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1. ®opmupoBaHIEe COBPEMEHHBIX IIPEACTABACHUN
0 cucreMax ynpaBAeHuA kauecrsom. Ilonarue
0 Ka4€CTBE IIPOAYKIIHH.
DapmaneBTUIECKAaA CUCTEMA KAUECTBA

CoBpemenHas cuctemMa MeHemkMmeHTa kadectBa (CMK) — sto
CHUCTEMa MEHEDKMEHTA JJIsl pyKOBOJICTBA U YNPABJICHUS OpraHu3aIlu-
el MPUMEHUTEILHO K KadecTBY (paboOThI, BBITYCKAEMOW IMPOYKITHH
U T.I.). OTO OpraHM3allMOHHAs CTPYKTypa NPEINPHUATHS, KOTopas
BKJIFOYACT B3aMMOJCUCTBYIOIIUN YITPABICHUYECKAM TIEPCOHAN, peaju-
3YIOMUN (QYHKIIUU yIpaBiIeHUS KauyeCTBOM Ha JAaHHOM MpPEANpPUSITUU
YCTAaHOBJICHHBIMH METOJIaMH B COOTBETCTBHUU C JEHCTBYIOIIUM 3aKO-
HO/IATEJIHLCTBOM.

CMK Ha npeanpusiTUsxX CTalu CO3/1aBaThCs B CBSA3U C Pa3BUTHUEM
JESATEeTLHOCTH 10 YIPABICHUIO KAYECTBOM MPOAYKIUU. JKecTkast KOH-
KYPEHIIMS ¥ TOBBIIICHUE POJIU KAYECTBA MPOIYKIIUMA KaK OCHOBBI KOH-
KYPEHTOCTIOCOOHOCTH ~ CIIOCOOCTBOBAIM  TEPEXOAy MPEANPHUATUHM
OT Pa3pO3HEHHBIX AJIEMEHTOB YIPABIICHHUS KadyeCTBOM K (hOpMHpOBa-
HUIO €MHOM, KOMITJIEKCHOM CUCTEMBI yIIPaBJICHUs, KOTOpas YYUThIBA-
€T Bce (PaKTOphI, BIUSAIONINE HA KaU4eCTRBO.

B pesynerate CMK cTtana ogHoM W3 CUCTEM ymOpaBJICHUS MPE.-
NPUSATHEM HapsIy ¢ CUCTEMaMH YIIpaBJIEHUS MEPCOHATIOM, TPOU3BO/I-
ctBoM U T. . BHeapenne CMK mo3BosisieT opraHu3oBaTh U MPOBO-
JUTh TIJIAHOBYIO, PETYJSPHYIO paboTy IO YNPABJICHUIO Ka4eCTBOM,
YTO TOBBIIIAET CTAOUJIBHOCTh KaueCcTBa BCEH BBIMYCKAEMOW MPOIYK-
. CMK clly>kUT TOMOJIHUTEJIbHON TapaHTHEN KayecTBa ISl 3aKa3-
YUKOB, YTO OKa3bIBACT BIUSHHUE Ha 3aKJIIOUCHHE KOHTPAKTOB. B Mupo-
BOM TOPrOBJ€ ATO MPHUBEJIO K TMOSBJICHUIO CEPUM MEXKIYHAPOIHBIX
ctangaptoB 1SO 9000 Ha cucTtembl KadyecTBa M MO3JHEE — K pPa3BU-
THIO CEPTUPUKAITUU ITUX CUCTEM HE3aBUCUMBIMU OpTaHAMHU.

PazbepemMcs, 9TO XK€ BKIIOYACT B Ce0S IMOHSATHE «KAYECTBO
IPOAYKIIHU».

KauectBo (quality) — crenenb cOOTBETCTBHS MPUCYITUX 00BEK-
Ty XapaKTePUCTHK ycTaHOBIeHHBIM TpeboBanusaM (1SO 9000).

KadectBo — cTemeHb COOTBETCTBUSL MPOAYKIWU, CHUCTEMBI
WM TIpoliecca ycraHoBlIeHHBIM TpeboBanusaM (ICH Q6a)

TepMuH «KkauecTBO» MOXKET MPUMEHSTHCA C TaKUMH Tpuiara-
TEBHBIMH, KaK IIOX0E», KXOPOIIee» HIIH KIIPEBOCXOTHOEY.
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TepMUH «IIPUCYIIUI», SBIISIOLIMNCS MPOTUBOIIOJIOXHBIM TEp-
MUHY <IPUCBOEHHBIN», 03HAYACT UMEIONIUNCSI B YEM-TO, OCOOECHHO
€CJIM 3TO OTHOCHUTCS K MOCTOSIHHBIM XapaKTePUCTUKAM.

TpeooBanue (requirement) — moTpeOHOCTh WU OXKHJIAHUE, KO-
TOPOE YCTAHOBJICHO, OOBIYHO TPEATOaraeTCs WM SIBISETCS 00s3a-
TEIbHBIM.

CrnoBa «OOBIYHO TMPEIoIaraeTCs» 03HAYarT, YTO 3TO OOIIETpPHU-
HsTas MpaKTHUKa OpraHu3alluy, ee MoTpeduTenei u Apyrux 3auHTepe-
COBAaHHBIX CTOPOH, KOTJla MPEIIoJIaraloTcsi paccMaTpUBaeMbIe I10-
TPEOHOCTU WA OXKUJIAHUSI.

Jlns 0603HaueHU KOHKPETHOT'O BHJA TPeOOBaHUS MOTYT IpHU-
MEHSTBCS OMPEALIAIONIME CI0BA, HAIPUMEP TaKue, Kak TpeOboBaHUe
K MIPOAYKIIUH, TpeOOBaHHE K CUCTEME KadyecTBa, TpeOOBaHHE MOTpe-
ouTens.

Y CcTaHOBIIEHHBIM SIBIIIETCS TaKOe TpeOOBaHME, KOTOPOE OIpeje-
JICHO, HAIpUMep, B JoOKyMeHTe. TpeGoBaHMUsI MOTYT BBIABUTATHCS Pa3-
JUYHBIMH 3aUHTEPECOBAHHBIMHU CTOPOHAMHU.

TpeGoBanue Kk KayecTBY (papMaleBTUUECKON MPOIYKIUH — JO-
KYMCHTQJIPHO HW3JIOKEHHBIH KPUTEPHUM, KOTOPHIA HOJKEH OBITH BBI-
MOJIHEH, €CJIU TPeOYyeTCsl COOTBETCTBUE TOKYMEHTY, U MO KOTOPOMY
HE pa3penieHbl OTKIOHCHHUS.

I'papamus (grade) — xmacc, CopT, KaTeropusi WiH pa3psija, COOT-
BETCTBYIOIIUN Pa3IMYHBIM TPEOOBAHUSM K KAueCTBY MPOMYKIIUH,
MPOLIECCOB WJIM CUCTEM, MMEIOIIMX TO k€ camoe (DYHKIHMOHAIBHOE
MIPUMEHCHHE.

Y0oBJIETBOPEeHHOCTH MOTpeduTeei (Customer satisfaction) —
BOCIIPUSATHE MOTPEOUTENSIMU CTETICHH BBIMIOJHEHUS X TPEOOBaAHUI.

KanoOwl morpeduTenel ABISIOTCA OOIIUM IOKa3aTeaeM HHU3KOU
yAOBJIETBOPEHHOCTH MOTpeOUTENEH, OJJHAKO UX OTCYTCTBUE HE 00s13a-
TEJIBLHO MPEANOJaracT BEICOKYIO YAOBIETBOPEHHOCTh MOTPEOUTENEH.

Haxe ecnu TpeOOBaHUs MOTpeOUTENIeH OBLIM ¢ HUMHU COTJIacoBa-
HBI ¥ BBITIOJTHEHBI, 3TO HE 00s3aTEIbHO 00ECIIEUnBACT BBICOKYIO YI0-
BJIETBOPEHHOCTH ITOTPEOUTEIICH.

KomnerenTHOoCTh (COMpetence) — mpoaeMOHCTPHPOBAHHAS
CIIOCOOHOCTD MPUMEHSTH 3HAHUS U HABBIKM Ha MIPAKTHUKE.

OcHoBHOU wuaeeit odecrieueHusa kauectsa JIC SBIISETCS HCIIOJb-
30BaHUE TaKOW OpraHU3aIliy MPOU3BOACTBA, MPU KOTOPOH BBHIMTYCTHUTH
MPOYKIIMIO C HAPYIICHUSIMU YCTAaHOBJICHHBIX TPEOOBAHUI K KQaUECTBY



OBLJIO OBl HEBO3MOXKHO WJIM MAJIOBEPOSITHO, T. €. pa3paboTka U co3/1a-
HUE CHCTEMbl MCHEPKMEHTA KaueCTBa Ha MPEIPHUITHH.

CucremMa MeHeI:KMEHTa KayecTBA — JTO YacTh CHUCTEMBI
yIpaBJCHUs OpraHU3allid, KOTOpas OPUEHTHpPOBAaHA HA JOCTH)KCHHUE
pPEe3yIbTAaTOB, OCHOBAHHBIX Ha IENAX KadecTBa, YJOBIECTBOPEHUU
HYXJI U OKUJAHUMN €€ 3aKa34HKOB.

Menem:xmenT (OT aHIJI. Management — ympaBlIeHHE, PYKOBOJI-
CTBO) — CKOODJIMHHUPOBAHHAS JICATEIBHOCTh 110 PYKOBOJICTBY
U ynpaBjieHUu0. MEeHEeIKMEHT MpeAcTaBiIsieT co0oM Takod crmocoo
yIpaBJICHUs, KOTOPBIM MperoiaaracT yMeH|e OCTaBUTh 11eJIb, CILia-
HUPOBATh, OOECIEYUTH BBINOJIHEHNE, MPOBECTH aHAIN3, HAMETHUTH
yIIyUIICHUSI.

Cucremy MEHEDKMEHTA KauyeCcTBa OpraHU3allid MOXKHO paccMart-
pUBaTh KaK COBOKYITHOCTh

* OpraHU3aIlMOHHON CTPYKTYPHI,

* POIIECCOB,

* npouenyp,

* OTBETCTBEHHOCTH,

* [I0OJITHOMOYHH,

* PECypCOB,

HEOOXOAUMBIX ISl JOCTHXKEHUA IIeJel opraHu3aiy B 00JlacTu Ka-
4eCTBa.

Cy1iecTByeT BOCEMb OCHOBHBIX IMPHUHIIUIIOB, KOTOPbIE HEOOXO-
IUMO cOOJIIoAaTh Mpu (POPMUPOBAHUM CUCTEMbI MEHEIKMEHTa Kaue-
cTBa Ha npeanpusaTuu (cm. puc. 1.1).

Puc. 1.1. BoceMb npUHIIMIIOB
CUCTEMBI MEHEHPKMEHTA KaueCcTBA MPEAIPUATHUS



Tabnuia 1
Ipunyunw

CUCMEMbL MEHEOICMEHMA Kauecmaeda npednpu;zmuﬂ

IpuHuMn

CyTp npuHmuma

1. OpueHranus
Ha MTOTPeOUTES

MBI 3aBHCHM OT CBOUX MOTPEOUTENEH U TOTOMY
JOJKHBI TOHUMATh UX TEKYIWe U Oyayuiue mo-
TPEOHOCTH, BBIMIOJHSITH UX TPEOOBAHUS U CTpe-
MUTBHCS IPEB3OUTH OXKHUJAHUS.

2. JlunepctBO
PYKOBOJICTBA

PykoBoauTenu-auaepsl 00eCICYMBAIOT €IHH-
CTBO IICJIM ¥l HAIIPABJICHUS JEATCIILHOCTH Opra-
HU3AIlUH, CO3aI0T U MOAACPKUBAIOT BHYTPCH-
HIOIO Cpely, B KOTOPOW PaOOTHUKH MOTYT OBITH
BOBJICUCHBI B PEIIICHHUE 3a]1a4.

3. Bopneuenue
PabOTHHUKOB

PaboTHUKM BCeX YpPOBHEW — OCHOBA OpraHu3a-
uu. [lonHoe BoBieueHne pabOTHUKOB JJa€T
BO3MOHOCTb C BBIT'OJIOM HCIOJIB30BATh UX
CIIOCOOHOCTH.

4. CUCTEMHBIHI
IIOJIXO0/I

BrlsiBneHUE, TOHUMAaHUE U YIIPABIECHUE B3aUMO-
CBSI3aHHBIMU TPOLIECCAMU KaK CUCTEMOW BHOCHUT
BKJIAJ] B pE3yJIbTATUBHOCTH U 3(h(PEKTUBHOCTH
OpraHH3ALMH [IPU TOCTHKEHUU €€ LIETIEH.

5. [TponieccHbIi
MMOJIXOI

Kemaemsrit pe3ynbrat nocturaercs 3phexTus-
HEel, Koraa AesITeIbHOCThIO U COOTBETCTBYIO-
IIIMMHU PECYpPCaMH YIIPABIISIOT KaK MPOIIECCOM.

6. [TocTogsaHOE
yIIy4IIeHUE

AnanTanys K MEHSIOIITUMCS BHCIIIHUM  yCJIOBH-
SIM, YIy4IlIEHHE OPTaHU3alMK IyTeM COKpaIlle-
HUS U3JIEPKEK, TTOBBIIIIEHHUS YPOBHS 00pa3o-
BaHHOCTH, MOTHUBAIIUA ¥ THOKOCTH PaOOTHHUKOB,
oOecrieueHrs TOTOBHOCTH OCBAUBAaTh HOBEIE
BUIBI OU3HECA.

/. Ilpunsitue pe-
IICHUM Ha OCHOBE
(baxToB

D} dheKTUBHBIE PEIICHNUS] OCHOBBIBAIOTCS
Ha aHaJu3¢ JIaHHBIX.

8. B3anMoBBITO1-
HBIE OTHOILIEHUS
C ITOCTaBIIUKAMU

OTHOIIEHUS B3aNMHOU BBITOABI TTIOBEIIIAIOT CIO-
COOHOCTBH 00EHX CTOPOH CO3/1aBaTh IICHHOCTH.




Jlnst Bueapenuss CMK Ha npeanpustu HEOOXOAUMO MPUIEPKH-
BAThCS CICAYIOIMUX NPUHIUIIOB CTPATErHYECKOT0 TJIAHUPOBAHUSA

* IPOBEJCHUE OLIEHKH CTEINEHH TOTOBHOCTH MPEANPHUSATHS
k BHeApenuto CMK; pa3pabotka npoekra BHenpenus CMK;

* CO3/laHME BPEMEHHON paboueil rpymmbl M0 (HOPMHUPOBAHUIO
CMK, pacnpenenenre OTBETCTBEHHOCTH M TTOJTHOMOYHM, TOATOTOBKA
PacIoOpsKEHUH 10 MTPEANPUSITHIO;

* pa3paboTKa MOJIUTUKU B 00JIACTU KAayecTBa MPEAIPUITHS, O3HA-
KOMJICHUE COTPYJAHUKOB C IPEACTOSAIIUMHI IEPEMEHAMHU;

* pa3paboOTKa CTpaTerMuecKux IIejeil B 00JIacTH KayecTBa, WH-
(dbopMHpOBaHUE PYKOBOJUTENEH MOAPA3ACICHUNA U COTPYAHUKOB.

Mopenp BHEAPEHUS CUCTEMBI MEHEKMEHTA KauecTBa Ha IPE.-
NPUSATUHU NIpEJCTaBleHa Ha puc. 1.2.

Puc. 1.2. Moaens Baeapenuss CMK nHa npennpusituu



ObecnieueHnue kauecTa (papmarieBTUUECKON MPOAYKIUU — TJIaB-
Has 3ajladya pyKOBOJICTBA MPEANPHUATH, U OHA TpeOyeT ydacTus U OT-
BETCTBEHHOCTH TM€pCOHAja Pa3JIMYHbIX MOAPA3IACICHUN MNpeanpusi-
TUS-TIPOU3BOIUTEIIS WJIM KOMIIAHUM Ha BCEX €€ YPOBHSX, a TAKXKe IMO-
CTaBIIUKOB U TUCTPUOBIOTOPOB.

JI71s1 5TOT0 Ha MPEANPUATUH JOJKHA OBITh BCECTOPOHHE pa3pado-
TaHHass W TPaBWIbHO (YHKIMOHHUpYIOMIas (papManeBTHYeCKasl CH-
crema kadecTBa (DCK) — yacTHBIN ciiydail CHCTEMBbI MEHEKMEHTA
KauecTBa MPUMEHUTEIBHO K (DapMalieBTUUECKOMY IPOU3BOJICTRY.
®CK momkHa BKIIFOYATh HAJIKAITYIO MPOU3BOJICTBEHHYIO TIPAKTUKY
U yIpaBJICHUE PUCKaMM JIJIsl KauyecTBa JIEKapCTBEHHBIX cpenctB. Cu-
cTeMa JOJDKHA OBITh MOJHOCTHIO JOKYMEHTHpPOBaHA, a €€ d(hPEeKTUB-
HOCTb — ITOCTOSTHHO KOHTPOJIUPOBATHCS.

Bce wactu ®CK gomxHbI OBITH HaJICKAIIMM 00pa3oM oOecrieye-
Hbl KOMIIETEHTHBIM MIEPCOHAIOM, JIOCTATOYHBIM KOJMYECTBOM COOTBET-
CTBYIOIIIMX ITOMEIIEHN, 000pyA0BaHUS U TEXHUYECKHX cpeacTB. Bia-
JIeTICI] JIIICH3UM Ha MPOM3BOJICTBO M YITOJHOMOUEHHOE(-bIe) JTHIT0(-a)
JIOTIOJTHUTEILHO HECYT IOPUANYECKYIO OTBETCTBEHHOCT.

dapmareBTHUECKas CHCTEMa KayecTBa JIOJDKHA YUUTBHIBATH BCE
(bakTophI, ONpeeAIoNINe Ka4eCTBO MPOAYKIIMU TIpH dapMalieBTHYE-
CKOM IIPOM3BOJICTBE: MEPCOHAT, HHPPACTPYKTYypa, MIPOU3BOACTBEHHAS
cpeda, TEXHOJOTHM, MPOUEAyphl ChIpbE, MaTepuadbl U MpoUEe.
[Ipu pazpaborke ®CK HE0OXOAMMO PYKOBOJICTBOBATHCA TPEOOBAHU-
sMu cTaHjapta «Hanmexkaiied mpou3BocTBEeHHOW mpakTuku GMP»
42-4.0.2016, a Taxxe moxkymenramu SO 9001, ICH Q10.

OcHoBHbIE Uaen yrnpasieHus kauectBoM JIC, Hamexamen npo-
W3BOJICTBEHHON MPAKTUKU M YIPABICHUSI pUCKAMU JUIsl KAYeCTBa B3a-
MMOCBSI3aHbl. YTPaBJICHUE KAYECTBOM — BCEOOBEMIIIONIEE MOHSTHE,
BKJIFOYAIOIIIEE BCE BOMPOCHI, BIUSIONINE HA KAU€CTBO MPOIYKIIMH. ITO
COBOKYITHOCTh OPTaHU3aIIMOHHBIX MEp, MPUHUMAEMBbIX JJII TapaHTUH
coOTBETCTBUA KauecTBa JIC MX Ha3HAUYCHUIO. YTIPaBICHHUE KAa4€CTBOM,
TakKuM 00pa3oM, BKJIIOYAET pa3pabOTKy M MOMAJEpXKaHUE JIEUCTBYIO-
meit ®CK ¢ obs3atenbHbIM coOMOAeHUEeM TpaBui «Hamexaien
IPOU3BOICTBEHHOM MpakTUku GMP».

CormacHo cranmapry, npuHstoMy B Poccuiickont ®denepanumn
(mpukxa3z Munnpomtopra Poccum ot 14.06.2013 Ne 916 «O6 yTBep-
xaeaun [IpaBui opraHu3aluu MPOU3BOJCTBA W KOHTPOJS KadecTBa
JICKapCTBEHHBIX CPEICTB», IJlaBa 1, MyHKT 5), mpu paspaboTke dap-



MaIleBTUYCCKOM CHCTEMBI KadecTBa Ha MPEANPHITHH HEOOXOIUMO
IPUACPKUBATHCA CIETYIONTUX TOJIOKEHUM:

1. IIpou3BoauTENL TOMKEH MPOU3BOIUTD JICKAPCTBEHHBIEC CPE/I-
CTBa TaK, 4TOOBI TapaHTUPOBATh WX COOTBETCTBHE CBOEMY Ha3Hade-
HUI0, TPEOOBAHUSAM PETUCTPAIIMOHHOTO JOChE WU MPOTOKOTY KIUHU-
YECKOr'0 MCCIEAOBAaHUSA U UCKIIOYUTh PUCK, CBS3aHHBIN C HEYJIOBIIE-
TBOPHUTEIHHBIMU O€30MTaCHOCTHIO, Ka4eCTBOM, (D (PEKTUBHOCTHIO.

2. OTBETCTBEHHOCTH 32 BBITIOJIHEHUE ITUX TPEOOBAHHI HECET PYy-
KOBOJICTBO TMpOoU3BOJUTENsA. VX BbINOJIHEHUE TpeOyeT HaIeKaIlero
MCTIOJIHEHUS CBOMX OOS3aHHOCTEH MEPCOHAIIOM Pa3IUYHBIX MOApa3-
JIeJICHUM MPOU3BOIUTENIA HA BCEX YPOBHSX, MOCTABIIUKAMU U OpraHU-
3aIUsIMUA ONITOBOM TOPTOBJIHU JICKAPCTBEHHBIMU CPEJICTBAMHU.

3. 115t ToCcTKEHHST ATHX IIeJiel MPOU3BOIUTENH JIOJDKEH pa3pado-
TaTh U OOECHEUUTh MPaBUILHOE (YHKIIMOHHpPOBAHUE (hapMarieBTHYE-
CKOM CHCTEMbI KayeCcTBa, KOTOPasi BKJIIOYAET BBIIOJIHEHHUE TPeOOBaHUM
npaBunn GMP u ocyiiecTBieHre yrpaBlieHUs pUCKaMU ISl KauecTBa.
[IpousBoauTeNb AOMKEH JOKYMEHTAIBHO O(OpMUTH (hapmarieBTHYC-
CKYIO CHCTEMY KayecTBa U KOHTPOJIUPOBATH €€ A(h(PEKTUBHOCTE.

4. Ins GpyHKIIMOHMPOBAHUS BCEX AIEMEHTOB (papMarieBTUUECKOM
CUCTEMBbl KA4eCTBa IPOU3BOJUTENL JOHKEH OOCCIEeYUTh HaTUYHe
KBaJU(PUIIMPOBAHHOTO TIepCOHANIa, HAJJIEKAIUX TTOMEIICHUH, 000py-
JIOBAHUS U TEXHUUYECKUX CPEJICTB.

5. OCHOBHBIEC TIPUHIIMIBI YIPABICHUS KaueCTBOM OpPTraHHU3aLUU
POU3BOJICTBA U KOHTPOJISI KQUeCTBA U yNPABJICHUS PUCKAMU JJIsI Ka-
YEeCTBA SBJISIIOTCS B3aMMOCBSI3aHHBIMHU.

2. ®apMarieBTUUECKasA CUCTEMA KAaU€eCTBA
coraacHo ICH Q10. Drane1r BHeApernua PCK

HA IPEANPUATHA

B 1990 r. 6pu1 cozman MexmyHapOAHBINH COBET MO TapMOHU3AIUH
ICH (The International Council for Harmonisation — ICH) — opranu-
3a1usi, OOBEIUHSIONIAS PETYIISITOPHBIE Opranbl cTpad EBporbl, Anonun
u CIIIA, KOTOpbIE KOHTPOJMUPYIOT UCCIENOBAHUS, PETUCTPALIUIO JIEKap-
CTBEHHBIX CPEACTB U (papMarleBTUYECKYIO TPOMBIIIIICHHOCTb.

Hoxymentsl ICH, pactipenenenabie Ha KaTErOpUU:

Q (Quality — KauectBo),



S (Safety — Be3onacHOCTS),

E (Efficacy — DddexTuBHOCTS),

M (Multidisplinary — MexaucuuIinHapHbIe),
SIBIIAIOTCS OCHOBOHM PEraaMEHTHPYIOIICH TOKYMEHTAIIMH BCEro MHpa
U HAXOJAT MIMPOKOE NPHMEHEHHE NpH pa3paboTKe JOKYMEHTAIluH
Ha (apMaIreBTUICCKOM ITPOU3BOJICTBE.

Hoxyment ICH Q10 npeacrainsier coboil CTpykTypy hapmMarien-
TUYECKOW CHCTeMBbl KauecTBa (cM. puc. 2.1), KoTopas HpUMEHUMA
Ha BCEX CTaIMSX Ku3HeHHOTO Iukia JIC.

Puc. 2.1. Ctpykrypa hapMarieBTH4ecKoil CHCTeMbI KaueCTBa MPEITPHUSITHSI
cornacHo nokymenty ICH Q10

[TonsaTne «dapMameBTHUYCCKasl CHCTEMa KadecTBa», IPEJICTaB-
nennoe B nokymente |ICH Q10, ocHoBano na moaxoxax ICH, cran-
naptax SO u npuniunax GMP. Cornacao ICH Q10 dapmanestuue-
CKasl CHCTeMa KadecTBa JieJIaeT aKICHT Ha YEeThIpeX CIeIUu(UISCKUX
9JE€MEHTaX CUCTEMEL.
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1. AHanu3 co CTOPOHBI BHICHIETO PYKOBOJICTBA.

2. CucTteMa MOHUTOPHUHTA MPOIIECCOB M KAYECTBA MPOAYKITHH.

3. CucreMa yrnpaBiaeHUs U3MEHEHUSIMU.

4. CucrtemMa KOPPEKTUPYIOUIUX U Mpeaylnpexaatolnx AeHCTBUM
(CAPA — corrective and preventive action).

VYKka3zaHHBIE DJIEMEHTHI CHUCTEMbI KayeCTBa YAaCTUYHO OIHMCAHBI
B PykoBoactee GMP, u PykoBoacteo ICH Q10 Gomnbiie HampaBiieHO
Ha WX YCWICHHE U CTUMYJIMPOBAHHUE IMOAX0Ja K KAYECTBY C MO3HIIUU
KU3HEHHOTO IIUKJIa MPOIYKTA.

B cootBerctBuu ¢ ICH Q10 dapmarieBTHueckyo cuctemy Kade-
CTBa HEOOXOJIWMO JOKYMEHTaJIbHO O(POPMHUTH B BHJIE PYKOBOJCTBA
no kauectBy (Quality Manual), npunaTh MONMMTHKY B cdepe Kade-
CTBa W TOJATBEPXKIATh €€ JOCTH)KCHHUEM 3aINIaHUPOBAHHBIX IIEJICH
10 Ka4eCTBY.

[Tpu pazpadorke HOBoM PCK wmm mpu Moaudukaum CyiecTBy-
IOIIEH CHUCTEMBI HEOOXOAMMO YYMTHIBATH OOBEMBI U CIOXHOCTH JIesi-
TEINBHOCTH NPEANPHUITHS. B CTPYKTYpy CHCTEMBI JOKHBI OBITH BKITIO-
YEeHBI COOTBETCTBYIOIINE MTPUHIIUIIBI YIIPABICHUS PUCKaMU, B TOM YHCIIE
UCIOJIb30BaHNE COOTBETCTBYIOIIMX WHCTPYMEHTOB. XOTS HEKOTOPbHIE
aCTICKThI CHCTEMBl MOTYT MPUMEHSTHCS B JCATEILHOCTH BCETO TIPE-
NPUSITHS, & APYTHUE TOJIBKO K OMPEICTICHHBIM ydacTKaM, 3((HEeKTUBHOCTh
BHEJJPEHUS CUCTEMBI, KaK MPaBUJIO, JODKHA OBITH MPOJEMOHCTPUPOBA-
Ha Ha yPOBHE OJTHOTO IMPOU3BOJICTBEHHOTO YYacTKa.

Cornacno ICH Q10 dapmarieBTrueckas cucTeMa KadecTBa, Mpe-
Ha3zHa4yeHHas Jy1st mpousBoacTBa JIC, noimKHA rapaHTUPOBATh, UTO:

* peanu3aiys IPOIyKIMH JOCTUTAETCS ¢ TOMOIIBIO pa3padOTKH,
TJIAaHUPOBAHUA, BHEAPEHUS, TMOJACPKaHUS M HEMPEPHIBHOTO COBEP-
IIEHCTBOBAHUSI CUCTEMBI, KOTOpas JAaeT BO3MOXHOCTh MOCTOSIHHO IO-
CTaBJISATH MPOAYKIIHUIO C COOTBETCTBYIONTMMH MOKA3aTEIIMH KaueCTBa,;

* 3HAaHUSIMU O MPOJYKIMH M MPOLeccax YIpaBisiOT Ha MPOTKE-
HUU BCEX CTAJIUM )KU3HEHHOTO 1MKJIA;

e JIC pa3paboTaHbl U UCCIEIOBAHbI C YYE€TOM TpPEeOOBaHUI
HAJIEXKAIIEH TPOU3BOJICTBEHHOM MPAKTUKH;

* OIEpaIlUM 110 U3TOTOBJICHUIO M KOHTPOJIIO Ka4eCTBa YETKO CIIe-
U (QHUITIPOBAHBI U COOTBETCTBYIOT MPaBHUJIaM HaJIeKaIIeH TPOU3BO/I-
CTBEHHOM MPAKTHKH;

* YETKO ONpEJeNICHbl OTBETCTBEHHOCTh U OOS3aHHOCTH PYKO-
BOJICTBA,;
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* OCYIIECTBIICHBl MEPONPHATHS 110 TPOU3BOJICTBY, IOCTABKE
Y UCIIOJIb30BAHUIO HAJJICKAIIETO HMCXOJHOTO CBHIPhS M YIIaKOBOYHBIX
MaTepuasoB, MO BEIOOPY U KOHTPOJIIO MOCTABIIUKOB U AJISl TOTO, YTO-
OBl TIPOBEPUTH, YTO KaxKJas IOCTaBKa IOJIyYeHA U3 yTBEP)KICHHOM
IETH MTOCTaBOK;

e pazpaboTaHbl  MpPOIEAYPhl, OOECIEeUYNBAIOIINE YyIIPaBJICHHE
BHENTHEH (ayTCOPCUHTOBOK) NIEATEIHHOCTBIO;

* YCTAaHOBJICHO KOHTPOJHUPYEMOE COCTOSIHUE, TOICPKUBAEMOE
C MIOMOIIIBIO Pa3pabOTKU U UCTOIb30BaHUSI CUCTEM d(PPEKTUBHOTO KOH-
TPOJISl © MOHUTOPHHTA TTapaMETPOB IMPOIIecca U KadecTBa MPOIyKITUH;

* pe3yJIbTaThl KOHTPOJS MNPOAYKIIMH M TMPOIECCOB YUUTHIBAIOT
IIPU BBIIIYCKE CEpHUH, MPHU PaccieOBaHUU OTKJIOHEHUN W ISl IPUHS-
TS TPEAYNPEIUTEIbHBIX TEeWCTBUHN, 4TOOBI M30€KaTh MOTCHIINAIb-
HBIX OTKJIOHCHUM B OyIyIIEM;

* IPOBEJIEH HEOOXOAUMBIA KOHTPOJIb MPOMEKYTOUHOM MPOaYK-
IIUH, TIPOYUMA MPOU3BOJACTBEHHBINH KOHTPOJIh M BaTUAAITHUS;

* TOTOBasl MPOAYKIMS TPABUILHO TPOU3BEJACHA U €€ KayeCTBO
MIPOBEPEHO B COOTBETCTBUU C YCTAHOBJIEHHBIMU METOUKAMU,

* OKa3bIBACTCS COJICUCTBHE TOCTOSSHHOMY YIIYUIIIEHHIO C ITOMO-
IIbI0 BHEJPEHUSI YCOBEPIICHCTBOBAHUI KaueCTBa, COOTBETCTBYIOIINX
TEKYILEMY YPOBHIO 3HAaHUH O MpoLecce U MPOAYKIUY;

* OCYIIECTBIISCTCS OIICHKA 3alUIAaHUPOBAHHBIX W3MEHEHMH M HX
yTBEpKACHUE TMepe]l BHEAPECHUEM, 3aMpPaIlIUBACTCS Pa3peIICHHE KOM-
METEHTHOTO YIIOJIHOMOYEHHOI'O OPTaHa,

* [I0CJIC BHEJIPEHUS JIFOOOTO M3MEHEHHUS MPOBOJUTCS €ro OICHKA
U TIOJITBEP>KJICHUE TOTO, UYTO IIEJIM B 00JIACTH KayecTBa OBLIN JOCTHUT-
HYTBI U YTO U3MEHEHUE HE MPHUBEJIO K HEMPEIHAMEPEHHOMY HETaTHUB-
HOMY BIIMSIHUIO Ha ka4ecTBO JIC;

* IpU pacclielOBaHUM OTKJIOHEHHH, TpeamnojaracMoro Opaka
OPOAYKIIMU U JAPYIUX NPoOJEeM MNPUMEHSETCS COOTBETCTBYIOIIETO
YPOBHS aHAJIN3 OCHOBHBIX NMpUYMH. OHM MOTYT OBITH OMPEICIICHBI
C UCIIOJIb30BAHUEM TPUHIIMIIOB yIPaBJICHUs pUCKaMU JjIsl KauyecTBa.
B cnyyasx, korjia ICTUHHAs OCHOBHAs MPHYUHA MTPOOJIEMBI HE MOXKET
OBITH OMpEeNeNieHa, CIeAyeT YAeNATh BHUMaHUE WIACHTU(DUKAIINU
HanboJiee BEpOSTHOM MPUUMHBI U ee uccieaoBanuto. [locne uccneno-
BaHMs JIOJDKHBI OBITh OCYIIECTBJICHBI COOTBETCTBYIOIIUE KOPPEKTH-
pytonue u npeaynpexaatomue aercteus (CAPAS);
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* JIC He peanu30OBBIBAIOTCS M HE IOCTaBISIOTCA JIO0 TOTO, Kak
YIOJIHOMOYEHHOE JIMII0 HE 3aCBUJICTEILCTBYET, UTO KaKaas Cepus
NPOAYKIIMU Oblla M3rOTOBJICHA W MPOKOHTPOJIMPOBAHA B COOTBET-
CTBUHU C TPeOOBAHMSIMHU PETUCTPAIIMOHHOTO J0ChE U APYTUX pacrops-
KEHUU 10 U3TOTOBJICHUIO, KOHTPOJIO U BhIMycKy JIC;

® OCYHIECTBIICHbl  JIOCTATOYHBIE  MEphl,  TapaHTUPYIOIIHUE,
HACKOJIbKO BO3MOKHO, 4TO KadecTBO JIC momaepKuBaeTcsl B TCUCHHE
BCETO CpOKa TOAHOCTH MPU WX XPAHEHUH, PACIPEACTICHUU U TMocie-
JyIoIeM oOpallleHHH,

* IpoIelypa MPOBEACHUS CAaMOWHCICKIIMM WM ayJauTa Kade-
CTBa, MO KOTOPOH PEryjaspHO OIEHUBAIOT 3P(PEKTUBHOCTH U MPHU-
roagaocts OCK.

DTansl BHeAPeHHUA (PAPMAIIEBTUYIECKON CHCTEMBI KA4€CTBA
Ha IIPEAIIPUATHU

1. OO0yuenue Bcero IepcoHajia OCHOBAaM MEHEKMEHTa KadecTRa,
BKJIFOYAs UJICOJIOTHIO MPOIECCHOTO U CUCTEMHOTO MOAXO0B, IPUMEHE-
HHE CTAaTUCTUICCKUX METOJIOB yIpaBicHus nporeccamu (SPC) u T. 1.

2. Pacnipenenenue Bcell NeATENbHOCTh HA OTJIETbHBIE B3AUMOCBS-
3aHHBIC TIPOIECCHl, WX HATrJSAIHOE OINKMCAaHWE W JOKYMEHTHUPOBAHUE
B cootBeTcTBUH ¢ 1ISO 9001/GXP.

3. PazpaboTka mapamMeTpoB M KPUTEPHUEB OIIEHKH MPOIECCOB.
Pacnpenenenre OTBETCTBEHHOCTU M TTOJTHOMOYMI B paMKaxX KaxKJI0To
mpoiiecca.

4. Buenpenue Bceil pa3paboTaHHON MOJIEIH B IPAKTUKY .

5. O0mupHOE M CHUCTEMATUYECKOE TMPOBEICHUE BHYTPEHHHX
ayJIUTOB, BBISIBIICHHE HECOOTBETCTBUN U pa3paboTKa KOPPEKTUPYIO-
IUX W TOpeAyNpeKIAMMUX ACHCTBUM 71 YCTPAHEHUS MPUYUH HX
BO3HUKHOBEHMUSI.

6. Perymsapusiii ananu3 ®CK co cTOpoHBI pyKOBOJICTBA.

/. BHeapeHue B MOCTOSHHYIO MPAKTUKY MPOIEAYP 0OpaTHOM CBS-
34 C IEPCOHAJIOM U MOTPEOUTEIIAMMU.

8. [loBcemecTHOE BBHITIOJIHEHUE KOPPEKTUPYIOIIUX W MPeaympe-
KAAIOLIUX JTEUCTBUNA, MOTHBALIMS MEPCOHANIA HA TIOUCK U YCTPAHEHUE
JT100BIX HECOOTBETCTBHIA.
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3. AHaAu3 CO CTOPOHBI BBICIIIETO PYKOBOACTBA.
IIporeccHBII ITOAXOA

[IpoBenenue aHanu3a pPYKOBOJACTBOM HEOOXOAMUMO JIJIsl OLICHKH
NPUTrOAHOCTH U 3((HEKTUBHOCTH CUCTEMbl KaueCTBa, JIsl IPUHATHS pe-
HIEHUH 00 U3BMEHEHUSIX U YITyUIICHUSIX.

C nozunuu crtangapta 1SO 9001, B xoTOpoM oOIMCaH aHaIU3
CO CTOPOHBI PYKOBOJACTBA, MPHUEMJIEMbI pPa3HbIC MOIXOJbI C YYETOM
KOHKPETHBIX 0COOCHHOCTEN pab0OThl KOMIAHWH, IO3TOMY HEOOXOAuMa
onpezeeHHas THOKOCTh, T. €. aHAJIU3 CIIelyeT OPraHu30BaTh TAKUM
o0pa3oM, 4YTOOBI TMPEJICTABUTENISIM BBICIIETO PYKOBOJCTBA OBLIO
yA00HO €ro MpoOBOJUTH U YTOOBI BCE PYKOBOJUTENIN B MOJTHON MEpPE B
HEM Y4aCTBOBAJIH.

AHaIN3 MOXET OCYIIECTBISATHCS MOCTOSTHHO WJIM K€ MepUOInye-
cku. OmnpeneneHHble (PYHKIMM MO aHAIU3Y CIEAYET JCIErupoBaTh
Ha pa3HbI€ YPOBHU yIPABICHUS B KOMITAHUU.

Briciiee pyKoOBOJACTBO HECET OCHOBHYIO OTBETCTBEHHOCTh
3a Hanmuune 3P dextuBHON DCK 1 HEOOXOAUMBIX PECYpPCOB IS HEe,
3a TO, YTO OOSI3aHHOCTH, OTBETCTBEHHOCTh M MOJIHOMOYHUS ONpeaeIie-
HBbI, JIOBEJICHBI 0 CBEJICHUS MIEpCOHAJIa U BHEJPEHBI B OpraHU3aIl1U.

OueHb BaXKHO JIMJIEPCTBO BBICHIETO PYKOBOJICTBA U €r0 aKTUBHOE
yuactue B ¢pynkiuonupoBanuu O®CK. Takoe nuaepcTBO JOKHO ra-
pantupoBath noaaecpxkky P@CK u 3auHTEpecOBAaHHOCTH IEPCOHANA
Ha BCEX YPOBHSX M HA BCEX YUACTKaX OpraHU3aIluu.

B xoje ananu3a co cTOpoHbI PYKOBOACTBA HEOOXOIMMO OIIEHUBATH:

* pe3yJbTaThl CaMOWHCHEKIIUN, BHEIIHUX ayJAuUTOB W ayJIUTOB
KJIUCHTOB,;

* pe3yJIbTaThl HU3MEPEHUS YIOBJIECTBOPEHHOCTH MOTpeOUTEI,
BKJTIOYAst 5kai00bl U peKJIaMallni,

* pe3yabTaThl MOHUTOPUHTA MPOIIECCOB U KAYECTBA MPOAYKIIUH;

* BBINOJIHEHUE 3aIJIaHUPOBAHHBIX JIeMcTBUH, BKIItoUast CAPA;

* COOTBETCTBHUE MOJIMTUKE B cPepe KauecTBa U CTETNEHb JOCTHKE-
HUS EJIEN 110 KAaYECTBY;

* BJIMSIHUE MTPEIIONIAraeMbIX U3MEHEHUH U T. II.

YacTeio aHaAJIM3a CO CTOPOHBI PYKOBOACTBA CUUTACTCS OIICHKA
nepuoandeckoro o63opa kadyectsa JIC, 3asBineHHoro B riase 1 pyko-
BogctBa GMP EC. Pe3ynbraToM aHanmusa co CTOPOHBI PYKOBOJCTBA,
KaK TMPaBWJIO, SBJISIOTCS PEIICHUS] B BUJIE MPUKA30B, PACTIOPSIKEHUM
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Y IUIAHOB MO YJIYYIIEHUIO MPOLIECCOB, MPOAYKIIMHU, PACIIPOCTPAHEHHIO
HEOOXOIUMBIX 3HAHWH M BBIJICJICHUH / ONITUMH3ALHHA PECYPCOB.
OnauM n3 ocHOBHBIX mpuHIMNOB DCK sBisieTcss mpoueccHbIn
noaxoAd. I[loHsTHEe «mporecc» O3HAYAET BBIMOJIHEHHUE OIEpAIlUH,
MMEIOIIEH 1IeJIM U 33JI1a4M, CUCTEMY KOPPEKTHUPYIOIINX W Tpeaymnpe-
KIAOMIUX JEUCTBUH, BKIIIOYAIOIIEH HCXOJHOE CBIPbE M PECYPCHI
Y IPUBOJIAIICH K MOJYYEHHIO MPOIYKIIMKA JTAHHOTO Mpoiecca. Cxema-
TAYHO 3JIEMEHTHI MPOIIECCHOTO MOIX0Aa IIPEACTaBICHBI Ha puc. 3.1.

YnpaeneH4eckne
OelcTBUA
(ycTaHoBNEHWE Uenel W 3a0ad, KOHTPONE,
KOpPeKTUPYIOWUE M Npeaynpexaanlve JedcTEMA)
Bxog npouecca Beixog npouecca
(nepepabarteigaemele celpee, ) n po LI,e CC —— (rorosan npopykuns
Marepuansl, NoNyNPoayKTL, AaHHOrO Npouecca)
WHpbopMaums )

!

Pecypchi
(0GopynoBaHWE, IHEPIOHOCHUTENM,
WHpaCTPYKTYpa, NnepcoHan,
TEXHWYESCKaA DOKYMEHTALNA M T.ﬂ.]-

Puc. 3.1. ITporieccHbli TOaX0/1 B (hapMalleBTUUECKOM CUCTEME KauecTBa

®opmupoBaHue Kaxaoro mpoiecca, omnuckiBaemoro B DCK,
HEOOXOUMO YBSI3aTh C COOTBETCTBYIOIIMMHU TPEOOBaHUSMM HajJie-
xammx npakTuk GxP u HopmaTuBHOHN mokymentaruu (H/I). Tpebo-
BaHus GxP HyXHO NMOHMUMAaTh Kak TpeOOBaHUS K pe3yjbTaTaM TexX
i uHbeIX nponeccoB MCK, ucxonas u3 KOTOphIX (HOPMYIHPYIOTCS
e U 3aJ]aud, TOKa3aTeIi MOHUTOPUHTA U OolleHKU. [Ipu dpopmynu-
POBKE LIEJIE 1 33/1a4 MPEANPUATHS C YUYETOM BCEX COOTBETCTBYIOIINX
TpeboBanuii onpenensator npoueccbl ®CK 1 onuchiBalOT WX B3aUMO-
JEUCTBUE, NJOKYMEHTUPYIOT aJrOPUTMBI UX BBINOJMHEHUS. Onpenens-
FOTCA MapaMeTPbl U KPUTEPHUM OLECHKH MPOLECCOB. Pacmpenerstorcs
OTBETCTBEHHOCTH U MOJIHOMOYMUSI.

Takum obpazom, @CK nipeacraBisier co00il ynopsI0YEeHHbINA aj-
TOPUTM BBINOJHEHUS PalOT, BIMSIONMIUX HA KAdyeCTBO MPOIYKTa,
[IPA KOTOPOM MUHHUMHU3UPYIOTCS PUCKHM BO3HUKHOBEHUS HECOOTBET-
cteui. ®CK HalnesnieHa Ha OJy4YEHHUE MPOAYKTA C YETKO 3aJaHHBIMU
napaMerpamMu (KadecTBO «BCTpaWBaeTCA» Ha ITamax pa3pabOTKH
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Y TIPOM3BOJICTBA) M CHUXKACT HEOOXOAMMOCTh B MAacIITAOHOM KOHTPO-
Jge roroBo mpoaykuuu. bazoByro ocHopy ®CK panuoHanbHO (op-
MHPOBATh B COOTBETCTBUHU C Toj0keHUusamMu ctangapToB GMP I1SO ce-
puu 9000, onmuChIBalONIMMHU CHUCTEMY B3aMMOCBSI3aHHBIX IMPOIECCOB,
BITUSIOIINX HA COOTBETCTBUE MPOIYKIIMHN TPEOOBAHUSIM.

4. Aoxymentuposanue mnpoieccos PCK.
PyxoBoactBO o kauectBy (Quality Manual).
ITopaasok Baeapenmua acokymeHTamuu PCK

B cootBerctBuu ¢ 1. 5.3 crangapta 1SO 9004-1 «Ymnpasnenue
KaueCTBOM U 3JIEMEHTHl CUCTEMBbI KauecTBa — 4. 1! PykoBoasiue
yKa3aHUs»:

Bce anemenTsl, TpeOOBaHUS U TMOJIOKEHUS], IPUHATHIE OpraHu3a-
uen JUisl CBOEH CHUCTEMBbI KauecTBa, JOJKHBI ObITh JTOKYMEHTHUPOBA-
HbI B (hOpMe MOJUTUKU KAYECTBA U MPOIEAYP U JOJDKHBI OBITh CUCTE-
MaTHU3UPOBaHBI, YIIOPSIAOYEHBI U JOCTYITHBI JJ11 TOHUMAaHUSI.

Hokazate cootBercTBUe DCK yCTaHOBJIEHHBIM TpPEOOBAHUSIM
MO>XHO TOTJIa, KOTJIa CUCTEMa MpPEACTaBiIcHa B JOKYMEHTHPOBAHHOM
BUjie. JIoKyMEHTUpPOBAaHHAS CUCTEMA JIOJKHA OBITh MPOCIIECKUBAEMOM
U TIOHSITHOW JJIsl IPOBEPSIONIMX U JJIs Mosib3oBaTeneil. O0beM J0Ky-
MEHTAIIMHU OTPAaHUYUBAETCS 00JACTHIO MPAKTUYECKOTO MPUMEHEHU.

CooTBeTcTBYIOIIAs JOKYMEHTAIIMS HE00X0uMa JIJIsl BHITTOTHEHUS
CJIEIYIOIINX 3a/1ay:

1) oreHMBaHUS CHCTEM KayeCTRa,

2) MOCTYKEHUS TpeOyeMOoro KauecTBa,

3) yJIydIlIeHHus Ka4ecTBa,;

4) moaepKaHus YIydIICHUH.

[Tpu nposepke ®CK nokymeHTanpsHOe 0GOPMIICHUE METOIUK SIB-
asieTcsi OOBEKTUBHBIM JIOKA3aTENbCTBOM TOTO, YTO IMpoIecc ObLI
OTIpeJeNIeH, METOAUKUA OOOpPEHBbl M HAXOAATCS MOJA YINPABICHUEM.
[To BHEApEHHBIM, Pa3BEPHYTHIM U JOKYMEHTAJIBHO O()OPMIICHHBIM
METOJIUKaM MOKHO C YBEPEHHOCTHIO YCTAaHOBUTDH MPaBUIBHOCTh IPO-
W3BOJIMMBIX OTEpaIliii, U3MEPUTh TEKYyIIHe paboune XapaKTepUCTUKH.
Kpome Toro, 1o0KyMeHTHUPOBAaHHBIE MPOIEAYPHI, IPUMEHSIEMBIE B CO-
OTBETCTBUM CO CTaHAAPTOM, HEOOXOIUMBI ISl MOJJEP>KaHUS BBITO/]
OT JICATEJIbHOCTH IO YJIYUIICHUIO KAaYECTBA.
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[Ton noxymentupoBanueM OCK mnoHuMaercss AeATelIbHOCTh
10 YCTAaHOBJICHUIO CTPYKTYPHI U COCTaBa JOKYMEHTAllUU U yIpasliie-
HUIO €10. JIOKyMEHTHpOBaHUE BKIIIOYAET pa3pabOTKy HOKyMEHTalWuU
U yrIpaBjieHUE AJOKyMeHTauuen B xoae ¢pynkiuonupoanus OCK.

lens moxkymentupoBanuss @CK 3aknrodaercs B CO3JaHUU Opra-
HU3AaLHMOHHO-METOANYECKOU U HOPMATUBHON OCHOBBI JJISI IIOCTPOCHUS
u ¢yukauonupoBanuss CK, coOOTBETCTByIOLIEH PEKOMEHIALMIM
u TpeboBanusiM ctanaaptoB 1SO cepun 9000.

OCHOBHBIMH 3aJa4Yn JOKYMCHTHPOBAHUA .

1) ycTaHOBJICHHE M HOPMHPOBAaHHE TPEOOBAHUI K BBHIMOJTHCHHIO
pa6ot B ®CK;

2) obecrieyeHUEe BOCIPOM3BOIUMOCTH ITIPOILIECCOB aJMHHHCTpA-
TUBHOTO YTIPABJICHUS Ka4€CTBOM;

3) perynsipHasi peructparus (pakTHISCKUX JTaHHBIX O KauyecTBE
npoayknuu 1 cocrossunn ®CK B Xone ee GyHKIMOHMPOBAHHS U CO-
BEPIIICHCTBOBAHUS;

4) obecrieueHHe UICHTU(PHUKAIIUN U TPOCICIKUBAEMOCTH TPOIYK-
IIUW 1 U3MEPUTEIHHOTO 000PY1I0BaHMUS,

5) 3akperuieHHe JIyYIIuX TPaJUIUHA ¥ HAKOIUICHHOT'O OIbITa Op-
raHu3aly ¥ IPOBeICHUs pabOT B CUCTEME KauecTBa,

6) pa3pelreHre ¥ MPEAyNPEeKICHUE CIOPHBIX BOMPOCOB B IIPO-
1ecce AeSTeILHOCTH B CUCTEME KauecTBa, 00ecleueHne mpoBepseMo-
CTHU M OIleHKHU KadecTBa npoaykuuu u OCK.

Joxymentanuss ®CK — 3T0 KOMIUIEKT JTOKYMEHTOB, HEOOXO-
TUMBIX JUISL HaJjexaniero (yHKIIMOHHUPOBAHUS CHCTEMBbI KadecTBa
1 00eCIieueHMs] KaueCTBA MPOTYKITUH.

JHoxkyment ®CK — 510 1110001 MaTepuaabHbId HOCUTENb WH-
dbopmaruy ¢ peKBU3UTAMHM, MO3BOJISIIONIMNA HUIAESHTU(DUITUPOBATH AaH-
HyI0 uHpopmaiuio. JIOKyMEeHT cO3/1aeT MEXaHU3M JCHCTBHUSI Ha BCEX
YPOBHSIX YIIPABIICHUS.

Ucxons w3 menm u 3agad4 JNOKYMEHTHPOBAHHUS CO3/1aBacmas
Ha npennpustun gokymeHtanus ®CK nomxHa oTBeuars psay Tpedo-
BaHuM. JlokyMeHTalUs JOJI’)KHA OBbITh:

1) cucTeMHO#, T. €. ONPEICIICHHBIM 00pa3oM CTPYKTYPHUPOBaH-
HOW, C YETKUMHU BHYTPECHHHUMU CBSI3SIMH MEXKIY DJIEMEHTAMU CUCTEMBI
Ka4yeCTBa; JOJDKHA JaBaTh MPEJCTABICHUE KAK O CHCTEME KayecTBa
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B 1I€JIOM, TaK M O KKJIOM OTJEIbHOM ee 3JieMeHTe. CHCTEMHOCTb JI0-
KYMEHTAIIUU BBIPAXKAETCS B TOM, YTO OHA BBICTYMHAET HEOTHEMJIEMOM
4acThIO JIOKYMEHTAIMU 00I1Ie CUCTEMBI YIIPABICHUS MPEANPUATHEM,

2) KOMILJIEKCHOM, T. €. OXBAaThIBaTh BCE ACIEKTHI JCATCIBHOCTH
B ®CK (opraHu3aiiMoHHBIC, KOHOMHUYECKHE, TCXHHUYECKHE, IPaBO-
BBIC, COIMAITLHO-TICUXO0JIOTHYECKHE, METOTNICCKHE);

3) moJIHO#, T.¢. cojaepXkKaTh HCUYCPIBIBAOIIYI0 HWHOOPMAIHIO
000 Bcex mpolieccax U nporenypax, BoeinoiaHseMbix B @CK, a taxxe
0 cioco0ax perucTpalnyu JaHHBIX O KadecTBe. IIpu 3ToM 00BEM md0-
KYMEHTAIlUd JIOJDKEH OBbITh MHHUMAJBHBIM, HO JOCTaTOYHBIM
IUTSl IPAKTUYECKOT0 MPUMEHEHHS, T. K. BKIFOUCHHE HECYIIECTBEHHBIX
JOKYMEHTOB MPHUBEAET K HEpalMOHAIBLHOMY HMCIOJIb30BAHUIO TPY/a,
YCJI0KHEHHUIO MTPOIECCOB 00ECTICYEHHUSI KaueCTRa,;

4) aneKBaTHOI peKOMEH AWM B TpeOoBaHUAM cTaHaapToB 1SO
9000. Kaxnaerit mokyment ®CK momkeH coaepkaTh MOJOXKEHUS, CO-
OTBETCTBYIOIIME KOHKPETHBIM PEKOMEHAAIMSAM WIH TPeOOBAHUIM
onpenenenHoro crangapra 1SO. C »Toil 1enplo 1e1ecoo0pa3Ho
BO BBOJIHOM 4YacCTH KaXKJIOr0 JOKYMEHTAa CHCTEMBbI [1aBaTh TOYHYIO
CCBUIKY Ha KOHKPETHBIM pa3fied WX MYHKT CTaHAapTa, B COOTBET-
CTBUHU C KOTOPBIM pa3paboTaH JaHHBIN JOKYMEHT;

5) peajibHO BBIMIOJHUMOM, T.€. JOJDKHA COJCPKATh TOJBKO
NPAKTUYCCKH BBITIOJHUMBIC TpeOoBaHUs (HENb3s YCTaHABIIMBATh HE-
BBITIOJITHUMBIC HA JIAHHBIM MOMEHT TpeOOBaHUsI, 32 UCKIIOUCHUEM Tpe-
OOBaHUM, KOTOpPbIE MOTY OBITb pPEATM30BAHBI IOCJE BBIMOIHEHUS
OTIPEICIICHHBIX IIAHOBBIX MEPOTIPUATHH ITPU BHEAPCHUH IOKYMEHTA);

6) naenTuuumpyemoii (T. e. kaxabiii qokymeHT OCK moimkeH
UMETh COOTBETCTBYIOIEE HAUMEHOBAHHWE, YCJIOBHOE OOO3HAUYECHUE
Y KOJI, TIO3BOJISIFOITUN OMpEIeTUTh €r0 MPUHAIICKHOCTh K OIpese-
JICHHOM YaCTH CUCTEMBbI);

7) agpecHOH, T. ¢. kKaxapiii JokyMeHT @CK nomkeH ObITh TIpe-
Ha3HA4YeH JUIs OMpeACTICHHOW 00JlacTh TPUMEHEHMs W aJpecoBaH
KOHKPETHBIM HUCTIOJIHUTEIISM;

8) akryaamsupoBanHoii. B nokymentamuun @CK u oTmeabHbIX
€€ DJIIEMEHTaX CBOEBPEMEHHO JIOJDKHBI OTpakaThCs U3MEHEHHMs, B CO-
orBercTBUU co ctangapramu 1SO 9000, a Takke M3MEHEHUSIMHU yCIIO-
BUI oOecIieueHns KauecTBa Ha MPEIPUSATHH;

9) mpocToii I MOHUMAHUS TIOJIH30BaTEISAIM (PYKOBOJIUTEIISAM,
CHCIIMAIUCTAM, HCIIOJHUTEISAM, ayauTopaM). TeKCcT I0JKeH OBbITh
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KpAaTKUM, TOYHBIM, HE JOMYCKAIOIIUM JIBOSIKUX TOJKOBAHUU, JIOTUYE-
CKH IIOCJICIOBATEIIbHBIM, WILTFOCTPUPOBAHHBIM CXEMaMH, AuarpaMmma-
MU, TaOyimnamu (mpu HEoOXoauMocTH). IlojokeHUs HOKyMEHTa
HE JIOJKHBI MPOTUBOPEYUTH APYT APYTY U MOJIOKEHUSIM IPYTHX J10-
KYMEHTOB;

10) caHKIMOHUPOBAHHOM, T.€. KaXABIH JOKYMCHT CHCTEMBI
Y JOKYMEHTAIIHs B IIE€JIOM JOJKHBI YTBEPKIATHCS WIH MOIMUCHIBAThH-
Cs1 IOJTHOMOYHBIMU JIOJKHOCTHBIMH JIUIIAMU.

Hecobntonenrne oaHOro U3 3TUX TpeOOBAaHUU JenaeT T0KyMEHTa-
nuto OCK HenoHOLEHHOW U YMEHbIIAeT €€ 3P(HEKTUBHOCTb.

BaxubiM npu noxkymMentupoBanun OCK sBisieTcss onpeneneHue
CTPYKTYpHI U cocTaBa qokyMmeHTauuu. O0braHo cTpykTypy @CK mpen-
CTaBJISIIOT B BUJIC IIMpaMUIbI JokyMeHTarwu (puc. 4.1).

r b
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Puc. 4.1. Uepapxust 1OKyMEeHTOB (papMarieBTUYECKOW CUCTEMbI KaueCcTBa

K ypoBHIO A oTHOCHUTCS «PyKOBOACTBO MO Ka4eCTBY» IJISI BCETO
npeanpusaTus. OHO COAEPXKUT CHPOPMYITUPOBAHHYIO TOJUTHUKY MPE/I-
NpUATHS B OOJIACTH KAueCcTBa, LIEJIM MO KAueCTBY U YTBEPKICHHYIO
OpPraHU3allHOHHYIO CTPYKTYPY NMPOU3BOACTBA.

K ypoBHto b oTHOCSTCS 001I€OpraHU3aIMOHHbBIE U MPOLIETyPHBIC
JIOKYMEHTBI, PETJIAMEHTUPYIOIIUE ACATEILHOCTD B 3JIEMEHTAX CUCTEMBI
KadecTBa. JJOKyMEHTBI JAHHOTO YPOBHSI YCTaHABJIMBAIOT pacCIpeee-
HUE OTBETCTBEHHOCTH M MOJHOMOYHUI B 00JaCTH KauecTBa U MHGoOpMa-
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[IMOHHBIC TIOTOKA B CUCTEME Ka4yeCTBa, T. €. 3TU JOKYMEHTBI HE COAEP-
KaT TEXHUYECKHUE TPEOOBaHMs!, @ HOCST OpraHU3allMOHHBIN XapakTep.

K ypoBHio B oTHOCSTCSI pabodue mporeaypbl 1 HHCTPYKIIMH, T1O-
JIPOOHO OMUCKHIBAIOIIME TOPSIAOK U METOJIbI BBIMOJHEHUS OTACIIHHBIX
paboT B CUCTEME KauecTBa.

Bcero noxkymenranuio @CK no ee Ha3HAYEHHIO AEJST

Ha JIBe IPYyNIbI.

* TOKyMEHTAIWs, IpeHa3HAauYeHHA JJIT MTOCTPOCHUS U (hYHKIIHO-
nupoBanus ®CK, obecrnieunBaroiias MIOHMMaHUE TPOTEKAIOIINX B HEH
nporeccoB. OCHOBHBIMH JIOKYMEHTAaMHM TI€PBOM TPYIIbI SBISIOTCS
PYKOBOJICTBO MO KA4E€CTBY, CTAHJAAPT MPEANPUATHS, MPOLIEypa Kade-
CTBa, METOJIMKA Ka4e€CTBa, MHCTPYKIIMS 110 KAYECTBY U IUIaH KaYECTBA,;

* JOKYMEHTAIMs, MpEeAHA3HAYCHHAs ISl MOATBEPKICHUS COOT-
BETCTBHUS YCTAHOBJICHHBIM TPEOOBAHUSM I10 Ka4y€CTBY, JJI1 MPOBEPKHU
3 PEKTUBHOCTH CaMOW CUCTEMBI, T. €. TaHHBIE O KaueCTRBE.

PykoBoacTBo mo kadectBy (Quality Manual) — sto mokymeHr,
U3JIaralolui MOJUTUKY B 00JaCTH KAYeCTBA U ONMCHIBAIOLINNA CUCTE-
My KaueCTBa MPEINPUITHS.

Cornactao cranaapty 1SO 9004-1 pyKoBOACTBO MO Ka4eCTBY SB-
JSI€TCS OCHOBHBIM JIOKYMEHTOM, MCTIOJIb3yEMbIM JIJIsI TTOATBEPKICHUS
Y OTMCAaHMS TOKYMEHTHPOBAHHOW CHCTEMBI KaueCcTBa. DTO OCHOBOIIO-
nararomii  TOKyMeHT @PCK, KOTOpBIM CIYyXUT <CIPABOYHUKOM»
s moanepxkanus CK B pabodeM cOCTOSTHUY.

«['maBHOEe Ha3HaueHWE PyKoBOJICTBA MO KAueCTBY COCTOMT B TOM,
YTOOBI OIpeNeUTh U 0003HaYnTh CTPYKTYpy PCK, 01HOBpEeMEHHO BbI-
TOJIHASL POJIb IOCTOSTHHOTO CITPABOYHOTO ITOCOOHMS IO BHEAPEHHUIO
H TTOJIZICpyKaHuIo B pabodeM coctostHuu aHHO# cucteMb (1SO 9004-1).

Taxke paspaboran mexayHapoaubiii ctangapt 1SO 10013-95
«PykoBojsiue ykasaHusi 1o pazpadborke PyKkoBOACTB Mo KauecTBY».
OH comepXUT PYKOBOJAIINE YKa3aHHUS MO pa3paboTKe, MOATOTOBKE
U YIPABJICHUIO PYKOBOJACTBOM IO KauecTBY. B pe3ynbTaTe pyKOBO/I-
CTBO IO KauyeCTBY OTpakaeT MOKyMeHTHpoBaHHbIe mporeaypbl CK
B COOTBETCTBUH C TPEOOBAHUSIMHU CEMENWCTBA MEXTYHApPOJHBIX CTaH-
naptoB 1SO 9000.

PyKkoBOJICTBO 110 KaueCcTBY JOJDKHO COJIEpKaTh OMHUCAHUE IPOIIe-
nyp @CK, npennasHadeHHBIX AJIS OOIIETO TUTAHUPOBAHUS U yIIpaBJie-
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HUS JIeSITEeIIbHOCTBIO, BIUSIONICH Ha KadyecTBO. B HEM MOJDKHBI OBITh
MIEPEUYUCIICHBI BCE MpUMEHsIEeMbIE 3eMeHThl cTanaapta Ha PCK, He-
00XOIUMBIC TpeanpusaTuio (opraHu3anuu). JoKyMEHTHPOBAHHBIC
MpOLIEAYPHI, HE CBSI3aHHBIE C MpuUMeHseMbIM ctaHgaptoM Ha DOCK,
HO HEOOXOJUMBIC ISl YIPaBJICHUS JESITEIbHOCThIO, JOJDKHBI JIOTMOJI-
HUTEJIBHO OBITh YKa3aHbl B PYKOBO/ICTRBE.

PykoBOICTBO 10 Ka4eCTBY MOKeT NMPUMEHSATHCS

IJISl TAKUX LeJIei:

1) u310KeHre OJIUTUKH TPEIPHUATHS B 00JIaCTH KaYeCTBa,;

2) onucanue u BHeapeHue d¢dexkruBHor OCK;

3) oOecrieueHre M yIyYIICHHs YIPaBJICHHs IPOIEeIypaMH U 00-
JIETYCHHE ICSITEIHPHOCTH MO 00SCIIEYSHUIO KaUeCTBa;

4) obecrieyeHHE JIOKYMEHTHUPOBAHHOW 0a3bl JUIsl IMPOBEICHUS
npoBepku OCK;

5) obecrieuenue HenpepblBHOCTH (pyHKIHoHupoanus ®CK u pe-
anu3aluu ee TpeOOBaHUM B MEHSIOIINXCS YCIIOBUSX;

6) moaroTroBKa rnepcoHaa corjiacHo TpedoBanusMm OCK;

7) nemonctpanus coorBerctBusi ®CK TpeboBaHMSAM K KadyeCTBY
B ayTCOPCUHTOBOM JIEATEIILHOCTH.

B cTpykTypy pyKOBOACTBA IO KAYECTBY BXOAT YETKAs MOJTUTHKA
NPEANpUATHS B 00JIACTH Ka4eCTBa, IS U PYKOBOJSIINE JOKYMECHTH-
poBaHHBIC TIpoleaypbl npeanpusiTus (opranusanuu). CTpyKTypa py-
KOBOJICTBAa JIOJDKHA COOTBETCTBOBATh CTPYKTYpE BBHIOPAHHOTO CTaH-
napta I1SO Ha cuctemy KadecTBa.

Ha xpymubix ¢upmax nokymernrtarus Ha OCK MoxeT ObITh TOA-
rotosiieHa B popme «OO0I1ero pykoBoJICTBA MO Ka4eCTBY», OMUCHIBA-
IOIIETO CHUCTEMY MEHEKMEHTa KaudecTBa, «PykoBoacTBa mo kaue-
CTBY» JIJISl PA3IUYHBIX MOAPA3ACICHUN MPEANPUATHS, CTICITHATU3UPO-
BaHHBIX «PyKOBOJCTB MO KadyeCTBY» ISl OTACIBHBIX AJIEMEHTOB CH-
cTeMbl (ITPU MPOSKTHPOBAHWH, MaTCPUATBHO-TEXHUYECKOM CHabKe-
HUH, pabOTe HAJl TPOCKTOM, B HHCTPYKITUAX TI0 SKCILTyaTaIl|H).

Kaxxnoe opranuzanmoHHOE MOJpa3/elieHre, BKIIOYEHHOE B CH-
CTEMy KayecTBa, JOJDKHO HMETh IMOJPOOHOE U cheruduueckoe
IUTSL CBOEH 00JIacTH JESITEIbHOCTH PYKOBOJICTBO MO KauecTBy. Ilocie
NPUHATUS pelieHust 0 JoKyMeHTalbHOM odopmienun OCK, moxaro-
TOBKa PYKOBOJCTBA OCYIICCTBJISCTCS KOMIICTCHTHOW TPYIIIOHN, yIOJI-
HOMOYEHHOUW PyKOBOJUTEIEM MPEATPUSATHS.
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IHoaroroBurtebHbIE JeUCTBUSA BKJIKYAIOT:

1. Onpenenenue cranmapra 1SO Ha cucTeMy KadecTsa.

2. CocTaBiieHUEe TIEPEUHs MPOIEAYP, PEATU3YEMbIX B CUCTEME Ka-
YecTBa.

3. COop cBeaeHMI 0 CUCTEME KauyecTBa OT €€ MOJIb30BaTeIeH.

4. OnpeneneHue CTPYKTYphl U POPMBI PYKOBOJICTBA IO KaYECTRY.

5. Knaccudukanus UMEIOmuXcsi JOKYMEHTOB CUCTEMbl KauecTBa
B COOTBETCTBUU C MPHUHATON CTPYKTypod U (OpMOM pPYyKOBOJCTBA
10 KA4ECTRBY.

«PyKOBOACTBO MO Ka4eCTBY» — 3TO BU3UTHAS KapTOYKa IpE.I-
MPUATHS, TIOATOMY OHO JOJDKHO OBITh COCTaBJICHO YETKO W TILIATEIb-
HO, OBITb aKTyaJdbHBIM JOKYMEHTOM, OTPaXalollUM JESITeIbHOCTh
MPEAITPUATHSL.

PazpaboTka kapT mpoIeccoB U MPOILEeAYp ABISETCS OJHOU U3 ca-
MBIX TPYAOEMKHX W JJIATENbHBIX 3amad B xoae BHenapeHus DCK.
B pemienun 3Toi 3aa4l MIPUHUMAKOT y4acTUE COTPYIHHUKH, HAXOJs-
IMecsT Ha Pa3IMYHBIX YPOBHSX YIPABJICHUS OpraHu3aluen —
OT BBICIIEr0 PYKOBOJICTBA JI0 PSAOBBIX UCITOTHUTEIECH.

Briciiee pykOBOJICTBO JOJKHO OIPENEIUTHh COCTaB IMPOLIECCOB
Y OCHOBHBIE MX pe3yibTaTbl. PyKOBOIUTENSAM OpraHu3aiiiu HEOO0Xo-
TUMO BBIpA0OTaTh MOJPOOHOE OMHMCAHUE MPOIEecca — OINPEISTUTh,
KaKHe MOoApa3IeNICHNs 3aJ€MCTBOBAHbI B MPOLECCE, KAKAE TTOKA3ATEIN
cieAyeT moyiydyaThb M3 mpoiiecca. Ha OCHOBaHMM 3TOr0 ONMUCAHUSA
Ha 0o0Jiee HU3KUX YPOBHSX YIIPABICHUS JI0JKHA MPOBOJIUTHCS JI€TAJIH-
3a1Usl POLIECCOB.

Ha ypoBHE OTBETCTBEHHBIX 3a OTJEIbHBIC MPOIECCH OCYIIECTB-
JSI€TCSl OMUCAHUE TTOCIEA0BATEIbHOCTH U B3aUMO/ICCTBUS MIPOLIECCOB
— T. €. OTBETCTBEHHBIM 3a MPOLIECChl HEOOXOIUMO OMPEACIUTH BXO-
Jbl U BBIXOAbI POIIECCOB, B3aUMOCBSI3b MPOILIECCOB YEPE3 3TU BXO/IbI
U BBIXOJIbl, JIOTUKY BBIIIOJHEHUS U HAWOOJIE€ BAXKHBIE MOKA3aATEIH
IIPOLIECCOB MO BPEMEHH, CTOUMOCTH, MMPOU3BOAUTEIBHOCTH U T. M.

Ha ypoBHe pykoBoauTesien noapasiaeaeHu OCYIIECTBISAETCS Je-
Tanu3alus OpoLEeCcCOB JO0 B3aUMOJEHUCTBUSA MEXAY Pa3IMYHBIMU MOA-
pa3ICICHUsIMH;, OIPEECISIOTCS 3Talbl MPOIECCOB, COCTAB PECYPCOB,
M3MepHUMBbIe MoKa3aTenu rmpoueccoB. OCHOBHAs paboTa mo pa3padboTke
MPOIECCOB U MPOLEIYP CUCTEMBI KaU€CTBA OCYIIECTBIISIETCS TPYIION
BHeapeHnss OCK u pykoBoguTEIsIMU TOAPA3ACICHUIM.
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Ha ypoBHE ucnosiHUTENEH ONPEHENSACTCS AITOPUTM BBIIIOJIHEHUS
orepanyii Ha padoyux MecTax. OTOT aITOPUTM PpabOThl CO3/IAaETCA
pv HEOOXOIMMOCTH JIsl HanboJiee OTBETCTBEHHBIX OIEpalifii mpoiec-
Ca U B OCHOBHOM KacaeTcsl TEXHOJIOTUYECKHUX orepanui. B Tom ciydae,
KOTI'/Ia OpraHu3alysi HeOOJIbIIasi — YPOBHU YIIPABJICHUS] COBMEIIAIOTCS,
TOTJ]a COBMEUIAIOTCS M paOOTHI 10 IOKYMEHTHUPOBAHUIO IIPOIIECCOB.

IHopsiiok padoThI MO0 JOKYMEHTHPOBAHUIO MIPOLECCOB!

1) onpenesienne TMOCJEA0BATELHOCTH ¥ B3aMMOJAEiCTBHA
npoueccoB. B BbIoNIHEHUN 3TOI pabOTHI 3a/IeICTBOBAHBI U PYyKOBO-
JTUTEN OpraHu3alliM, U OTBETCTBEHHBIE 3a Mpolecchl. OnpeaeneHue
MOCJIE0BATEIIbHOCTH U B3aUMOJEHCTBUS MPOLECCOB BKIIFOYAET BBISIB-
JIEHUE COCTaBa MPOLIECCOB, COOBITHH, KOTOPbIE CUMUTAIOTCS HAYaIoOM
mpoliecca M €ro 3aBepUICHUEM, OINPENEeNIEHUE CIOCOOOB OIMUCAHMUS
MPOIIECCOB, BXOAOB M BBIXOJIOB IPOIIECCOB, OMPEACICHUE CTEICHH
JOKYMEHTUPOBAHUS U JIETAIIBHOCTH OMMCAHUS MTPOLIECCOB,;

2) onpeesieHre KpUTepHEB U METOAOB yIpaBJIEHUS] MPoIlec-
caMM. HEOOXOJMMO ONPEACIUTh OCHOBHBIE M MPOMEKYTOUHBIC pe-
3yJIbTaThl IMPOLECCOB, YCTAHOBUTh KPUTEPHUHU [JIsI OCYILECTBICHUS
KOHTpPOJISI, U3MEPEHUS U aHaju3a MPOLECCOB, ONPENeIuTh Hauboee
Ba)KHBIC MOKa3aTeNy MPOIECCOB, YCTAHOBUTh HanOoJiee MOIXOISIINE
METObI cOOpa 3TUX MOKa3aTeNeH;

3) onpenesieHHe pecypcoB W  WHGOPMAIMM, WCHOJIb3yeMbIX
B MpoLecce: ONPEIEISIOTCS BUIBI PECYPCOB, UCIOJIb3YEMBIX B MPOIEC-
ce, UICTOYHMKHM BHEIIHEW M BHyTpeHHEeH mH(pOpMaluu O Mpolecce, co-
CTaB JJAHHBIX O MPOIIECCE, JOKYMEHTUPOBAHHBIC CBEJICHUS O MPOIIECCE;

4) ompeneseHHe HEOOXOAMMBIX METOI0B KOHTPOJISI TMPOIeC-
COB. HCOOXOJMMO YCTAHOBHUTH CITIOCOOBI KOHTPOJIS MPOIECCOB, 00BEM
U 4aCTOTYy IMPOBEJICHUSI U3MEPECHUH TOKa3aTesell MpoIecCOB, METOIbI
aHajau3a Pe3yJbTaTOB KOHTPOJIS MPOLIECCOB, HA3HAYUTh OTBETCTBEH-
HBIX 32 MPOBEIECHUE KOHTPOJIS.

Kax npaBuiio, pabOThI 10 JOKYMEHTUPOBAHUIO MPOIECCOB UMEIOT
HEKOTOPYIO IMKIMYHOCTh. VM3HayampHO co3maeTcss BapuaHT pabOThI
10 MPOLIECCY B COOTBETCTBUM € TpeboBanusimMu cta”aapta 1SO 9001,
Jajiee 3TOT BaApUAHT COTJIaCOBBIBAETCS C YUACTHUKAMU JAHHOTO MpOoIec-
ca v BHezpsieTcs B padoTy. Ha Hero HakmabIBaloTCs OrpaHUYCHUs, CBS-
3aHHBIE C BO3MOKHOCTBIO PeATM3alliy MPOoLIecca, B Pe3yJIbTaTe Yero He-
KOTOpbIE TPEOOBaHUSI MOTYT OKa3aThCs HEBBINOJHEHHBIMU. B mporiiecc
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BHOCSIT UI3MEHEHHUS, U IMKJI IOBTOPSETCA. B UTOre NMOsIBISETCS BApUAHT
paboTaroUIEro Mpouecca, yAOBIETBOPSIOMIMNA TPEOOBAHUAM CUCTEMBI
KAa4eCTBA M IPUEMIIEMBIN JIJI1 OPraHU3alui ¢ TOUKH 3PEHHS] BOZMOYXKHO-
CTH pealIi3alliy 3TUX TpeOOBaHUM.

Cnenyrommm 3tanoM noctpoeHuss u BHeapenus OCK saBnsercs
pa3paboTka 0a30BBIX MPOIEAYpP CHUCTEMBbI KauecTBa M PYKOBOACTBA
1o kadecTBy. ONpeneneHHoro nopsiaka, YTo B KAKOW MOCIEN0BATEIb-
HOCTH CO3JaBaTh U pa3padaThiBaTh, CTAHAAPT HE ycTaHaBiauBaeT. [lo-
TOMY CHayaia paspadateiBatoT npoueaypbl @CK, 3atem cocTaBisiOT
OMMCAHHUS ITPOLIECCOB.

IHpouenypsl, KOTOPbIE TOJKHBI ObITH Pa3padOTAHBI:

* [Ipouexypa ynpaBiieHusi JOKyMeHTanmMeil — Korja pa3pado-
TaHbl CXEMBI TIPOIECCOB, BeCh cocTaB JokyMeHTanun O@CK yxe ompe-
JI€JIEH W MOHSTHBI BCE 3TAIbl CO3JaHUsl, pa0OThl, U UBMEHECHUS 3TUX
noKyMeHTOB. [loaToMy B mpoueaype CTaHOBUTCS TOpa3/io JIErde
ONpEeAC/INTh, KaKUM 00pa3oM MOXXHO peain30BaTh BCE TpPeOOBaHUS
CTaHJIapTa MO YIPABICHUIO TOKYMEHTAIUEH.

e [Ipouexypa ynpasjieHusI 3aNIUCAMHU — IPH OCYIIECTBICHUU
MPOIIECCOB  YCTAHABIMBAETCSI COCTaB  HEOOXOJIUMBIX  3aluceut
O KaueCTBE, U3 MPOLIECCOB CTAHOBUTCS MOHITHO, HA KAKUX ONEpaIusax
9TH 3alUCH TMOSBISIOTCA M KTO ¢ HUMHU pabOTaeT, Mo3ToMy B MpoIe-
JIype OCTaeTCid TOJbKO OOOOHIUTH MpaBuja padOThl C 3aMKUCSIMHU
10 BCEM IPOIIECCaM OpraHU3alINH.

e [Ipouexypa BHYTpeHHHMX ayaAMTOB — 3Ta MPOLEAYpa, Kak
MPaBUJIO, HE 3aBUCUT OT OCHOBHBIX MPOIIECCOB OPraHU3AIUU U MOMKET
pa3pabaTeiBaThCs B 10001 MomeHT co3aanus OCK.

e [Ipouenypa ynpasjieHus1 HECOOTBETCTBYIOLIEH MPOAYKIMEH
— BCE€ BUJIbl HECOOTBETCTBUHM JOJDKHBI OBITH OMpPEJEICHBI B KapTax
MPOIIECCOB, MOTOMY B MPOLEIYPE MOXKHO OYJIET TOJHKO OOOOIIHTH
JEUCTBUSA 1O YIIPABICHUIO HECOOTBETCTBUSAMU W3 KAPT MPOLIECCOB.

 [Ipouenypbl KOPPEKTUPYIOINMX U MpexyNpexRIAINX Jei-
CTBHIi — B HUX yCTaHaBJIMBAETCS OOOOIICHHBIN TMOPSAOK ITPOBEIC-
HUS KOPPEKTUPYIOLIUX U NPEAYIPEKIAIOIINX IEHCTBUN.

PyKOBOACTBO MO KayecTBY OOBIYHO pa3padaThiBacTCs IMOCIE 3a-
BEPILICHUSI JOKYMEHTUPOBAHUS MPOLIECCOB U Pa3pabOTKU MPOLELYP
CHUCTEMBbI KaueCTRBa.
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Hopsaaok BHeapenusi nokymenrauuu ®CK

Buenpenue poxkymentammu ®CK sBisieTcss OJHOM M3 CaMbIX
CJIIOKHBIX 3aJiay, T. K. MPEANnoJiaraeT M3MEHEHHE B pab0OTe COTPYIHU-
KOB. Takue M3MEHEHUS MOTYT MPOMCXOJUTH JOCTATOYHO JI0JITO, I0-
ATOMY YacTO Pa3paOOTKy W BHEAPECHHE JOKYMEHTAIlMd COBMEIIAIOT
110 BPEMEHH, JI0 3aBEPIICHUS pa3pabOTKH BCEX MPOLEAYP U ONMHUCAHUS
npoueccoB OCK.

B o6miem Buae nopsinok BHeapeHus: gokymentanuu ®CK cocto-
UT U3 CIEAYIOIINX JICHCTBUM:

1. Pa3pabarbiBaeTcsi MepBOHAYAILHBIA BapUaHT OMHCAHUA TMPO-
necca win npoueaypbel @CK, KOTOpbIid COTIIACOBBIBAETCS C OTBET-
CTBEHHBIMU 3a IIPOIIecC JU0O0 yYacTHUKAMU Ipoliecca.

2. CIeayromuyM maromM SIBJISICTCS 00y4eHUE COTPYIHUKOB, 3aJICH-
CTBOBAHHBIX B Ipoliecce, padoTe Mo JTOKYMEHTUPOBAHHON MpoIeAype
WIK KapTe mporecca (Y4TO OHM JIOJDKHBI JIeJIaTh B COOTBETCTBUU
C IIPOIIECCOM, KaKue U3MEHEHMS B UX pabOTe MPOU30ULIN C BBEICHU-
€M B JICKCTBHUE KapThI IIPOLIECCa WIH HPOLEAYPHI).

3. B xozme paboThl MO KapTe MpoIecca BBISICHSIOTCS HIOAHCHI
1 yTOYHEHUs. Takue KOPPEKTUPOBKH COOMPAIOTCS W aHATU3UPYIOTCS
B pe3yjbTaTe KOHTPOJIS HCIIOJHEHHS MPOLEAyphl JUOO KapThl IPO-
necca. KOHTpoib HCHOMHEHUS TPOLEAYyp OCYIIECTBISIET KOMaHa
BHeIpeHnss @CK mim 0TBETCTBEHHBIE 3a MTPOLIECC.

4. Ha ocHOBaHUM TIOIYYCHHBIX JAHHBIX B MPOLEAYPY JU00 KapTy
Ipoliecca BHOCSATCS KOPPEeKTUPOBKH. [locie yero B paboTy nmpuHHMA-
€TCSl OKOHYATEIbHBIN BAPUAHT KAPTHI MIPOLIECCA WX MPOLETYPHI.

Br10op cpeactB nokymentuposanuss ®CK

Jnst nokymenTupoBanus mponeccoB U npoueayp @CK moryt mpu-
MEHSITLCS pa3InyHbIe WH(HOPMAIIMOHHBIE CUCTEMBI U CPEJICTBA aBTOMA-
TU3alMW. DTH CPEJICTBA 3HAUMUTEIBHO COKPAIIAIOT TPYJOEMKOCTh padoT
M0 TOATOTOBKE JOKYMEHTAIMHM, YNPABICHUE OSTOM JTOKYMEHTAIlUEH
B xo71e paboTel @CK. BoNbIIMHCTBO MPOrPaMMHBIX CPEICTB, PUMEHSI-
EMBIX JIJIs1 JOKyMEHTUpoBaHus mporeccoB U npouenyp OCK, comepxur
rpauyecKkue U TEKCTOBBIE BO3MOXHOCTH MPEJICTABICHUS MPOIECCOB.
['padmueckue — A1 yno0CcTBa IEMOHCTPUPOBAHUS OCHOBHBIX KOMIIO-
HEHT CXeMBHI Tporiecca. TeKCcToBbIe — Jis 00€CTIeUeHUsI TOUHOTO OIpe-
JICJICHUs] KOMIIOHEHTOB U CBsi3el IpolieccoB. BeIOOp cpeACcTB TOKyMEH-
TUPOBAHMUS 3aBUCUT OT PsAJIa KPUTEPUEB.
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[lepBbIM KpUTEpHEM BBIOOpA MPOrPAMMHBIX CPEJICTB SIBIISIETCS MPO-
CTOTa, IOHATHOCTh JJI1 COTPYHUKOB U BBIPA3UTEIILHOCTH CPEJICTB U300-
paXEHHsI CXEM Ipoliecca, T. K. ¢ KapTaMHU IMPOLIECCOB U C MPOLELYpaMu
OyayT palOoTaTh B JaJdbHEWIIEM COTPYJHUKH OpPraHM3allMH, a HE orpa-
HUYEHHBIN KPYT JIKILI, KOTOpbIE BXOAT B rpynity BHeApeHus OCK.

Crenyrommi KpUTEPUM — TMOJHOTA OINHCAHUA IIpolecca:
IIpY BBIOOpE IPOrpaMMbl HEOOXOUMO MOCMOTPETh, €CTh JIU BO3MOX-
HOCTh BHOCUTH KaKyIO-JIMOO MOSICHSIONIIYIO M CIPABOYHYIO MH(pOpMa-
IIMIO O TMPOIEcCCaX M HACKOJIbKO yA0OHO MOJIb30BaThCsl TaKOM MHMOP-
Maiuei rmpu paboTe ¢ JOKyMEHTAIUEeH.

CreneHb 3HAKOMCTBA C METOJIAMH OITMCAHUSI TIPOIIECCOB — HE00-
XOJIMMO YYHUTBHIBATh CTENEHb 3HAKOMCTBA C METOJAaMH T'PYMIbl BHEA-
penusst ®CK u coTpyaHUKOB, KOTOphIE OyAyT paboTaTh IO KapTam
IIPOLIECCOB U JOKYMEHTHUPOBAHHBIM ITPOLIEAYPAM.

CreneHb HE3aBUCHUMOCTH METOJIOB OT TEXHUYECKON pean3ainuu
B UH(GOPMALIMOHHBIX U KOMMYHUKAIIMOHHBIX CUCTEMax — 3TO TEXHH-
YECKUN KPUTEPHH, CBI3aHHBIN C BO3MOKHOCTBIO OPTraHU3allud TEXHU-
YeCcKkl 00eCeunTh JOKYMEHTHUPOBAHHE IMPOIIECCOB C MOMOIIBIO MPO-
IrPaMMHBIX CPEJICTB.

Kpurepuit, CBA3aHHBIM C BO3MOYKHOCTBK) TPUMEHEHHUS KapT
MPOIECCOB U JOKYMEHTHPOBAHHBIX MPOLEAYp Ha pabodyux MecTax
TAKKE HEMAJIOBAXKEH, T. K. BCE JOKYMEHTHUPYEMBIE TPOLIECCHI U MPO-
HEeypbl JOJDKHBI OBITh JOCTYIHBI COTPYIHHUKAM Il paOOTHI U JIIO-
00#1 COTpyJAHUK Ha CBOEeM pabodeM MecTe JOIKEH UMETh BO3MOXK-
HOCTb NOJIb30BATHCS UMH.

5. CucreMa KOPPEKTHUPYIOIMUX U IPEAYHPEIKAAFOITAX
AetictBuii (CAPA). ®@akropsl, criocoOCTByIOIIIIIE
yayumienuro. HenpepriBHOe coBepIieHCTBOBaHUE.

IMuxa PDCA

B kommanuu JoipKHaA CymiecTBoBaTh A(QEeKTHBHAs CHCTEMa
CAPA — corrective and preventive action, nHampaBicHHas
Ha YCTPAHEHUE MPUYMH BBISIBICHHBIX U MPEANOIaraéMblX HECOOTBET-
cTBuil. [Ipy 3TOM yCcHIIMS TIO TTIOMCKY HEOOXOJIUMBIX PEIICHUN U CTe-
MEHb JOKYMEHTUPOBAHUS JOJKHBI OBITh COU3MEPUMBI C YPOBHEM
pucka cornacHo ICH Q9. Ilouck perreHnit 10KEH OBITH CTPYKTYpHU-
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POBaHHBIM M HAIpPaBJICHHLIM Ha BBISBICHHUE OCHOBHOMW MPUYHHBI BO3-
HUKHOBEHHUS HECOOTBETCTBUH.

Crangapt 1SO 9001:2008 ycranaBnuBaeT aBa BHIA JCHCTBHUI
B CJIydae BO3HUKHOBEHHUS HECOOTBETCTBUM:

* mpeaynpekaaime AedcTBUS — JICHCTBUA, NMpEIIpUHAMAE-
MBIE JIJIsl yCTPAHEHUS IPUYNUH HECOOTBETCTBUA,
* KOppeKTUpPYIOIIUe AeHCTBUSI — JCHCTBUS, MNpEIIpUHUMAE-

MBbIE JJI1 YCTPaHEHUS BO3HUKIIIETO HECOOTBETCTBHS.

Ipenynpexaaomue aeiicteust (IIJ]) v koppekTupymouue
neiicrBust (KJI) — 3TO OCHOBHBIE MHCTPYMEHTHI, TIO3BOJISIFOIIUE CO-
BEPIIIEHCTBOBATh CUCTEMY MEHEIP)KMEHTA KaueCTBa.

O(bheKTUBHOCTh TaKuUX JACUCTBUN CIEAyeT KOHTPOJUPOBATH
Y OIICHUBAaTh B COOTBETCTBUM C TPHHIMIIAMHU YIIPABICHUS PUCKAMHU
JUTSl KauecTBa.

daxkTophl, CNOCOOCTBYIONIUE YJIYUYIIEHUIO, O0JIEr4aroT AOCTH-
xenue mneneit ICH Q10, criocoOCcTBYsI MPpUHATHUIO pEIICHU, OCHOBAH-
HBIX Ha HaYYHBIX 3HAHUSIX U OLICHKE PUCKOB, CBSI3aHHBIX C KAUECTBOM
JIC. B kontekcre ICH Q10 x dakTopam, cmocoOCTBYIOMMUM yiIydllie-
Huto (MoTuBaTopaM, enablers) orHocsTes:

* YIIPABJICHUE PUCKAMH, CBSI3AHHBIMH C Kauye€CTBOM, OIHUCAHHOE
B ICH QO9;

* yIpaBJCHUE 3HAHUSAMU (ITOHATHE, HOBOE IS (papMarieBTHICCKOU
OTpACJIv, HO MIMPOKO MPUMEHSIEMOE B IPYTHX chepax yIpaBICHHUS).

[Togpa3zymeBaeTcsi, 4TO yIpaBJICHUE 3HAHUSMH, HAKOTUICHHBIMU
Ha BCEX JTamax >KW3HEHHOTO IMKJIa MPOJYKTa, MOXKET MPUMEHATHCS
KOMITAaHUEH I JEMOHCTpaIlMd MOHUMaHUS MPOAYKTa U MPOIECCOB,
OBITb CPEACTBOM HMX HEIMPEPHIBHOTO COBEPILICHCTBOBAHUS, UCIIOIb30-
BaThCS JIJIs1 0OpaTHOM CBsI3U C (hapMaleBTUYECKOUN pa3pabOTKOM.

OCK HyXITaeTCS B HEnPEPbl6HOM COBEPUIEHCHIBO8AHUI TIPOLIEC-
COB M KauecTBa NPOJIYKIMH 3a CYET MOHUTOPUHTA BHYTPEHHUX
Y BHEIIHUX (DAKTOPOB, BIMSIONIUX HA CHUCTEMY, MPOBEJCHUS IEPUO-
JIMYECKOT0 aHaIn3a CO CTOPOHBI pyKoBOACTBA, CAPA-cucteMsl u T. 1.
[Toq HenmpepbIBHBIM COBEPIICHCTBOBAHHEM ITOHUMACTCS HAJTHYHC
MJIaHOB MHHOBAIIMN M YIy4YIIEHWH. DTO 03HAYAET, YTO KOTJIa BBISBIIC-
Ha BO3MOXHOCTh YJIYUIIIEHUs] KaKOTro-IuOO Tpoliecca WiIu MPOIAYKTa,
OHa MOXET ObITh 00OCHOBaHA M B HAJTUYUHU €CTh JOCTATOYHBIC pecyp-
ChI, TOT/1a HEOOXOIMMO aKTUBHO BHEAPATH YIYUIICHHUS U MHHOBAIIUH.
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JIns yIIydineHus: IpOIECCOB, KaK IPAaBHIIO, MPUMEHSICTCS IHKJI
PDCA: Ilnanupyii (Plan) — [enait (Do) — IlIposepsit (Check) —
BosnetictByii (Act), mpeacraBicHHbIH Ha puc. 5.1.

Puc. 5.1. Iluxka PDCA — ocnoBa ynpasnenus B ©CK

PDCA (amra. Plan-Do-Check-Act, mranupoBanue — JelicTBHE
— MPOBEpPKA — KOPPEKTUPOBKA) — ATO IUKIHYECKHA TTOBTOPSFOIIHAN-
Csl MPOLECC MPUHATUS PELICHMS], UCIIOJIb3yEMbI B YIIPABICHUH Kaue-
ctBoM. Taxxke m3Becten kak Deming Cycle, Shewhart cycle, mpuniun
[Tyxapra — JlemuHra.

Merononoruss PDCA mnpencraBisier coboil MpOCTEHUIINNA ayro-
PUTM IEUCTBUI PYKOBOAMUTEIS IO YNPABIECHUIO MPOIIECCOM U JTOCTH-
JKEHUIO €ro nelier. LUk ympaBiieHus: COCTOUT U3 CIEIYIOMMX KOM-
MIOHEHTOB.

IInanupoBaHue: yCTaHOBJICHHUE IEJIEH M MPOLIECCOB, HEOOXOAH-
MBIX ISl TOCTUXKEHUS 1IeJIeH, TIaHupoBaHUE paboOT MO JTOCTUKEHUIO
HeJjael mpolecca W yIOBIECTBOPEHUIO MOTPEOUTENS, MIAHHUPOBAHUE
BBIJICJICHUS U pacpeielIeHIs] HEOOXOIUMBIX PECYpPCOB.

BbinoJiHeHNe: BHITIOJIHEHUE 3allJIAHUPOBAHHBIX PaboT.

IIpoBepka: coop mHpopmMaIyu U KOHTPOJIb Pe3ybTaTa Ha OCHO-
BE KIIOUeBbIX Tmokaszareneit addexruBHocTr (KPI), momydeHHBIX
B XOJI¢ BBITIOJIHEHUS TPOIECCA, BBISBICHUE U aHAIM3 OTKJIOHECHMH,
YCTAHOBJICHUE MTPUYUH OTKJIOHEHUH.

Bo3neiictBue (ynpaBjieHHe, KOPPEKTHPOBKA). TIPUHATHE MEP
M0 YCTPAHEHUIO NMPUYUH OTKIOHEHHH OT 3aIlUIaHUPOBAHHOTO PE3YJIb-
TaTa, WU3MEHEHHMS B IUIAHUPOBAHUU U PACIPENICTICHUU PECYPCOB.
B npaktuyeckoii aestenbHocTH 1Mka PDCA mnpumensieTcss MHOTO-
KpPaTHO C Pa3IMYHON MEPUOTUYHOCTHIO.

[Ipu BeIMONTHEHUM OCHOBHOM nesTenbHOocTH 1ukia PDCA mpume-
HSIETCS C TEPUOJUYHOCTHIO IUKIOB OTYETHOCTU W IUTAHUPOBAHUS.
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[Ipu BBINOJHEHUHN KOPPEKTUPYIOMMX AeHCTBUM jyuTenbHOCTE PDCA
MOKET OBITh MEHBIIIEC WU OOJBIIE JJIUTEIBHOCTH ITUKIIOB OTYETHOCTH
U TUIAHUPOBAHUSA M YCTAHABJIMBAETCS B 3aBUCHMOCTHU OT XapakTepa,
o0beMa, JIMNTEIIBHOCTH U COJICPYKAHUSI MEPOIIPHUSATHN IO YCTPaHEHHUIO
MPUYHH OTKJIOHCHUSI.
Anroputm mipoBeneHuss PDCA-1mukna BBITVISIAUT CIEAYIOMIAM

oOpazom:

1. BoisiBJ1ieHUE MTPOOJIEMBI:

- oTpesieNTuTe 00JaCTh MPOOIEMBI;

- OIIPE/ICIINTE CTAHIAPT;

- OMIPEACIIUTE TEKYIIYIO CUTYyaIHIO;

- OIPECIIUTE HECOOTBETCTBUE;

- BBIOCPUTE U3MEPUMYIO 11EJIb,

- chopmymupyiite pobseMy AJIsi TOro, YTOOBI MPOBECTH KOJIJIEK-
TUBHOE 00CYX/I€HUE MOTCHIINATbHON MPUYHUHBI.

2. UccnenoBanne MpUYMHbBI:

- MPOBEIUTE KOJUIEKTUBHOE 00CYXICHUE MTPUIMH BOSHUKHOBEHUS
pOOJIEMBI;

- cobepuTe 1 IpoaHATM3UPYITE TaHHBIC, CB3aHHBIC C TIPOOIEMOH;

- oTOepuTe aKThI;

- BbIOepuTe HambOosiee 3P(HEeKTUBHBIE CIOCOOBI B3aUMOJIECUCTBUS
B TPYIIIIE.

3. Bb10Op KOHTpMeEpBHI:

- POBEIUTE MO3TOBOM MITYpM JUIsl ONpPEACIICHUS] MEPBONPUUNH
U BbIOOpa KOHTPMED);

- TIOJTy4uTe 0JJ0OpEHNE PYKOBOJICTBA HA OCYIIECTBICHUE KOHTPMED.

4. Peaqm3anusi KOHTpMep:

- pa3paboTaiiTe IJIaH OCYIIECTBJICHHUS BHIOPAHHBIX KOHTPMED;

- chopMyITHPYHUTE 3a1a4H,

- COCTaBbTE IJIAH;

- paccuuTaiTe BpPEMs BBITIOJHEHHUS U YCTAHOBUTE METOJIbI KOH-
TPOJIA.

5. CranpapTu3zanusi ¥ IJIAHMPOBAHHE HeENPEPHIBHOIO YCO-
BepPIIeHCTBOBAHUS

- OIIEHUTE PE3YJIbTATHI,

- cTaHAapTHU3yHTe 3P (HEKTUBHBIC KOHTPMEPHI, YTOOBI IIPEI0TBPA-
TUTb NMOBTOPEHUE BO3HUKILICH MPOOIICMBI;

- 3aIUTAaHUPYUTE HENPEPHIBHBIA KOHTPOJIb pealii3allii KOHTPMED;
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- 3anyctute mnpouecc PDCA cHOBa, 4TOOBI yCOBEPILIEHCTBOBAThH
KOHTPMEPHI.

6. M3yyeHue pe3yibTaTOB:

- KOHTPOJIUPYUTE BBIMOJHEHUE TIJIaHA;

- coOupaiiTe/aHaTU3UPyHUTE JOMOJHHUTEIBHBIC JaHHBIC B CIIydae
HEOOXOIUMOCTH,

- I3MEHNTE IUIaH peaju3alii, OCHOBAaHHBIM Ha pe3yJsibTaTax,
B CIy4ae HEOOXOIUMOCTH.

[Tocne Toro xak ki PDCA npoiieH HeCKOIbKO pa3, BapuaTuB-
HOCTh TPOIECCOB CHUMXAETCA M HUX Pe3yJbTaTbhl 00sA3aTEIBHO YIIyY-
maroTcsi. B xauecTBe HHCTPYMEHTOB UICHTU(DUKAIIUNM BO3MOXKHOCTEH
YJIYUYIIEHUN U UX aKTUBHOT'O BHEAPEHUsS KaK pa3 U MPUMEHSIOTCSA Tie-
peuncnennsie demenTsl ICH Q10.

Pesyabtar pynkuunonuposanusa OCK

* COKpaIlleHHe KOJIMYECTBA U KPUTHIHOCTH OIMMOOK, MUHUMH3A-
[IAS] PUCKOB JIJIA KA4€CTBA MPOAYKIIY;

* COKpaIllEHUE HENPOAYKTUBHBIX PACXOJ0B PECYPCOB,;

» obecrnieueHre O60JIee TOUHOTO TIJIAHUPOBAHUS 3a CUET CTaHAApPTH-
3allMM BCEX MPOIIECCOB OPTaHU3aAIINY;

* IOCTOSIHHOE COBEPIIICHCTBOBAHUE 3a CUET IMIPUMEHEHUS KOPPEK-
TUPYIOLIUX U NPEMYIPEKIAIOIMMNX JEUCTBUH;

* CO3/IaHUE MMU]IKA KITPOU3BOAUTENS KAUECTBEHHON MPOIYKIIAN,
BBIX0J1 Ha 3apyOE)KHbBIC PHIHKU U POCT SKOHOMUYECKUX TTOKa3aTeeH;

* OIIEPAaTUBHOE pEryJIMpOBaHUE MPOM3BOJACTBA (IMOKOCTH CH-
CTEMBI);

* MUHAMU3AIMS] HEIPOU3BOJICTBEHHBIX MTOTEPD;

* YIYYIIEHUE TUCHUIUINHBI B KOJUICKTUBE;

* MUHUMHA3AILUS KOJINYECTBA OIIMOOK M HECOOTBETCTBUI Ha BCEX
YPOBHAX NPEANPUATHS,

* YIYYIIIEHUE CUCTEMBI TOKYMEHTO000POTa;

* OoJiee YETKOE pacnpeaeIeHUe OTBETCTBEHHOCTH;

* TIOBBIIIICHUE JIOSITBHOCTH TTOTPEOUTENICH;

* TIOBBIIICHUE MOTHUBAIIMU COTPYIHUKOB;

* [IOBBIIIEHNE KOHKYPEHTOCTIOCOOHOCTH IIPEATIPUSATHS.

Pazpaborka ®CK Ha papmalieBTUYECKUX MPEANPUITUIX HE TOJBKO
TaeT UM KOHKYPEHTHBIC MPEUMYIIECTBA, HO M CTAHOBHUTCS HEOOXOIH-
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MOCTBIO Ha 0011IEMHUPOBOM ypoBHE. BHenpenue r3((heKTUBHBIX METOIOB
MEHEPKMEHTa M 00pb0a 3a KaueCTBO Ha BCEX ATarax »KW3HEHHOI'O IHK-
na JIC — eauHCTBEHHas BO3MOKHOCTh BBDKUTH (PapMalieBTHYECKOM
OTpaciv JIF0OOH CTpaHbl HA KOHKYPEHTHOM PBIHKE.

6. Konneniua Haasexxarmmux npakruk GxP
B papManuu. DTambl )KU3HEHHOI'O ITUKAQ
A€KAPCTBEHHBIX cpeAcTB. O030p
AericrByrommux npasua GMP

B OonbIIMHCTBE CTpaH CTaHIAPTHI HAMJEKAUIUX MPAKTUK — ITO
TpeOOBaHUs, TMPEIBSABISIEMbIC OpraHU3AIUIMH  3IPABOOXPAHCHUS
Ha dTane pa3padOTKH, UCCIEAOBAaHUM, MPOU3BOJCTBA U peaau3aliu
nekapcTBeHHbIX cpenacTB (JIC). PykoBoacTBa 1Mo HaJIeKaluM IpaK-
THKaM YCTAaHABJIMBAIOT CTaHAAPTHl KayecTBa Ha Pa3IMYHBIX ATarax
xu3HeHHoro nukia JIC. [lonarue xxuznennoro nukiia JIC u anroputm
ero pazpabotku Ob110 BBeAeHO B 2005 r. MexayHapOIHBIM COBETOM
no rapmonu3aruu (ICH) nokymentom ICH1 Q8.

Cxema xuznenHoro nukia JIC mpeacrasieHa Ha puc. 6.1.

Puc.6.1. Drane! xu3aennoro nukia JIC
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Hannexamue npaktukun GXP mpeacTaBisiioT cOO0OM KOMILIEKC
CTaHJIapTOB, CPEJIA KOTOPHIX MOXHO BBIJICTUThH CIICTYIOIIHUE:

GLP — nannexaias jmabopaTopHas IpakTHKA, JOKIWMHUYECKHUE
uccacaoanus (Good Laboratory Practice);

GCP — nanmnexarnias KIMHAYECKOW MPAKTHKA, KITUHUYECKUE HC-
neiTanus (Good Clinical Practice);

GMP — nannexainasi mpou3BOACTBEHHAs MPaKTUKA, TPOU3BOJ-
ctBo (Good Manufacturing Practice);

GSP — magnexamas MpakTUKa XpaHEHWs, CKJIAJCKOE Jei0
(Good Storage Practice);

GDP — nanmnexarmas mpakTuka AUCTPpUOYIIUM, ONTOBAs peaiv-
sanus (Good Distribution Practice);

GPP — nagnexarias anteyHas npakTUKa, peaju3alus B anTeKax
(Good Pharmacy Practice);

GPCL — nagnexaras mpakTuka JJid HallMOHAILHBIX JIabopaTo-
puii KOHTPOJISI KauyecTBa JICKAPCTBEHHBIX CPEJICTB, BOMPOCHI, Kacaro-
IIMecs pa3pabOTKU U PETUCTPAINH JICKAPCTBEHHBIX CPEJICTB,;

GVP — nagnexainias mpakTuka (papmakoHaazopa, HaOOp pPyKo-
BO/JIAIIMX MMPUHITUIIOB JIJI OCyIIecTBIeHUs dapmakoHaazopa B EC.

MHOroneTHU OTEYECTBEHHBIA W 3apyO€KHBIM OMBIT MOKAa3al,
4YTO rapaHTupoBarh KayecTBO JIC MOXHO JMIIb C TOMOIIbIO Oosee
CTPOTOro pPerjiaMeHTUPOBAHUSI BCEX 3TANOB TaK HA3bIBAEMOTO <OKHU3-
HeHHoro nukna» JIC: MOKIMHUYECKUX HUCCIEAOBAHUM, KIIMHUYECKUX
UCIBITAHHMH, IPOM3BOACTBA U peaau3anuy (ONTOBOW U POSHUYHOM).

PaccMoTpuM 3Tanbl )KM3HEHHOTO IUKJIA JIEKAPCTBEHHBIX CPEJICTB
COTJIACHO MIPUBEICHHON KOHIICTIMU HaJIexKalux npaktuk GxP.

Oran 1. Papmaneprudeckasn pa3padorka AC

B Hacrosiiiee Bpems cosnanue HoBbIX JIC Oa3upyercs Ha BbISIB-
JICHUW OMOJIOTMYECKHA AaKTHUBHBIX BEIIECTB, YYaCTBYIOIIUX B MPOIEC-
cax >KM3HENESITEeIbHOCTH, U3YYCHUU MaTO(PU3NOIOTUYECKUX U TaTO-
OMOXMMHUYECKUX TMPOIIECCOB, JEKAIIUX B OCHOBE Pa3BUTHUSI Pa3HBIX
3a001eBaHU 1 YT1yOJIGHHOM HCCJIEOBaHUM MEXaHU3MOB (papmako-
JIOTUYECKOI'O JIEUCTBUA.

[TepBocTeneHHBIM (PAKTOPOM B ITOM MPOIIECCE SIBIACTCS OCTpast
MEJUIIMHCKAss HEOOXOIMMOCTh UM BO3MOXKHOCTh pa3paboTaTh HOBOE
aM00 YJIYYIIUTh CTApO€ JECYEHUE, YTO B UTOTE€ CMOXKET IMOBIUATH Ha
Ka4yecTBO *u3HU. Harnsaueii mpuMep — pa3paboTka HOBBIX 3(dek-
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TUBHBIX TMPOTUBOOMYXOJEBBIX, CEPACYHO—COCYIUCTBIX, TOPMOHAJIb-
HBIX TIPENapaToB, cpeicTB 00pbObl ¢ BUU-undekimei.

TpeOoBanus, npeabsBIIeMble K BHOBb pa3padaThIBAEMbIM JIeKap-
CTBEHHBIM CpPEJICTBAM:

1. He ny0nupoBaTh npeaplayue.

2. [IpeBoCX0IUTH aHAJIOTH.

3. BBITh KOHKYPEHTOCITOCOOHBIMH.

Dram 2. AOKAMHUUYECKUE UCIIBITAHUA.
Haaaexxamaa aaboparopHas npaxktuka GLP

Jliis panpoHanpHOTO TpuMeHeHHs HOBBIX JIC, MOCTHKEHHS HX
MaKCUMAJILHOTO TEPareBTUUECKOTO JACHUCTBHS M MPEAYIPEKICHUS TO-
OOYHBIX peakiuid HeOOXOJMMO Ha CTaJMM HCIIBITAHUN TOJYYUTh BCE-
CTOPOHHIOIO XapaKTEPUCTUKY TOTEHIIHAIBHOTO Mpernapara, JaHHbIE 000
BCEX €0 JICUCOHBIX M BO3MOXKHBIX OTPHUIIATEILHBIX CBOMCTBAX.

Ha stane nOKJIMHUYECKUX MCIBITAHUH, KOTJla MPOBOAUTCS U3Y-
yeHne (papMaKoIOTHIECKON aKTHBHOCTH, TOKCHYHOCTH M JIPYTHUX
XapaKTEPUCTUK NMOTeHITHANBHBIX JIC Ha )XKMBOTHBIX (OMOJOTHYCCKUX
TECT-CUCTEMaX), OJIHOW M3 OCHOBHBIX 3aJiau SBJISICTCS OOCCIICUCHUE
OOBEKTUBHOCTHU ToJiydyaeMblx JdaHHbIX. [IpaBuina GLP ompenensitor
METOJIOJIOTHIO0, YPOBEHb OpPraHU3allid W TPOBEICHUSA NOKIWHHUYE-
ckux ucciegosanuit JIC.

[TpaBuamMu HaaJIekamel J1a00paTOpHON MPAKTUKH PErIaMeHTH-
pyIOTCS TpEOOBAHMS.

- K /IMUHUCTPATUBHOU CTPYKTYpE UCIIBITATEILHOTO IIEHTPA,;

- KBaTM(pUKaMK B 00S3aHHOCTSM CIICIIHAMCTOB,

- OpraHu3ainumu padbodnux MecT;

- TOKYMEHTHPOBAHUIO MTPOBOJAUMBIX UCCIICIOBAHU;

- HCTIBITYEMBIM BEIIIECTBaM,

- OTAJIOHHBIM TIpenaparam,

Hannexamas nmadopatopHas npaktuka (GLP) oxBareiBaeT opra-
HU3AI[MOHHBIE MEPONPHUATHS U PETIaMEHTUPYET YCJIOBUS, TPHU KOTO-
PBIX AKCIEPUMEHTATIBHBIE UCCIICA0BaHUS TJIAHUPYIOTCS, BBITIOIHSIOT-
Csl, KOpDPUTUPYIOTCS, PETUCTPUPYIOTCS, MPECTABIISIIOTCA B BUJE OTYE-
Ta U COXPAHSIOTCS B apXUBE.

[IpaBuna GLP mpumMeHSIOT npu MpoBeACHUN TOKIMHUYECKUX HC-
CJIeIOBaHUN OE3BPETHOCTH MOTEHIUATBHBIX (PapMaKOJIOTHUECKHUX,
arpOXMMHUYECKNX, KOCMETHYECKUX CPEJICTB, MUIIEBBIX J100aBOK, Me-
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JUITUHCKOM ammapaTyphl, KOTOpas UMEeT HEIOCPEICTBEHHBINH KOHTAKT
C TKaHSIMU OpraHHU3Ma.

BHenpenne mpaBmi Ha OCHOBE OOIISHPUHATHIX CTaHIAPTHBIX
IPOLECAYp IMO3BOJIIET IOJydYaTh BBICOKOKAYECTBCHHBIC, OOOCHOBAH-
HbIC, TApAaHTHPOBAHHBIC JJAHHBIC, KOTOPBIC B3aMMHO MPHU3HAIOT APYTHEC
CTpaHbI, YTO MPEAOTBpaIIacT AyOJIUpOBaHUE HCCIICA0BaHUM, 00erya-
eT 00OMEH MH(pOpMAIHEH, CIIOCOOCTBYET 3alllUTE 3JI0POBbS UYCIOBCKA
Y OKPYXKAIOIIEH CPEBI.

CranmapTu3aiys OpraHU3alliOHHBIX MPOIECCOB M YCIOBUH IPO-
BEJICHUS J1a0OpaTOPHBIX HCCIACAOBAHMM IO3BOJIIET KOMIICTCHTHBIM
rOCYJapCTBCHHBIM OpraHaM IIPU3HABATh PE3YJIbTAThI, IOJYUCHHBIC
B pa3lIMYHbIX cTpaHax. Mcmonp3oBanue crangaptoB GLP npu moxiu-
HUYCCKUX MCIBITAHUAX TapaHTHPYeT Oe30MaCHOCTh IOCIICTYFOIIIX
KIMHUYECKUX HUCTIBITAaHWM, YTO B UTOTE CIIOCOOCTBYET OOCCIICUCHHIO
kauectBa JIC B enom.

Dran 3. Kamanueckmne nuccaeAOBaHUA.
Haasesxamaa kamangeckas npakruka GCP

Cranmapt GCP («Good Clinical Practice», Hamgnexamas xiu-
audeckas npakTtrka, [OCT P 52379-2005) — mekTyHapOIHBINA CTaH-
JapT 3TUYCCKUX HOPM M KadecTBa HAYUYHBIX HMCCJICIOBAHHM, OIHCHIBA-
IONUH TMpaBuia pa3pabOTKH, IPOBEICHHUS, BEACHHUS JIOKYMCHTAIIUU
M OTYETHOCTH 00 HCCJICIOBAaHUAX, KOTOPBIC IMOAPA3yMEBAIOT yUacCTHE
YeJI0BEeKa B KAYSCTBE UCIIBITYEMOr0 (KIMHHYCCKUE HCCIICIOBAHMS).

CoOTBETCTBHE MCCIICIOBAHUS ITOMY CTaHIAPTy TOBOPHT O ITyO-
JUIHOM COOJTFOJICHUHU TIPaB YYaCTHUKOB MCCIICIOBAHMS, ITPaBHII 00ec-
NEYCHUIO UX 0E€30IaCHOCTH, CTPEMJICHHS K HCHAHCCCHHIO Bpeaa, Tpe-
OOBaHUM K JJOCTOBEPHOCTH MCCIICIOBAHUM,

Knuanueckoe ucmplTaHue — 3TO JIFOOOE MCCIeIOBaHUE, MTPOBO-
IUMOE C Y4acTHEM 4YCJIOBCKa B KaueCTBE CyOBCKTa JIJIS BBISBICHHS
WJIM TOATBEPIKIACHUS KIMHHYECKHX, (PapMaKoJIOTHYSCKUX H/Uan
dapMakoIMHAMHYECKUX 3(DPEKTOB HCCICIYEeMOro MpoaykTa(-oB),
U/Vv BBISBIICHHS HEXKEJATEIbHBIX PEaKIMil Ha HCCIeayeMbIi(-bie)
npoaykT(-b), u/ wim u3ydeHus ero(Mx) BCACBIBaHWsI, pacrpejese-
HUSI, MeTa00IU3MA.

KinHndeckre MCnbITaHUs IPeIHA3HAYCHBI ISl OIICHKH TeparieB-
TUYECKON Wiau mpoduiiakTuueckoil 3 (PEeKTUBHOCTH M 0€30MaCHOCTH
JIC. Pe3ynbTaThl KIMHUYECKUX HCIIBITAHUN TO3BOJISIIOT ONPEICIIUTD
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HauOoJiee palMOHAIbHBIE TO3UPOBKU U cxembl npumeHenus JIC, ero
B3aUMOJEHCTBUE C JAPYTMMHU CPEIACTBAMH, BBIIBUTh IPEUMYIIECTBO
OJIHOTO TIpernapara rnepej Ipyrum.

IIpaBuna GCP

Cranpaptuzanusa U yYHU(UKAIUs TPOLEayphl KIMHHUYECKUX HC-
neiTanuit JIC BnepBbie Obuta HayaTa 3kcnepramu BO3. B 1974 r. Ko-
muteT skcneproB BO3 pazpabortan «PekoMeHIaluu Mo OILEHKE Jie-
KapcTB JJIs 4elloBeKa», a B 1975 r. B cepuu TEXHUUYECKUX OTYETOB
BO3 6bu1 BBeneH tepmun GCP. IIpaBuna GCP cranu akTMBHO BHE-
psatbest B CIIA u crpanax EBpombl ¢ konma 1970-x rr. Dxcnepramu
BO3 ¢ 1991 no 1993 r. 611K pa3paboTaHbl pEKOMEHAAIMH 10 POBE-
JICHUI0 KIMHUYECKUX HWCIBITAHUM, HAIpaBJICHHBIC Ha YCTAaHOBJICHHE
MPUMEHUMBIX CTaHIAPTOB MPOBEICHUS MEIUKO-OMOJIOTHYECKUX HC-
CJI€JIOBAaHUU Ha JIOJIAX.

[TpaBunamu GCP mpemycmaTpuBaeTcsi mpoleaypa MoJydeHus: co-
rJIacusl MAIMEeHTa Ha €r0 y4acTHE B KIIMHUYECKOM HCIIBITAHUU, TIPUYEM
ero 0e30MacHOCTh, OJaronoyiyyne U npaBa UMEIOT MPUOPUTETHOE 3HA-
YeHHE HaJl MHTepECaMH HayKH M OOIIECTBA B IIEJIOM.

OcHOBHas 11e1b KIIMHUYECKUX HCIBITAHUM — yCTaHOBJIEHUE d(]-
¢dbexkTuBHOCTU U O6e30onacHocTu JIC, BbIsiBIEHHE TOOOYHBIX d(PPEKTOB,
onpeJiefieHne uara3oHa TeparneBTUYecKuX 103 u np. CraHmapTsl
MJIAHUPOBAHUSA U TPOBEICHUS KIMHUYECKUX HCIBITAHUN HallEeJICHbI
Ha 00ecrieYeHuEe TOYHOCTH U JIOCTOBEPHOCTH PETUCTPUPYEMBIX JaH-
HBIX, Ha 3aIUTy MpaB CyObEeKTa UCTILITAHUS B COOTBETCTBUU C TPeOO-
BaHUSMH XeJIbCHHCKOM JeKIapanud, npuHsaTor B 1964 r.

OcnoBomnonararoniuid npuHiiun GCP — BcecTopoHHEee M TOYHOE
JOKYMEHTUPOBAHUE BCEro TMpoIlecca KIMHUYECKUX HCIBITaHUH,
a TakKe eAMHOOOpa3ue MPH BHITIOTHEHUN OINpPEEICHHBIX (YHKIIHH,
[Tocneanee qOoCTUTraeTCst UCMOIB30BAHUEM CTAHIAPTHBIX MUCHMEHHBIX
WHCTPYKIMWA 10 NPOBEJACHUIO HUcHbITaHui. KoHTponbs coOsoaeHus
npaBun GCP sBisieTcs oHUM W3 HEOOXOIWMBIX HAIPaBICHHI TOCY-
JTApCTBEHHOIO peryiupoBanus 3¢ dhekTuBHOCTU U Oe3omacHocTH JIC,

Oran 4. ITpon3BOACTBO A€KAPCTBEHHBIX CPEACTB.
Haaaesxamasa npousBoAscTBeHHAA npaktuxka GMP

Good Manufacturing Practices (GMP) — naiexaias mpous-
BOJICTBEHHAs MMPAKTHUKa — 3TO €IMHas CHUCcTeMa TpeOOBaHUM 110 opra-
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HU3AIlMd TIPOU3BOJCTBA W KOHTPOIIO KaudecTBa JICKAPCTBEHHBIX
CPEJICTB OT Hayayia NnepepadOTKU CHIPhs JI0 MOJYyYSHHUSI TOTOBBIX MPO-
TyKTOB, BKJIIOYas OOIMe TpeOOBaHMS K IOMEIICHHUSM, 000Opy/aoBa-
HUIO, TIEPCOHAITY | T. II.

GMP BkirogaeT oOMMpPHBIA Psj MOKa3aTeiaei (TpedoBaHmiA), KO-
TOPBIM JIOJDKHBI COOTBETCTBOBATH MPEANPHUATHS, BBITTyCcKaromue dap-
MaIleBTHYCCKYIO TPOAYKINIO. B HEM MakcHMalbHO yUYTEHBI (DaKTOPHI,
OKa3bIBalolle BIUsgHUE Ha kadecTBO JIC, a UMEHHO: 3[]aHUA U TTIOMe-
HICHUS, TIEpCOHAN, 000PYI0BaHNE, OPTaHU3aIlMs U BEJICHUE TEXHOJIO-
THYECKOT0 MpoIecca, JOKyMEHTAaIHsI, KOHTPOJIb MpoIecca MPOU3BO/I-
CTBa, KOHTPOJIb Ka4€CTBAa TOTOBOTO MPOAYKTa U T. I.

GMP MO0XXHO paccMaTpuBaTh KaK 4acTh KOHIIEIIIMKA OOECIICUCHUS
Ka4yeCTBa, FApaHTUPYIONTYIO TIOCIEIOBATEILHYIO BEIPAOOTKY M KOHTPOJIh
MPOAYKTOB IO CTaHIapTaM KadyecTBa, COOTBETCTBYIOIIMM HUX MPUMEHE-
HUFO (TI0 Ha3HAYCHUIO) ¥ TPSOOBAHUSM PETUCTPAIIMOHHOTO JIOCHE.

GMP — cucrteMa HOpM, IIpaBUJI U YKa3aHUN B OTHOIIEHUU IPO-
W3BOJICTBA JIEKAPCTBEHHBIX CPENICTB, MEIUIIMHCKUX YCTPOUCTB, U3/e-
JUH TUATHOCTUYECKOTO Ha3HAYEHUS, MPOJYKTOB MHUTAHUS, MUIIEBBIX
n00aBOK M aKTUBHBIX MHTPEAMCHTOB. B oTinune oT mporeaypsl KOH-
TPOJIA KauecTBa MyTEM HCCJIEIOBaHUS BHIOOPOUHBIX OOpPA3IOB TAKHUX
IPOJYKTOB, KOTOpasi 00ecreuynBaeT MPUTOJHOCTh K MCIOJIb30BAHUIO
JMIIb CaMHUX 3TUX 00pa3noB (M, BOZMOXHO, IMAPTUH, U3TOTOBJICHHBIX
B ONvbKaiiimee K JAaHHOW maptum Bpems), cranaapt GMP orpakaer
IIEJIOCTHBIN TMOAXOJ U PETyJUPyeT W OLIEHUBACT COOCTBEHHO Mapa-
METpPBI MPOU3BOJICTBA U J1a0OPATOPHOM MPOBEPKH.

IpaBuaa GMP

IIpaBuna GMP permaMeHTHPYIOT CIIEAYIOIIUE ITOJ0KCHNUS
OpPTraHM3alMOHHYIO0 CTPYKTYPY MPEANPUITHS; OO0S3aHHOCTH OT/IeIa
KOHTPOJII KayecTBa, KBaIU(HUKAIIUIO TIEPCOHANIA; XapaKTePUCTHUKH
3MaHUM W TOMEIICHUM, 000pYyJOBaHMS; OCOOCHHOCTH IPOBEICHUS
KOHTPOJISI KOMIIOHEHTOB M YKYyHOPOUYHBIX MatepuasioB JIC; opranmusa-
[0 TEXHOJOTHYECKOrO IPOoIecca; KPUTEPUH OIICHKH W MCIO0JIh30Ba-
HUS MApPKUPOBOYHBIX MAaTEPHUAJIOB; ONEpalluy MO yIaKOBKE U MapKH-
POBKE; CPOKH TOJHOCTH, XpaHEHHUS U OTTPY3KH, PETrUCTpaIHio, J1a0o-
paToOpHBI KOHTPOJb (aHAIM3 (PHU3UKO-XMMHYECKUX IapaMeTpOB,
omnpeiesicHue CTaOMIBHOCTH, XpaHEHHE CTaHJApTHBIX 00pa3lioB, CO-
JepIKaHue J1a00PaTOPHBIX KUBOTHBIX) M OTYETHOCTb.
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OcHoBHbIe TpeOoBanusgs GMP

- BCE MIPOU3BOACTBEHHBIC ITPOIIECCHI JOJDKHBI OBITH OINpE/ICTICHBI;

- KPUTHYECKHUE CTaJuu TMPOW3BOJACTBEHHOI'O IIpoIiecca JIOIKHBI
IPOVTH BaJTUAALMIO;

- IOJKEH OBITh TIEPCOHAJ ¢ HEOOXOAMMOM KBaTn(pUKaIieH;

- COOTBETCTBYIOIIUE TTOMEIIECHUS U 000pYI0BaHNE;

- Ha/JIe)KaIlue MaTeprabl, KOHTEHHEPHI U STUKETKH,;

- YTBEPKJICHHBIC METOJMKU W MHCTPYKIIUH, KOTOPBIC HU3JI0KCHBI
B BHJIC PACIIOPSKEHUM;

- HC0OXOUMO MPOTOKOJIUPOBATH IIPOIIECC IMTPOU3BOICTBA,

- BCE€ OTKJIOHEHHUS OIICHEHEI,;

- IPY TUCTPUOYIIMH HE CHUKASTCS Ka4eCTBO MPOTYKIIHH;

- CHICTEMBI OT3BIBOB 1 OIIEHKHU peKiIamManuii 3¢ (EeKTHBHEI.

ITocaenoBaTeabLHOCTD JeliCTBUIA
npu BHeaApenuu cranaapros GMP

1. Co3manne HOPMATUBHO-TEXHHUYECKHMX JIOKYMEHTOB (CTaHmap-
TOB, PyKOBOJICTB).

2. Co3jiaHrie HOPMATHBHO-TIPABOBOTO TOJs (MPUKa3bl, MPOIEAY-
PBI HHCIICKTUPOBAHUA).

3. Opranuzanus nacnekropata GMP/GDP B cocraBe ymosiHOMO-
YCHHOT'O PETryJATOpPHOro opraHa (OB) ¢ COOTBETCTBYIOIIUMH IOJHO-
MOYHSIMHU.

4. OOyuyeHre HMHCIEKTOPOB, BHEJIPEHHWE CHCTEMbl KayecTBa WH-
CIIEKTOpaTa.

Hoxymentauuss GMP

Bnepsrie npasuina GMP 6wt paspadotansl u BBenensl B CIIA
B 1963 r. ¢ 1enbio o0ecrneueHus rapaHTUPOBAHHOT'O KauyeCTBa BbIITYC-
KaeMbIX JIeKapCTBEHHBIX TmpemnapaToB. [lomomuenst B 1965, 1971,
1978, 1987, 1992 rr.

1968 r. — npaBuwia GMP BO3 pexoMeH10BaHbl K TPUMEHEHHIO
B 1969 r. (momoauens B 1992, 2002, 2003 rr.).

1991 r. — npasuina GMP EC-mupexTtuBa 356/91 (nociennee us-
meHenwne k npasuiam GMP B 2003 1.).

2003 r. — coBpemennsbiec npasuina GMP EC-nupextusa 2003/94,
mo100HbIE TPEOOBAHUS YCTAHOBJICHBI MOJI3aKOHHBIMU PYKOBOJICTBAMU
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(Vol.4 Eudralex, Guidelines for good manufacturing practices for me-
dicinal products for human and veterinary use).

Ceituac 6onee 150 ctpan npusHaroT cranaaptel GMP, ucnons3ys
CUCTEMY cepTU(UKAIMU JIEKapCTBEHHBIX cpeacTB BO3 st MexayHa-
POTHON TOPrOBJIN.

B cucremy corpynHudectBa (papMarieBTUUECKUX HWHCIEKIINH
(PIC/S) ¢ rapmonusupoBanHsiMH cTaHAaptamu GMP  Bxogsr
39 cTpan Mupa.

IIpaBuna GMP B Poccun

B nameii crpane npaBuia GMP («IIpaBuiia opraHu3aiiui Ipom3-
BOJICTBA M KOHTPOJIS Ka4eCTBa JICKApCTBEHHBIX cpencTB» PJI 64-125-91)
BIIepBbIe ObLIM pa3pabotansl B 1991 r. ¢ yyeToM AEHCTBYIOUIMX B TO
BpEMSI MEXXTyHAPOIHBIX, PETUOHAJILHBIX U HAIIMOHATBHBIX MPaBHUII.

Jlanee ObUIM BBIMYILEHBI JOKYMEHTHI, pErIaMEHTUPYIOLIUE Tpa-
Buiia GMP B Poccun: OCT 42-510-98, I'OCTwmr 52249-2004,
52249-2009, METOJIMYECKNE  PEKOMEHIAINU «PyKOBOJICTBO
110 HAJJIC)KAIIEW  MPOU3BOJICTBEHHOM  IPAKTUKE JIEKAPCTBEHHBIX
cpencts i yenoBeka» (Poc3apaBramzop 2010).

B nocnennue roawsl mosBuiIMCh HOBble npaBwia GMP, 3Haum-
TEJILHO pPa3BUBAIOIIME paHEE BHECEHHBIC TMOHSATHUA WJIM BIIEPBbHIC
BKJTFOYAIOIINE TAaKWE BAXKHBIC TIOJOKCHMS, KaK YIpaBIICHHE Kaue-
CTBOM, BaJUAaIUs U M., @ TAKXKE PACHIUPAIONTHE 00JACTh UCIIOIb30-
BaHMS MPABUJI MPUMEHUTEIHLHO K MPOU3BOJCTBY OTHAEIBHBIX TPYII
JIEKapCTBEHHBIX CPEJICTB.

Hosble mpaBuwiia —  Ilpuxaz  Munnpomropra Poccuu
ot 14.06.2013 Ne 916 «O06 ytBepxkaenun IIpaBun opranuzanuu mnpo-
W3BOJICTBA W KOHTPOJIS KadecTBa JICKAPCTBEHHBIX CPENCTB» (3aperu-
ctpupoBano B Munrocte Poccun 10.09.2013 Ne 29938).

[Ipu moAroToBKe MpaBuiI UCTIONIB30BaJICA nepeBo npasui GMP
EBpocoroza ¢ m3MEeHEHUs MM, BCTYNHUBIIUMU B jAciicTBUEe 1 sHBaps
2013 r., ¢ yuetom mnpuHsToi B EBpormeiickoMm coroze J[UpeKTUBBHI
Komuccumn EC 2003/94/EC ot 8 okTsa6ps 2003 r. «O6 ycraHOBIIC-
HUY OCHOBHBIX MPHUHIIUIIOB U TPABWI HaJJICKAIIeH MPOU3BOJICTBEH-
HOM MPaKTUKU JIEKAPCTBEHHBIX MpEnapaToB sl YeJIOBEKa U UCCIEIy-
EMBIX JIEKAPCTBEHHBIX MPETapaToOB JJIs YSIOBEKa».
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Crpykrypa cranaapra GMP: ocHOBHBIE TpeOOBaAHUA
K Ha/lJIe:Kaleil MPpOu3BOJACTBEHHON NMPAKTHKE
JIEKAPCTBEHHBIX CPeJCTB

Paznen 1. ®apMarieBTHUeCKasi CHCTEMa KavyecTBa.
Paznen 2: Ilepconarn.

Paznen 3: [Tomenenust 1 000py10BaHHUs.

Paznen 4: JlokyMeHTaIus.

Paznen 5: Texnonornyeckuii mporiecc.

Paznen 6: KoHTpois kadecTsa.

Pasnen 7. BueniHss (ayTCOPCHHTOBAs) JISATSIIBHOCTD.
Paznen 8: Pexnamanuu u OT3bIB MPOTYKITUH.

Pa3nen 9: CamonHCcOeKIus.

JlokymeHThBI, cBsizanHble ¢ GMP

1. Jlocke ipon3BoicTBeHHOTr0 yuacTka (Site Master File).

2. Yupasnenue puckamu i kadectBa(ICH Q9).

3. ®apmarieBTyeckas cucreMa kadecrna (ICH Q10).

4. MexayHapoaHble TApMOHM3UPOBAHHBIE TPEOOBAHMS K CEPTH-
dbukanuu cepu.

5. ITaGytoH I «IMMCEMEHHOTO TOATBEPIKICHUSI» ST aKTUBHBIX
BEUIECTB, JKCIOPTUPYEMBIX B EBPOIEUCKHN COI03 I JIEKAPCTBEH-
HBIX TIPENapaToB JJIA YeJIOBCKA.

Ipuioxkenuss k GMP

1. IIpon3BOJICTBO CTEPUIIBLHBIX JIEKAPCTBEHHBIX CPEJIICTB.

2. IIpon3BOACTBO OMOJIOTHYECKH aKTUBHBIX CYOCTaHIIMI U JieKap-
CTBEHHBIX CPEJICTB JJIs YeIOBEKa.

3. [IpousBoacTBO pagnodapMareBTUUECKUX MPOIYKTOB.

4. ITpou3BOJCTBO BETEPUHAPHBIX JICKAPCTBEHHBIX CPEJICTB, KPOME
UMMYHOOHOJIOTUIECKHUX.

5. I[Ipon3BoACTBO BETEpUHAPHBIX UMMYHOOUOJIOTUYECKUX JIeKap-
CTBEHHBIX CPEJICTB.

6. [Ipon3BOICTBO METUIIMHCKHUX T'a30B.

/. [Ipon3BOICTBO MPOAYKTOB U3 PACTUTEIBHOTO CHIPHA.

8. Ot6op npob CHIPHS M YITAKOBOYHBIX MaTEPHAJIOB.

8. [Ipon3BOACTBO KUAKUX U MATKHX (DOPM.

9. [Ipon3BOACTBO a3pO30JICH MO TaBICHUEM JIJISI MHTAJISIINH.
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10. KoMIbroT€pu3HpOBAHHBIE CUCTEMBI.

11. Mcionb30BaHNE MOHU3UPYIOIIETO U3ITYUCHHUS.

12. ITpou3BOACTBO UCCIEAYEMBIX TPOTYKTOB.

13. IIpou3BOACTBO IpenapaToB KPOBH.

14. Banunamus v KBaad@puKaims.

15. Ceptudukaiusi yrnoaIHOMOUYECHHBIM JIMIIOM U CEpTUPUKALMS
CepuH.

16. Beimyck 1o nmapamerpam.

17. ApxuBHBIE 1 KOHTPOJIBHBIE 00pPA3IIHI.

Oran 5. Xpanenue. Haarerxamraa npakTuka
XpaHEHHUA AEKAPCTBEHHBIX cpeAcTB GSP

GSP, mm Good Storage Practice, — 3To nmocieauuii U3 MpuHs-
ThIX Ha MEXKIyHapOJHOM YpOBHE CTaHIapToB cemeictBa GXP, korto-
pBIf TECHO CBSI3aH C JAPYrMMH CTaHJapTaMH >TOTO CEMEUCTBa,
B repByto ouepenb ¢ GDP, 3acmyxkeHHO TpuBIEKalOIMMU K cebe
BHHMAaHHE MHOTHX CIIEIIUATUCTOB (hapMaIleBTUIECKON OTPACIIH.

[ToapoGHbie TpeOOBaHUA K XPAaHCHUIO U JUCTPUOYLHMH JIEKapCTB
U3JI0KCHBI B CTaHJApTaxX Hajyiekamied ckiajackor mpaktuku (GSP)
W HaJUIeKaIel npaktuku pacrupoctpanenus / muctpudymmu (GDP).
Crnenyer OTMETUTh, YTO BO MHOTHX CTpaHaX 3TH CTaHAAPTHI HAXOIAT-
Csl Ha CTaJIUU HEYTBEP)KIEHHBIX MMPOCKTOB.

Oran 6. OnrroBas AucCTpuOyIHA.
Haaaesxamasa npaxtuka aucrpuoynuu AC GDP

GDP, wiin Good Distribution Practice, oxsaTslBacT COOTBET-
CTBYIOIIME MHCTPYMEHTHI JUIsl OKa3aHUs MOMOIIU ONTOBBIM JUCTPU-
ObIOTOpaM B OCYIIECTBJICHHHM HMX JEATEIBHOCTH U MPEAOTBPALICHUU
NPOHUKHOBEHUS (anbCUPUIMPOBAHHBIX JIEKAPCTBEHHBIX CPEICTB
B JICTAJIbHYIO IEMOYKY mocTaBok. CoOiro/ieHue JaHHOTO JTOKYMEHTa
OyzeTr obecrnieunBaTh KOHTPOJIb LENU NUCTPUOYLUU U, CIEAOBATEIb-
HO, TIOJIZICP’KUBATh KAYECTBO, a TAKXKE IEIOCTHOCTh MPENapaToB.

GDP npeanonaraeT Halu4yue COOTBETCTBYIOUIEH MHPPACTPYKTY-
pbl, OTBETCTBEHHOT0 M OOYYEHHOrO IEpCOHaa, JIOKYMEHTHPOBaH-
HOCTh BCEX ONepanuid, cOOMI0EHNE BCEX OIMEPAIMOHHBIX MPOLEYP,
HaJIC)KHBIE TaPAaHTUU COOTBETCTBYIOIIETO XPAaHEHUSI U TPAHCIIOPTUPO-
Banus JIC, a TakKe 4eTKUl MEXaHU3M U3BATHS MPENapaToB C PhIHKA.
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Mpbl 4yacto 00CyXJaeM BOIPOC, CKOJIBKO JIIOJIEH TMOrudaer
OT BpaueOHOI OMIMOKHU, OT HEHAJJIE)KaIIEero IPOU3BOJCTBA JICKap-
CTBEHHBIX mpemnapaToB. M mpu ATOM HHMKOTJAa HE TOBOPHUM O TOM,
CKOJIBKO JIFOJICH CTpajaroT OT HEI0OPOCOBECTHOM pabOTHI JUCTPUOL-
I0TOpPOB, He cobmoaaromux npuHiunsl GDP. Cobnronenne ctanmapra
JTOJDKHO 0OEcCIieunBaTh TapaHTUM HAJICKHOCTH TOTO WJIM MUHOTO JIHC-
TPUOBIOTOPA WIJIH JIOTUCTHIECKOTO OIepaTopa.

Oran 7. Po3sHnyHaA peasn3anua B anITeKax.
Haaaexxamaa anreynas npakruka GPP

Hamnexxamas anrteunas mnpaktuka (Good Pharmacy Practice;
GPP) npencrasiser coboii mpaBmiia, pa3paOdOTaHHBIC C LIEIbIO 00CC-
NIEYCHUS HaJIJIeXKAIero KadecTBa (hapMaleBTHUCCKUX YCIYT, OKa3bl-
BaeMbIX (hapMaIrleBTUYECCKUMHU PAOOTHUKAMH HACEIICHHUIO.

[IpaBuna HampaBieHbl Ha OO€CTCUCHHE HACEJIEHUS KauyeCTBEH-
HbIMH, 0€30MacCHBIMH JICKAPCTBEHHBIMU CPEJICTBAMH, H3ICITUIMU Me-
TUITMHCKOTO Ha3HAYCHUS M METUIIMHCKON TEXHUKH, TPEIOCTaBICHUE
€My JIOCTOBEPHOM MHGOPMAIMHU O JIEKAPCTBEHHOM CPEJICTBE, MpOIIa-
raHay 3I0pOBOTO 00pasa >KMU3HH.

JlanHble TpaBWiIa TpeJaHA3HAuYeHBbI IS (apMalleBTHUYECKUX pa-
OOTHMKOB B IEJISX COBEPIICHCTBOBAHHUS KadyeCTBa IIPEIOCTABICHUS
(dapManeBTHYCCKUX YCIYT M IOBBIIICHUS WX IEPCOHAJIBLHONW OTBET-
CTBEHHOCTH B JICSITCILHOCTH.

- 10 YKPEIJICHUIO 3JI0POBhS U MPEAOTBPAIICHUIO 3a00JI€BAEMOCTH
HaceJICHNS,;

- 00ECIIEUEHNIO PaIlMOHAIBLHOTO TMPUMEHEHHs PEIENTYPHBIX JIe-
KapCTBEHHBIX MpEMapaToB,;

- ICTIOJIb30BaHUIO JICKAPCTBEHHBIX IpemnapaToB W IMPEaoCTaBJe-
HUIO MHGOpPMAIMA 00 MMEBIIMX MECTO MOOOYHBIX JNEUCTBUSAX JIEKap-
CTBEHHBIX MpenapaToB U OKa3aHUE ITOMOIIY ITPH CaAMOJICUCHUH.

Opranuzaiids pO3HUYHOM pean3alluy JEeKapCTBEHHBIX Mpemnapa-
TOB, M3JCIUA MEIUIIMHCKOTO Ha3HAYCHHS W MEIUIIMHCKON TEXHHKH
JO0JDKHA TapaHTHPOBATh M 00ECTICUYMBATh UX HAJJICKaIee KauyeCTBO.

IIpaBuia npoagaxxu
OTJeJbHbIX BUJ0B TOBAPOB — JIEKAPCTBEHHBIX CPEICTB

- pexuM pabOThl TOCYJaPCTBEHHOW WM MYHMIMIAILHOW opra-
HU3AlAM YCTAaHABJIMBACTCS II0 PELICHUIO OPraHOB MECTHOIO CaMo-
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yIpaBJICHUS, a OpTraHU3allMd WHOW OpraHu3allMOHHO-TIPaBoBOM (dop-
MbI, @ TAKXXE€ WHIUBUAYAJbHBIE MNPEANPUHUMATEIN YCTAHABIUBAIOT
€ro CaMOCTOSITEIIBHO;

- MPOJIaBel] JOJDKEH pacrojaraTh HEOOXOJAUMBIMU MOMEIIEHUS -
MU, 000pYyJIOBaHUEM U MHBEHTapeM, 0OE€CIEUMBAIOIIMMHU B COOTBET-
CTBUHU C TPEOOBAaHUSAMM CTaHJIAPTOB COXpaHEHHE KayecTBa U Oe3omac-
HOCTU TOBApOB IPU UX XPAHECHUU U PEAIM3ALUUU B MECTE IPOJIAXKH,
HAJUICKAIINE YCIOBHS TOPTOBIIM, BO3MOXHOCTh MPAaBIWIILHOTO BHIOOpA
MIOKYTIaTEJISIMA TOBAPOB;

- TIpojaBel] 00513aH UMETh KHUTY OT3BIBOB M MPEJI0KEHUM, KOTO-
past IpeoCTaBIsAETCA MOKYMATEN0 0 €ro TPeOOBAHUIO;

- €CJIM IPOJIABEL] OCYLIECTBIET AEATEIbHOCTD, KOTOPAsk MOIJIEKHUT
JULIEH3UPOBAHHUIO, TO OH 00sI13aH MPEIOCTABUTh HHPOPMALIUIO O HOMEPE
Y CPOKE JICUCTBUSA JIMIICH3UH, a TAKXKe 00 OpraHe, €e BbIIaBIIIEM.

Haaaecxarmas nmpakTuka Aad HaITMOHAABHBIX Aa0opaTopuit
KOHTPOAA KadeCTBa AeKapcTBeHHBIX cpeactB GPCL

OmauM u3 00s3aTENBHBIX KOMITIOHEHTOB 3(P(EeKTUBHOU HAIMO-
HaJIBbHON CHCTEMBbI KOHTPOJISI KQueCTBa JIEKAPCTBEHHBIX CPEACTB SIBJIS-
eTcs Haauuue (eepalbHBIX TOCYIapCTBEHHBIX (HAIMOHAJIBHBIX) Jia-
OopaTopuii.

B pykoBoactee BO3 no Hamiexarieil 1adopaToOpHON MpaKTHKE
JUTS. HallMOHAJIBHBIX J1a0OpaTOpPHil IO KOHTPOJIO JICKAPCTBEHHBIX
CPEICTB yKa3bIBaeTCs, YTO JJig oOecredyeHus: 0€30MacHOCTH MalleH-
TOB POJIb JIAOOPATOPUHU JI0JKHA OBITH OMKCaHa B OCHOBHOM 3aKOHO/1a-
TEJIbCTBE O JICKAPCTBEHHBIX CPEACTBAX JJISI TOTO, YTOOBI MPEACTaBIs-
eMble JIabopaTopuel pe3yiabTaThl MOTJIM CIYXHUTh ISl MpaBOIpUME-
HEHUS U aJMUHHUCTPATUBHBIX ACHCTBUM, TaKUX KaK JIMIICH3UPOBAHUE
JICKapCTBEHHBIX CPEJICTB.

B Poccurickonn ®denepann JOKYMEHTOM, PErIaMEHTHPYIOIIUM
crannapt GPCL, cioyxut yrBepxkaenHoe 6 utons 2012 r. Ne 686 mosno-
xeHue «O JIUIEeH3UPOBAHUH MPOU3BOJICTBA JICKAPCTBEHHBIX CPEIICTBY.

Haaaexxamas npaxtuka papmaxonassopa (GVP)

Hamnexamas npaktuka dapmakonanazopa (GVP) mna Espomneii-
CKOTO COI03a — Ha0Op PYKOBOJAIIMX MPUHITUTIOB IS OCYIIECTBIIE-
Husa ¢apmakonam3opa B EC, cocraBneHHbli Ha ocHoBe ctaTthu 108
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HupextuBel 2001/83/EC Epomeiickoro areHTCTBa IO JIEKapCTBEH-
HeIM cpeacTBaM (EMA).

JIOKyMEHT COCTaBJieH B COTPYIHUYECTBE C KOMIETCHTHBIMU Op-
raHaMH TOCynapcTB — wWieHOoB EC W 3aMHTEpecOBaHHBIX CTOPOH
Y IPUMEHSETCS K JepKaTeNsIM PETUCTPAMOHHBIX yIOCTOBEPEHUI
B EC, areHTcTBaM M KOMIIETEHTHBIM OpraHaM rocyAapCTB-4JICHOB.

B Poccuiickoit ®enepanuii CUCTEMOOOPA3YyIOUIUM CTaHAAPTOM
no npaktuke GVP asnsercs 'OCT P 52249-20009.
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3aKAroueHue

HoBoe nekapcTBO pa3pabaThIiBaeTCsi B COOTBETCTBUU C PYKOBOJI-
CTBOM IO (hapMalieBTUHYECKON pa3pabOTKe, TOTOM HCCIENYyeTCs B HC-
CJIEIOBATENIbCKOM J1abopaTopuu sl YCTaHOBIEHUS (DapMaKOKHMHETH-
YecKkuX U (apMaKoJIMHAMUYECKUX CBOMCTB B COOTBETCTBUU C TpebO-
BaHUSIMM HaJyIexKaIen JadopatopHoit mpaktuku GLP.

Crnenyronmuii 3Tan — OTpabOTKa ONMBITHOM TEXHOJIOTHU B COOT-
BETCTBUU C TPEOOBaHUSAMHU 10 Bajmuianuu (IMOATBEPIKICHUIO TOIHO-
CTH) TIPOM3BOJICTBCHHBIX MPOIIECCOB U 000pyaoBaHus. [ToToMm mpoBo-
JT KIMHUYECKWE WCTIBITAHUS Ha JIFOASX B COOTBETCTBUM C HaJJIeiKa-
e kmmanYeckon npaktukon GCP.,

Tonpko moOCiIe BCEro 3TOro B JICHWCTBHE BCTYIAST HaJJIe)Kalas
npon3BoAcTBeHHAs npaktuka GMP, koTopas, coBMecTHO ¢ (papmarieB-
TAYECKOM CHCTEMOM KaueCTBA, YTBEPKICHHOW Ha MpPEANpHUs-
TUU-U3TOTOBUTENIE, 00ECIIEYMBACT BBITYCK JIEKAPCTBEHHBIX CPEJICTB, Ta-
PaHTHUPOBAHHO OTBEYAIOIIUX TPEOOBAHUSM IO KAYE€CTBY MPOTYKIIUH.

Bwmecte co cranmapramu GCP u GLP GMP npusBan periiamen-
THPOBATh HEKOTOPHIC ACHEKThl KauyeCTBa MEIUIIMHCKOTO O0CTyKHBa-
Husa Hacenenus. Ctangaptel GCP, GMP u GLP cuutaroTcs «Tpems
KUTaMU» JI0Ka3aTeIbHOW MEIUIINHBI.

OTtpakast pa3IUyYHbIC aCIEKThl €AUHON KOHIICITUU O0CCIIeUeHUS
kadecTBa, d3pdexrtuBHOCTH M Oe3omacHocTr JIC, mpaBmra GMP, GCP
u GLP TecHO cBsizaHbl MEXy COOOM BHYTpEHHEH JOTMKON U MOJIXO-
aaMyd. OTH TPU CBOJA TPaBUJ OCHOBAaHBl Ha KOMIUICKCHOM Y4YeTe
Y HEJIOMYIICHUH BceX (haKTOPOB, CIIOCOOHBIX OTPUIIATEIIBHO MOBIUSTH
Ha kaudecTBo JIC.
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