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1. Iean — onucarh MOPAAOK GYHKIMOHMPOBAHNS CHCTEMBI MCHE/DKMEHTA Ka4eCTBa KomuTtera
1o Dtuke B cOOTBeTCTREH ¢ TpeboBanmsMu MC ISO 9001:2015 Cucrema MEHE/UKMCHTA KadecTBa.
TpeGoBanus 1 HOPMATHBHBIMA TpeGoBaHHAME P® ¢ yueToM HaUIeKaIIeH IPaKTHKH GCP.

2. O6aacTh npuMeHennsi: HacTosmee PykoBozncTeo mo kauecTsy (naee — PK) P ompenenser
IpoLIece CaMOONeHKH AesTenpHocTr KoMuTera 1o stuke (nanee — K9 nmm JID9K) B COOTBETCTBHH C
MC ISO 9001:2015 u geMoHCTpEpyeT 001acTh NMPHMEHEHHA CHCTEMBI MEHE/UKMEHTA KaucCTBa
Komurera o Dtuxe (namee — KD) ®I'BY «HMUL] onxonornn um. H.H. Ilerposa» Munsnpasa
Poccun (nanee — yapex/ieHus)

3. OTReTCTREHHOCTh: OTRETCTREHHOCTh 3a PabOTy C MOMpaBKaMHM HACTOALIEr0 AOKYMCHTA
HeceT cekpeTaps KO B cootserctBuy ¢ nponeaypoit COIT-KD-014.

4. OcHoBHBIE TPEeGOBAHNS
4.1 TlonmMaHHEe OPraHM3aIHH H ¢ CPeabl

4.1.1 BuemHHe W BHYTpEHHMe (AaKTOPHI ompejeneHs! B coorTseTcTBuM ¢ IlprimoxeHnem A K
Hactosamei COIL

4,12 AHaiu3 BHEUIHMX H BHYTpeHHHUX (aKkTopoB HAeHTH(UUMpyeTCs, MpOBEpIeTCs |
aHamusupyercss B cocrase aHammsa CMK co CTOpOHBEI PYKOBOACTBA M PerHCTPHPYETCH
ITpoTOKOJIOM, KOTOPBIIi paccMaTpHBaeTCs Ha odyepeiHoM coBelanue KO.

42 Ilonamanue noTpeGHOCTEH M OKHIAHMI 3AHHTEPECOBAHHBIX CTOPOH

42.1 Pe3yneTaTel ONpejeTeHAS B3aUMOJIEHCTBUS C 3aHHTEPECOBAHHBIX CTOPOH, a TaKKE
OTBETICTBEHHBIE JHIIA M TOPANOK MoiydeHus TpeGoBaHuM OT 3aHHTEPECOBAHHBIX CTOPOH
npexcrasieH IIpuioxeHneM A K HacTOSIICH COIl u B IlpoTtokone cOBEIIAHHA TPH BBICIIEM
PYKOBOJCTB, IPUHAMACMBIM Ha copemanuy KO.

43 Onpenexenne 00.1aCTH NPEMEHEHN CHCTEMbI MEHEKMEHTA Ka1eCTBA

43.1 CucreMa MeHe[KMEHTa KauecTBa paspaboTaHa, BHeJpeHa H  (YHKIHOHHPYET B
cootsercTBud ¢ Tpebopamusmu MC HCO 9001:2015, a rtaxke € Y4E€TOM 3aKOHOJATCIIBHBIX
tpebopanmii Poccuiickoit @eneparmu, TpeGOBaHHH YIPEKIEHHS U 3alIPOCOB OT CIIOHCOPOB.

432 OGmacth NPHMEHEHUs CHCTEMBI MEHEUKMEHTa KadecTpa (nanee — CMK) Komutera 1o
JTHKE:

«IIposederue muyeckoil Ikcnepmu3sl OOKNUHUMECKUX, KIUHUYECKUX UCCNe008aAHUIL U HAYHHO-
uccnedosamensckux pabom, a maxyce MOHUMOPUH2Q RPOGeOEHUA 6bluie  YKASUAHHBIX
UCCTIe008AH U

B o6mactsb cepruduxamuu CMK BxozsaT npeacenarens 1 wieHsl K.

433 MWcekmouenuem wu3 Tpebopanmit ISO 9001:2015 x cucremMe MEHE/DKMEHTA KauccTBa,
[0JaBaeMoill Ha cepTH(HUKANUIO, ABIACTCA MYHKT 8.3 ITpoekTHpOBAHHE H_pa3paboTKa IMPOJYKIIHH
(ycImyrd), B CBA3H € TEM, YTO IPOLECCH], KOTOPBIC BBIIOTHACT KD crporo (opmMaan3oBaHBl B
COOTBETCTBMH ¢ Hauiexkaimeit mpakrukoit GCP u 3axoHoaTenbCTBOM PO.

44  CHcTeMa MeHE)KMEHTA Ka4ecTBa H e¢ MPONecChl

4.4.1 C uenpio co3adus YCIOBHHM I HaJJIeXKAIIETro BEIMOITHEHHUA TpeOOBaHUI CIOHCOPOB,
HeoOXOOUMBIX, 3aKOHOJATE/bHBIX M PCrIIaMCHTHPYIOIHX TpeOGoBaHHi, a TaKXKe TpeboBaHMii,
YCTAaHOBJIEHHBX B KD M ydupexieHun paspabOTaHBI, JOKYyMEHTATIHHO o(hopMJIEHBI, BHEJPEHBI U
HNOAACPKUBAETCA B paboyueM COCTOSHHH CICHYFOIME NPONECCHl, KOTOPBIC dhopmanH3oBaHEl IIO
ITpunoxenuro b.

442 TlocnemoBaTelbHOCTh M B3aMMOJEHCTBHE IPOIECCOB INPEJICTABICHO B Kaprax mpomecca,
qMs  OCTanbHOM  JeATenbHOCTH  (mpomece  YHpaBleHHs — IIEPCOHAIIOM, UH(PACTPYKTYPOH,
BHyTpenHuM ayqutoM u anmammsoM CMK co cropomst PYKOBOJICTBA)- B IYHKTaX HACTOSIIETO
PykoBojcTBa. KpuTepuu I MOHHMTODHHIA M aHAIH3a MPOIECCOB yCTAHOBJICHBL B Kaprax
TIPOLIECCOB H KOHTPOJIMPYIOTCS €XEKBAPTAILHO Ha 3aCE1aHHH KD.
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443 K mpomneccaM, BEIIOJHSEMbIM IO BHYTPEHHEMY COTJAIICHIIO € yupesKJeHHEM, OTHOCHTCH
obecrieucHNe TOMELIEHUSIMHA € COOTBETCTBYIOIMMU TpeGoBaHMAMH Ui PabOTHI TEpcoHANd H
XpaHEeHUs JOKYMCHTAIMHE, IIPOrpaMMHOe obecreueHue 1 CPENCTBa CBA3M.

B JIngeperso
5.1 JlugepcrBo H NPHBEPKEHHOCTH

5.1.1 Beicmee pyKOBOACTBO B JIMIE IPEACCAATEIIA KD mpuHuMaeT Ha ces 00s3aTeNbCTBA M0
pe3yabTaTUBHOMY (HYHKIIHOHHPOBAHHUIO CMK u 1eMOHCTpHpPYeT HOAIepKKy CHCTEMBI IMyTeM:

- hOpPMHEpPOBAHHSA CTPATETMYECKOTO HAIPABICHHA PASBUTHA H nomepxanue [lomutuky u Lleneit B
06J1acTH KagecTRa B cocTase [IporpaMMBbl JOCTHIKCHHS Ha TOL;

- cosmanus CMK ¢ yyeToM peryispHOTro aHanu3a BHEITHAX 1 BHYTpPEHHHX (aKTOPOB, BEIIOIHCHUSA
TpeGOBaHMil 3aMHTEPECOBAHHBIX CTOPOH, & TAIGKE IYTCM OIpEEICHHsS. OCHOBHBIX PHCKOB H
BOZMOKHOCTEH Ut pasBuTHs AesrenbrocTH KO;

- opraHu3ali J0BEICHHUS H Pa3bACHCHHA [Mommruku u Llenei, TpeboBanuii CIIOHCOPOB H
yapeKIeHHs, a TaKkkKe 3aKOHOJATeIbHBIX H HOPMATHBHEIX TpeOOBaHMH, OTHOCAIIMXCA K
nestensHOcTH KD € TeM, 9ToOBI obecreynTh UX MOHUMAaHHE, BHEAPCHHE H coOMI0JIeHHE Ha BCEX
YPOBH:X;

- TIPOBE/IEHMs PETYJIAPHOIO aHajIH3a IPOUSCCOB C yHETOM CHTyAaIHii, CIOCOOHBIX OTPA3HTHCA
HA PUCKAX U BO3MOXHOCTSX, ¥ CHCTEMBI B LICIIOM,

- oGecIieueHre PecypeaMs, HEOOXOAMMBIMH JULL Pe3yJIbTAaTUBHOIO yHKIIHOHAPOBAHUSL
OpraHU3alMH H COBEPIICHCTBOBAHMNS CHCTEMBL MEHeKMEHTA.

- MOTHBAllMd ¥ BOBJICYEHHUS BCEX npencTaBuTenell BBICHIETO PYKOBOJCTBA, pyKoBoauTENeH
Toipas/ieieHuii ¥ IepCOHANa B IIEJIOM.

5.1.2 Opuenmayus na nompeoumens. JIoCTH)KCHHE Y/IOBJICTBOPEHHS TpeOOBaHUH CIIOHCOPOB H
JCCIIe0BaTeTECKUX EHTPOB 00€CIeYHBACTCA OCPEICTBOM.

- OpueHTalUH BCeH JEeATENLHOCTH KD Ha yIOBICTBOPECHHE TpeGoBaHMii CIIOHCOPOB H
MCC/IEIOBATENIbCKAX LEHTPOB MOCPENCTBOM  BBIOIHCHHA YCTaHOBICHHBIX 00A3aTE/ILCTB B
[TomuTHKE, B 3aKOHOAATEIBCTBE P®, B VHTerpupoBaHHOM JIOTIONHCHHH K ICH E6(R1):
PyKoBO/ICTBO N0 HaUIexKameH xmamgeckoit npakruke E6(R2) (1o TexcTy - GCP);

- OIpefeNeHus, aHaIM3a, JOKYMCHTHPOBAHMA M BBINOJIHGHHA TpeOOBaHMH CIIOHCOPOB B
COOTBETCTBHH C JOTOBOPOM;

- ompejeNieHHs OCHOBHBIX PHCKOB H BO3MOJKHOCTEH, CBs3aHHBIX C  IIpOLECCaMH,
B3aUMOICHCTBYIOIIHMHI co CIIOHCOPaMH/ACCIIEN0BATEIbCKHMH [EHTpaMK/IIaAECHTaMH,
OTIpeeICHBI B Kaprax nporeccos.

=

5.2 ToauTHKA B 00.)1aCTH Ka4ecTBA

521 [lomuTuka B OONACTH KadyecTBa ONPENEIIETCS M YTBEPHIACTCH npencexareneM KO H

pBoquTcs B aeiicteue [IpoTOKOTIOM COBCIIAHMA KD.

5.2.2 Cekperaps KD opraHu3yer pasMCIICHHC ckaHupoBanHoit Koy [ToMITHKY Ha BHYTPEHHEM
ceprepe KD - PeryameHr, 1o aapecy \\niioncologii.local\fg\Reglament\HIK.

573 TIONMTHMKA AHAIM3MpPYETCA HA TPHUTOAHOCTH U AKTYAILHOCTD [pH [POBEIEHHH aHAIM3a

CMK co cTOpOHBI pyKOBOJICTBA B COOTBETCTBHM € 1.9.3 nacrosuueit COIL

5.2.4 Opurusan IToTMTHKE XPaHATCA y CEKpeTaps.

5.2.5 Ilpencenarens KO mosogut IIOJHTHKY 70 “ICHOB K" Ha copemanuu KD, npu BeOOpe

Hoporo unena KD, cekperaph B MOMEHT DPa3biCHCHHA ¢ysxumii wiema KO nHQOPMHUPYET

cremmanucTa od obs3arenscTeax [1oMMTHKYA 1 APYTHX noxymenTax KO.

53  (DyHKIHH, OTBETCTBEHHOCTH H IOJIHOMOHS

53.1 B memsx BHeApeHUS U IIOJICPKAHUA B pabodeM COCTOSHUM pe3ynbTaTHBHON U
spdexruproit CMK, BBICIIMM PYKOBOACTBOM yupexaenus u KJ ycTaHOBICHE! H ZIoBeJeHbI JI0
JCIIONHHUTENEH HX OTBETCTBEHHOCTH H TMOJHOMOYMA B cootsercran ¢ COIT-KD-001 - COIT-KD3-

004 u [onoxenuem o KD.
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53.2 Jlna xoopauuamuu aeiicreuit B CMK HasHaZaeTCs KOOPAMHATOP o CMK, u3 urenoB KO
npejcenareneM. B 0643aHHOCTH KOOPMHATOPA BXOJHT:
- OpraHH3alys M3MEHCHHH B JOKYMEHTAIIHIO K3;
- IIpOBE/ICHNE COBEIAHMI ¥ Opraiu3ays o0yueHus B paMKaxX CHCTCMbI,
- (hopMHpOBaHKE JAHHBIX /I AHAIM32 MPOLECCOB H CHCTEMBI B [EJIOM A TPEIOCTABIICHUS K
PacCMOTPEHMIO TIPEICEIATENIEM K3.

6. ILlnanupoBanne
6.1 JleficTBHS B OTHOLIEHHH PHCKOB M BO3MOKHOCTEH

6.1.1 CrparernyecKHe PHCKM H BO3MOXHOCTH JUIi IEATCIBHOCTH KD, ycraHOBIEHEI Ha
OCHOBaHMH pE3yJbTATOB OIPEJENeHHs BHEIIHAX ¥ BHYTPEHHHX dakropoB u TpeboBaHUH
3aMHTEPECOBAHHBIX CTOPOH M MCIONB3YIOTCS [P  (OPMHUPOBAHHH [IporpamMme JOCTIKEHUS LeeH
Ha roy (B BUJE HeNel ¥ 3aI0KEHHBIX PECYPCOB).

6.12 BosmoxzocTH mis kaxzoro mponecca CMK mpencrasnensl B Kaprax npouecca B BHAC
JOCTHXKHEMOM YCTaHOBJICHHOM IETH Ipolecca ¢ yueToM HoKazaTeleli Ul N3MEPEHHUs, BBIICICHHBIX
pecypcoB (4EIOBEYCCKUX H AHPACTPYKTYpPhl) B ONPE/ICICHHBIX 3HaHM# (JOKyMeHTauuu). PHCKH
JUIS KaJK/IOTO TIPOIIECcca ONPEEIISIOTCS, HCXOIS U3 METONHKH, npencrasaennoii B [Ipunoxenun b.
6.13 Ha coBemanu@ 1O MOHHTOPHHIY M aHAIM3y IIPOLECCOB PACCMATPHBACTCA cOoitHbBIE
CHTYalMH B MPOLECCAX, HA OCHOBAHUH 9Ero OTBETCTBEHHBIC 32 IIPOLCCCRT IPOM3BOMAT H3MEHEHHS
ypOBHSL pHUCKa M Ppa3paboTKy MEpOIIPUATHA Ul CTa0mIM3aliH curyanuii. MeponpuaTus
¢ukcupyrot B IIpoToKOII€ IO aHAH3Y.

6.1.4 ExerogHo TPOBOAAT aHAIM3 PHCKOB M NEPECMaTpHBAOT KapTbl IpoLECCOB, BKIIOYas
TaOIHIB] PUCKOB Ha OCHOBAHUH METO/HKH, npe/cTaBaeHHo# B [Ipunoxenny b.

6.2 Ileanm B 06JacTH KaUecTBA U IVIAHMPOBAHNE HX 0CTHKEHUH

6.2.1 Llean B 061acTH KayecTBa yCTAHABIMBAIOTCS Ha TOJl B COCTABE noxymenta «IIporpamma
JOCTHKeHUs efiell B 001acTH Ka4yecTBay 1o CIeAyIOomHIM TpeOOBAHUAM:

- ITenn cornacopansl ¢ IToMUTHKOM,

- YCTAHOBJEHHBIE LIEH H3MEPHMBL, TIOCTIKUME! U KOHKPETHEI 10 K&KIOMY Pasfieiy;

- c(hOopMHpPOBaHbl C YYETOM COOTBETCTBHA TpeGOBaHHAM 3aKOHO/ATENHCTBA P®, cnoHCOpOB,
ManMnueHTOB UX 3aKOHHBIX HpeﬂCTaBHTeHCﬁ M HCCICOOBATEIBCKHX HHCTHTYTOB.

- NOIACPKUBAIOTCS MOHHTOPHHIOM IIYTEM YCTAHOBICHMA MEpOIPUITHH M0 KOHTPOIIO
Pe3y/IbTATHBHOCTH Yepe3 JOCTHKEHHE Mpolleccami KpUTEPHEB PE3y/IbTaTHBHOCTH;

_ JIOBOZISTES /10 PYKOBOTENEH Opa3/e/IeH s yTeM COTTaCcoBanm 1 03HAKOMJICHHS,

- JTOBOJATCS JI0 COOTBETCTBYIOILETO NIEPCOHANIA Ha 3aCCIaHMIAX KD.

6.3 ILiapupoBaHme H3MeHEHHIT

6.3.1 Paspurue CHCTEMBI MOJPa3yMEBAET IEPHOJUICCKIE HIMEHECHIA, KOTOpPbIE OCHOBAaHbI Ha.

- [UIAHEPYEMOM IIEPecMOTpe JAOKyMEHTAllHlH, o6ygeHHH NeEpCOHald, MOCie peaTH3allhu
MEpOIPUATHI, yCTAHOBIEHHBIX B TIporpamMme JOCTHXKEHHUs IENeH;

- pa3paGoTKe ¥ BHEIPEHHN HOBBIX IIPOIECCOB B COOTBETCTBHH C IOKYMEHTAIIHEH, KOHTPOIIE U
COBEpIIEHCTBORAHNME POLECCOB HA Gase mMOIy4eHHOM HHpoOpMAaIHH, NOCIe HEro 00sI3aTENTEHOM
epecMoTpe yIIPaBIAOMIEH JOKYMEHTAIlHH.

6.3.2 ILianmpoBaHHe M3MEHEHHH M PasBHTHA CMK 0CYIIECTBIACTCA €XKEIOAHO Ha 3aceIaHnH
1o popmupoBanmro nenei K9.

7. Iopaepkka
7.1 Pecypcnl
7.1.1 OO6ure mMoJIoKEeHHAS

7.1.1.1 Ilpencenatens KD ompenenser pecypcehl, HeoOXOmuUMBIE IS pealn3alui TIoMUTHKHA B
00J1aCTH KauecTBa M JOCTHHKCHHUA [eJIeH.
7.1.1.2 K pecypcaM OTHOCATCA:

- YeJI0BCUYECKHE PEeCYPChL H HX KOMITETEHTHOCTD,
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- HHQpacTPyKTypa ¥ IPOU3BOACTBEHHAA Cpela;

- uE(OpPMALKS I HHTEILIEKTyalbHas COOCTBEHHOCT;

- SHEPropecypcehl,

7.1.1.3 Kaxasii wuaentuduuuposanasm nponecc CMK obecreunBaeTcs COOTBETCTBYIOIMMH
BHIAMH PECYpCOB, HMCXOJf W3 MpPEABSBIACMEIX K HeMy TpeOOBaHMA M B COOTBETCTBHH C
YCTAaHOBJICHHBIMH IETSMH M BO3MOXHOCTAMH H, B ClIy4ae He0OXOAUMOCTH, MPH 3aKTHOUYECHUH
COIJIAIEHHS C YUpekAeHueM (IpeIcTaBlIeHue NMoMelmeHnii, HHOPMaIHOHHOTO obopyoBaHus H
HPOrPaMMHOT0 00ECTICYEH s, CPEICTB CBA3H M JNEKTPOIHEPIUM).

7.1.2 UYeoBeyecKHe pecypchl

7.1.2.1 Ynenst KD H KOHCYJIBTaHTHI, BBHIIOJHSAIONIKE IEATENBHOCTh 1o mpomeccam Nel u Ne2,
SBIISETCSL COCTABHOM YacThIO PeCypcoB CHCTEM MEHEKMEHTA.

7.1.2.23a obecrneueHHe IOCTATOYHOCTH YEJIOBEYECKHX pecypcoB (KBOpyMa Ha COBCIIAHHHU,
JOCTATOYHOCTH KOMIIETEHITHI KOHCY/IbTAHTOB) OTBEUAET Ipe/cenarens KO.

7.1.2.3 Tlogbop mepcoHana BBINOJHACTCS Ha OCHOBAHMM PEIICHHA TPENCeaATeNd KD =Ha
OCHOBaHHH TpeGoBaHmii, ycranosneHHEX B COIT-KD-001 - COII-K3-004

7.1.2.4Tlo xaxnoMy wieny KD ycTaHOBIEH ypOBeHb KBATM(QHKALHH, KOTOPHIH 3aKpEIUIEH B
Pesrome.

7.1.2.5 Pemenre 0 HeoOXOAMMOCTH MOBBINeHHA Kannpukamuu wienoB KD win BBeJeHHA B
coctas KD HOBOro yuacTHuKa Ha 3acenannu KO u puxcupyercs B IIpoToxone.

7.1.3 Hudpacrpykrypa

7.1.3.1 Tloanepxanne HHPPaCTPYKTyphl OCYIIECTBISETCS B COOTBETCTBHH C [Monoxxennem K9.
7.1.32K uHppacTpyKType OTHOCHTCS MpeJCTaBIeHHe IOMEIICHHH, HH(OPMALLOHHOTO
060pyI0BaHHUs U IPOrPaMMHOT0 00ecTIeYeH s, CPEJICTB CBI3H U JJIEKTPOSHEPIUH.

7.1.3.3 Onenky noTpeOGHOCTH B HEOOXOIMMOCTH H3MEHEHHA HH(PACTPYKTYPsl WM TpeOoBaHUM
ompezensorT Ha 3acefaHuM KD B Buje oOpalleHHs K JUPCKTOPY YUPEKACHUA MO BHECCHUIO
m3meHenui B [Tomoxxenne KO.

7.1.4 Cpena ans GyHKUHOHHPOBAHHS NPONECCOB

7.1.4.1 Cpena Ay BHIIOJHEHHs paboT 1o mpoueccam 1 i 2 onpesieNseTcs npesce/iaTencm KD. ns
peanH3amuu [POLECCOB HEOOXOMMMO O(QHCHOE MOMEIIEHHE, OCHALICHHOS KOMIILIOTCPaMH H
IIPOrpaMMHOE 00ECTIEUEHHS ISl BOSMOMKHOCTH Y/I2JICHHOTO NPOBCICHH copemanuii. TpebGosanus
K OpHCHOMY IOMEIIEHHIO, COOTBETCTBYIONIEMY BBITOIHACMOH AEATCNBHOCTH, YCTAHOBIICHEL B
[Tonoxenun KJ.

7.1.5 Pecypchbl A8 MOHMTOPHHIA U H3MEPEHH

7.1.5.1 Cpencrsa m3mepenuii (CH) B mponeccax 1 # 2 HeoOXOMUMBI IS KOHTPOJIS OKPYKAIOIIEH
cpesl B IOMENICHHH, T7e NPOM3BOJMTCS apXHBHPOBAHHE 6ymaxHsx [IpOTOKONOB W JIPYroH
pHbOpMaLH, KOTOpas ABISETCH HeobxomuMoil s (yskuuonupoBanus K. A HMEHHO! CH,
KOTOpBIE KOHTPOJNMPYIOT BIQKHOCTH H TEMIIEPATypy. [losepka manHbIX CH mpoBOIMTCA B
coorsercTBHE ¢ nmacnoptoM. Kaxnoe CH mapkupyercs HOMEPOM H OupKoif, Ha KOTOPO#H JaHa
uHEpOpManKs O JaTe MOBEPKH M Jare [IOCTeAYIOMIell MOBEPKH. 3aIicH 10 NPOBEACHHON MOBEPKE
(IIPOTOKOJI, CBHAETENLCTRO, MACTIOPT) XPAHUTCA Y CEKPETaps K3.

7.1.6 3HaHusA OpPraHH3aANHH

7.1.6.1 K 3nanusm KD oTtHOCATCS:
-31eKTpOHHas 6a3a JaHHBIX JUIA IPOBECHHS JKCIIEPTH3E! 1 MOHUTOPHHIA,
- BHYTpEHHHE HOPMATHBHEIE JJOKYMEHTHI (COII, IlonuTHKa | 1Ip.)
- BHELIHHE 3aKOHO/ATE/IbHBIE M HOPMATHBHbIE TPeOOBAHHA.
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7.2 KoMIeTeHTHOCThH mepcoHana

7.2.1 TpeGopaHus K KOMIIETCHTHOCTH WICHOB KD u xoHcyisTanToB (06pasoBaHHe, MOATOTOBKA,
HaBBIKH ¥ OIBIT) OIPEACIAIOTCA MpelCeIaTe/IeM KD Ha oOCHOBaHHMH 3aJa4, OCTaBICHHBIX
CTIOHCOPOM H [JIABHBIM HCCieoBaTeNnel IPUMEHHTETBHO K BHTY HCCIIEIOBAHIA.

722 UYnens: KD mOBBIIAIOT CBOKO KOMIETEHIIMIO B paMKaX BBINOIHCHAA HMH OCHOBHOI paOOTBL
7.2.3 OueHKa pe3y/IbTaTHBHOCTH 00yUeHHs POU3BOJATCA B COCTABE aHAIA3A CMK co cTOpOHBI
DYKOBOJICTBA H perucTpupyercs B [IpoTokose 3aceaHui.

7.2.4 OcBeIoM.JIEHHOCTH

7.2.5 OcBeIOMJIEHHOCTD WIeHOB KD JoCTHraeTcs MyTeM:

- nopenenus [lomuruky 1 IIporpaMMBl JOCTHIKEHHS IeNeH B 06acTd KadecTsa Ha 3aceqaHusax KO,
1 IIyTeM O3HAKOMJICHHS C [IPH 3a4HCIICHHH B COCTaB K3;

- paspacEenmio npencenareneM K3 dieHaM KD TpeGoBaHMii BHYTPEHHEH HOPMATHBHOM
noxymenranuu CMK u BKiIajie KaXI0T0 COTPYAHHUKA B Pe3yIBTaTUBHOCTD;

- [OHMMAHHS KaKABIM COTPYAHAKOM JACHCTBHM, BOSHHKAIOMUX B Cly4dac BO3HUKHOBEHHSA
CHTYAI[UH, KOTOPask IPABOAUT K HECOOTBETCTBUIO M IIOPI/IOK JeHCTBHI.

7.3  OOmen nndopmaunei

7.3.1 Tlpencemarens KO opranusyer mporecc oOMeHa mH(OpManKeii, YCTaHOBICHHBIH B COlIl,
KOTOpEIE ONPEJIeISIOT OCHOBHBIE IPOIIECCHI Nel m Ne2.

732 Jina ¢ydaxuuoHHpoBaHus KD  HCIONB3YIOTCHA crefyrone crocobsl UHGOPMAPOBAHA
nepcoHana:

- 3aceqanus KO;

- 3JIeKTPOHHAs TT0YTa, BHYTPEHHUIT CEPBED.

7.3.3 Buemuuii o6MeH HHOPMAIHEH OCYIIECTBIACTCA:

- ¢ [JIABHBIM MCCIIEI0BATENEM U NAIHeHTaMy (MX 3aKOHHBIMU TIpeICTABATENAMA);

- CO CIIOHCOpaMH COTJIACHO JIOTOBOPY:

- ¢ KOHTPOJHPYIOIMMH OPraHH3aIAAMH B3aHMO/ICHCTBHE [HOAEPIKUBACTCH npeceaareneM
K33

- ¢ yupexIeHneM Ha ocHoBaruy Coramenus ¢ yapeKICHHCM.

7.4  JloKyMeHTHpOBaHHas HHGopMALH

7.4.1 TIponecc ynpasnerus COII mpencTasieH B COIT-KD-14.

7.4.2 KapTsi npomecca CO3/JAI0TCS, aKTYATH3UPYIOTCS 1 YIPABIAIOTCA CIETYIOIIHM oOpazoM:

- IlepedeHb MPOLIECCOB ONMPEC/ACTCA 1O Pe3y IbTaTaM aHaIM3a CO CTOPOHBI BBICIIETO PYKOBOACTBA
g cocrape Hacrosmei COIL

- KapThl OTIENBHBIX TIPOIECCOB pa3pabaThIBalOTCs KOOPIHHATOPOM II0 CMK, paccMaTpHBalOTCA
Ha 3acemannu KD u yreepikaatorcs [ [poTOKOIOM 3aCETAHMA.

743 OTMEHEHHbIE JOKYMEHTH (KOHTPOJIBHBIA SK3EMIUISp), YIpaBlIfeMble Ha OyMaXHOM
HOCHTEJIE XpaHsTcs y ceKkperaps B MarKe «ApxuBy. OTMCHEHHBIE IOKYMCHTEI, YIPABJIACMBIC Ha
3NIEKTPOHHOM HOCHTENE, NEPEHOCATCS CEKpeTapeM B nanky Apxus/«HaszsaHue IOKyMEHTOBY,
KOTOpas XpaHHTCS Ha BHYTPCHHEM CEPBEPE KD.

8. OnepanuoHHAsA AeATEIbHOCTD
8.1 IL1annpoBaHne H yIpaBjieHHe onepanHaMu

8.1.1 K mpoueccam KO otHOCATCH:

Ipoyecc Nel: TIpOBEICHHAE SKCTIEPTH3BI KIMHIICCKHX HCC/IeIOBaHHI H OTYETOB 110 O€30MaCHOCTH,
NpoBOJUMBI HA OCHOBAHHH COI-KD-006 Dxcmeprusa MHOIOUCHTPOBBIX —KIMHMYCCKIX
pecnenopanmit, COI-KD-007 DkcrepTusa JMCCEPTAMOHHBIX paboT ® HHHIMATHBHBIX
ncenenosanmii 1 COTI-K2-008 DxcrnepTu3a Monpasox K IPOTOKOJY H Opomope

Ipoyecc  Ne2: IIposenenue e)KeroJHoro MOHHTOPHHIA (HabroeHuMiH) yicCIIeIOBaHUH,
MPOROIMMEI HA OCHOBAaHHH CIICAYIOIMMX HIpOoLEayP: COII-K2-010 Habmoxenue 3a X0IOM
uccnenopanms, COI-KD-011 Dkcnmepru3a OTIETOB 0 HEMCIATCIBHEX apiennsax u COIT-KD-012
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DKCHepTH3a 3aKIIOYUTENBHOIO OTUETA.

8.1.2 TIpu MIaHMPOBAHMY BHITONHEHHS MPOLECCA 0 KAKAOMY MCCICAOBAMMIO yCTaHABIUBACTCA
CIenyIolee:

- HeoOXO0IMMas KOMIETEHTHOCTh WieHOB KO (9KCNEPTOB) M KOHCYIBTAHTOB;

- HeoOXOIMMOCTE B JIOMONHUTENRHON KOMIETEHTHOCTH C TIPHBICYCHUEM [ONOIHMTEIBHBIX
KOHCYJILTaHTOB;

- OpraHM3aIMi CBOEBPEMEHHOro obecmeueHus HeoOXo UMON pHQOpMAMK IKCIEPTOB H
KOHCY/IBTAHTOB ISl IPOBEICHHS SKCTIEPTH3b/MOHHTOPHHTA

- obecrieuenne HHPPACTPYKTYPO# J1s IpoResieHHs 3aceanuii K.

8.2 TpedoBaHuA K ycayram
8.2.1 Cau3b ¢ noTpedUTENAMHE

8.2.1.1 IIponecc B3aUMOJEHCTBHS CO CIIOHCOPaMH OCYIIECTBIACTCA Ha 0a3 3aKJIFOUEHHOTO
JOrOBOPA C YUIPEIKACHHIEM O IPOBEIEHHN PadoT.

8.2.1.2 TIpomecc B3aUMOJEHCTBUS ¢ [JIABHBIM HCCIIEIOBATENIEM 10 BBITOTHEHHUIO KaKIOTO JI0OroBOpa
Ha 3KCIEPTH3Y/MOHHTOPHHT onpezeneH 8 COIT-K3-006 - COII-K>-012.

8.2.1.3 [Ipouecc B3aMMOACHCTBHA C MALMECHTAMH H HX 3aKOHHBIX npeacTaBUTENIEd BO3MOXKEH
TOJBKO TocIe mpsivoro obpamenns B KO. IIpouecc oOpamenus ONpeieicH B COII-K2-16.

8.2.2 Omnpeaenenue TpeOOBAHMIT OTHOCHIINXCH yCayre

8.2.2.1 O6s3atenpuple  Tpebopamms K mpoueccam KD yCTaHOBIEHEI npaktukoit GCP,
HOPMATHBHBIMH JOKymMeHTaMy P® (onpeneieHHbIMI B Tonosxernuu o K3) u sayrpenaumu COIL
8.2.2.2C6op u aHaM3 BCEX NOCTYNAIOUIHMX oOpaimenuii, BKIOUas >KanoObl, OT 3aKa3THKOB
OCYIIECTBIIACTCA B COOTBETCTBHH € COII-KD-16.

8.2.3 Amnanu3 TpeGoBaHHil, OTHOCHIIHXCI K yciayre

8.2.3.1 Amanu3 TpeOoBaHHI CIOHCOPOB H JOCTATOYHOCTH IpeloCTaBlIeHHON HHpopManun
IIPOMCXOJMT HA CTaJMH 3aKIIOYEHHs JIOTOBOpa IpH NEPENate pHpOpMAHE O HEOOXOMXMMOCTH
TIPOBE/ICHAS SKCIIEPTH3B/MOHHTOPHHIA CO CTOPOHEI ITABHOTO HCCIIe0BaTeNs UCCIIEN0BATEIBCKOTO
HEHTpA.

8.2.4 Wsmenenns TpeboBanuii, OTHOCAIUXCH K yCIyre

8.2.4.1 Vi3MeHEHHMs TO MPOBEJCHHIO OKCIEPTH3BI/MOHHTOPHHIA BO3MOXHBI [PH H3MCHCHHH
(YMeHBIIEHHHA) CPOKa Nposenenns. B ciydae obpameHns CIOHCOpa O MPOBEACHAN SKCIIEPTU3BI/
MOHHTOPHHIA B YMEHBIIEHHbIC CPOKH, NPE/ICEAATENb KD opranm3yeT BHEOYEPEIHOE 3aCENaHHC B
coorserctauy ¢ COIT -KD-005 3acenanus Komutera o JTHKE.

8.3 IpoekTHpOBaHHE H Pa3paboTKA yCJIYIH — HCKIIOHEHHE
8.4 YnpagJieHne BHEIHE NOCTABIAEMBIMHA NPOLECCAMH, npoayKIHei u ycayraMu

8.4.1 K mpomeccam, IpOAYKIHE H YCIyraM, KOTOPBIE IIOCTAB/IAIOTCS M3BHE, OTHOCATCA:

- [IOMELIEHHs, IporpaMMHOe obecreueHHe 1 o6opynoBaHue, IPEJOCTABIIEMBIE TI0 COTJIAMICHHIO C
YUPEKICHHEM;

- YCIIYTH KOHCYJIBTAHTOB.

8.42 OueHka KOHCYIGTaHTOB IIPOBOAUTCS HA 3aKPHITOM 3aCC/aHHi KD (y4acTHUKH - TOJIBKO
wienst KJ) u dukcupyercs IIpoToKOIOM, IIOCIE HEro CeKpeTaph IIEPEHOCUT OMEHKY B llepedcHb
KOHCYJIBTAHTOB, KOTOPEIH BEAETCS Ha JIEKTPOHHOM HOCHTEIC.

8.5 Ilpom3BoJcTBO U OKa3aHHE yCJIYT
8.5.1 VYnpapieHue oKazaHHeM yCayr

8.5.1.1 K nponeccam OKa3aHHA yCIIyT OTHOCATCA :

Ipoyecc Nel: TIpoBeieHUE SKCIEPTH3bI KIHHIHCCKUX JicCTIe/IOBAHMH ¥ OT4ETOB 10 O€30I1aCHOCTH,
KOTOpBIH yIIpaBisieTcs Ha OCHOBaHHMH IPOLEYD COII-KD-006 - COII-K2-008.

Ipoyecc Ne2: TIpoBeneHHE €KEroOAHOr0 MOHUTOPHHIA (HaOMmo/IcHUH) HCCIe0BAHMH, KOTOpBIH
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ympagseTcs nocpeactsom npouenyp COI-K3-010 - COII-K3-012.
8.5.2 MHMaenTuduKANHA H IPOCICKNBAEMOCTH

8.5.2.1 Unentudukamus W  [POCIEKHBAEMOCTH  ObecredumBacTCcs  MyTeM — MPHCBOCHUA
HeHTH(UKAIOHHOTO HOMEPA KAKIOMY 3aIIpOCy Ha SKCHEPTH3y/MOHHTOPHHT.

8.5.3 Co6CcTBEHHOCTh NOTPEOUTE/I HJIH BHEITHUX NOCTABIIHKOB

8.5.3.1 K coGCTBEHHOCTH CIOHCOpa OTHOCHTCS, MHGOpMAalUsd, UCIOIb3yeMas Ad BBINOTHCHHSL
JKCIEePTH3BI/MOHHTOPHHIA.

8.5.3.2 KonQuaeHUHATBHOCTD HHYOPMAUMH 00ECIEUMBACTCA IIYTEM pealu3alii MPOLE/yphl
COIT-K2-002 KonbuaeHuHaIbHOCTh H KOH(IUKT UHTEPECOB.

8.5.3.3 B nestenpuoctd KD Hcmons3yercs COOCTBEHHOCTE YUPEXKIEHHsI, KOTOpas OroBapuBacTCH
Cornamenuem.

8.5.3.4B cnyuae yrepd (IOBpEXISHHA) COOCTBEHHOCTH IpEACEAaTeNlb CO3BIBACT SKCTPEHHOE
3acesanue K, Ha KOTOPOM MPOBOJIATCS aHAJIN3, Pe3y IbTaThl GuKkcupyiores B IIpoTokone.
8.5.3.5Ciiyaan TOBpEXACHH/yTepH COOCTBEHHOCTH —CIOHCOPA/HCCIIEIOBATENBCKOTO  UCHTPA
paccMaTpUBAIOTCS IIPU €KEr'OHOM aHAIH3EC CMK co cTopoHBI pyKOBOJICTBA.

8.5.4 CoxpaHeHue

8.5.4.1 [Ipouecc COXPaHHOCTH 3JIEKTPOHHOH M OyMaXHOH KOMHH [OKYMCHTALUH, ABJIAIOLIEHCS
pE3y/IBTATOM BHITIOJTHEHHs YCIIYT [0 IIPOLECCAM, OPraHM30BaH CIIeTyIomuM obpasoM:

8.542B memix NpeNOTBpAleHAs YTEPH NAHHBIX CHCTEMHBIH ATMUHMCTPATOP YUPEKICHHS
OpraEmsyer MBOHHOE pe3epBHOC KOMMpPOBAaHME HA CEpBEp H 3AMTYy AHTHBHPYCHBIMHA
IpOrpaMMaMH.

8.5.5 JleATeJbHOCTH MOCHIE MOCTABKH (00pamenne CIIOHCOPOB, HCCIEA0BATEILCKAX EHTPOB
M NALMEHTOB/NX 3AKOHHBIX NpPeACTABUTEIEiH)

8.5.5.1 JlesTenpHOCTH TOCHE MOCTABKH BO3MOXHA B CIIydae oOHapy)XeHHS CIIOHCOPOM, IJaBHBIM
HCCIIEI0BATENIEM HCCIIEI0BATETBCKOro IEHTPa WITH TIAIUEHTOM (€ro 3aKOHHbIMA peICTaBUTE/IAMH)
HECOOTBETCTBHIl NP TIPOBEJEHHH SKCIEPTH3BI/MOHHTOPHHIA, MOPANOK PaCCMOTPEHHA TaKHX
neiictuil npexncrasien B COIT-KD-16.

8.5.6 VYnpasieHHe H3MEHEHHAMH

8.5.6.1 TIpomecc ympaBlIeHHS M3MEHEHHSMH B IIPOLECCE NMPOBEICHMSA SKCIIEPTH3E/MOHHTOPHHTA,
pKTIouas HOPMHEPOBAHHE TOKYMEHTHPOBAHHOMH HH(MOPMALIMH U €€ IPOCTICKUBACMOCTH, yCTAHOBICH
B COIT-K2-006 - COIT-K2-008.

8.6 Beimyck ycayru

8.6.5.1 ITox BBIIYCKOM TOTOBO# yCIIyrH IIOHHMAETCH:

- mepefada ¥ NPHEMKa CIIOHCOPOM BBINMCKH U3 IIpotokona 3acemanus K3 mo pesymbraram
3KCIEPTU3b/MOHUTOPHHTA.

- 3aKpEITHE PA0OT IO JIOTOBOPY C MPEI0CTaBICHUEM AKTOB BBIITOJIHEHHBIX padorT.

8.6.5.2 OTBETCTBEHHOCTD 32 KOHTPOJIb KauecTBa MPOIECCOB HECET MPEACEaTe b KD.

8.7 YnpasjeHue HECOOTBETCTBYIOIHMH BLIXOAAMH

8.7.5.1 TlopsioK yIpaBieHHS HECOOTBETCTBYIOIIMMH BBIXOJaMH IIPH BEIIIOJHEHUH IIPOIECCOB
onpenene B COII-KD-16.

9 OneHKa pe3yIbTATOB JAeATeIbHOCTH
9.1 MOHHUTOPHHT, H3MEPEHHE, AHATH3 H OLECHKA
9.1.1 OO0mme MOJIOKEHHS

9.1.1.1 B pamKax JeATEIBHOCTH KD Begercs
- MOHHTOPHHT BBIIOTHAEMBIX 00palleHnii B COOTBETCTBHH C COII-K3-16;
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- eKEKBapTANBHEIA MOHHTOPHMHT (YHKIMOHNPOBAHKS OCHOBHBIX IIPOLIECCOB, COTTIACHO KPUTEPHSM,
yeTaHoBJieHHBIME B KapTax;

- OpraHu3alys 1 IPOBE/ICHAE BHYTPECHHUX ay/UTOB CMK, 1o pe3y/bTaTaM KOTOPBIX IPOM3BOMTCA
IOTy4eHHEe OOBEKTHBHON uHGOpMALMH O coorsercTBun/HecoorsercTBur CMK B 11€10M;

- agamz CMK co cropons! mpeacenarens KO.

9.1.1.2 Mouutopusr npoueccos CMK ocymecTBISCTCA B paMKax npoBeseHus 3acenanmit K3.
CexpeTapb PETMCTPHPYET Pe3yIbTaThl MOHUTOPHHIA IPOLIECCOB B ITporoxoie.

9.1.1.3B ciyuae BBISBIEHHS HECOOTBETCTBHS MPH MOHHTOPHHIC TPOLCCCOB 3a1IaHIPOBAaHHBIM
pe3ynsTaTaM, TO COOTRETCTBYIOIIME KOPPEKIIMH 1 KOPPCKTHPYIOIIHE NeHCTBHS PETHCTPHPYIOTCA B
[TpoTokoie 3aceiaHus.

9.1.2 VYI0BJEeTBOPEHHOCTD

0.1.2.1 OCHOBHBIMM  HCTOYHHKaMH  HMH(pOpDMaluu IO  yAOBICTBOPCHHOCTH CIIOHCOPOB,
HCCITEIOBATEIbCKHX IEHTPAMH B NAIMEHTOB (MX 3aKOHHBIX IpeACTaBHTENIEN) ABIAIOTCA

- DOCPEICTBOM TPOBENEHHS aHAIA3A B3aUMOJICHCTRHUS CO CIOHCOPAMH H HCCIIEOBATCIBCKUMHU
LIEHTPaMH B YaCTH ITOBTOPHOTO oOpareHns;

- aHaIH3a Xato0 W MPEMIOKEHHUH 10 YIyJIICHAIO CO CTOPOHBI CIIOHCOPOB M HCCIEA0BATEIBCKUX
LEHTPOB.

0.1.2.2 VIOBIETBOPEHHOCTh INAUMEHTOB (MX  32KOHHBIX TIpEeACTABUTENEN) — OLCHUBAETCA
OTCYTCTBHEM/HATHYHEM XaI00 Ha PEIeHHE K? 10 IIPOBEJEHHOH IKCIEPTH3C/MOHHTOPHHIY HIIH
Jpyrux oOpalleHuii, BOSMOXKHBIX B PaAMKaX IIPOBEICHUS HCCIIEJOBaHUH C 3THYECKOH CTOPOHBEL

9.1.3 AHa/JH3 H OLIEHKa

9.1.3.1 AHanu3 ¥ OIEHKa JAHHBIX IPOBOAMTCS € LIC/IBIO.

- MOTBEPKICHHAS IIPHIOHOCTH H PE3yIbTaTHBHOCTH CMK;

- onpezienieHns 06IacTel yIyqeH s Ka1ecTsa MPOyKIH 1 cosepmieHcTBoBanuA CMK .

0.1.3.2 AHau3 W OIEHKA JaHHBIX OCYIIECTBIACTCS IO KAXIOMY IPOLECCY EMECHHIHO 1O Mepe
HeoGXO0IMMOCTH, HO HE Pee OJHOIO pasa B IOl COCTABE aHaIH3a CMK co cTOpOHBEI PyKOBOJACTBA.
9.1.3.3 Ipn aHaH3e pacCMAaTPUBAIOTCA U OLECHHBAOTCSA cleaylomue JaHHbIe:

- YIOBJIETBOPCHHOCTD 3aKa3UHKOB, BKJIIOYAS aHAIN3 IIOCTYITHBIIMX oOpaleHuit ¥ MPETEH3MH;

- COOTBETCTBHE IIPENOCTABICHHOM yCITyT 10 pean3alyy yCTaHOBICHHEIM TpeOOBaHUAM;

- 06eCIIeYeHHOCTE PECYPCAMH, B TOM JHCIIE ITOATOTOBICHHBIM IEPCOHAIIOM,

- BBINOJHEHHWE MEPOIPHATHH (ECIH TaKOBHIE HUMEITH MecTo), pa3paboTaHHBIX [0 PE3ybTaTaM
TpeabIIYyIIHX aHATH30B JaHHbIX;

- aHAIN3 NPeJIPUHATEIX KOPPEKTHPYIOIIHX 1 JieiicTBHUIl, HAIPaBICHHBIX Ha CHUJKCHHE PHCKOB;

- TIPEVIOKEHH IO YIIyHUICHHIO KaueCTBa IPeOCTABICHIA YCIYTH.

9.2 BHyTpeHHHE ay/JUTbI

9.2.1 BuyTpeHHHe ayIUTHI IPOBOJAT B COOTBETCTEHH C COIT-KD-17 BuyTpeHHH# ayIuT.
9.2.2 PesynpTaThl BHYTPEHHEro ayaura CMK paccMaTpuBalOTCs UpPH aHIM3€ CHCTCMBL CO
CTOPOHBI PYKOBOZCTBA.

93  AHa/JH3 CHCTEMBI CO CTOPOHBI BHICIIECI0 PYKOBOACTEA

9.3.1 Ilpomecc cGopa AAHHEIX TIO AHATTU3Y CMK onpezensieTcs KOOPIAHATOPOM IO CMK.

032 K BXONHBIM IAHHBIM, AHATM3MPYEMBIM BBICIIMM DPYKOBOJCTEOM (mpencenaTeneM H
samectuTeneM npeacenarens KJ) oTHOCATCS:

- azekBaTHOCTh [10IUTHKY B 00JIACTH KaueCTBa;

- Pe3y/BTATHI BEITIOHEHHS PEIIECHHH MPEBILYIUCETO COBSIAHIA IO aHAIM3y W JelcTBHH 110
axtyamusanun CMK;

- Pe3yIbTaThl JOCTIKCHAA menei B 0bJacTH KauecTBa;

- pe3yibTaThl BHYTPEHHHX ayJHTOB, Pe3yIBTATHI oreHkd 3(QEKTHBHOCTH BBINOJHCHUA
KOPPEKTHPYIOIHX JeCcTBHI 1 pe3y/IbTaTEl BHEIIHUX 2y IUTOR, BKJTIOUAs ayUTHl 3aKa3UUKOM;

= peayneTaThl GYHKIMOHHPOBAHUS IIPOLIECCOB;

= pe2yneTaThl OIEHKH COOTBETCTBUA YCIYT BBIOJIHEHHIO 3aKOHOAATC/ILHBIX TpﬁﬁOBaHIfIﬁ 51
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TpeboBanuii 3aKasunKa;
- pe3yJIBTaThl BBITIOIHEHUS Tpebopannii 3aKa34uKoB Ha 0aze OLEHKM YIOBJIETBOPEHHOCTH H
MOCTYIUIEHHS OGpalIeHHit, xkano6/pekamarii Co CTOPOHBI 3aKka34uKoB;
- pe3yibTaThl  BHEWIHEr0 M BHYTPEHHETO p3apMojeiicTBusg  (BKmo4Yas — HHTCPECHI
3aMHTEPECOBAHHEIX CTOPOH), & TAKXKe Pe3y/IbTAThl OUEHKH [I0CTABIINKOB,
- pesyabTaTel paboTsl 1O OOYHYCHHMIO M TIOBBIIICHHIO OCBEJIOMJIEHHOCTH IIepcoHaa II0
tpeboBanusM CMK;
- pesyNIbTaThl AHAIH3a H3MCHEHUH, CIIOCOOHEIX TOBJHATH Ka4eCTBO IpeOCTABISIEMEIX YCIYT,
a Tarke m3Menerns B CMK, BKIrodas H3MEHEHHS B 3aKOHOJATEIECTBE, a TAKKE OPraHU3allHOHHBIC
pamernenus KO;
- JIOCTAaTOYHOCTb PECYPCOB
- pesyNbTATHBHOCTD ACHCTBUM, MPEANPHHATEIX B OTHOIICHIH PHCKOB 1 BO3MOKHOCTEIH;
- npeiaraeMsle pEKOMEHIAIIH T10 YTy 4IICHHIO CMK co cTopoHEI IEPCOHAIA.
9.3.3 Bslle YCTAHOBJIEHHEIE JHHBIC NPEICTABIIAIOTCA OTBETCTBEHHEIMH JIMIIAMH Ha 3aceJaHHuU
K?. Pe3ynbraThl ananu3a pukcupyrores B [IpoToxoe.
9.3.4 TIlo pesynbTaTaM aHaIM3a BXOJHBIX JAHHbBIX pa3pabaThIBAlOTCs U QUKCHPYIOTCA BBIXOJHEIC
JaHHBIE, K KOTOPHIM OTHOCATCS:

— IOATBEpIKIEHHE CTPATErHYECKOro HalpaBIeHus pa3BUTHA K
- PEKOMEHJAIMH 110 MOBBILUEHHIO PE3yILTATHBHOCTH CMK B menoM, a TakkKe yIy4yIICHHIO
IIPOIIECCOB;
- HeoOXOIUMOCTD B BBIIEICHHH PECYPCOB,
- HeoOXO0MMOCTh B IOCTAHOBKE HOBBIX LieNiel (10 Mepe HX JIOCTHIKCHHUA);
- u3MeHeHus B [1oMUTHKY B 06;1aCTH KauecTsa (IpH HeoOXOMMOCTH), 4 TAKKE B HOPMAaTHBHBIC
noxkymenTs: CMK.

10 Yaydmenue
10.1 OOmme MOJI0KEHHIA

10.1.1 B nponecce anammza CMK co cTOpOHBI PyKOBOJACTEA H MOHHTOPHUHIA IIPOIECCOB CMK
YCTaHOBJICHBI OCHOBHBIC ITYTH YJIyIICHHA:

- Yepe3 peaH3aluio BO3MOXKHOCTEH (opMIpOBAHIES enei)

- yIyuleH#e nokasaTesiel MpoIeccos 1 AeATeIbHOCTH KD B nemowm,

- ¢ yd4eToM MNPOBENEHHS KOPPEKIMH, YCTPAaHCHHA IIPHTIHH BBLIBJICHHBIX HECOOTBETCTBHE H
paccMOTpeHHs MOTEHIMATBHBIX MPUYHH, CBA3AHHBIX C pHCKaMH Il IPOLIECCOB  TTPEAOCTABICHHA

YCIIyT.
102 HecooTBeTcTBHS H KOPPEKTHpPYIOMHE JeHCTBHS

102.1 K BHJaM HECOOTBETCTBYIOLIEH YCIYTH OTHOCATCS HECOOTBETCTBHA, BBISIBJIICHHBIC B XOJI€
TIPOBE/IEHNs SKCIEPTU3E/MOHHTOPHHTA. TlopaoK YIpaBieHus: KOPPEKTHUPYIOIMMH JIEHCTBHAMHA
npencrasied B COII-KD-16 1 COII-KD2-17.

10.3 TlocTrostHHOE yJay4IIeHHe

10.3.1 OguuM W3  DIABHBIX  HANPABIEHWA  Pa3BUTHA KD gBuserca  HEIPEpHIBHOE
cosepmencteopanne CMK, mccneloBaHue u oOHapy»KeHHEe KOPHEBBIX IPHIHH HEeCOOTBETCTBHH B
CHCTEME W TIPU OKa3aHUH YCIIYT.

10.3.2 K mossimaet pe3ynsraruHocTs CMK ¥ aKTyalusupyer ACATENLHOCTh [IOCPEACTBOM:

- noxmepkanus 00s3aTenbCTB [IOTUTHKA  TTYTEM peammsanuu I[IporpaMMbl JIOCTHIKCHHS
nenei;

- Ha OCHOBAHHH PE3Y/IGTATOB BHYTPEHHHX M BHEIIHIX ay/ATOB CMK;

- C Yd4eTOM pe3yNbTATOB KOPPEKTUPYHOMHX JeficTBUl M AeHCTBUIA, HAIPABICHHBIX Ha
CHHJKEHHE YPOBHS PHCKOB;

- npoeenenus ananmuza CMK co CTOPOHBI PYKOBOZCTBA.
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KouTexer (BHyTpeHHHE B BHemHEE ¢
JloxaabHOro druyeckoro Komurera

TIpuioxenue A

AKTOPBI, 3AHHTEPECOBAHHbIE CTOPOHBI) IS
(nanee o Texery —JIIK) ®I'GY «HMHUIL

onxoxorna nv. H.H. Ilerposa» Mun3apasa Poccun

HaumeHOBaHHE THI 3aMHTEPECOBAHHBIX OTBeTcTBeHHOE JHII0 32 MOHUTOPHHT
daxTopos CTOPOH/ HHTEPECYOIHX u3MeHeHHil B TpedGoBaHHAX
pesiTeabHocTs JIDK 3aHHTEPECOBAHHBIX CTOPOH
Buj paKkTopoB — BHENTHMI
JKOHOMHYECKHE PyKOBOAMTEb IIpeacenarens JIDK u y4acTHHKH JIPK -
HccieioBaTenbeKoro apanu3  oOpamenuii Mg [POBEJICHUS
LEHTpa U ITaBHEIE SKCIIEPTHU3EI HCCIIEIOBaHMH, a TAKKE B TaCTH
HCCJICIOBATEN N pearupoBaHus Ha oOpameHus no
yayamenuio paGors JIOK
CroHcopH! (BKIIOYasd IIpencenareib JIBK %} JIABHBIH
KOHTpaKTHbIe Huccueaoparciib A BO3MOKHOCTH
HCCIIeI0BATEIECKUE npenocTasienus yeuyr JIOK (sxcmepTH3El U
OpraHH3aIlfH) MOHUTOPUET2 WCCIEJIOBAHMMA), a TaKke B
yacTH pearmpoBaHHMs Ha OOpameHHsA IO
ynyamenuto padorst JIDK
VcceaoBareIbeKue IIpencenarens JIDK  m  PYKOBOAHMTEIR
LEHTPHI HccnemorarenbCKOTO IEHTPA bib)
BO3MOKHOCTH TpefocTasnenus yeiuyr JIOK
KonkypenTsl, naprepsl | [Ipencenarens JIDK ®  pyKOBOIHUTEIB
(JIDK apyrux HccnenopareabCcKoro IIEHTpa JUTS
HccenenoBareIbCKux BoaMorkHOCTH yiryumenus yeryr JIOK
IIEHTPOB)
MesayHADOIHBIE Opransl, popmupyromue | IIpencenarens JIDK  coBmecTHO €
Cbg:'l‘(? :‘; tpebosanns GCP ceKkpeTapeM IOMOINHHKOM ~CEKpeTapi B
P yacTy aHanu3a TpeOoBaHui
TocynapcTBeHHbIE Oprausl, GpopmMupylomue Ipencenarens JIDK COBMECTHO c
dpaxTOpHI TpeboBaHus 1S cekpeTrapeM H TOMOIIHKKOM CeKperapid B
dynxmmonuposanusg DK 1 | 4acTH aHAIA3a y3MeHeHn# TpeOoBaHIA
[IPOBEICHUIO
pccieI0BaHHM.
KoHTponupyIomue [pencemarens JIDK B dHacTh aHaM3a
Oprasbl HECOOTBETCTBUIA, BELICTABJICHHBIX pu
mpoBepke CO CTOPOHBI MuH3jpasa Poccud,
CouunajbHbIE IMamreHTEl, HX I[pencenarens JIDK COBMECTHO c
daxTophI POZCTBEHHUKH H CeKpeTapeM M MOMOLIHMKOM CEKpeTaps B
3aKOHHEIE IPEJCTABUTENM | 9acTH aHalI3a oOpareHui
(o6pammatomuecs B JIIK)
HNudopmanuoHHbIe KOHCYJIBTaHTEI IIpencenarens JIDK B nemax oOpameHus 3a
(axTOpBI KOHCY/IETAlIHOHHOH IIOMOIIIBIO JUIA
BHIHECEHHS pELICHHS
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r CaunrtapHo-

Oprasst

Ipencenarens JIOK B memsx —oOmpencIeHus

cpenoii (obucHBIE
IIOMEIIEHHS U aPXHB)

JMHIEMHOJOTHYECK | TOCYIapCTBEHHOM BiacTH | TpeOoBaHui pabotsl JIDK npu co3naBIIMXCs
He u (ITpasurensereo CII6 1 | HEOMArompHATHBIX YCIOBHAX
ype3BbIMaiiHbIe JleHnHTpajcKoit obmacTi
daxTopbI H HT.J.)
ype3BbIYaiiHBIC
CHTYaLHH
Bux pakTopoB — BHVIDEHHUH
ConuanbHble Vuactauku JIDK [Ipencenarens JIDK COBMECTHO c
haxkTopHI (B3aUMOAECHCTBHE C ceKpeTapeM M IIOMOIIHUKOM CeKpeTapsd B
[EPCOHAIOM) yacTH aHaum3a  TpeCOoBaHMH-TIOKETaHHH
yuactHHKOB JIDK
Jlupektop Hasuauenne npexceaarens JIDK mpukasoM
Vupexenns, Ha Oase YupexxaeHus
KoToporo copMupoBaH
JIBK
TexHu4ueckue O06ecne4yeHHOCTh Koopaunarop no CMK — oskcnepT oraena
@axTopbl HH(PaCTPYKTypoii 1 OpraHH3alfH JNOKJIMHAYECKHX "
TIPOM3BOZICTBEHHOM KIMHUYECKAX  HCCIEIOBAHWM B  YacTH

aHaJIM3a ComIAllleHHA ¢ HCCICA0BATEIBCKHM
HHCTHTYTOM IIO BBIJICJICHUIO nnomaneﬁ non
o(ucHsle TOMENIEHU U ApPXKB.

Cexperaph M IIOMOIIHHK CEKpETaps - B
4YacTH KOHTpPOJIA H aHallk3a IIOMCIICHHU A
apxupa Ha TpeOOBaHMA [0 TEMIEpaType H
BJI2KHOCTH

O6ecneyeHHOCTh
OPTTEXHHUKOH H
IpOrpaMMHEBIMHA

IPOXYKTaMU

Koopmuuarop mo CMK okcnepr otaena
OpraHu3anuu JIOKITHHUYECKHX u
KIAHUYECKHX  MCCIeJOBaHMH B  YacTH
aHanu3a COrVIAleHUs C MCCIIE0BATEIbCKHM
MHCTUTYTOM IO BBIICTICHHIO

HeoOX0IUMOH OPITEXHUKH U MPOrpaMMHBIX
IIPOYKTOB.
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IIpunoxenue b

®opma Kaptsl mponecca

Ieap nmponecca:

OTBeTcTBEHHBIEC 32 poLece:

Bxoa B mpouece (OOKyMeHmauus, uHpopmayus, Heobxoouman
01A npouecca, Ho RPeoOPA3YIOUAACA 6 NPoyecce é 6bIX00bl) -
BO3MOKHOCTH [IJIfl HAYAJIA Ipolecca.

IocraBmukH npomecca
(cnyacool unu npoueccol,
npedocmasaniouiue OaHHblE
0ns npouecca):

6xX000M):

BoIxoa npomecca (Pe3yabmam npoueccd, C6A3AHHbLIL ¢

IMoTpeduTeH Mpouecca
(npoueccoi, cayxcovt u/ uiu
eéHeuiHue
3auHmMepecoeanHble
CHIOPOHBL, UCHOIb3YIOWUE
6X00HbIE OaHHble)

Ofecnedenue npouecca - BO3MOKHOCTH /LIl BRIMOJIHEHHS Mponecca:

TlocTaBmMKH,
noapasae/aeHus,
npouece

npouecchl
ol0ecnieunBaOMAE

u|Bug maHHBIX (pecypcol:

uHppacmpykmypa u
obecneuenua npouecca)

yeayeau,

UHpOpMayuA, nepPCcoHan,

Heobxo0umble ONA

YupasJ/ieHue
DOKYMeHmauuw)

npomeccoM  (3HAHUA,

34103 CeHHblE 60

GHYMIPEHHIONW U

GHEULHIO

Buemnas
HOpMATHBHAA
JOKYMeHTalus

BayTpeHHsAs
HOPMATHBHA
JAOKYMEHTaLHsA

IMToxka3zaTeau AJis MOHUTOPHHI'A H aHATIH3A npoiecca

HanvmeHoBaHue IMokaszareanb OTBeTcTBEeHHbII 32 JIOKyMEHT, B KOTOpOM
KpuTepHeB BBINOJIHEHHS IpeaoCTABICHHE, HAXO0AATCH JAHHBIE 10
npouecca NEePHOAHYHOCTD aHAJIH3y.
OT1BeTCTBEHHBIH 32
npeaocTaBjieHHe,
NepHoJHYHOCTh

Buabi PHCKOB JJIsl Iponecca ¢ y4€TOM BepOATHOCTH BO3ZHHKHOBCHHSH cmyauni‘l:

Haumenoeanue pucka Taxcec | Bepoamn | Yposenv | Ilpoyecc ynpasienun
mb ocmb P=TxB | (onpedenennsvie ¢ COII)
T B
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[Tpunoxenue B
Memooduka oueHKu pucka

Tabmuma A.1 - TsaxecTs HOCTeACTBHM

HaumenoBaHue
XapakTepHCTHKA KaTeropuu bana
KATEropuH
CAVYaU, KOMmopbie MO2ym npusecmu K 3aKpelmuio JIOK
Kamacmpoguuecxue Y P L P 4
(8 mom yucie Hapyuwerue 3aKOHO0AMENLCMEA)
Cepvesnie Cy4au, npu KOMoOpPslX 6O3MOJUCHO nadenue umudoica JISK unu 3
6ydem ne docmusnym_noxazameis npoyecca |
cnyuau, npu Komopwix npousoiioem c6ou ) 7]
Cpeonue y p )4 pou cboti 6 nocnedyueu 5
OesmenbHOCU
ayuau, n KOmMopwl e m A
o cy pu OMOpLIX  HE3HAUUMENbHO  USMEHUMCA | 4
(DYHKYUOHUPOBAHUA NPOYECCOE

Ta6muma A.2 — BeposTHOCTh BOSHHKHOBEHHS PHCKa (B)

HaumeHoBaHue
XapaKTepHCTHKA KATEropHH baun

KaTeropuu

Yacmo npoucxoouo 6onee 1-20 pas 3a nocneOHui mecay 4

Bozmooicno npoucxoouno 6onee 1-zo pasa 3a nocreonuii 200

QOuenv pedko CIyuaioch 6 meyenie NOCIeOHUX 06YX-NAmu Jem 2
HACMONLKO  MQJIOBEPOSIMHO, YMO  NPeOnONOoJiCUMENbHO  He

Manoseposamuo I
CYHUMCA

Vposeens pucka paccuumsl6aemci coznacho (popmyne: P=TxB

Vposens pucka pageH unu bonee 8 — dopmupyiomea Llenu ¢ MEPONPUAMUAMU Ha CHUXMCEeHue Ha
200
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