*CaMOMHCNEeKUMA.
BHYyTpeHHMH ayamuT



*CaMOMHCNeKuus

CaMoMHCNEKUMA - 3TO BHYTPEHHAA
CaMOCTOATE/IbHaA NPoBepPKa COOTBETCTBUA
npaBuiaMm GMP/GDP, a TakXe npuHATHE
HEOO6X0AIMMbIX NpeaynpexXaatowmx U
KOPPEKTMPYIOLWMX AEUCTBUM.



*Llenb caMOMHCNEKLUMUH

* llesiblo caMmouHcneKyuu ABNAETCA NpeAcTaBieHne JeTalbHOro
OTYeTa O COOTBETCTBUM MPOM3BOACTBA M KOHTPO/IA KayecTBa
TpeboBaHUAM CTaHAAPTOB C YYETOM CNELUPUKM BbiNyCKAEMOM
npoayKumm. CaMoMHCNEKUMA HE A0/IKHA CBOAUTBLCA K COCTABJIEHMIO
nepeyvyHs HeO0CTAaTKOB, HAPYLUEHMM M HECOOTBETCTBUM. [0
pe3ynbTaTamM CaMOMHCNEKLUMM CneayeT AaTb OCHOBHbIE Npea/ioXKeHMS
Mo COBEpPLIEHCTBOBAHMIO NPOM3BOACTBA, COBMH0AAsA NMPU ITOM
YyC/I0BUE KOHPUAEHUMANBHOCTH.



*3adayu camouHcheKkyuu

[lepes camonHcneKkumen Ha bapMaLLEBTMYECKOM NPEANPUATUN CTaBATCH
cneaywowme 3agaum, Kotopole B [paBmunax GMP orosopeHb! AunLLb B 06LMX
yepTax:

* Co6CTBEHHO KOHTPOJIb. ‘CaMomHCneKUmMA, opraHM30BaHHasA HaJJleKallMMm
06pa3oM Ha MOCTOAHHOM OCHOBE, CMOCOGCTBYET BbIABJIEHUIO HEOCTATKOB,
NoAJePKaHMI0 JONKHbIX ycnosmm NMPOU3BO/CTBA MU JOCTUNKEHMIO 33JaHHOIO
KayecTBa NpoAayKumm dapMaLeBTUYECKOro NPOU3BOACTBA.

* BblpaboTKa peKoMeHJaLMi No COBEepLUEHCTBOBAHMIO MPOM3BOACTBa. Mocne
OKOHYaHWA NPOBEJEHMA CAMOMHCMNEKLMM AOIKEH OblTb COCTAB/IEH OTYET,
BK/IOYAIOLLMIA Pe3Y/ibTaTbl NPOBEAEHMA CAMOMHCMEKLMM, MX OLIEHKY,
3aK/Il04EHNE U PEKOMEHAALMM. BbiNosIHEHWE peKOMeHAALMM AOIKHO BbiThb
3a(PMKCUPOBAHO B NMPOMU3BOACTBEHHbIX PEMMCTPALMOHHBIX 3anucax. OTyeT
JIO/IKEH ObITb BKJIIOYEH B IOCbE HA npenapar.

* Peanmsaupma o6pa3oBaTesIbHOM CMCTEMbI KaK 3/IEMEHT MPorpamMmbl 06yYeHMS
nepcoHana. Yyactume B npoueaype CaMoOMHCNEKUMU, KaK A1a NpoBePAOLMX
TaK U 419 BCEro KoJIeKTMBa NpeanpuaATUA, oT pyKoBOAMTENA A0
TEXHMYECKOro paboTHMKA, AO/TI)KHO pacCMATpMBATbCA KaK ovyepeHoM 3Tan
npodeCccnoHaIbHOro COBEpLLUEHCTBOBAHMA. TOIbKO Toraa uenb oyaet
AOCTUrHYyTa, €C/u NpoLecc opraHM3oBaH HeOpMaJibHO.



*Knaccugpukayus.

* CaMOoMHCNeKLMA pasgenseTca ABa Tuna: odpuupmaibHas 1
exxeaHeBHaA. OpuumasbHad CaAMOMHCNEKUMA MPOBOAUTCA MPUMEPHO
1 pa3 B 3 MecC., U HarnpaBJ/IEHa Ha COBEPLUEHCTBOBAHME
BblLLIECKA3aHHOIo COOTBETCTBMSA. ExXelHEBHAs CaMOMHCNEKUMSA

OCYLLECTB/IIETCS C Lie/Iblo HEMEJIEHHOIO UCMPaBJ/IEHMS BbISBJIEHHbIX
HeJ0CTaTKOB.

*Kpome Toro, MHCNEKLUMA MOXKET 6bITb OpMEHTHMPOBaHa Ha NPOoLEece
NPOM3BOACTBA, HA ONpeAe/IeHHbIM NPOAYKT, Ha COOTBETCTBME

COOTBETCTBYHOLMM Hagnexawmm npaktmkam (GMP, GDP, GLP, GCP),
ctaHgaptam ISO u T.4.

*Nporpamma NpoBeAeHMs CaMOMHCMEKLMM JOIKHA BbITb NOCTaB/IeHa
TaKMM 0Opa3oM, YTOObI BbISIBUTb JIH0Oble HEAOCTATKM B BbINOJIHEHMMU
[lpaBUN U peKOMEHAO0BaTb MEPOMNPUATHA, HEOOXOAMMbIE A/A UX
ycTpaHeHuA. CaMoMHCNEeKUMA A0/1)KHA NPOBOAUTBLCA MO MaHYy M,
KPOME TOro, MOXeT ObITb NpoBeAeHa AONO/IHUTE/IbHO, HaNpMMep, B
c/lydae oT3blBa NpoAyKTa C pblHKa. [lpoBegeHue caMoOMHCNEKUMH
JOIKHO ObITb 3aMPOTOKOJ/IMPOBAHO.
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*Mopadok nposedeHus
CAMOUHCNeKyuu

*CaMOoMHCNeKUMA A0KHA NPOBOANTLCA HE3aBUCHMMO U
TWaTenbHo. Ana npoBeAEHUA CAaMOMHCNEKLMU Ha
npeanpuaATUM popmMupyeTca rpynna, YJeHamm KOTopom
MOTYT ObITb KaK COTPYAHUKMU NpPeAnpUATMS, SBASAIOLMECS
BbICOKOKBa/IMPULMPOBAHHbIMU CNELMAIMCTAMM B CBOEU
061aCTM M XOpOoLLO 3Hatwme MpaBuna, Tak 1
He3aBMCHMMble 3KcnepTbl. Ha chopMUPOBaHHYO KOMUCCUIO
BO3/1araeTcs psaj 06a3aTesibCTBs.



*

“Npeacenatenb KOMUCCUM

MCMNOIHAET TpeboBaHUA, NpeAbAB/IAEMbIE K OCYLLECTBISEMOM NPOBEPKE, B
COOTBETCTBUU C JOKYMEHTOM (NMPUKA30OM, YKA3aHMEM, PaCropPsIKEHUEM),
onpeaensromM LEeU U 3a4a4M;

* ycTaHaB/MBaeT paboumii KOHTAKT C PYKOBOAMUTENEM M KOIIEKTUBOM

npoBepAeMoro nogpasgeneHma, padbACHAET UM UeJIM 1 3aa41 KOMUCCUUN,

*nnaHMpyeT NMPOBEPKY U rOTOBUT paboumne JOKYMEHTbI;

* aHaNM3MpyeT AOKYMEHTaLMI0, OTHOCALLYIOCA K JeATeNbHOCTM NpoBepAeMOoit
CMCTEMbI KauyecTBa, YTo6bl YCTAHOBUTb €€ COOTBETCTBME HOPMATMBHOM
JOKYMEHTALMK;

* 3HAKOMMTCA C HOPMATMBHOM M OTHETHOM AOKYMEHTaLMeN NPOBEPAEMOro

noApasaeeHus;

* 3HAKOMMTCA C aKTaMM NPeZLLEeCTBYIOLMX NPOBEPOK, MJ1aHaMM YCTPaHEHMS

HeJOCTaTKOB U COOTBETCTBME NX pea/in3aunN YCTAHOB/IEHHbIM CPOKaM;

*paCCManMBaeT cooTBeTCTBHME BOIMNPOCHNKA, NOAroToBJ/IEHHOIO YJ1€HAMHU

KOMMCCHUM, MOCTABJIEHHbIM 3a4a4am M, NP1 HEOGXOAUMOCTM, AOMOJIHAET Ero;

*pacnpe,qenﬂeT 06513aHHOCTHU Mexay 4ieHaMmn KOMUCCUU U KaKJOMY HETKO CTaBUT

3aiavy Ha npeacrtodlyro npoBepKy;

* OcylecTBAAET TEKYLMIM KOHTPOJIb 3a paBoToM YIEHOB KOMMCCMM M obecneynBaeT

MOCTOAHHOE B3aMMOJENCTBUE C PYKOBOAUTENEM M NEPCOHA/IOM NMPOBEPAEMOr0
noAapasfeneHuns;



* HeMeA/IeHHO COOoBLIAEeT /IMLY, HasHaYMBLIEMY MPOBEPKY, O KPUTUUECKMX
HECOOTBETCTBMAX;

* cobupaeT M aHa/M3MpyeT JoKa3aTeNIbCTBa, HE06X0AMMbIE M AOCTATOYHbIE ANS
COCTABJ/IEHMA 3aK/IHOYEHMS O NPOBEPAEMON CUCTEME KaYecTBa;

* aHa/M3MpyeT CrpaBKM Y1E€HOB KOMMCCHM MO MTOramM NMPOBEPKM MOPYYEHHOrO
KaXXJOMY M3 HWX HanpaB/ieHWUA AE€ATEIbHOCTU NPeANpPUATUA U COCTaBAAET
MTOrOBbIM aKT NPOBEPKMU;

*3HaKOMMT PYKOBOAUTEIA NMpoOBEPAEMOro nogpasaesieHnAa C akTomM rNMpoBeEpPKU U
paCCMaTpmBaeT €ro NMMCbMeHHbIE MOACHEHNA OTHOCUTEJIbHO BbIABJIEHHDbIX
HeJOCTaTKOB U MNMpea/s1oxXKeHNA No UX YCTPpaHEHUIO;

He BbIXOAUT 3a PaMKM 06J1aCTU AeATeNbHOCTM NPOBOAUMOM MPOBEPKMY;
NpoABASET 0OBEKTUBHOCTD;

JENCTBYET B COOTBETCTBMM C STUYECKMMM HOPMAMM;

cobnogaeT KoHOUAEHUMANbHOCTb U TPEGYET TOro Ke OT YJIEHOB KOMMUCCUMU;

* %k ok k%

B YCTAHOB/IEHHbIE CPOKU NPeACTaB/AET PYKOBOACTBY aKT NMPOBEPKM U
PEKOMEHAALIMM MO YCTPAHEHUIO BbISIBJIEHHbIX HEJOCTATKOB;

* NPMHMMAET yyacTue B 06CYX/AEHUM pe3yIbTaToOB NPOBEPKY;

*rm(n;mqu RANDHOCTRKL RAK ITOUAHUAKNO ROINDAVNIA NARNTAHIAWND RHECTIA AR_MNMAHAHINAEE He



“YneHbl KOMUCCUM:

* CTaBAT B M3BECTHOCTb CBOMX HEMOCPEACTBEHHbIX PYKOBOAMUTENEN O BbIHYKAEHHOM OTCYTCTBMM Ha
paboyem MecTe B nepmoj paboTbl KOMUCCHMM (AAMUHUCTPAUMA NPeAnpUATUA JO/IKHA 06ecneymnTb
Yy/ieHaM KOMMCCUU MaTepHaibHOE coaepKaHUEe B TOM 0O bEME, KOTOPOE MM ZI0JIKHO ObiTh
obecneyeHo, 6yab OHM B 3TO BPEMSA Ha CBOEM paboyemM MecTe);

* NoslyyaloT yKasaHMA OT npeaceaaTens KOMMCCMM OTHOCUTE/IbHO Liesiel NPOBEPKM M NPOBEPAEMOro
noApasfe/sieHus;

* NpoBOAAT NPOBEPKY B COOTBETCTBMM C BOMPOCHUKOM MM 6onee rayboKo, ecimn 3To
NpeayCMOTPEHO MJIAHOM MM CTAHOBUTCS 06 bEKTUBHO HEOBXOAMMbIM B XO4€ NMPOBEPKU (TaKMe
OTKJIOHEHMSA OT NJ1aHa NPOBEPKMU A0/KHbI BbITb COrIAacoBaHbl C NpeaceaaTeNemM KOMMUCCUN);

* BGecnpucTpacTHO COBMPAIOT M OLEHMBAIOT O6BEKTMBHbIE JOKa3aTeNbCTBa;
* CoXpaHAIT BEPHOCTb Lie/IIM MPOBEPKM 6€3 oraceHus MM NpUCTPacTMS;
* NOCTOAHHO OLIEHMBAIOT MOC/NEACTBMA NPOBEPKMU M B3aMMOAENCTBUA C NEPCOHAIOM;

B CTPOAT CBOM OTHOLUEHNA C NEPCOHAJ/IOM TaK, 4YTOObI 3TO HaUTYHLLNM o6pa30M CNocob6CTBOBAJIO
AOCTUXKEHUIO LeJIEN TIPOBEPKMU,

* ocylLecTBNAT NPOLECC NPOBEPKM, HE OTBIEKAACh HA BTOPOCTENEHHOE;

* nocBALWaT BCe BHUMaHKWE NPOBEPKE M OKa3biBalOT NOAAEPIKKY APYrMM YYaCTHUKAM NPOBEPKM;

* pearmpyloT 6bICTPO M aZleKBaTHO B CTPECCOBbIX CUTYaLMAX;

* NPUXOAAT K NPUEMIEMDIM 3aK/IIOYEHMAM Ha OCHOBAaHWMM HabIOAEHUM, CAENaHHbIX MPY NPOBEPKE.

* MpeAcTaBAAIOT NpeaceaTeNto KOMUCCHUM CNPaBKY O MPOBEAEHHOM NpPOBEPKe B BUAE BOMPOCHMKA C
otBeTamun "AA" uam "HET" 1 NOACHUTENIbHbIM TEKCTOM, €CJIM B 3TOM €CTb HE0OXO0AMMOCTb;

E BHOCAT rnpeasoxeHnAa no coBepeHCTBOBaHMIO CUCTEM KavHeCTBa Ha NpoBEPAEMOM

IS NI R NAalLIlAVA



B Xoae caMoMHCNEeKUMM Ha NnpoBepAeMoe nogpasgeieHmne
BO3/1araroTcAd cjiejgyrwwme 00513aHHOCTMU:

PykoBoAuTEIb NPOBEPAEMOIr0 NoApasaeeHms

%BHaKOMMTCFI C AOKYMEHTOM O Ha3Ha4€HMN KOMUNCCHUUA, T1JITaHOM €€

PaboTbl M MHDPOPMMPYET 06 3TOM COTPYAHMKOB MOApa3ae/eHus,
OPUEHTUPYSA MX HAa KOHCTPYKTUBHYIO pPaboTy C YJIEHAMM KOMMCCUM;

* 0Ka3blBaeT HEO6XOAMMOE COAEMCTBME YIeHaM KOMUCCHM;

*O6eCI'Ie‘-IMBaeT BbIMMOJIHEHUE NMPOUN3BOACTBEHHOIO JlaHA

noapasAeieHMEM, COBMELLAA NPOM3BOACTBEHHYIO AEATENBHOCTDb C
HEOBOXOAMMbIMM MEPOTNPUATUAMM MO NPOBEPKE;

%3HaKOMMTCFI C aKTOM NpoBePKU, BHOCHUT MNpeanoxeHnA rno
coBepwieHCTBOBaHNKO CUCTEM Ka4eCTBa Npon3BoacCcTtBa B CBA3U C
3aMe4aHNAMAN KOMNCCHUN, COCTaBJIAET KaﬂeHAaprlﬁ nJjaH pa60T no
YCTPAHEHHUIO BbIABJIEHHbLIX HEAOCTATKOB;

*o0becneyrBaeT 6e3yC/IOBHOE U CBOEBPEMEHHOE BbINOJIHEHUE MJlaHa
MEpPONPHUATUM MO UTOraM PaboTbl KOMMCCUM.



COTpYAHUKM NPOBEPSAEMOro MnoJpasaeneHus:

* OKasblBaloT COAENCTBUE NPOBEPAILMM B MX paboTe, NpeAcTaBAsAs

06bEKTMBHYIO MHDOPMALMIO MO BOMPOCAM, OTHOCALLMMCS K
KOMMETEHLMU KOMUCCUM;

*npeacTaBAAOT MO TPe6OBAHMIO NPOBEPAIOLMX TEKYLLYIO

AOKYMEHTaUM0, KaCakolWyrcAd TEXHOJI0OMYECKOro npouecca M1
CUCTEM Ka4eCTBa,

*OpraHu13yiloT CBOK paboTy TakMM 06Pa3oM, YTOBbI HE CHUMKATb

TEMMNOB NPOM3BOACTBA Ha NPOBEPAEMOM YYacTKe B npouecce
PaboTbl KOMMUCCHM.

*C NOHMMaHMEM OTHOCUTLCA K BPEMEHHBIM TPYAHOCTAM, CBA3AHHBIM
C paboTOM KOMUCCUM.



[lporpamMma CaMOMHCNEKLMM A0JIKHA BbITb pa3paboTaHa TaK, YTobbl 06HaPYKMTb /to6ble
HeJ0CTaTKM B BbIMO/IHEHMK TpeboBaHMM GMP 1 pekomeHa0BaTb HEOGXOAMMbIE
KOppeKTupyLme aencteus. JoKHbl 6biTb pa3paboTaHbl MMCbMEHHbIE MHCTPYKLMM MO
CaMOMHCMEKLMU B LieNifX 06ecneveHna MUHUMAa/IbHbIX U €JMHO06Pa3HbIX TUMOBbIX
TPE60BaHMIA. ITU MHCTPYKLIMM MOTYT BK/IIO4ATb ONPOCHbIE IMCTbI MO TpeboBaHUAM GMP,
OXBaTbIBaOLME, MO KPAaUHEN MeEPE, CNeAYIoLLME MYHKTbI:

* nepcoHan

* NomelLeHna, BKAOYaA NOMELLEHMA ANA NepcoHana

* copepkaHue 34aHuM M 06CNyXKMBaHME 060PYA0BaHMA
* XpaHeHMe UCXOAHOrO CbipbA M FOTOBOM NPOAYKLMMU

* 06opyaoBaHue

* T@XHONOrMYECKMIM NPOLECC M KOHTPOJIb B NpoLiecce Npou3BoACTBa
* KOHTpONb KayecTBa

* NOKYMeHTaums

* caHMTapHble M FUrMeHmnYecKkue TpeboBaHMs

* nporpammbl BaMzgaLumm 1 peBaamMaaLmu

Ka/IMOpOBKa NpMOb0poB MAMU CUCTEM U3MEPEHMUA
npoueaypbl 0T3biBa

OpraHmM3auUusa paCCMOTPEHMA peEKIaMaLmim

KOHTPO/Ib 3TUKETOK

I R S S

pe3y/ibTaTbl NpeAblAYLMX CAMOMHCIEKLMM M N0BbIX NPEANPUHATBIX KOPPEKTUPYIOLLMX
nencTBUm



*MepuoduyHocmb U NPOJO/IKUMEIbHOCMb NPOBEAEHUA

CAMOMHCMNEKLUUM YCTaHaBAMBAETCS CaMMM (hapmaLeBTUYECKUM
npeanpUATUEM B 3aBUCMMOCTU OT MOLLHOCTU NpeanpUATHA U
YUCJIEHHOCTM NepcoHana, o6bemMa paboT, HOMEHKNATYPbI
BbIMyCKaeMOM NPoAYyKLUMUM, CTaTyCa U BarKHOCTM NPOBEPAEMbIX
NPOLECCOB, a TaKXe UMEILLIMX MECTO UJIM NMOTEHLUMAJIbHBIX NPOGJIEM.

*B caMOMHCNEKLUMM CYLLECTBYIOT OnpeAeneHHble NMCUXO0N0rMYecKue
TOHKOCTU, HE YKNAAbIBAIOLMECSH B }KECTKME PAaMKM cTaHAApTOB. OHM, B
YaCTHOCTU, KacaloTCcs 06BbEKTMBHOCTM NPOBEPSEMOIrO B CBOEM
CAaMOOLEHKE M BO3MOXKHOM HEOOBEKTMBHOCTM NPOBEPSAIOLLErO MO
OTHOLLUEHMIO K MPOBEPSAEMOMY U3-3a JIMYHOM HEMPUA3HU. 3aMEYEHHbIN
B MOJ0OHOM HE MOXKET B Jla/IbHEULLIEM NPUBIEKATLCA K
MHCNEKTMPOBAHMIO. U YK CcOBCEM HEAOMYCTMMO NMpPeBpaLLaTh
CAaMOMHCNEKLMIO B PUCKa/IbHYIO cMcTeMy. CUCTEMA A01KHA BbITb
npeAenbHO OTKPbITOU, 06 BEKTMBHOM U CripaBe/IMBOM, a
PENPECCUBHbIE MEPbLI - aIEKBATHbI U BCEM MOHSATHbI.



*OT4eT 0 NpoBeaeHMM
CaMOMHCNEK

Mocnie OKOHYaHMA NpoBeAEHUS CAMOMHCTIEKLMM COCTABAETCS OTHGTH)‘HOLIEHOLU,MM pesy/ibTaTbl NPOBEAEHMA
CaMOMHCMEKLMM, UX OLEHKY, 3aK/Il0YEHME U peKOMeHAaumMu. BbinonHeHne pekomeHaaumi dukcupyertca B
MPOM3BOACTBEHHbIX PErMCTPALMOHHBIX 3anucsax. OTYET M NPOM3BOACTBEHHbIE PErMCTPaLMOHHbIE 3amnMcK
AOJIXKHbI ObITb BK/IOYEHbI B IOCbE Ha Npenapar.

E Otuet 0 nposeaeHnn CaMOMNHCINEKUNN COCTaBAETCA MO cnep,yrow,eﬁ cbopMe:

* 1. OcHoBaHWe ANnA NpoBeAeHUa NPOBEPKM (NN1aHOBas, BHEMIaHOBasA - NMOATOTOBKA K BHELLHEMY ayauTy, NpM
BO3HMKHOBEHUW peKJlaMaLMi).

* 2. Ne, faTa npMKasa o Ha3HaYe€HUM NPOBEPKMY.

* 3. O6BEKT NpOBEPKM. caMoMHCNeKLma gmp gdp

* 4. Llenb npoBepKM 1 rnybuHa.

* 5. [laTbl HaYana M OKOHYaHWUA NMPOBEPKM.

* 6. CocTaB ayAMTOPCKOM rpynnbl, €e PyKOBOAMTENb M pacrnpeseneHue 06a3aHHOCTEN.

* 7. Kputepuu ayamta.

* 8. KpaTkasa xapaKkTepucTMKa NpoBepsAeMoro noApasaeneHns U ero Mecto B CTPYKTYpe NpeAnpUATHA.

* 9. Pe3yanaTb| NPOBEPKH (yKa3bIBa}OTCFI BCE€ No3nunn, no KOTOPbIM MNnoJsy4yeH OTpMLI,aTe}'IbeIM OTBET B
COOTBETCTBMA C ONMPOCHbIM J'II/ICTOM)

10. AHaNM3 NPUYMH BbISIBJIEHHBIX HECOOTBETCTBUM (0CO60 OTMEYAOTCSH HECOOTBETCTBUSA, YCTAHOB/IEHHbIE BO
BPEMS NPe/blAyLIMX NPOBEPOK M HE YCTPAHEHHbIE K MOMEHTY TEKYLLEW NMPOBEPKM.

118 I'Ipep,nomeHMﬂ KOMUCCK1M NO YCTPAHEHUIO BblAB/I€HHbIX HEeCOoOTBETCTBMM C YKa3aHHNEM CPOKa
UCMOJIHEHMA MO NEPCOHAJ1y NpoBepAeMoro rnoapasaeneHnda, no gate o4epeHon npoBeEpKH.

12. BeiBOAbI aygmTa.



