeasa-
puTenbHbIX paboT npy pas3paboTke OCHOBHOIO Ba/IMAALMOHHOTO nnaHa KC. AHanm3 puckoB CUCTEM K ero pe-
3yNbTaTbl. O4HOBPEMEHHO C 060CHOBAHWEM CUCTEMbI PAHXMPOBAHUA PUCKOB HA KPUTUYHbIE N HEKPUTUYHbBIE,
[O/MKHbI 6bITb 0hOpPMEHBI [OKYMEeHTalbHO. KpoMe TOro, A0/MKHbI 6bITb YETKO onpegesneHbl NoTeHuanbHble
pUCKM ANA COOTBETCTBUS TPeboBaHUAM Hagaexawmux npaktuk GxP. Kputnyeckne cuctemsl (M OyHKLNN BHY-
Tpu cuctem), obnagaroLme HanbonbLWUM NOTEHLMAIOM NPUYMHEHNS Bpefa B c/yyae ux c6os unv Bbixoga u3
CTPOS, OTHOCAT K MPUOPUTETHBLIM.

5.6.6 MonuTnka B 061actu Banuaunm nav OCHOBHOW BaNvAaUVOHHbIA NNaH opraHn3aummn AOo/MHKEH Co-
[epxXaTb onvcaHne 1c/onb3yeMblx opraHusauuneli noaxofoB K Banugauun v ynpasnernuio KC. OcHOBHoOl Ba-
NVMAaUVOHHBIA NNaH AO/MHKEH BKIYaTh (MM COAepXaTb CCbIIKU Ha ApYyrve AOKYMEHTbI, OTAeNbHble Banuga-
LMOHHbIE NNaHbl, NUCbMEHHbIE MpoLeaypbl):

- nepeyeHb KC. nognexaiymx sanvgauuu;

- KpaTtkoe onucaHue NoAxof0B K Basmgaunu Ansa pasnuuHsix Tunos KC 1 npoBoAMMbIX BanufaLMoHHbIX
pabor:

- onucaHue NPOTOKO/I0B (N1aHOB) U COOTBETCTBYIOLLMX NpoLeAyp TECTUPOBAHUA A8 BCEX BaTMAaLNOH-
HbIX PaboT, OTHOCALLMXCA K KOMMbIOTEPHBLIM CUCTEMAM;

- TpeboBaHMA K BaNMAAUMOHHBIM OTYeTaM, AOKYMEHTVPYOWMUM BannjaunoHHblie paboTbl U NONyYeH-
Hble pe3ynbTarhl;

- yKasaHue OTBETCTBEHHOrO rnepcoHasia 1 CTeneHb X OTBETCTBEHHOCTU B paMKax nporpammsl Basivja-
uun.

5.6.7 B cootBeTCcTBMM C pykoBOACTBOM GAMP BblAeNAloT NATL TUNOB MO 1 COOTBETCTBYIOLLME NOAXOAbI
K X Banmgauuu (cMm. Tabnuuy 1).

1) O6bem (cTeneHb) Ba/MAALMOHHbIX PaboT MOryT 6biTb yka3aHbl B OTAEe/IbHbIX BaNuAaUMOHHbIX naaHax. MoxeT
6bITb MCMNOMb30BaHA MepapXMsA CBA3aHHbIX Ba/nfaLMOHHbIX NJaHOB, ONncaHHaa B pekoMeHAauusx No naaHMpoBaHWo
sanugauunn pykosoactsa GAMP.
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Ta6nunya 1— Tunbl NporpaMmMHOro obecneyeHns u NoaAxoAbl K Banugauun

Tun nporpamMmHOro o
Kateropus BanuaaynoHHblii noaxon
o6ecneueHns
1 OnepauunoHHasn cucrema Pervctpaumsa nHopmaunm o Bepcum (BkIOYas CEPBUCHbIE JOMOSTHEHMWS).
TecTupoBaHue 6yeT OCyLecTBIEHO ONOCPeA0BaHHO, NyTEM (PYHKLMOHA b-
HOro TECTUPOBAHNA NPUIOXKEHNA

2 BcTpoeHHoe MO [Ans HeKoHUrypnpyemoro BCTpoeHHoro NO — peructpauusa mHgopmauum
o Bepcuu. MpoBepka paboTocnoco6HOCTM (kanmbpoBka) 060pyaoBaHNs no
mMepe HeobxoanmocTu. MoATBEPXAEeHVEe Haanexallero yHKLMoH1poBaHus
B COOTBETCTBUW C TPeb6OBaHNAMK Nofb30BaTENA

[Ans koHdurypupyemoro BCcTpoeHHoro MO — peructpauusa uHgopmauum
0 Bepcun n koHdurypauum. MNMpoBepka paboTocnocobHOCTU (kannbpoBka)
o6opyAoBaHMA, MO Mepe He06X0ANMOCTU, U NOATBEPXKAEHNE HagNexaLlero
hYHKLMOHNPOBAHNA B COOTBETCTBMM C TpeboBaHUAMM Nonb3oBaTens

BcTpoeHHoe MO. pa3paboTaHHOe NO UHANBMAYANbHOMY 3aKa3y, 0THOCUTCA K
Kateropuun 5

3 CTaHpapTHblil nakeT MO Peructpauus Bepcun (n KOHUrypaumm onepaLyoHHOIo OKpY>XeHUs) n noa-
TBEPX/JeHVe Haanexauiero yHKLOHNPOBaHNA B COOTBETCTBUMN C TpeboBa-
HUAMM NoMb3oBaTens.
[Na KpUTUYECKN BaXKHbIX M KOMMNEKCHbIX NPUIOXEHWIA cneayeT OLeHUTb He-
06X0ANMOCTb ayuTa nocTaBLymka

4 KoHdurypupyembiii nakeT  Peructpauusi Bepcuu U KOHUIypauum v noATBepXAeHue Hagexallero
no (PYHKLMOHMPOBAHNS B COOTBETCTBUM C TPEGOBAHUAMM MO/Ib30BATENS.

B GonbWWHCTBE CnyvyaeB credyeT NPOBOAWUTL ayAuT MocTaBLiMKA ANA KpU-
TUYECKMN BaXKHbIX N KOMMIEKCHbIX NMPUNOXEHWNI

MNO. paspa6oTaHHoe Mo MHAVWBKUAYANbHOMY 3aka3y, OTHOCUTCS K kaTeropum 5

5 MO. paspaboTaHHoe no Ay[uT nocTaBLyMKa W Banuaauus Bceil cuctemsl
NHAVBUAYaNbLHOMY 3aKasy

MpuBegeHHas B Tabnuue 1 knaccudmkaums MOXeT O6bITb HENPUMEHNMA K C/TOXHbIM UHTErpMpoBaHHbIM
KC. B KOTOpPbIX OAHOBPEMEHHO MOXHO BbIAENNTb pa3/iMyHble TUMbl NporpaMm. [11a onpegenexHnsa noaxonos K
Ba/IMaaunm N6OIN KPUTUYECKON CUCTEMBI CnefyeT NPUMEHSITb KOMMNJIEKCHbIV NOAX0A, OCHOBAHHbIW Ha OLEeH-
Ke BCEX PUCKOB MPU UCNOJIb30BaHNM AAHHOTO NPUNoXeHns. Ans kaxzaoro komnoHeHta KC oueHka puckoB Mno-
MoraeT onpegennTb NoAxoAbl Mo 06ecneyeHnio kavyecTBa, paboTbl MO KBaUmKaLm n Mepbl MO CHKEHUIO
puckoB. VHdhopmauusi 06 aHannse pUCKOB, NOAXOAAX K BbISIBIEHWIO PUCKOB HECOOTBETCTBUSA Hag/exallux
npakTnk GXP 1 KpUTEpUsix OLEHK MPUrOAHOCTU AN MCNOMb30BaHWA CUCTEeMbl AO/MKHA ObiTb AOCTYyNHA AN
npefocTaBneHus nuuam, ocyLLecTBAIWMM NPoBEpPKY, MO NX Tpeb6oBaHuIo.

5.6.8 BanugaumoHHas LOKYMEHTaUUS 1 3anncy Takke AOJ/DKHbI BKIYaTh cefyowmne gaHHble O KOH-
TpO/ie CUCTEMbI, MOHUTOPUHTY U TEXHUYECKOMY 06CYXNBaHWIO.

- OLeHKa pes3ynbTaTtoB UCMbITaHUIA Ha COOTBeTCTBME cneuudmkaumii TpeboBaHuii nonb3oBaTens (3tan
Bepucmkaunm 1 TEKyLLNA MOHUTOPWHT):

- 3anucu 06 o06by4yeHun onepaTtopoB (BBOAHLI MHCTPYKTaX U Nnepuoamnyeckoe obyyeHne):

- npoueaypa TekyLiero MOHUTOpUHra (gaHHas npoueaypa 6yfert cBs3biBaTb CUCTEMY OTHETOB 06 OLING-
Kax 1 CUCTEMY OTYETOB 06 OTK/TOHEHUSAX C NPOLLEAYPOI yNpaB/ieHNs U3MEHEHUAMN).

- nofJepxaHve pykoBOoACTB Mosb30BaTesiA U CTaHAAPTHbIX onepaylyvoHHbIX npoueayp (COIM) ansa Bcex
CMCTEM B aKTyasSlbHOM COCTOSIHUW.

5.6.9 OnepauunoHHble cUCcTeMbI 1 BCTpoeHHoe MO kBaiMguuupyoT B 3aBUCMMOCTM OT npeanonaraemMo-
ro UCMonb30BaHNsA (NPUHMMAas BO BHUMaHWe BEpPCUio, YCTOMYUBYHO Bepcuio (penns) unu peneBaHTHblE napa-
MeTpbl) B pamMkax kBanudmkauuy akcnnyataummn PCYBanugauum npouecca.

5.6.10 Ecnu gaHHble NepeBoAST B Apyroli popmMaT Uam cUcTeMy AaHHbIX, Banugauns o/MKHaA BKIYaTb
NpOBEpPKY HEM3MEHHOCTN 3HAYEHNS Y CMbIC/A JaHHbIX B MPOLLECCE UX MUTpauum.

5.6.11 MOMMMO MPUEMOYHBIX UCMbITAHUIA (KBanudmkauma yHKLMOHNPOBaHWS) B COOTBETCTBUM C (DYHK-
LLMOHa/bHOW cneyudukaumneid, KOTopble MOryT BK/IOUaTb B Ce6s1 3aBOACKME MPUEMOYHbIE UCMbITAHUS [Mpo-
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LleccHo-aHanuTuyeckas TexHonorus, Process Analytical Technology (PAT)], npoBoaumbie, Hanpumep, Ha
CTOpPOHE NocTaBLyuKa, opraHnsauus HeceT OTBETCTBEHHOCTb 3a KBa/mukauuio akcnayarauum cuctemsl. B
[aHHOM KOHTEKCTe NpMeMo-CAaTouHble UCNbITaHNA [MPMeMOYHbIE UCNbITaHNA Ha nnouagke. Site Acceptance
Test. (SAT)], npoBoAUMbIE OpraHu3auuein npu KkBasmgurkaumm aKcnayatauum CUCTEMbl B ee onepalMoHHOM
OKPYXEHWW, AOMKHbI GbiTb OCYLLECTBNEHbI B COOTBETCTBMM CO creuudvkaumeli TpeboBaHWin nonb3oBatens,
B KOTOPYI OyAyT BK/IOYEHbI NPOTOKO/BI U KPUTEPUU NPUEMIEMOCTM NPOU3BOAUTENIBHOCTU U KayecTBa Kak
KOHTPONMPYIOLLEN CUCTEMBI, TaK U KOHTPOJIMPYEMOTO (MMEILWEro OTHOLEHME K (hapmalmm) npouecca. B no-
crnefiHeM criyyae fo/DKHbI OblTb MPUBEAEHbI NepPeKPeCTHbIE CChIIKM Ha N6y pefieBaHTHY0 Ba/MaLnoHHY
[OKyMeHTauuto.

5.6.12 OpraHu3auusa go/mkHa obecneynTb JOCTYMHOCTb AOKYMEHTUPOBAHHbLIX BA/IMAALMOHHbIX AaHHbIX,
KOTOpble A0/IXHbI 6bITb AOCTYMHBI 471 NPefOoCTaBNeHUs Muam, OCyLLLECTBAAIOLWMNM NMPOBEPKY, N0 Ux Tpebo-
BaHWI0.

PeTpocnekTusHasa Banugauus

5.6.13 PeTpocnekTuBHasa Banngauns He siBseTCA 9KBMBa/IEHTOM NepPCcnekTMBHOW Banngauum n He npu-
MeHVMa ANA BHOBb ycTaHasnmBaeMbix KC. OfgHako B HEKOTOPbIX Cy4yasx opraHusaumm Heob6xoAumo npo-
[onmkaTb 3KCnyaTauuio CUCTEMbl, He NoJBeprasLUeiics NepcnekTUBHOW Banupauun npu yctaHoBke. Ons
MCNOMb30BaHNA Takoli CUCTEMbI B YCMIOBUAX HaAnexalnx npaktuk GxP opraHusauusa gomxHa paspa6oTtartb
onucaHve n oYopMUTb JOKYMEHTA/IbHO NPOBEPKY/TECTUPOBaHNE CUCTEMbI HA COOTBETCTBUE cheumdmkauum
Tpe6oBaHuii NnoTpebutenein n apyrux cneuudmkauuii ¢ NCNObL30BAHNEM MPESLLECTBYOLNX AaHHbIX (KypHa-
0B peructpauuy owmnbokK, BHECEHHbIX U3MEHEHWIA, PYyKOBOACTB NOMb30BaTENSA U NpoLeayp), a Takke aHanus
KPUTUYHOCTN N PUCKOB CUCTEMbI, OLIEHKY MOCTaBLUMKa.

5.6.14 CtabunbHasn n HagexHas paboTta 60/bWNHCTBA paHee yCTaHOB/IEHHbIX HEBANTMANPOBAHHbIX CU-
CTeM He SIBMSeTCSA OCHOBaHWEM A5 O0TKasa OT npoBefeHns ux sanngauunl). MposegeHne peTpoCneKkTUBHOM
Ba/MAauMn AoNyCcTUMO ANA paHee YyCTaHOB/IEHHbIX CUCTEM ([0 BHEAPEHUA NpasBui Hagnexawux npakTuk
GxP B opraHusaumm) navm npu nepesoge cuctembl B kateroputo GxP KC.

5.6.15 YKa3aHHble Bbllle MPUHLUMNLI BaMJauum KOMMbIOTEPHBLIX CUCTEM [O0/DKHbI OblTb YYTEHbl Mpu
npoBefieHnn peTpocnekTMBHON Banujaunmn. lokymeHTaumsa no paspaboTke, a Takke 3anncu, NpurogHbie Ans
npoBeAeHNsa BanMpauuy paHee yCTaHOBNEHHbIX CUCTEM, MOTYT 6bITb HEAOCTYMNHbI BBUAY A/IMTENBHOCTU KX
NCMOMb30BaHNA N YHUKANbHBIX XapakTepucTuk, No3aToMy Nnoaxof K yCTaHOBMEHUIO U OKYMEHTUPOBAHUIO Ha-
[EeXHOCTU CUCTEMbI 1 rapaHTUii ce kayecTBa, OCHOBAHHbIN Ha KOHLeNuun «BCTPOEHHOTO KayecTBa» Ha aTtane
pa3paboTku MO, byaeT OTANYaTbCA AN1S HOBbIX COBPEMEHHbIX U paHee YyCTaHOB/EHHbIX CUCTEM.

5.6.16 lMpu npoBefeHun peTpocnekTuBHoe™ Banungaumn KC npuMeHsATCs obLlimne NpuHLMNbl peTpo-
CNEeKTUBHOW Ba/MAaummn, OCHOBAHHON Ha (hOopMasiM30BaHHON OLEeHKe JaHHbIX MpegjLliecTBYLWNX Neproaos
06 MCNONb30BaHNN CUCTEMbI, TEXHUYECKOTO 06CNYXMBaHUA, OTYETOB 06 owMbKax 1 3anuceil cuctemsl ynpas-
NeHNa U3MEHEHUsIMU, a TakkKe OLEeHKe PUCKOB CUCTeMbl U ee dyHKUWit. OueHKy NpoBOAAT C MCMNOMb30Ba-
HWEeM AOKyMeHTaslbHO O(OPM/IEHHbIX cneundmnkaumax TpebosaHunii nonb3osatens2l B tom cnyuvae, ecnm
npeaLwecTByOLWMe AaHHbIe He OXBaTbIBAKT TEeKyLiWiA Anana3oH napameTpoB yHKLUWOHUPOBAHWUA WU Npu
CYLLeCTBEHHbIX N3MEHEHUAX paboTbl CUCTEMbI, PETPOCMNEKTUBHbIE faHHbIe He MOTYT 6bITb UCMNO/Ib30BaHbI A/15
Ba/IMAaUMN TekyLleli Bepcun CUCTEMbI.

5.6.17 MNpoBeaeHne Banuaunm B pamMkax TekyLiei oueHky (Bepudukaunm) paHee yCTaHOBIEHHbIX CU-
CTeM AO0/IKHO MNoB/eYb 3a co60il NpUMeHeHne K Heil TpeboBaHMii Npoueayp, AOKYMeHTauuu, 3anvceii B oT-
HOLLEHUN coBpeMeHHbIX KC, B TOM uncie ynpasfieHne U3MeHeHUsMN, KOHTPO/ibHble cnefbl (Npn Heobxoan-
MoCTK), 6€30NacHOCTb AaHHbIX U CUCTEMbI, JONOMHUTENbHAsA pa3paboTka u mogudukauns MO B ycnosusx
CUCTEMbI MEHEKMEHTa KayecTBa, noAdepxaHue LesloCTHOCTU faHHbIX, TpeboBaHUsA K pe3epBHOMY KOMUpo-
BaHMWIO CUCTeMbl, 06yyeHne onepaTopos (No/ib30BaTesieit) U NOCTOAHHAs Tekyllas oueHKa (PyHKLMOHMpoBa-
HUA CUCTEMBI.

5.6.18 OTcyTCTBUE afeKBaTHbIX CBUAETENLCTB NPOBEAEHNA PETPOCNEKTUBHOW KBaMdmkauum unmn Ba-
nuaaunmn JOSHKHO CNYXWUTb OCHOBAHMEM [/1 NPUOCTAHOB/IEHUSA, NPEKPALLEHNSA UCMNOIb30BaHNA UK OTKOYe-
HUs N06OI paHee yCTaHOBMNEHHOM(bIX) CUCTEMBI (CUCTEM).

1) YunTbiBas, 4TO B HaAnexalux npaktukax GxP Tpe6oBaHus o Banuaaumm KC cyluecTByeT yxe A0CTaTouHO 4aB-
HO. PerynsiTopHbie opraHbl MOryT paccMaTpuUBaTh OTCYTCTBUE AAHHbLIX O NPOBEAEHWN NEPCNEeKTUBHON Banmgauum HapyLe-
HMUEM YCTaHOBJIEHHbIX TPE6OBaHMIi. YacTo paHee yCTaHOB/IEHHbIE CUCTEMbI HE OTBEYAIOT MPMBEAEHHLIM B HaA eXalnx
npakTukax Tpe6oBaHNsIM, U OpraHn3aLumn BbIHYXAEHbI UX 3aMEeHATb UM MOAUGULMPOBATD.

2) inA peTpocnekTMBHOM pa3paboTku cneyudmkauuii Tpe6GoBaHuii Nonb3oBaTens, B 60/bLIOM KONNYECTBe Cyya-
€B. CNO0/Ib30BaNNChL OTYETHI 06 OMbITE PAGOTHI C CUCTEMOM, NOAKPEMNIEHHbIE LOMNOMHNTE/IbHBIM TECTUPOBAHNEM.
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6 Cragua akcnsyatauum

6.1 [laHHblE

6.1.1 KC. ocyLLecTBAsOLINE 3/TIEKTPOHHbI 0OMEH [aHHbIX C APYrMMU CUCTEMAMU, LO/MKHbI BKIKOYATb
COOTBETCTBYIOLLME BCTPOEHHbIE CPEACTBA KOHTPO/IA NPaBUILHOIO 1 6e30nacHoro BBoAa M 06paboTku AaHHbIX
C Le/Ibi0 MUHUMU3ALMN PUCKOB.

6.1.2 OpraHu3ayms Ao/XHa BECTU 3an1cu NPOBEPOK TOro, YTO UHTepdieiic(bl) AaHHbIX/ynpaBaeHus/Mo-
HUTOPUHTA MeXay CUCTEMOI 1 060pyAoBaHeM 060crneynBaeT(l0T) KOPPEKTHbLI BBOA W BbIBOA,.

6.1.3 MNpu BEAEHUN CUCTEMbI AOKYMEHTAL N B 3/IEKTPOHHOM BUAE U UCTO/Mb30BAHWUMN 3N1EKTPOHHbLIX NOJ-
nucein pekoMeHayeTcs BECTU PeecTp aBTOPM30BaHHbIX NoJib3oBaTeNell, KOAOB UaeHTUMKaLmm, o6nactu as-
TOPV30BaHHbIX AeCcTBUIA (CTeneHn focTyna).

6.1.4 Vicnonb3yemble CUCTEMbI 3/IEKTPOHHON 06paboTkM AaHHbIX AO/DKHBLI 06ecneynBaTb cnegytoume
Mepbl MO 3alnTe JaHHbIX:

- BOCTYMN TOJSIbKO A/1 aBTOPM30BAHHOIO NepcoHana.

- Ucnosib3oBaHve naposnei:

- cO3fjaHNe pe3epBHbIX KOMWii;

- HesaBMCKMMas NpoBepKa KPUTUYECKUX AaHHBIX;

- 6e3onacHoe xpaHeHWe AaHHbIX B TeYeHne TpebyemMoro npoMexyTka BpeMeHH.

Takke NPUMEHSIEMblEe B OpraHn3auumy CUCTEMbI 3/IEKTPOHHbIX 3anucei f0mMKHbl ObiTh NPOBaINAMPOBA-
Hbl. B TakuMx cuctemax, ec/ii BO3MOXHO, AO/KHbI 6bITb NPeAYCMOTPEHbI CUCTEMbI KOHTPO/IbHbIX Cef0B.

6.1.5 Mpu BbIGOPe OpraHM3aunein BefeHUs OKYMEHTaUMW B 3/1EKTPOHHONM hopme crnepyeT onpege-
NNTb BCE NMPUMEHMMbIE B [JaHHOM C/ly4yae perynsitopHble TpebGoBaHWs, CTENEHb HOPUANYECKOA 3HAYMMOCTMN
9/1eKTPOHHbIX 3anuceli N 3KBUBA/IEHTHOCTU CBOMM GyMaxHbIM aHanoraM. OTAesbHble pasaenbl Hagnexalmx
npakTuk GXP MoryT cogepxaTb 0cobble perynsaTopHble TpeboBaHuWs, HanpuMep 415 Tex c/lyyaeB, Korga anek-
TPOHHbIE 3aMnUCX W NOAMUCK UCMO/Ib30BaHbl B KAYECTBE MCTOYHMKA NEPBUYHBIX UCXOAHbIX AAHHbIX, 3anucei
nvnu cenaeTenscTs.

OpraHusauus JosxHa NOACHUTL U 060CHOBATbL NPUMEHEHUE UCMOb3YEMbIX UHPOPMALMOHHBIX TEXHO-
Norunii 1 MeTo0B KOHTPOSIS.

Moaxopasiwas opMa 31eKTPOHHOW noanucnl) nnu ayteHTUdnKaunm/maeHTudmKaLmn2> 4oMKHbI Npu-
MEHATb B CIeAYLWMX Cayyasnx:

- K KOMMbOTEPU3MPOBAHHON GXP-cucteme fonyckaeTcst 4OCTYN WU3BHE;

- cucTeMa reHepupyeT perynaTopHble GXP-3anucu B 3/1eKTPOHHOM Buae:

- KKOYEBbIE pelleHnst U AelicTBMSA MOryT 6biTb peasim3oBaHbl Npy NOMOLLM 3/1IEKTPOHHOTO MHTepdelica.

6.1.6 B HEKOTOpPbIX cucTeMax (Tak HasblBAEMbIX «TMOPUAHbLIX») MOXET ObITb UCMOIb30BaHA KOMOUHALMSA
PYYHOro YNpaB/eHUsi 1 aBTOMATU3NPOBAHHbLIX (PYHKLMWIA, a Takke WUPOKUiA Habop cpeacTB Ans 06paboTkm
GxP-gaHHbIX, a Takke 3anuceli n nHgopmaumn. B nofo6HbIX criyyasx Npu COBMECTHOM WMCMO/b30BaHUM 3a-
nuicei Ha GyMmaxxHoM HocuTene (B T. Y. pacneyaTok KC) 1 31eKTPOHHbIX hali/ioB A5t NOTHOLEHHOTO BEAEHUS
XYpHana KOHTPOJ/IbHbIX CNef0B MOryT NOTPe60oBaTLCSA AOKYMEHTUPOBAHHbIE NPoLeAypbl KOHTPOS C 3anucaH-
HbIMMW CCbISTKAMW U MOAMUCSMM.

6.1.7 K kntoueBbIM acrnektam MHPPaCcTPYKTYpPbl, CUCTEMbI Y KOHKPETHBIX NPUMIOXEHWUIA, KOTOpble HEOGXO-
AVMO KOHTPO/IMpPOBaThb, OTHOCSTCS.

- aBTOpPM30BaHHbIM AOCTYN NO/Ib30BATENS K KOHKPETHOMY MPUTOXEHWIO:

- YHUKanbHas KoMbuHauma naeHtudmkatopa nonb3osartens v naposs, 3anpawmsaemas KC v cBsizaH-
Hasl C aBTOPM30BaHHOW YY4ETHOI 3anncblo Nosib3oBaTens ANs NPUMEHEHUSI B KOHKPETHOM MPUTOXEHUU;

- paspeLUeHHbI hyHKLMOHaN A5 KOHKPETHOro Nosib3oBaTens;

- OnpefesieHHbI YacoBOl NOSIC U CTaHAAPT AaThl, CBSA3aHHbIN C OTHOCUTENLHOW CCbINKOM TpaH3aKL Wil
(CnoXHble cUCTEMbl MOTYT HaxXoAUTLCA Gosiee YyemM B OAHOM YacOBOM nosice);

- KOHTPO/bHbIE Cneapl;

1>9neKTpoHHasA NoANUCH J0/HKHA 6bITb yHVIKaI'IbHOﬁ ANA nonb3oBaTens, HO He 06A3aTeNbHO 6biTb yHVIKaJ'IbHOVI ana
cuctembl. Kpome TOro, Bbinyck e,qMHOVI 3/'IeKTp0HHOI7I nognucu AnAa uenoro psaga CUCTeM TakKXe MOXET npeacraBnAaATbCA
6onee yAOGHbIM. OpraHusauma fo/mkHa MOSACHUTL U 060CHOBaTb 3TU NpuUMATbIE PeLlleHns, UX NI0TUKY, a Takke MeToabl
KOHTpOA.

2: OpraHusauusa fomkHa ob6ocHoBaTh BbIGOp MeToA0B, ob6ecneynBarLwnx cobnogeHne TpeboBaHmnii Hagnexatymx
npaktuk GxP.
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- npoune (YU3nNYEeCcKUe 1 Nornyeckme cnocobbl KOHTPOSIA UHGPPACTPYKTYPbI MHpOpMaLMOHHON 6e3onac-
HOCTW.

6.1.8 MNpu NcnonbL30BaHNN «OTKPbITLIX» KC (T. . CUCTEM C BO3MOXHOCTbIO A0CTYyNa U3BHe, MHOTAA Takne
CUCTEMbI Ha3bIBAIOT «OTKPbITBIMU») AOMKHbI BbITb CO6M0AEHBI Cneaytowmne TpeboBaHnS.

B «OTKpbITOl» CUCTEME MMEeTCA MexaHu3M, o6ecneymnBatoLL il 4OCTYN U3BHE M COOTBETCTBYIOLLMIA BBOA,
[aHHbIX TOMIbKO /19 aBTOPM30BaHHbIX KIMEHTOB, NPU 3TOM AaHHble NMOCTynatT B KOPPeKTHOM chopmare, Ha-
npumep B BuAe 3alMpoBaHHON NOYTLI C LMKPOBOI NOAMUCHI0, UM KakK MakeT AaHHbIX. Takke B cUcTeMe
BCTPOEHa (PYHKUMA KapaHTUHa NOJTyYEHHbIX U3BHE [laHHbIX B C/ly4ae HecobnoAeHNs ycnoBus 6e30nacHoOCTU.
Mopaaok ynpasneHns MHGpOpMaLnoHHON 6e30MacHOCTbI0 AO/KEH BKIOYaTb KapaHTUH NOAOOHbIX AaHHbIX,
yBefomneHme 06 nx NoCTynsIeHUN, a Takke NPUHATUE B UX OTHOLLEHUW OKOHYATE/IbHOTO pPeLUeHUs.

CucTtema obecneuvBaeT permcTpauuio n npocnexmBaHne BCeX BHELHWUX BXOAOB B Hee. Kaxablil ane-
MeHT aTana 06paboTkn [O/KeH BKYaTb B Ce6A MexaHu3Mbl BXOAa B 3/IEMEHT CUCTEMblI U MOHUTOPUHTA.
[na Hagnexalym o6pa3om 3aluLLEeHHbIX CUCTEM, a Takke 4715 A0CTyna B PeXUMe «TONbKO YTEHNE» MOXET
MCNoMb30BaTbCA MEHEe CMOXHbI MeTof NPOCNeXnBaHus.

Cuctema obnagaet BO3MOXHOCTAMU XpaHeHWs KON faHHbIX U NX MOBTOPHON MepechbInikn ¢ OAHOW cTa-
AUV Ha ApYrYIo B Clyvae X «noTepu» Wav NoOBpPeXAeHUs Ha nocnefHux atanax o6paboTku.

6.1.9 [nsa KoMnbloTepuU3MpoBaHHbIX GXP-CUCTEM, KOTOpble reHepupyloT perynsatopHble 3anucu B
3/1IEKTPOHHOM BUAE, MO3BOJIAIOT OCYLLECTB/IATL AOCTYN U3BHE UMW NPUHUMATL K/IYeBble peLleHns 1 npeg-
NpUHUMAaTL AeliCTBUS NOCPEACTBOM 3/1EKTPOHHBIX MHTepdeiicoB, TPebyTCS AONOMHUTENbHbIE CXeMbl 6e3-
0OMacHOCTU U cnocobbl KOHTposnsA. [laHHble TpebosaHusA npegonpefesieHbl B OCHOBHOM MeXAyHapoAHbIMU
VHMUMaTMBamMu B cpepe 3/1eKTPOHHOW TOProBan. TeM He MeHee Korga KOMMaHun CBS3blBaOT NOA06HbIe OT-
KpbITble CUCTEMbI (C BO3MOXHOCTbIO fOCTyna u3BHe) co cBonMun GxP-cuctemamu, nHgopmaums o 6esonacHo-
CTWU. cnocob6ax KOHTPONA 1 Bayimgaunm Ao/kHa 6bITb 3aJ0KyMeHTMpOoBaHa 1 AoCTymnHa Npu UHCNEKTUPOBAHUN.

6.2 KOHTpONb NpaBubHOCTY BBOAA AaHHbIX

6.2.1 NS KPUTUYECKMX JaHHbIX, HAMPUMEP TEXHOIOTMYECKNX 3anuceid, faHHbIX 1TabopaTopHbIX UCMbITa-
HWI, a TakkKe 3anuceil, NepeHoCMbIX C ByMaXHbIX HOCUTe e, B TOM YMCe BBOANMbIX BPYUYHYHO, HEO6X0AUMO
npefycMoTpeTb AONO/HUTENbHbIV KOHTPO/Ib TOYHOCTU BBOAA AAHHbIX.

OTOT KOHTPO/Ib MOXET OCYLLECTB/IATLCA BTOPbLIM ONepaTopoM UMK C NMOMOLLbLIO BASINAMPOBAHHbLIX 3/1€K-
TPOHHbIX cpeAcTB. BTopoe aBTOPM30BaHHOE /MU0 C WAEHTUMULMPOBAHHBLIM UMEHeM BXxoAa (/I0rMHOM) K
NAeHTMMKATOPOM, a Takke C 3aperncTpupoBaHHOW AaTol ¥ BPEMEHEM MOXET NPOBEpPUTb BBEAEHHbIe AaH-
Hble Mpy NoOMOLLY KnaBmaTypsbl. 15 aBTOMaTU3MPOBaHHbLIX CUCTEM, BK/THOYAOLWMX B C€6S HEMOCPEACTBEHHbIN
3axBar faHHbIX 1 CBA3@HHbIX C APYrMMK 6a3amm AaHHbIX U MHTeNNeKTyanbHON nepudepreil, BTopas Nnposep-
Ka MOXeT SiBIATLCA YacTblo BA/IMAMPOBAHHON (PYHKLMKN CUCTEMBI (Hanpumep, Npu Bblgaye matepvana B npo-
M3BOACTBO). [na obecneyeHns Nof06GHON NPOBEPKM MOXHO MCNO/b30BaTh 0COOLIA AOCTYN, OYHKL MK ynpas-
NeHna cuctemoi Wunm cneunanu3npoBaHHble YCTPOKCTBA, HanpuMep UAEHTUVKALNOHHbIE LUTPUX-KOAbI,
a Takke BK/OYEHNE U UCMO/b30BaHNe KOHTPO/IbHbIX CNefoB ANS perncrpauymn BCEBO3MOXHbBIX U3MEHEHUI,
KOTOpble MOTEHLMaNbLHO MOTYT NOB/UATL Ha AaHHbIE.

6.2.2 KpUTUYHOCTb ¥ NOTEHUMasbHble NOCNEeACTBUA OLLMOGOYHOTO UM HEeNpaBWIbLHOIO BBOAA AaHHbLIX B
cUCTEMY A0/KHbI OblTb OXBAYEHbl CUCTEMOI YNpaB/eHUss puckamu.

6.3 XpaHeHune faHHbIX

6.3.1 [laHHble AO/MKHbI ObITb 3alMLLEHbI OT MOBPEXAEHWUIA Kak (PU3NYECKMMM, TaK U SNEKTPOHHLIMU Me-
pamu. CoxpaHeHHble JaHHble A0/KHbl MPOBEPSATb Ha AOCTYMHOCTb, YATAEMOCTb M TOYHOCTb. [lOCTyn K AaH-
HbIM JO/TXEH 6bITb 06ecneyeH Ha NPOTAXEHUW BCEro Nepnoa Nx XpaHeHus.

6.3.2 CnepfyeT BbINOJIHATL PerynsipHOe pe3epBHOE KOMMPOBaHME BCEX HEOOXOAMMbIX AAHHbIX.

OpraHusaums gomkHa paspaboTatb v NPUMeHATb BaNUANpPOBaHHbIe NpoLeaypbl pe3epBHOrO KonvpoBa-
HUS, pernameHTupyoLwmne B TOM YMC/Ee CUCTEMbl XPaHEHNS U HOCUTeNn uHdopMauui. Yactota pesepBHOro
KONMPOBaHUS 3aBUCUT OT (PYHKLNI/A KOMNbIOTEPHOW CUCTEMbI U OLLEHKM PUCKOB MoTepu AaHHbiX. C Lesnbio ra-
pPaHTUPOBaAHUSA AOCTYNMHOCTM COXPaHEHHbIX AaHHbIX AO/MKHbI ObiTb CO34aHbl Pe3epBHbIE KOMWUW AAHHbIX, He-
06X04MMbIX A1 BOCCTAHOB/IEHUS BCelh GXP fokymMeHTauuy (B TOM Yuc/e 3anucy KOHTPO/IbHbIX CNesoB).

COXpaHHOCTb M TOYHOCTb PE3epPBHbIX KOMWiA, a TakKe BO3MOXHOCTb BOCCTAHOB/IEHWNSI AAHHbIX LODKHbI
6bITb MPOBEPEHbI B NpOLecce BaMaaLun 1 nepuogmyeckn KOHTpPoOMpoBaTbCs.

6.3.3 OpraHusauus 4o/mHkKHa MMeTb MMCbMEHHbIe npoLleaypbl BoccTaHoBneHus KC nocne c6os. Ansa obe-
cneyeHus M3BfeYeHNs u nogaepxaHus GxP-uHopmaumm gaHHble npouesypbl AO/DKHbI BKIKOYaTbh B cebs
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TpeGoBaHUs, NpeabaBAsSeEMble K AOKYMEHTaUUM 1 3anucsiM. K npouefypam pe3epBHOrO KOMUPOBaHWS U BOC-
CTaHOB/EHNS CUCTEMbI NOC/e c60si NPEAbSABASITCS CrefyLlne 0CHOBHbIe TPe6oBaHNs:

- npoueaypbl AO/MKHBI 06ecneynBaTh NiaHoOBOe pe3epBHOE KOMMPOBaHWe AaHHbIX B 6e30nacHble Mecta
XpaHeHusi, HagexaluM o6pa3om OTAENEHHbIE OT OCHOBHOIO MECTa XpaHEHUs!, NPW 3TOM YacToTa KonMpoBa-
HUSt OMXHa GblTb OCHOBAHA Ha aHasIM3e PUCKOB AN GXP-AaHHbIX;

- npoueaypa pe3epBHOr0 KOMMPOBaHMWS, a TakkKe CUCTEMbl XPAHEHUA W HOCUTENW AO/MKHbI o6ecneymn-
BaTb LLe/IOCTHOCTb AaHHbIX. [IO/MKEH CyLLEeCTBOBATL XYypHas yuyeTa AaHHbIX, MOABEPrHYThbIX PE3EPBHOMY KOMU-
pOBaHUIO, C yKasaHMeM MCNOJb3yeMbIX 151 XPaHeHUst HocuTeneld. Micnonb3yemble HOCUTENN LOMXHbI GblTb
3a[,0KyMEHTUPOBAHbI, @ UX HAJEXHOCTb 060CHOBaHA.

- Bce GxXP-flaHHble. B TOM 4uc/ie XYpHasibl KOHTPO/IbHLIX CIeA0B, CefyeT NoABepratb pesepBHOMY
KOMUPOBAaHMIO;

- npoueaypbl pe3epBHOro KOMMPOBAHMSA U BOCCTAHOB/IEHUS AO/MKHbLI NOABEPraTh PErynspHOMyY TeCTUpO-
BaHMWIO COTIACHO MUCbMEHHOI NpoLeaype, CofepXaLleil nnaH TECTUPOBaHMS.

- [OOMXHbI BECTW XypHan ydyeTa TECTMPOBAHWSA NpOLEeAypbl PEe3epBHOT0 KOMMPOBAHWUA, BK/IHOYAOLLMI
[aTy TecTMpoBaHus 1 ero pesysnbTaThbl, @ Takke 3anucy ycTpaHeHUs Nio6biX OLNGOK.

6.4 PacneyaTtku

6.4.1 Heob6XoAMMO MMEeTb BO3MOXHOCTb MOJIyYEHUS YETKMX NeYaTHbIX KOMWIA AaHHbIX, XPaHSLMXCA B
3/1EKTPOHHOM BUAe.

[ns 3anuceli, conpoBoXAaroLWmnX paspelleHne Ha BbIMyCK Cepuu, Ao/mKHa 6biTb NpegycMoTpeHa BO3-
MOXHOCTb MOlyYEHUS pacneyartok, UKCUPYIOLWMX HAIMYMe UM OTCYTCTBUE U3MEHEHUI faHHbIX C MOMEHTa
MX NnepBoHavasibHOro BBOJA.

6.5 KoHTponbHble cnepbl (autotrail)

6.5.1 Ha ocHOBEe OLeHKV pPUCKOB HEOOXOAMMO YAEeNUTb BHMaHe BCTpavBaHuio B CUCTEMY BO3MOXHO-
CTW CO34aHnsA 3anncei Bcex CyLeCTBEHHbIX U3MEHEHUIA 1 yaaneHuin, cBA3aHHbIX C 06/1acTblo AelicTBUA Haj-
nexauux npaeun (cuctema, cosgaoLias KOHTPOsbHbIe cnegpbl). MPUYMHBI TaKUX CBA3AHHbLIX C HaA exallmm
npasuaaMn M3MEeHeHWn Mnn yaaneHnin fgaHHbIX f0/MKHbI 6biTb 0hOPMIIEHbI JOKYMEHTaIbHO. KOHTPO/IbHbIE
cnefbl fOMKHbI ObITb AOCTYMHLIMU, UMETb BO3MOXHOCTb MX NPeobpasoBaHns B NOHATHYI A1 Mofib3oBare-
nei hopmMy v perynsipHo NpoBepsATbLCS.

6.5.2 B cnyyae Heo6Xx04MMOCTM KOHTPO/IbHbIE CRefbl LLe/IOCTHOCTY AaHHbIX MOryT BK/YaTb B cebs,
NOMVMO MPOYEro, Takne yHKLMU, Kak Co3haHne, CCblsiki, BCTPOEHHbIE KOMMEHTapun, yaanenduns, mognduka-
LMn/KOppPEKTMBLI, NOIHOMOYMS NONb30BaTenen, Bpems 1 aaTy. Bce cBA3aHHble KOMNOHEHTbI A0/KHbI 6bITb He-
N3MEeHAEMO CBS3aHbl B paMkax KOHTPOMPYEMbIX KOHTPOJIbHbIX C/1el0B CMCTEMbl 6e30nacHocTn UNT-cuctemsi.
Bce ucxogHble 3anucu faHHbIX U KOApl, a Takke Niobble nocneaywolme N3MeHeHns, fONOMHEeHNS, YaasleHns
nnm mMogudmkaLmMmn fOMKHbI 6bITb TLWLATENBHO U B NMOMHOM 06beMe COXpaHeHbl B AOCTYMHbIX KOHTPO/bHbIX
cnepax. VICTOYHUKN 1 cofiepXKaHune TpaH3akLuii, hukcrpyembix B KOHTPOSIbHBIX CNefax, A0/KHbI OCHOBbIBATb-
CA Ha YTBEPXAEHHbIX NpoLeaypax opraHm3aummn no ynpasaeHnio MHHPOPMaLMOHHON 6e30NacHOCTbIO AaHHbIX
[ANA KOHKPETHOro KOMMNbIOTEPU3NPOBAHHOTO NPUIOXKEHWSA U NOTHOMOUUIA Nonb3oBaTtens. PekomeHayeTcs wvc-
No/b30BaHNe CUCTEMHOIO KOHTEKCTYa/lbHOro MapKMpOBaHUA TpaH3aKkUuWil B 3/1IEKTPOHHbIX KOHTPO/IbHbIX Ce-
[Jax. Tak Kak OHM MOryT coepxaTb aBTOMaTU3MpoBaHHble PYHKLMOHaIbHbIE 06paTHbIE KOHTPOJ/IbHbIE CBA3U C
napameTpamv Banngauuv 6e30nacHoCcTy.

Pekomergaumun no paspaboTke, BHEAPEHWIO Y KOHTPO/IIO CUCTEMaMU KOHTPO/IbHbIX CNef0B NpuBEAeHbI
B FOCT P NCO/M3K 27002.

6.5.3 3anvcu, oTHocAWMecs K CO6bITUAM, (DUKCUPYEMbIM B KOHTPO/IbHBIX CieAax, AO/MKHbI JOKYMEHTK-
poBaTb. XenateslbHO, aBTOMAaTUYeCKn, NOCPeACTBOM (PYHKLMN OnepaunoHHOl CUCTEMbI, CUCTEMbI ynpas/e-
HVA 6230/ AaHHbIX, CUCTEMON ynpaBfeHns fOKyMeHTaumneld 1 ¢ NOMOLLbI NPOYUX OCHOBHbIX NPUIOKEHWNA.
Mpn He06X0AMMOCTN AOMKHbI BbITh 4OCTYMHbI 3aNUCKU KOHTPOJILHOIO XypHana B yaobountaemoii hopme.

6.6 YnpaBneHve U3MeHeHUssMU 1 KoHdurypaumei

6.6.1 Nio6ble n3mMeHeHusi B KC. BKIloUast KOHOUIypaLuo CUCTEMbI, [O/MKHbI NPOBOAWTL TOIbKO KOHTPO-
NIMPYyeMbIM CNoco60M B COOTBETCTBUM C YCTAHOB/IEHHO Npoueaypoii. Mpoueaypa ynpasieHns M3MeHeHUsIMI
B KC pgomkHa 6bITb MHTErprpoBaHa B 06LLeopraHM3alMoHHy0 npoleaypy ynpaBneHus U3MeHeHUsiMu opra-
HU3aLW.
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Ha paHHeM 3Tane npoekTMpoBaHWA MOXeT ObiTb AOCTATOYHO BEAEHMWSI 3anuceil, cogepxaliux akTty-
anbHyl nHdopmauuio o0 npoekte, 6e3 He06XOAMMOCTN MOATBEPXAEHUA M3MEHEHWI, OfHAKO nocne Hava-
na paspaboTkv crneundukaumii 1 yTBepXAEHNA OCHOBHbIX XapaKTePUCTUK BHECEHWE U3MEeHeHW NpoBoAAT
B COOTBETCTBMM C AelCTBYIOLEN Npouesypoli ynpaBneHns U3MeHeHnsamu, npegycmaTtpusaioLleli yetkoe u
KOHTPO/IMpyeMoe BHeCeHWe M3MEHEHMWIA U NX AOKYMEHTUpOBaHWE 1 onpejensioweli 0OTBETCTBEHHOCTb NnL,
Y4YacTBYIOLNX B YyNPaBeHUN U3MEHEHNAMMU.

Mpoueaypa ynpasnexnusa nameHeHnamu KC gomkHa cogepxatb TpeboBaHNs B OTHOLIEHUN:
noApo6HbIX 3anunceli, kKacaloLmnxcs npegnaraemoro nsmeHeHnsa(nii). ¢ 06ocHoBaHeM;
cTaryca CUCTEMbI U BANAHUS Ha KOHTPO/b [0 BHeAPeHUs n3meHeHuns(1i):
nopsiika cornacoBaHus n yTBepXAeHnsa nsmeHeHuin (cm. 6.6.7);
3anuceli, KacaloLnXcs CornacoBaHs U3MEHEHUA 1 NPUHATLIX pelleHnii (0406pPEHO NN OTKNOHEHO).
nopsiika ykasaHus ctatyca «M3MeHeHO» B [JOKYyMEHTaLuu:
nogxopa(os) n MetTofa(oB) OLLEHKM MOSIHOTO BAVAHUS U3MEHEHUsI(UIA). BK/IOYAst PErPECCUOHHbIN aHa-
N3 N perpeccMoHHoe TecTupoBaHue, Npu Heo6XoAMMOCTU CTaHAAPTbl UHCTUTYTA WHXEHEPOB 3NEKTPUKN 1
anekTpoHuku (Institute of Electrical and Electronics Engineers. IEEE);

- B3aumofeincTBus npouenypbl BHECEHUS U3MEHEHWI C CUCTEMOI ynpaBneHns KoHdurypauvei.

6.6.2 YnpaBneHue usMeHeHUsMU criefyeT OCYLLECTBMATbL Ha BCeX 3Tanax XW3HeHHoro uukna KC. 1o
ecTb OT CTaAuii NpoekTa u paspaboTku [0 IKCnayaTaumun, TeXHUYECKOro o6CcnyxnBaHna, mMogudukaumin un
n3bATUA 13 obpalleHns. COOTBETCTBYHOLME YKa3aHWs f0/MKHbI OblTb NPYBEAEHbI B BaIMAaLMOHHbIX NaaHax.
3anuncy 06 n3MeHeHusX cnefyeT XpaHuTb BMecTe ¢ Apyrumn fgokymeHtamm o KC.

6.6.3 Mpouenypa ynpasnexHns nameHenmamu KC fgosmkHa yuntbiBaTb COOTBETCTBYIOLLME MpoLUedypbl U
3anMcu NOCTaBLUMKOB, MHTErpaTopoB U APYrMX CTOPOH, Y4acTBYOLWMX B NOAAEPXKE KOHKPETHON cUCTEMbI 1
NpUNOXeHuiA. B KPYMHbIX OpraHn3aunax co C/0XHOW BHYTPEHHEN CTPYKTypoli AonycKaeTca UCnonb3oBaHve
JeLeHTpasiM30BaHHbIX BaIMANPOBaHHbLIX Npoueayp ynpassieHus nsmeHeHnsamu s KC.

6.6.4 Mpoueaypa A0/MKHA yunTbiBaThb NI0ObIE M3MEHEHMSA, MPONCXOAsLUe BCNeACTBUE YCOBEPLUEHCTBO-
BaHUS CUCTEMbI, T. €. U3MEHEHWIA, BHECEHHbIX B cneuumdmkalun TpeboBaHnii nonb3oBaTens u He naeHTudu-
LMpPOBaHHbIX B Hayane npoekTa. Tawke M3MEHeHMe MOXeT ObiTb pe3ynbTaTOM KOPPEKTUPYHLWUX feiAcTBuit
VN UCMpaBfieHns OLNOKW, OTKNOHEHNS Uan NpobeMbl, BbISBIEHHONW B XO4e UCMO/b30BaHNsA cucTemsl. Mpo-
Leaypa [o/mMKHA ONMCbIBaTb NOPSA0K U AOKYMEHTaslbHble Tpeb0oBaHNA A1 BHECEHNSA SKCTPEHHbIX M3MEHeHW
(xoTdhuKcoB, Tekylmx ncnpaenenuin). Kaxaas ownbka n yTBepxeHHble 4eliCTBUA AO/MKHbI 6bITb NOAPOGHO
3a/J0KyMeHTMpoBaHbl. [laHHble 3anucy MOryT CyLLecTBOBaTb Kak Ha bymare, Tak v B 3/IeKTPOHHOM Bue.

6.6.5 CnenyeT onpefenntb, YTO usmeHeHve B KC 1 ee onvucaHue mMoryT notpeboBartbcs:

- rnocne otyeTa 06 OTK/IOHEHWUMU,

- oTyeTa 06 owwbke:

- 3anpoca Ha ynydlleHne KOMNbITEPHOW CUCTEMBI;

- 06HOB/IEHMA annapaTHOro Wi NPorpaMMHOro obecneyeHus.

6.6.6 lMpouenypbl cucTem kavectsa [0/MKHbI 06ecneynsaTtb NOLPOGHYIO AOKYMEHTALMI0 N3MEHEHUI 1
hukcauuio 3aBepLueHuss paboT no nx BHeceHuto. Mpoueaypa ynpasneHns N3sMeHeHUsaMU f0/mKHa OblTb TECHO
CBfi3aHa C CUCTeMOli ynpaB/ieHNsa OTKIOHEHNAMU 1 ownbkamu’ 1

6.6.7 MocTaBwuk MO [O/MKEH MMEeTb COBCTBEHHYHD CUCTEeMY YNpaB/eHUs W3MEHEHUAMW, NPU 3TOM
[OMKHBI CyLLLECTBOBATL YETKMe W COrflacoBaHHble MpoLeaypbl, ONuUcbiBaoLie B3auMOAENCTBME MeXOy CU-
cTeMamy ynpaBneHns W3MEHEHUSIMU NOCTaBLUMKOB U nofb3osatesneii. CornacoBaHHble N3MEHEHUS BHOCAT
KOHTPO/IMPYeMbIM COCO60M B COOTBETCTBUM C AElCTBYIOW e AOKYMEHTaumel cuctemsl kayecTsa, Tpebosa-
HUAMY Npoleayp 1 BeAeHnem 3anucei.

6.6.8 VM3meHeHus B BanuanpoBaHHyto KC He J0/MKHblI BHOCUTbL 6€3 peLeH3upoBaHusa 1 yTBepXaeHus
CO CTOPOHbI BCEX 3aMHTEPECOBaHHbIX CTOPOH, OTBETCTBEHHbIX 3a BbIMOJSIHEHUE TeKyLiux TpeboBaHuii Nosb-
3oBarefisa. HanpuMmep BnagenbLa cUCTEMbI U NpeAcTaBuTeNs oTaena obecneyeHus kavectsa. [Jns npoBepku
npuemnemoctu anemeHta MO. paspaboTaHHOrO B OTBET Ha 3anpoc O BHECEHWUU WU3MEHEHUs, [O/IKHbl UC-
nofb30BaTh CLeHapun TeCcTpoBaHNsa (KOHKPETHOro Tuna n 06bema), onpefenieHHble NaaHoM NpoekTa BHece-
HUS U3MeHeHwui. Mepepn BbINyckoM HOBOW Bepcumn MO MoXeT NoTpe6oBaTbCA TeCTUpPOBaHUe uHTerpauumn. Mpu
3TOM B 0CO6bIX C/yYasX BO3MOXHbl pacCMOTpeHVe npefnaraeMbiXx U3MeHeHWli B kavyecTBe UHMPaACTPYKTYp-
HbIX 1 onpejesieHne Kpyra 3anHTepecoBaHHbIX CTOPOH.

11 MNpunoxeHus pykoBoacTBa GAMP no acnektam akcniyatauum KC cofepxaT pekoMeHAauuu no AaHHbIM
Bonpocam.
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6.6.9 O6wue yHKUMN MHDPOPMALMOHHO-TEXHOMOTNYECKO UHPACTPYKTYpbl MOryT noTpe6oBaTb LieH-
TpasiM30BaHHOrO0 KOHTPO/IA CO CTOPOHbI nogpasfenexnus no UT-cuctemam u ynpasneHnto MHOPMaLMOHHOM
6e30MacHOCTbio. OCHOBHbIE (PYHKLMW, OTBETCTBEHHOCTb W NpoLieAypbl AO/MKHbI ObiTb 3340KyMEHTUPOBaHbI B
COOTBETCTBYIOLLMX COrNaleHnsax 06 ypoBHe ycnyr (BHYTPEHHWUX UM BHELIHWX) AN aHATOMNYHbIX AOKYMEHTax.

6.7 Mepunognyeckasn oLeHka

6.7.1 OTHocuTenbHo KC creflyeT NpoBOAWTb MEPUOAMYECKYID OLLEHKY ANsi NOATBEPXKAEHUSI UX Ba/m-
OVPOBAHHOTO COCTOSIHUSI M COOTBETCTBUSA TPEBOBaHMAM HagNexalux npasun. Takue OLeHKN LO/MKHbI BK/0-
yaTb. B C/lyyae Heo6XOAMMOCTHU, OLeHKY TeKyLero auanasoHa (yHKLMOHANIbHbIX BO3MOXHOCTel, 3anuceit
OTK/IOHeHUiA, c60eB, NPo6IEM, UCTOPUM OGHOBIEHUM, OTYETbI 06 AKCN/TyaTaLnu, HALEXHOCTH, 3aLLULLEHHOCTM
¥ 0 B/IMAALMOHHOM CcTaTyce.

6.8 3awuta

6.8.1 3awmTa KC 1 gaHHbIX ABASETCA KPUTUYHON, Haafexallue npoueaypbl U 3anucy JO/MKHbI OCHO-
BbIBaTbCs Ha VIT-NOAUTMKE NOMb30BaTeNs Y COOTBETCTBOBATL YCTAHOB/IEHHLIM PEryNsSiTOPHLIM TpeboBaHMAM.
YnpaBneHue gocTyna K cucteMam BK/IO4YaKT B 0683aHHOCTY «Bajesibla CUCTEMbI», NPU 3TOM A1 KPUTH-
yeckmx KC KOHTPO/Ib AO/MKEH ObiTb peann3oBaH Npu MOMOLLY CUCTEMbI YNpaBieHNs MHOpMaLNOoHHOW 6e3-
OMNacHOCTbIO.

[onmkHa 6bITb YyCTaHOBNEHa YeTkass OTBETCTBEHHOCTb 3a ynpaB/ieHWe 6e30MacHOCTb0 CUCTEeMbI, Npu-
rofiHas Kak ons MasblX, Tak U AN CMOXHbBIX CUCTEM, B TOM 4Yucne:

- 3a peanusauuio cTpaTermm 6e3onacHoCcTy U genermpoBaHne NosHOMoUNiA;

- ynpaB/fieHUEe U NPUCBOEHME NOSIHOMOUWIA B CUCTEME;

- yCTaHOB/IEHWe YPOBHEN J0CTyna nonb3oBartenei;

- ynpaBfieHue ypoBHSAMU JOCTyna K MHpacTpykType (thaepBos. pesepBHOe KOMuMpoBaHue, nepesa-
nycK cepBepoB, CUCTEMbI U T. 1.).

6.8.2 1ns obecneueHus goctyna k KC Tonbko nuuamu, MMeLMN Ha 3TO NpaBo, HE06X0AMMO UCMOJTb-
30BaTtb husnyeckme u (Mm) Nornyeckme anemMeHTbl KOHTPoas. CooTBETCTBYIOLLME CNOCO6bI NpefoTBpaLleHns
HecaHKLMOHMPOBAHHOIO AOCTyNa K CUCTEME MOryT BK/loYaTh B cebs MCNO/Ib30BaHUE K/OYel, kapTovek o-
CTyna. nepcoHasibHbIX KOAOB C NaponsiMu, 6MOMETPUYECKNX AaHHbIX, OfpaHNYeHns 4OCTyna K KOMMNbOTEPHO-
My 060pyAOBaHMUIO Y 30HAM XPaHEeHUS AaHHbIX.

CTeneHb 3aWnTbl 3aBUCUT OT KpUTUYHOCTU KC.

6.8.3 Co3gaHue, USMEeHeHVe 1 aHHY/IMpoBaHve npas f0CTyna A0/MKHO BbiTh 3aperncTpupoBaHo.

CnepyeT pa3paboTtatb CUCTEMY yNpaBAeHUs AaHHbIMU U AOKYMEHTaMN A5 AeHTUudmkaLmm oneparto-
POB. OCYLLECTBAAILWMNX BXOA, a Takke 415 pernctpalum usmeHeHus, NoATBEPXAEHUA UK yaaneHns AaHHbIX,
BK/TlOYAA AaTy U Bpems.

Mmerowmecs B opraHusauum npoueaypbl U 3anucy fO/MKHbI YAOBNETBOPATL CeAyoWmM TpeboBaHnsAM;

- npasa goctyna (kak hu3nyeckoro, Tak U NOrMYeckoro) Ans Bcex onepaTopoB YETKO onpefeneHbl u
KOHTPONNPYIOTCA.

- OCHOBHble npasunia no 3awmte KC. faHHbIX, IMYHBIX Naponei nan kapT goctyna oopMIeHbl [OKy-
MEHTa/IbHO 1 COOTBETCTBYIOT TpeboBaHUAM Haj iexalmnx npaktuk GxP,

- Ha COOTBETCTBYIOLLMX OPraHn3aLOHHbIX YPOBHAX YCTAHOB/IEHbI HaZ iexalline nosHoOMoYnNs U OTBeT-
CTBEHHOCTb;

- MMCbMEHHO YCTaHOBJ/IEH NOPSAAOK NEPUOANYECKO NMPOBEPKU KOAOB WMAEHTUMKAUMW 1 naponen, mx
nepecmoTpa 1 aHHy/IMPOBaHNs, B TOM YMC/Ie MOC/Ie YCTaHOB/IEHHOMO KOSIMYeCcTBa HeyAauHbIX MOMbITOK BXoAa
B CUCTEMY:

- onpefeneHa npoueaypa ynpasfieHUss NOTEPAHHbIMU AaHHbIMU AN 3M1EKTPOHHOrO aHHyAMpoBaHusA
NOTEPSIHHbIX, YKPaAEHHbIX WM MOTEHLMaNbHO CKOMNPOMETUPOBAaHHbIX Naponei, a Takke MPUHYAUTENbHOW
nepuoanyeckoli cMeHy naponeii. KOoHKpeTHas YacToTa CMeHbl naposei fo/mkHa 6blTb 060CHOBaHa B paMkax
CMCTEMbI ynpaBieHns NHPOPMAaLMOHHON 6e30MacHOCTbIO:

- npoueaypbl 0becneunBaloT BbiB/IEHNE 3aNpeLLEHHbIX Napone;

- BEAETCA XYypHas NoMnbITOK B3/IOMa NaposibHOM 3aluTbl, B OTHOLWEHMWN AaHHbIX NOMNbITOK NpegycMoTpe-
HO NpoBejeHVe paccriefoBaHus U NPUHATUE HEOOXOAUMbBIX Mep:

- MPWHATbI MepbI N0 06ecneyeHnio BaIMAMPOBaHHOIO BOCCTAHOB/IEHNS UCXOAHON MHdopMauun 1 gaH-
HbIX NMOC/Ie PE3EPBHOMO KONMPOBAHWS, Nepe3anncy Co CMEHO HOCUTENS, TPAHCKPUNLUUW, apXUBMPOBaHUS UK
c6os B cucteme;
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- co34aH pPoecTp 060pyA0BaHNS, HE UMEIOLLETO HEOBXOAUMbIX BO3MOXHOCTEW A5 NTOrMUYECKO 3aLnTbl
(naponeit), HanpumMep oTAenbHbIX KC, MHTEpdelicoB Mexay 060py0BaHMEM U ONepaTopoM, U UHCTPYMEH-
TOB. 1 NpeAyCMOTPEeHbI Apyrue npoueaypbl 3awmThl.

6.8.4 ina obecneyeHns B IKCTPEHHbIX Cy4Yaax AOCTyna PerynsaTOpHbIX OpraHoB K 3allncpoBaHHbIM
[aHHbIM OpraHu3alummn Ao/MKHbI OblTb CO3A4aHbl TOTOBbIE KUY AN pacmndpoBkM, Nn6o npouecc paclug-
POBKM fO/MKEH GbITh NMPOBEAEH NoA HaA30POM MPOBEPSIOLLEro mua.

6.8.5 [lomkHa bbITb 06ecneyveHa Takke husmnyeckas 6€30NacHOCTb CUCTEMbI A/151 TOT0, YUTOObI MUHUMU-
31MpoBaTb BO3MOXHOCTb HECAHKLIVMOHUPOBAHHOIO AOCTYNa, a Takke HaMepEeHHOro WK C/lyvyaiiHoro noBpexae-
HVS NepcoHanoM NM60 NoTepu JaHHbIX.

6.9 YnpaBnieHne vHumgeHTamu

6.9.1 Bce MHUMAEHTLI (HenpeaBuAeHHbIE Cyyam), BKIOYas CUCTEMHbIe C60U 1 OLLIMGKM AaHHbIX, A0/K-
Hbl GbITb 3anMUCaHbl 1 OLEHeHbl. HE06X0ANMO YCTAHOBUTL OCHOBHYIO MPUUMHY KPUTUYECKNX COOEB 1 NCMOJb-
30BaTb 3Ty MH(DOPMALMIO B KAUECTBE OCHOBbI KOPPEKTUPYIOLLMX U NPeaynpexaaoLnx 4eRCTBUA.

6.9.2 Ba/nanpoBaHHble U 3allWUIeHHble 3M1eKTPOHHbIE CUCTEMbI 06pabOTKM AaHHbIX MOTYT GbITb UC-
Mosib30BaHbl A1 Leneii perucTpayymy B peecTpe Toro, 4To Cepusi NpoayKLMy COOTBETCTBYET TPEGYEMbIM CTaH-
faprtam.

6.10 SnekTpoHHaaA noanuch

6.10.1 DneKTpOHHbIe 3anucu MOryT ObiTb MOAMUCAHbI B 3/1EKTPOHHOM BUAe. DNEKTPOHHblE NOANUCK
OOJKHbI:

a) B pamMKax opraHusaumm MMeTb TaKoe Xe 3HaYeHne, Kak pyKonucHble Noanucu;

6) ObITb HEPa3PbLIBHO CBA3AHHLIMWU C COOTBETCTBYIOLLMMMN 3aNUCAMU;

B) BK/tOYATb BPEMS 1 AaTy, KorAa OHW Obln NOCTaBMEHbI.

6.10.2 lMpn “CNoNb30BaHUSt 3NEKTPOHHbIX NOANUCEN B YCNOBUAX Haaexallnx npaktuk GxP Heobxoau-
Mo obecneunTb cnegyroliee:

- Hanmume JOKYMEHTUPOBAHHbIX CBMAETELCTB COOTBETCTBUSA BCEX aCNeKTOB MHPPACTPYKTYpPbI, cucTe-
Mbl N KOHKPETHbIX NPUIOXEHNI YCTaHOB/IEHHbIM TPe6oBaHUAM,

- NMPUHATUE afekBaTHbIX Mep Mo 3aluTe Kawya K LUdpoBoli NOANUCK B Tex Cryyasx, Korja oueHka
PVCKOB BbisiBM1a HEOGXOAMMOCTb MCNO/b30BaHMS LMPOBOI Noanvcyu (Hanpumep, Npyu y4acTum B Bbinycke
B o6paLleHne TpeTbeil CTOPOHbI UK cbope 1 nepegayve NePBUYUHbIX KTMHUYECKUX AaHHbIX B YCIOBUAX Haf-
nexatlel KIMHUYECKoN npakTukn). HeobxoauMbll ypoBeHb 3aluTbl 6yeT 3aBUCeTb OT KPUTUYHOCTU TpaH-
3aKLUM U PUCKOB MPU HEaBTOPM30BAHMOM UCNOJIb30BaHUM Kova. Ecnm npu oueHke puckoB Gbia BbisiBEHa
NoTpebHOCTb B BLICOKOM YPOBHE 3alLTbl MOXET NoTpeboBaTbCA UCMO/b30BaHNe MHDPACTPYKTYPbI OTKPbIThIX
KNoYein:

- BefleHne peecTpa aBTOPU30BaHHbLIX NiLL;

- Hanuuue npoueayp, obecneunsaoLwnx MHHPOPMUPOBAHMNE JINL, aBTOPU3OBAHHBIX A1 UCNO/Ib30BaHNSA
9N1eKTPOHHbIX Nognucei, 06 OTBETCTBEHHOCTY 3a AENCTBUSA, COBEPLUEHHbIE C UCMO/Ib30BAHWEM UX 3N1EKTPOH-
HbIX noanucei;

- Ha/mume y nepcoHasia, oTBevatoLlero 3a agMUHUCTPUPOBaHNE CUCTEMBI, HEOBXOANMBIX J0MYCKOB NO
6e30nacHOCTU, a Takke NOATBEPXAEHNE COOTBETCTBYIOLLEro 00yYeHUs, Hagnexalmx 3HaHin 1 HaBbIKOB;

- Hanunume npoueayp 3anucu HaneyaTtaHHOro UMeHW Wan «MNpoBepkn NOAJSIMHHOCTU» NOAMUCHIBAIOLLErO
nvua, fatbl U BpeMeHW NoAnucaHns JOKYMEHTA, a Takke 3HaYeHs, CBA3AaHHOTO C NOANUCHIO:

- Ha/vyue npoueayp, HanpasieHHbIX Ha NpeaynpexaeHne HeasTopnu3oBavHOro UCMOIb30BaHUA 3MEK-
TPOHHOI NOANWCK UM CKOMNPOMETUPOBAHHbIX KOMBUHaLMIA naeHTUKaTopa U Napons.

6.10.3 lMpu ncnonb3oBaHUM 3NEKTPOHHbIX 3anuceli AN apxnuBupoBaHmsa GXP-aaHHbIX Heo6xoaumo obe-
cneunTtb cregytoliee:

- Hannume [OKYMEHTUPOBAaHHbLIX CBUAETENLCTB COOTBETCTBUS,

- HasIMume npoueayp apXuBMPOBaHUSA 1 COOTBETCTBYIOLLUX 3anunceil,

- Hanmyve npoueayp, obecneyvBarLLyX NPaBUNbHOCTb, HAAEXHOCTb U CTAbUNbHOCTb 3/1IEKTPOHHOI CU-
CTeMbl 3anuceli B COOTBETCTBUM C pesynbTaTaMy Ba/IMAALMOHHOIO UcnbiTaHusa (cMm. 6.7);

- UCMo/b30BaHNe Cnoco60B KOHTPOSA U Mep (YCTaHOB/IEHHbIX COOTBETCTBYIOLWMMU Npoueaypamun) ans
naeHTuuKaLum, 304N N CoO6LLEHNA O HEKOPPEKTHBIX UM NOBPEXAEHHbIX 3anucsx;

- Ha/nnume npoueayp, No3BOAALWMUX NosyYaTh 4OCTYN K 3anMcaM Ha NPOTAXEeHUU Bcero nepuoga xpa-
HeHus:
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- BO3MOXHOCTb CO3[aHNs TOYHbIX U MOMHbIX KOMWIA 3anuceil kKak B 31EKTPOHHOW, Tak U yao60uMTaemoii
ANnA yenoseka popme:

- [OCTYN K 3anucaAM TONIbKO aBTOPM30BAHHbLIM /MLaM;

- UCMOMb30BaHNE 3alULLEHHbIX, TEHEPUPYEMbIX KOMMbIOTEPOM KOHTPOJIbHbLIX C/IEf0B C yKasaHWeM
AaTbl, AN He3aBUCUMOI perncTpaumum cBasaHHbIX ¢ GXP feiicTBuiA, CoBepLUEHHbIX NOcne BXoaa B cuctemyl).

6.11 Bbinyck cepuu

6.11.1 Ecnu gnsa pernctpauum npoueaypbl 0406peHns 1 Bbinycka cepuu ucnosnb3osaHa KC. oHa gomxHa
npefocTaBnATb [OCTYN A8 BbiMyCcka Cepun TONbKO YNOTHOMOYEHHOMY /uly, @ Takke 4YeTKo naeHTuduum-
poBaTb W perucTpupoBaTb YNOSIHOMOYEHHOE NNL0, KOTOpoe 0406pUI0 1 BbINYCTUIO ceputo. 3Tu AelicTBus
cnefyeT OCyLEeCTBAATb C UCMO/b30BAHNEM 3/1EKTPOHHON NOAMUCU.

6.11.2 Ana BeAeHuns peecTpa (KypHana) BbiNyLeHHbIX B 06GpaLllieHne cepuii cnegyeT WCNOMb30BaTb
Ba/IMAVPOBaAHHbIE U 3aLWLLEHHbIE 3/IEKTPOHHbIE CUCTEMbI 06PabOTKN AaHHbIX.

6.12 HenpepblBHOCTb paboThl

6.12.1 C uenbio ob6ecneveHns pabotocnocobHocTn KC, conpoBOXAatoLwmx KpUTuyeckme npouecchl, He-
06X04MMO NPUHATL Mepbl NPEAOCTOPOXHOCTN A5 rapaHTUM HeNpepbIBHOCTW NOAAEPXKKA 3TUX NPOLLECCOB B
cnyyae BbIxo4a CUCTEMbI 13 CTPOS (HanpuMMep, C UCNO/b30BaHUEM PYYHOIN UM anbTePHATUBHOW CUCTEMDI).
Bpewms, Heob6xoaumoe AN BBeAeHWS B AeNCTBME anbTepHATMBHbLIX CPEACTB, AO/HKHO Y4MTbiBaTb PUCKU U
COOTBETCTBOBaTbL KOHKpeTHOl KC u conpoBoxagaeMomy paboyemy npoueccy. ST Mepbl JO/KHbI 6biTb Haf-
nexawymm obpasom opopMIeHbl JOKYMEHTa/IbHO U NPOBEPEHDI.

6.13 ApxusnposaHune

6.13.1 [laHHble MOryT apxMBMpPOBAaTbCs. JTU AaHHble criefyeT NpoBepsTb HA AOCTYNHOCTb, YA06CTBO
UTeHUs1 1 LenocTHOCTb. Ecnm B KC He06X0AMMO NPOBECTM CYLLeCTBEHHbIE W3MEHeHUs (Hanpumep, KOMMbio-
TepHoro o6opygoBaHua unm MO), gonxHa GbITb 06ecneyeHa M NpoBepeHa BO3MOXHOCTb BOCCTAHOB/IEHUS
JaHHbIX.

") B cuctemax ynpasnenus 6asamu gaHHoix (CYB[) aTo siBNsieTCA JONONHUTENbHOW hyHKLUMEN, 0AHAKO ANa APYruX
npunoxeHunii Heo6xoaumo obecneunTb ee gobasneHne. OpraHnsaumneii 4OMKHO 6bITb 06ecneyeHo NOCTOAHHOe «BK/0-
YeHHOEe» COCTOsIHWUE AaHHOW OyHKLMN.
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MpunoxeHne A
(cnpaBoyHoe)

PekoMeHAaLuy no ayauTy/MHCNEKTUPOBAHWIO UCMOMb30BaHUSA
KOMMbIOTEPU3NPOBAHHBIX CUCTEM B OpraHusauuu

OueHka BnusiHns KC Ha cooTBeTCcTBME Tpe6GoBaHUi Haanexawmux npaktnk GXP Ha Npou3BOACTBEHHOW nolazke
(1 mexay Npon3BOACTBEHHBIMU NAOLWAAKAMMN) HAYMHAETCS C U3YUEHUS UCTOPUKN PaboThbl NIOWAAKN U pe3yNbTaToB OLeHKM
PUCKOB, MPOBOAMMbIX Ha CTaAUN NOATOTOBKN K ayAuTy/MHcnekumun. Mopagok ynpasneHns UHPopMaunoHHbIMN TEXHOMOTU-
AMW. opraHu3auuns n nposegeHune sanugauuu MO v cucTem Ha NPOM3BOACTBEHHON MoLWafke MOXeET KOHTPONPOBaTbLCA
13 WTab-kBapTMpbl opraHmsaymmn. B aTux cnyyasx KOHTPO/b, MMCbMEHHbIE NpoLeaypbl U 3aNnCu JO/MKHbI 6bITb JOCTYMHbI
[ANS NPOBEPKN Ha NPOMN3BOACTBEHHbIX NJlOWaAKax; B HEKOTOPbIX CyYasx MOXeT noTpeboBaTbca ayauT/MHCNEKTMpoBaHme
wrab6-kBapTmpbl.

Mpwu oueHke npumeHenns KC usyvaloTca npeacTaBfieHHble opraHusauneil cBugeTencTsa 0 COOTBETCTBUN Tpebo-
BaHMAM Hagnexaumx npaktuk KC He TONbKO B paMKax TEXHO/IOTMYEeCKNX acrnekToB (Hanpumep, ¢ NOMOLLbIO NOSTOXEHWi
pykosogacTtea GAMP), HO Takxke BblSIB/IEHHbIE PUCKM B OTHOLLEHUWN HECOOTBETCTBUA Hajnexalymx npaktuk GxP (c ncnonb-
30BaHWEM OTYETOB O BanuAauum aKcnayatauny n nofAo6HbIX JOKYMEHTOB).

[ina oueHKN BO3MOXHOCTU KpUTUYeckunx owmnbok (c6oes) KC Ha 0CHOBaHUW U3yyeHus nHTepdhelicoB BBOAA, CTPYK-
Typbl, TECTOB, BHEAPEHUSA N BHECEHNS U3MEHEHW1 B CUCTEMbI PEKOMEHYeTCA UCNO/b30BaTb pekoMeHaauun GAMP.

AyauTopbl'apmaneBTuyeckme HCNeKkTopa, noyyns YeTkoe BueHne mMacluTaba opraHu3auum n CNOXHOCTU KOM-
nbloTepM3aLun NPoM3BOACTBEHHON Niowaaku (UM aBToMaTm3aLm), BbIGOPOYHO U3YYaloT KPUTUYECKUE CUCTEMBI U PUCKU
ANa npoAykuum n npaktuk GxP. B Tabnuue A.1 npuBejeH NpYMepHbIii ONPOCHMK A4Ns cbopa nHdopmauum nepej npose-
feHnem ayauta/mHcnekymnik

Tab6nuuyaAl — lNepeyeHb MHPOPMALUN O KOMNbIOTEPU3MPOBAHHBLIX CUCTEMAX, cobupaembix nepen nposefeHnem
ayauta/mHcnexuum

1 MNoppo6Hoe onucaHue opraHusauuy u ynpaeneHus VT/KOMNbIOTEPHBIMU CNYX6aMWU U UHXEHEPHBIMU NPOEKTaMU Ha
npoBepsiemMoii NpoVN3BOACTBEHHO naowaske

2 MoNMUTWKM opraHn3aLmMm no NocTaBkaM KOMMbOTEPHOro 060pyoBaHus. MO 1 CUCTEM ANSI NCMO/Ib30BAHUS B YCIOBU-
AX Hapnexatux npakTnk GxP

3 MonuTukn opraHunsayuy B oTHoweHun Banmgaumm KC. ncnosibdyemMbiX B yCNOBUAX Hagnexalmx npakTnk GxP

4 TMepeyeHb CTaHAAPTOB U MUCbMEHHbIX NpoLeAyp (CTaHAAPTHbIX OMepaLMOHHbIX Npoueayp), ncnonb3yembsix UT/kom-
NbIOTEPHbIMK CyX6amMu

5 MopsiAoK ynpaBieHnsi NPOeKTaMu 1 NpoLeAypbl, NPUMeHSIBLLUMECS NpU pa3paboTke pasfMyHbIX NPUNOKEHNI

6 BbisiBNEHHbIE PabOoThl MO NOALEPXKKE N 06CNYXMUBAHUIO CUCTEM, NepeaBaeMble Ha ayTCOPCUHT HA MOCTOSIHHOM OcC-
HoBe

7 MepeyeHb (peecTp) Bcex KC, akcnayatupyembix Ha nNpoBepsiemMoli NPOU3BOACTBEHHON niowajke, ¢ ykazaHueM Ha-
3BaHWil 1 061acTM NPUMEHEHUS 1 YPOBHA BU3Hec-npoLecca, ynpasnerus, nHopmauymm n asTomatmsauuu. MepeyeHb
TOXe [O/DKEeH Takxe cofepXxarb BanAaloHHbIA CTaTyCc 1 YpoBeHb pucka (Bktoyas 6a3oBble CXeMbl YCTAHOB/IEHHOTO
o6opyfoBaHus 1 ceTeit)

8 MepeuyeHb BbISIBNEHHbIX CUCTEM, NOACUCTEM U MOAYNE N/UNN NPOrPaMM, KOTOPble MOTYT OKa3blBaTb B/USHUE HA CO-
0TBETCTBME HaA/exXallum npakTukam GxP 1 kauecTBe nNpoaykTa/6e30nacHOCTV NaLneHToB. HE06X0AMMO CONOCTaBUThL
[aHHbIN NepedyeHb C NepedHsMU, YKazaHHbIMU B NyHKTE 6

9 [IN5 KPUTNYECKNX C TOUKWN 3peHnss GXP 31eMeHTOB N CUCTEM, BblAENEeHHbIX B NyHKTE 7, HE06X0AMMO NONYUYNTb NHPOP-
Maumo. ykasaHHy B nyHktax 10—17

1) AnA aBTOMaTM3MPOBAHHOTO MOWCKa TpeboBaHMil B TeKcTax AOKYMEHTOB Hagnexawux npaktuk GxP moryT
6bITb MCNOMb30BaHbI Creayloline KyeBble cnoBa: JokyMeHT (document), cneundukaumsa (specification), pernameHT
(formula), npoueaypa (procedure), 3anuce (record), gaHHble (data), xypHan (tog book), nHctpykuums (instruction), nMcbMeH-
Ho/poKyMeHTanbHO (written), nognuceiBaTb/yTBEPXAATbL (Sign), cornacosaTb (approve), nMcbMeHHasa (writing), noanucb
(signature), gokymeHTauusa (documentation), asTopusauns/goctyn (authorisation).
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OKoH4aHve Tabnuubl A. 1

10 Moppo6Hoe onucaHne cuTyauuii oTkasa-BoccTaHOBIEHNA paboTbl CUCTEMbI, PE3EPBHOIO KOMMPOBAHWS, CMEHbI KOH-
TPONS. MHpOpMaLMOHHO 6e30NacHOCTM U ynpaB/ieHnst KoHdurypaumei

11 KpaTkoe onucaHue umeroweiica AOKyMeHTauuu, oTpaxatolee akTyasbHOe onucaHne CUCTEM U CYLLeCTBYIOLUX
noaxof0B, MOTOKOB AaHHbIX, B3auMOeincTBre C ApYyrvMU cUCTEMaMK, 3anNUCu XU3HEHHOTO LUKNa u Banugaumun. B atom
KpaTKkoM onmcaHuu JO/MKHO BbITb YKasaHo, BCe I U3 3TUX CUCTEM MOJIHOCTbIO JOKYMEHTUPOBaHbI U BaINANPOBaHsbI. 1
NOATBEPXAEHO Hanuune onnucaHus kputuyecknx KC

12 NHdhopmayms o keanudukaumm n obyyeHun nepcoHana, yyacTsylolero B paspaboTke, KoAnpoBaHuu, TecTuposa-
HUK. ycTaHoBKe U akcnnyatauum KC. BKYash KOHCYbTaHTOB U Cy6noapsiAunKoB (AaHHble 06 06pasoBaHuM, CTaxe,
onucaHne AO0/HKHOCTHbIX 0683aHHOCTEN U XypHanbl (INCTbl) 06YyYeHUs)

13 OnncaHne ncnonb3yemMbix opraHusaumeli NoAxXoA0B K OLeHKe NOTeHLMasbHbIX NMOCTaBLLMKOB KOMMbIOTEPHOro 060-
pygosaHusa. MO u cuctem

14 OnucaHne NoAXoA0B, NCMOMb3YEMbIX OpPraHu3almeil, No OLEHKE HANMYUS CUCTEM MEHE)KMEHTA KauecTsa 1 nopsij-
Ka BasMAaLVOHHbIX paboT B OTHOLWEHUN NproGpeTaeMbiX UM paspabaTbiBaeMbIX CAMOCTOSTENbHO NPOrpaMm

15 OnvcaHune Ucnob3yemblX NOAXOA0B K Banuauuy v COCTAB/IEHWIO OKYMEHTALMMN YCTApEBLUNX CUCTEM, UCXOLHbIE
3anncu o KOTOpbIX He YA0BETBOPSAIOT YCTaHOB/IEHHbIM Tpe6GoBaHNAM

16 CBOAHOE ONMCaHWe 3HAUUTENbHbIX U3MEHEHW, CAENaHHbIX C MOMEHTa NpefblayLieli nHcnekyun/ayanTa v nnaHos
ans éyaywmx paspaboTok

17 NHdopmMaums 0 HaiMuuu v AOCTYNHOCTM 3anuceil No pasfMyHbIM CUCTEMAM, UX OPraHM30BaHHOCTH; TOTOBHOCTM
KNOYEBOro NepcoHana K npeAcTaB/ieHNto, 06CYXAEHNIO U PACCMOTPEHUIO NOAPOGHON MHopmauun o KC. npu Heob-
Xo4uMocTr

Mpy oTCYTCTBMU UHDOPMALMK O KOMMNbIOTEPU3ALUM Ha NPOBEPSAEMOi NiowaAKke pekoMeHAyeTCs NPUMEHATb npe-
[bIHCNEKLNOHHBI ONPOCHWK ANS paclinpeHns nHpopmaunm, nmerolieics B 4oCbe NPON3BOACTBEHHON NAOLWAAKN.

Ha ocHoBaHuW npefcTaBneHHOW nepes nHcnekunein nHcopmauyum (cm. Tabnuubl A.2. A.3. A.4. A.5. A.6) ayautopbl/
MHCNeKTopa BblbUpalT Kputuueckne ¢ Toukn 3peHnss GxP KC v n3yvaloT gaHHble 0 Banujauum 3TUX cuctem, a 3atem
pe3ynbTaTbl TEKYLLEr0 ONepauroHHOTO KOHTPOISi O COCTOSIHUM CUCTEMbI U ee BaNIMAHOCTW. YUuTbiBas pacnpefeneHHyto
OTBETCTBEHHOCTb 3a GXxP-acnekTbl KOMMepYeckux nnu 6usHec UT-cuctem (pasnuuHblx nogpasgeneHuit) n npoueccos
60/1ee HU3KMX YPOBHE KOHTPOJIbHbLIX CUCTEM, criedyeT U3yUnTb NPeeMCTBEHHOCTb W Le/IOCTHOCTb OTBETCTBEHHOCTU U
COrnacoBaHHOCTb MHCTPYKLWIA 1 npoueayp.

KpnTunyeckn BaxHbIM SIBNSETCA Ha/Mume y npoBepsiemMoli opraHusauuy nonutuku (nopsigka) npoBeAeHns sanupa-
uumn KC. cornacoBaHHOli C Hell NMMCbMEHHbIX NpoLeAyp U NIaHoB, a Takke nepeyHs (peecTpa) Bcex ucnosibayembix KC.
KnaccmuumnpoBaHHbIX MO X 061aCTU NPUMEHEHUS, KPUTUYHOCTM U BaJIMAALMOHHOTO cTaTyca.

[Nns oTAeNbHO CTOAWMX U Ha NPOTSHXKEHUN AINTENbHOrO BPEMEHU UCMO/Mb3YIOLWMUXCA cucTeM Morna 6biTb npoBe-
[leHa peTpocnekTMBHAA Banufauus, a Ans CUCTeM, YCTaHOB/IEHHbIX NMOC/Ne BBEAEHUS B AeliCTBME NpaBui Haanexalnx
npakTuK, Ao/mkHa ObiTb NpoBefeHa W AOKYyMeHTanbHO ohopmieHa nepcnekTuBHas Banupauus. OpraHusauna AosmkHa
MMeTb MaHbl NO 3aBepLIeHuto 60l 060CHOBaHHOW peTpocnekTUBHOW Banmaaumn KC. Ha KOTOpY0 pacnpocTpaHeHsl
Tpe6oBaHusa GxP. B pa3yMHble CPOKW C yY4ETOM PUCKOB W C/IOXHOCTU Ba/iMAWpyemMoii cuctembl. MNpogomxeHne ncnosb-
30BaHUA KPUTUYECKUX CUCTEM, HE MOAAEPXMBAEMbIX MOCTABLUMKAMU U KOTOPblE He MOTYT 6biTb BaNIMANPOBAHbI, JO/KHO
6bITb 060CHOBAHO OpraHu3auueil, obecneyeHo anbTepHaTUBHLIMY NpoLieaypamun 6e30nNacHOCTU 1 ynpaBieHns c6osmu, a
TaKkxe CMyXUT NoBOAOM [/1 CPOYHOI NO3TAMNHON 3aMeHbI.

Moaxoabl opraHn3aunm K Banugaunm 4o/kKHbl y4nTbiBaTh METOA010MMI0 XXU3HEHHOTO LiMKNa, He06X0AMMOCTb ynpas-
NIEHUst KOHTPONAMU U AOKYMEHTALMU, ONMUCAHHOI B HACTOsLWEM cTaHaapTe.

AyauTopam/uHcnekTopam crnegyeT U3yynTb CBOAHbIN OTYeT 0 Banngauunl B OTHOLWEHUN BbIOPaHHbLIX 415 OLEHKN
cucTeMm, nNpu Heo6XoAMMOCTU, COOTBETCTBYIOWME cneynpukanmm gaa npueMo-caaTouHbIX UCNbITaHUii cUcTeMbl U [OKY-
MeHTaumnio 60s1ee HU3KOro YpoBHSA. MNpn UsyyeHnn JoKyMeHTaunm cnegyet yCTaHOBUTb Hannune am oTcyTCcTBUE NPOBEPKN
KpUTEPUEB, YCTAHOB/IEHHbLIX B COOTBETCTBYIOLMX Crieundmkaymsx, Hanpumep:

- KBanudmkauus akcnayaraymm — npoeepka kpuTepues crneundvkayun TpebosaHuii nonb3osarteneit;

- KBanudukauus yHKLMOHUPOBAHUS — NpoBepkKa PyHKUMOHaNbHO cneyudukanmy;

- kBanumkaums MoHTaxa — npoBepka cneyndukaumn npoekTa unm 0630pHOro NPoeKTa;

- oTYeTbl 06 ayAuUTe NOCTaBLLYMKOB;

1>CBOAHbIV BAIMAALUMOHHbIV N1aH — Ba/IMALMOHHbIV OTYET BbICLIEro YPOBHS, B KOTOPOM CYMMUPOBAHbI pe3y/b-
TaTbl U BbIBOAb! BA/IMAALMOHHBIX UCTILITAHNIA, CBSI3aHHbIE MEPEKPECTHLIMU CChISIKAMW C OTY4eTaMu 60/1ee HU3KOTO YPOBHS,
noApoGHLIMU OTYeTaMK M NPOTOKONaMn. JTOT JOKYMEHT nosie3eH Ans WHOPMUPOBAHUA PYKOBOACTBA OpraHu3auum u
MHCMEKTOPOB PEry/iiTOPHbLIX OPraHoB.
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- BaMfaLMnoHHbIe U «KBaN(UKALMOHHbIE» MNaHbl, TO €CTb OCHOBHOI Ba/MAaLMOHHbI/ NaH U noanTuka.

(Mpu Hannummn 6oNbLINX BANUAALMOHHBIX PAboT AO/HKEH BbITh B HANNUYMM NNaH KayecTBa BaMAALMOHHOIO NpoekTa
1 cucTemMa MeHe[p)KMeHTa kayecTBa 415 JOKyMeHTauuun. 15 He6oNbLIMX NPOEKTOB MOXeT 6bITb 4OCTATOYHO Ha/IMuune f0-
KyMeHTanbHO 0hOpMIEHHbIX Npoueayp.)

Mpy npoBepke cnefyeT U3y4YnTb NPOCNEXNBAEMOCTb AeCTBWIA, UCNbITAHUIA N YCTPAHEHUSI OLIMGOK N OTK/TOHEHU
B BbIOpaHHO ANA NpoBepKu AOKYyMeHTauun. MNpu oTCyTCTBUM Hagnexallero KOHTPoAsa U3MEeHeHWn n Bepcuii cuctemsl
Ha NPOTSHKEHUUN BCEro XW3HEHHOTO LuKMa 1 ConyTCTBYOLWER AOKYMEHTaLMmn BannaLlnoHHbli cTaTyc cUCTeMbl He0CTo-
BEpEH.

CnepyeT npoBepuTtb cobntofieHre Bcex TpeboBaHuii Hagnexatwmx npakTuk GXP B BbIGPaHHbIX AN1A NPOBEPKN Bay-
[AaLMOHHbIX MpoekTax.

OTCyTCTBME MUCbMEHHOTO MOAPOGHOr0 OMUCAHUA KaxAol cucTemsl (akTyanusupyemoe npu MOMOLM CUCTEMbI
ynpaB/ieHUst U3BMeHeHUAMM), PYHKL M cucTeMbl, Mep 6e30MacHOCTV 1 B3aMMOAEWCTBNUIA, a Takxke Joka3aTenbCTB obecne-
YeHuAa kavecTsa npouecca paspabotku MO. BMecTe ¢ OTCYTCTBMEM afeKBaTHbIX Aoka3aTtenbcTs Banngauuu KC. ncnonb-
3yeMbIX B ycnoBusx GxP. oueHnBaeTCs Kak KpUTU4Yeckoe MM CyllecTBEHHOe HecOOTBETCTBME Hadnexalleil npakTuke.
3HAYMMOCTb HECOOTBETCTBUSI OLEHMBAETCS ayMTOPOM/MHCNEKTOPOM Ha OCHOBAHWUMW OLEHKWN PUCKOB AN KaX0ro cny4as.

Mpy NONOXUTENbHOV OLLeHKe BanuaLnoHHO 4OKYMeHTaLun ayAnTop/MHCNeKTop usyyaeT aKkcnayaTauuio BbibpaH-
HbIX CUCTEM C UCMO/Ib30BaHWEM pacneyaTok OTYETOB CUCTEMbI U apXWBHOI AOKYMEHTaL KU, NPOBEPSS BbINO/IHEHNE Tpe-
60BaHWil Hagnexalunx nNpakTuk B OTHOWeHUN akcnayatauum KC. a Takxe KOppenauuio ¢ BanngaunoHHbIMu pabotamu,
fokaszatenbcTBa 3 (PeKTUBHOCTN CUCTEMbI YNPaB/eHNs U3MEHEHUSIMU, yrpaBieHns KoHdurypauueid, npaBuabHOCTA U
HafexHocTu. B cuctemax o6paboTkn faHHbIX 06513aTe/IbHO aHaNU3upyoT NOpAAoK ocTyna B cuctemy u obecneyeHus
Le/IOCTHOCTYN AaHHBbIX.

OueHka cTeneHy 3HaYMMOCTU BbISIB/IEHHbIX HECOOTBETCTBUI OCHOBAHA Ha OTHOCWUTE/IbHOM PUCKE NPUIOXEHUS 1
OLeHKM KPUTUYHOCTU pUcCKka HECOOTBETCTBUSI.

Tab6nunuya A.2 — ONpocHWK ayanTopa/mMHcnekTopa no nporpaMMHOMY obecneyveHuto

31an XW3HEHHOTO LKa [leATensHOCTL Ha TekyLlem atane CBuaeTenLCTBO

1 Pa3spa6oTka PaspaboTka cneuudukaunii  [lokymeHTauus cneuudpmkaunii TpeboBaHmii nonb3oBa-
TpeGoBaHuii  nonb3oBatensi/  Tensa/ PyHKUMOHANbHbLIX cnieyudukaLmnii' cneyndnkaunii
(DYyHKUMOHANMbHbLIX  cneundmn-  npoekTa
Kauuii/cneundukaymin - npoek-
Ta

2 BHegpeHue

3 TecTupoBaHue
(mopynu)

TecTupoBaHue
(MHTerpupoBaHHble
mMoAynu)
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MnaH TecTnpoBaHuna

JlokymeHTVpOBaHWe nnaHa Te-
cTUpoBaHus

BbiGop s3blka MNporpaMMmpo-
BaHMWS U MHCTPYMEHTapus

Hanwncanue/cosganune MO

ObecneyeHne TOro, YTO Kax-
AbliA MoAynb  MpUHUMaeT
TOMIbKO A0MYCTUMbIE BXOAHble
[aHHble U BblAaeT TOSIbKO A0-
NyCTUMbI€ BbIXOAHbIE faHHbIE.
TecTupoBaHue AO0MKHO BbIsIB-
NATb HEKOPPEKTHbIE AaHHbIE N
NornyYeckme owmnbKu

Te Xe TecTbl, NPOBEAEHHbIE
nocne UHTerpauunm Mogynei

lMnaH TecTMpoBaHUA U CLeHapun TecTupoBaHua

MucbMeHHble [OKYMEHTbI, OnucCbiBaloLWwme nopagok npo-
BeAeHnA TectmposaHua

JokymeHTauus, onucbiBamowas Bbl60p A3blka nporpam-
MUpoBaHuA

[LOKyMEHTMPOBAHHbIA WCXOAHBIN KOA C KOMMEHTapUsiMu;
nosicHeHWe (OYHKLWIA; BXOAHbIE AaHHble U OXuaaemble
BbIXOZAHbIE A@HHbIE AN KAXAOr0 CTPYKTYPHOTO MOAYJIS.
OnucaHve B3aMMHOI0 BAMSAHUA MoAyneii. Ecnv nporpam-
Ma npuo6peTeHa, TO KakuM 06pasom rapaHTMpoBaH 4o-
CTYN K UCXOLHOMY KOZy?

O6pasubl OTY4ETOB O TecTUpoBaHMM (NpU  HaIMuun).
Bkntoyano nu TecTpoBaHUe WUCMbITAHUA C NOrpaHuyHbI-
MU 3HAYEHUAMU 1 BBOJ HEKOPPEKTHbIX AaHHbIX? Bce nn
TecTbl 6bIN 3a40KYMeHTUpOBaHbI? Bece n owmnbku/céon
paccnegoBaHbl?

Te xe cBugetenscTBa. Ecnu nporpamma 6bina npuobpe-
TEHa, TO floKkasaTefibCTBa Ba/IMAALMN LO/MKHbI OblTh OLe-
HEeHbl PEryIMpyeMbIM Mosib3oBaTenieM
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OTan XM3HEHHOW uukna JewenbHoClb Ha Tekyuem atane CsunaetTenbCcTBO

4 TexHuyeckoe McnpaBneHne own6oK, 06HOB-  YTBEPXAEHHbI MOPsSAOK AelcTBWiA M 3anncK, OTHOCS-

obcnyxmsaHue neHne Bepcuii (N0 HEOGXOAM-  LMECA K yNpaBieHNIo KOHUrypauusmm u ynpasieHuto
MOCTH) n3MeHeHusMu. PerpeccrBHoe TecTupoBaHue U Mnepuo-

Auueckas oleHKa (B Npouecce BHECEHUS| W3MEHeHWii B
CUCTEMY Ha MPOTSHKEHUW ONpPELEeNEeHHOro oTpeska Bpe-

MeHM)
5 flokymeHTauunsa CuctemHan AokymeHTauus (B PykoBoacTBa nosb3oBaTenieid, BcromoratesibHble COIM,
T. 4. Ha MNO) KoppeKTHa v akTy- npasBu/ibHble Bepcun
anbHa
6 MoBTOpHasn MoBTOpHasa Banupauus nocne  VIsMEHeHUA NpoaHaNn3MpoBaHbl, PelleHna 3a[0KyMeH-
Banmgaums BHECEHWSI B NporpaMMy u3Me- TUpoBaHbl. CyllecTByeT 1 OnucaH MopsAok feAcTBuii un
HeHwui 3anncu; ux macwtab 3aBUCUT OT pa3Mepal/CNoXHOCTN 13-
MeHeHW
7 Mpoyee Ha cnyuaii c6oeB B cucteme AsnbTepHATUBHbIE MYTU 3a[0KyMEHTUPOBaHbI, CyL|ecTBY-

CyLecTBYIOT NyTun nx obxoga; toT 3anucu 06 o6yyeHumn
3TO yuTEHO Npu 06yyeHnn

Ta6nuya A.3 — ONpOCHWK ayauTOpa/MHCNekTopa no BaiuAaLmy KoMNbTEPU3MPOBaHHBIX CUCTEM

JnemeHT

1 Onucaxne

2 TecTupoBaHue

3 [lokyMeHTUpoBaHue pesynbTaTtos

4 ToaTBEpXAeHUe MpPaBUIbHOCTM
LaHHbIX

5 ConocTasfieHue ¢ Kputepmamm
npviemnemMocTun

6 3aknwoyeHuns

7 CornacoBaHue (yTBepxaeHue)

8 MNocToAHHas oLeHka

MpoBepka Mep KOHTPO/S

CucTema onucaHa? Kakosbl ee (yHKLMN? MUCbMEHHbIN BanuAaumoHHbIi nnaH B
HanMuun? VIMerTcs nosHble cneyudukauum? MucbMeHHbIe NMPOTOKO/bI UMEKT-
cA? (BK/toYas KpUTEPUN NPUEMIEMOCTH)

3anucu TecToB MokasblBaldT COOTBETCTBME cneundukalusM BXOAHbIX U BbIXOA-
HbIX flaHHbIX?

Pe3yﬂbTaTbI NOJIHbIE U AOKYMEHTas/IbHO OCbOpMI'IeHbI?

[laHHble 1 JoKyMeHTaunsa nosiHble U NpaBu/ibHble? Bblav N OHU NPOBEPEHbI Op-
raHusaumen?

Banugauuio n npoBepky paGoT NPOBOAUA KOMNETEHTHbI OTBETCTBEHHbIV Nepco-
Han? [JoKyMeHTa/IbHOEe NMOATBEPXKAEHUE 3TOTO UMEETCHA?

3aknioueHnsi NonHble, UHOPMATUBHbIE U OCHOBbI Ha pesynbTatax? Kputepun
NPUEMJIEMOCTY BbINOJIHEHBI? [JONOHUTE NbHBIE 3AK/IOUYEHNUST UMEIOTCS?

CornacoBaHue (yTBepxaeHve) ohopmaeHo fokymMmeHTanbHo? Cnyx6a kayecTsa
(oTaen obecnevyeHns KayecTBa/KOHTPO/SA KayecTBa) OpraHu3auuu npuHumana
y4yacTus B AaHHOI npoueaype?

Kakasi npouegypa CywecTByeT AN 06ecneyeHnst NOCTOSIHHON OLEHKN CUCTEMbI?
Kakue npoueaypbl ynpasieHus N3MeHeHUsIMU UMetoTca?

Ta6nunuya A.4 — OnpocHukayauTopa/MHcnekTopa no nposepke Tpe6oBaHU NnpunoxeHns 11 Haanexalieii NponsBos-

CTBEHHOWA NpakTnuKn

OTmeTka/komMMcMTapuii

Homep (1] Tpebosanne ayanTopal/uHcnektopa
MepcoHan (NyHKT 6) COTpyAHNYECTBO MEX/y OTBETCTBEHHbIM NEPCOHaNoM (Bnajeb-
uem npouecca, BnagenbLueM cUCTeMbl, YNOTHOMOYEHHbIM INLO0M)
n NT-cneymanucramm
Mepcoxan (NyHKT 6) MepcoHan umeeT Haanexalylo ksanuukaunio, npu Heobxoau-

MOCTU NpuBieKaKwT 3KCNepToB
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MpopomxeHne Tabnuubl A.4

Howmep [1)

Banupgaunsa (nyHkT 11)

MyHkT 12
MyHKT 13
MyHkT 14

MyHKT 15

MyHKT 16

MyHKT 17

MyHKT 18

MyHkT 19
akcnnyaTauns
(nyHKT 20)

MyHKT 21

MyHKT 22

MyHKT 23
MyHKT 24

MyHKT 25

MyHKT 26

MyHKT 27

MyHKT 28

MyHKT 29

MyHKT 31

MyHKT 32

MyHKT 33
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OrmMeTKa>'|:obIMeHTapwiA

TpebosaHue aysuTopa/mcnekTopa

MpUMeHeHe MOAENN XNU3HEHHOTO LMK/A, Ha/MuMe AOKyMeHTa-
LMK 1 0T4YETOB

Perncrpauusi U3MeHeHUi 1 OTK/IOHEeHUI NpesycMoTpeHa
Hanuune akTyanbHOro nepedHs (peectpa) cuctem

Hannune akTyanbHOro onucaHus kputuyeckux KC

Hanuuue cneyudmkayum Tpe6oBaHuii nons3oBaTens, Co3LaHHOMN
Ha OCHOBAHUMN OLEHKM PUCKOB

KC paspa6oTaHa B yC/IOBUsIX HaA/1exalleii CUCTEMbI ynpaBneHus
kauecTsa

Hanuune AOKYMEHTMPOBaHHOW Npoueaypbl OLEHKU KayecTBa M
3KCM/yaTaLMOHHbIX XapaKkTepUCTK CUCTEMbI

MpoBegeHne TecTWpOBaHWA COrnacHo Tpeb6oBaHWAM (npeaensl
napameTpoB CUCTEMbI, FpaHnLbl JaHHbIX 1 06paboTka OLM6OOK)

OueHKa aBTOMaTU3MPOBaHHbIX CPEACTB TeCTMPOBaHUSA

MpoBepka faHHbIX B CpaBHEHWU C NpeAblaylei cuctemoin/pyy-
HbIM yNpaBneHnem

I'IpOBepKa AaHHbIX U pacyeToB, BCTPOEHHbIX B CUCTEMY

MpoBepka BBOAA KPUTUYECKUX AaHHbIX BTOPbIM OMepaTtopom Win
BanMaMpoBaHHbIM 3/IEKTPOHHbIM MeTOA0M

du3nueckas n aNeKTPoOHHaA (flormyeckas) 3almnta faHHbIxX

Hanuuue npoueaypbl pe3epBHOToO konupoBaHus. NpoBeeHne Ba-
nugaumm

Hannuune pacnevartok

Mposepka 3anucu npouecca paspelleHnss Ha BbIMYCK Cepun Ha
npegmMeT Hannuna MHMOpPMaLuM 0 BHOCUMbIX U3MEHEHUSX, ecnun
OHM GbINN cAenaHbl

Hannuyune 1 npoBepka KOHTPO/IbHbLIX C/1eA0B

BHeceHNe N3MEHEHU B CUCTEMbI U MPOrpamMMbl B COOTBETCTBUM
C npoueaAypoii ynpaBneHusi U3MeHeHUsMU, BKoYas NOBTOPHYIO
Ba/IMAALMIO M YTBEPXAEHUS

MpoBeaeHne NepuoAnYeckoii oLeHkn, 06beM afeKBaTHOCTb 06b-
ema

OcyuiecTBneHne BBOAA AaHHbIX U U3MEHEHUS TONbKO aBTOPU3N-
poBaHHbIM NepcoHanoM. CucTema ynpasneHus naponsmu/knoya-
MM

Hanuune 3anuceid 0 co3gaHuU, WU3MEHEHUW W aHHY/IMPOBAHUMW MyHkT 31
npas goctyna
CucTtema ynpaBneHus AaHHbIMU U AOKYMeHTaMun AN UaeHTudu- MyHKT 32

Kauuun onepatopos 1 ux AeicTBuii ¢ yKazaHnem gat

3anvcu nokasbliBalT aHanun3 oWnboK 1 NpeanpuHATLIE KOPPeKTU- MyHKT 33
pylowme aeicTeua. Hanmume oTueToB O paccriefoBaHnn C Mouc-
KOM OCHOBHOW MPUYMHBI OLLIMGKM (NepBONPUUUNHDI)
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OTMerk&rkommeHTapuii

Homep (1) Tpe6oBaHue
ayputopalmMHcnekTtopa
MyHKTbI 34. 35 YcTaHoBMIeHbl NOPAAOK NMPUMEHEHWUS 3NEKTPOHHbLIX MoAnucel u
CBA3b NoAnucK ¢ 3anucsMu. Hanuume aatbl 1 BpeMEHU npocTas-
NIEHNA. B TOM YMC/Ie Ha 3anucax npouecca Bbijaun paspelleHns
Ha BbINYCK cepun B obpatleHne
MyHKT 36 Mcnonb3oBaHne anbTepHaTUBHbLIX CPeACTB Npu c60AX npegycmo-
TPEHO. JOKyMeHTa/lbHO 0POPMIEHO 1 NPOBEPEHO
MyHkT 37 Hannune npouepypbl apxvBupoBaHua. MoaTBepXaeHWe Hafex-

HOCTU NpoLEeaypbl BOCCTAHOB/IEHUS AaHHbIX (MPU U3MEHEeHUN Bep-

cun)

Ta6nuya A.5— O6uUiMe BONPOChI, paccMaTpuBaeMble Npu ayauTe/MHCNEKTUPOBAHNYA KOMMbIOTEPU3NPOBAHHbIX CUCTEM

Pasaen

1 MepcoHan

2 OpraHusauus
3 OpraHusauus

4 Cuctema faHHbIX

5 CnucTeMa AaHHbIX

6 Banupauus

7 Be3onacHocTb

8 TexHnyeckoe
o6cnyxmBaHue

9 KOHTpO/b cUCTEMBI

10 CamouHcnekumnn

Knwouesoii Bonpoc

B opraHu3aunm ofjHo 0TBETCTBEHHOE NnLo 3a KC? (3aBUCHMOCTbL OT OfHOTO YesloBeka
MOXeT cTaTb kaTacTpouueckoit)

PyKOBO/ACTBO y4acTByeT B ynpaB/ieHU/ cucremamm?
KC BKtOUYEHbI B 06/1aCThb AEWCTBUS CUCTEMbI KayecTBa?

B Hauyane MHcnekuun m3y4yaloT 06LLYI0 OpraHvM3aumnio cucteM, BKIOYAs MOTOKM AaH-
HbIX?

Vicnonb3oBaHne «napasnesibHblX CUCTEM» MOXET CBUAETE/IbCTBOBATbL O HA/IMYUN «Cce-
PbIX» 30H U BEPOATHOCTU HECOOTBETCTBUA CUCTEM TpebOBaHUAM

OnpegeneHus 4eTKo ChOPMYIMPOBaHbI? MX NCMONb30BaHNe KOPPEKTHO?

Kak KOHTponMpylT AocTyn K cuctemam? OueHka CUCTEMbI ynpas/ieHna nHopmaym-
OHHOVi 6e30MacHOCTbi0

Hanuune pykoBoACTBa MO TEXHUUECKOMY 06CNYXMNBAHUIO KAXA0N CUCTEMbI C yKa3aHu-
eM NepuoUYHOCTU 06CNTYXNBaHUA. Hanuune cooTBETCTBYIOWMX 3anucell 0 BbinonHe-
HUW [aHHOTO PYKOBOACTBA

Mpoueaypbl ynpasfieHns KOHUTypaumeii, ynpaBneHne n3MeHeHnsimm

Hanuuve npouesypbl CAMOVHCNEKLMN U €€ NPOBEAEHNE

Tab6nunuya A.6 — OCHOBHble 06A3aHHOCTM OpraHm3aymmn-nonb3osaTens (cornacHo pykosoacTsy GAMP. cm. Takxe 4.6)

3agjavua

1 MaeHTudmkaymsa cuctemsl

OnucaHune

[onxHa GbITb OLEHEeHa Kax/jas aBToOMaTU3NpoBaHHasA cuctema v onpeseneHsb
cucTeMbl, Nognagatwlymne nog Tpe6oBaHns Hagnexalmux npakTuk GxP

2 PaspaboTka cneuudmkaunii Tpe- B cneundukaymax TpeboBaHuii nonb3oBaTens LO/MKHO ObiTb YETKO U OAHO-

60BaHuii Nnonb3oBaTens

3HAYHO yKas3aHo, YTO OXMAAET MO/b30BaTENb OT CUCTEMbI (YTO OHA AO/MKHA
fenatb). [loxHbl 6biTh ykasaHbl /l06ble OrpaHMyYeHns, a Takke onpeaeneHsb
perynsiTopHble W A0KyMeHTanbHble TpeboBaHus

3 Onpegenexne BINMLALMOHHONW cTpaTerim

29
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3agava

OueHka puckos

OueHKa KOMNOHEHTOB CUCTEMBI

OueHka nocrasLymka

4 PaspaboTka nnaHa Banugauum

5 AHanus un yTBepxaeHue cneyndu-
Kaumii. B T. 4. oNncaHna cuctembl

6 MOHUTOPUWHT pa3paboTky CUCTEMbI

7 AHann3 NCXo4HOro Koga

8 AHanu3 n yTeBepxaeHue cneyndu-
Kauuii TecTuposaHms

9 MNMpoBegeHue TecTMpoBaHUA

10 AHanus3 n yTBepxgeHne oT4eToB
0 TecTUpoBaHMu

11 Co3sgaHune BanugauvoHHOro
oTyeTa

12 O6CcnyxmBaHue cucTemsl

13 MpekpaLlieHue aKkcnayaTaymum

30

OnvcaHve

McxopHas oueHka pUCKOB [OMXHA GblTb NPOBEAEHA HA 3Tane niaHupoBaHus
BasMjauun. B ganbHelilem oueHKu AO/MKHbI NPOM3BOANTL N0 Mepe pa3paboT-
K1 cneymndurkaunii

KOMMNOHEHTbI CUCTEMbI JO/IXHbI GbITb OLLEHEHbI 1 Pa3buTbl Ha KaTeropuu ¢ Le-
nblo onpegenexHusi Tpe6yeMoro BaanAaLMoHHOro nogxosa. BoixogHble AaHHble
3TOro npoliecca NsryT B OCHOBY NjaHa BanuaaLum

MocTaBLMKn JO/MKHLI 6bITb (POPManbHO OLEHeHbl B paMkax npouecca Bbi6o-
pa noctaslyska W MJaHUpPOBaHUA Banugauum. Heo6XOAWMOCTb MPOBEAEHMS
ayuTa nocTaBlMKa (UM UCKIIOYEHUS faHHbIM 3Tanom) Ao/KHa 6biTh 3a40-
KYMEHTMpPOBaHa M 0CHOBaHa Ha OLeHKe PUCKOB 1 KaTeropusaumy KOMNOHEHTOB
cUcTeMbl

B nnaHe Banupauuu JO/MKHbI GbITb yKasaHbl AelCcTBUS, npoueaypbl, Hanpas-
NIeHHble Ha NOATBEPXAEeHNe NPUTOAHOCTU CUCTEMbI, U CTENEHb OTBETCTBEHHO-
cTn. B nnaHe 06bIYHO YKa3bIBAOT, Kakne OLeHKU pUCKOB HEOGXO4MMO OCYLLeCT-
BNATb

OpraHusauus AosxHa npoaHanusMposaTb W yTBEPAUTL cneuudurkaymmn, pas-
paboTaHHble NOCTaBLYUKOM

OpraHusauus [o/mKHA MOHUTOPMPOBaThL Pas3paboTKy U KOHUrypupoBaHue B
COOTBETCTBUM C COrTacoBaHHbIM NiaHoOM

OpraHu3aums fo/mkHa o6ecneunTb afeKBaTHbIN aHaIM3 UCXOAHOT0 Koga B Npo-
Liecce paspaboTku CUCTEMbI

OpraHusauusa fokHa NpoaHanm3npoBaTh U YyTBEpAUTL cneyudurkauum 4o Ha-
yana ouLManbHOro TeCTUPOBaHUS

OpraHusauma MOXeT yyacTBoBaTb B TECTMPOBaHUU B KayecTsBe Haﬁmo,anenﬂ
NN peueH3eHTa pe3ybTatoB TeCTUPOBaHUA

OpraHusauusa fo/mkHa yTBEPAUTL OTYETbI O TECTUPOBAHUU U COOTBETCTBYIOLLME
pe3ynbTaTbl TECTUPOBAHMUS

B Ba/iMgauMOHHOM OTYeTe AO0/HKHbI 6bITb npmeeaeHbl BCe pesynbTatbl U ,quI-
CTBUA. a TakXe cBuageTenbCTBa T0ro, 4To cCucTemMa sanngnposaHa

Mocne NpUHATUS cUCTEMbl OopraHusauus Ao/xHa paspaboTaTb Hagnexaiue
NPUHLMNBI CUCTEMHOTO aAMWHUCTPUPOBAHUA W NPOWU3BOACTBEHHON AeATenb-
HOCTU

OpraHun3auus Jo/XHa ynpasnsTb NPOLECCOM 3amMeHbl UKW BbiBeAeHUst aBToMa-
TU3MPOBAHHOW CMCTEMbI U3 3KCNyaTaLum
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