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npeAcTaBieHue o0 oOpraHuM3aluy MPOU3BOJACTBA JIEKap-
CTBEHHBIX CPEJICTB B COOTBETCTBUHM C (papMalieBTHUUECKOM
CUCTEMOM KauecTBa — OCHOBHBIM MEXaHM3MOM oOecrieye-
HUA KadyecTBa MPOIYKIHMHU Ha (papMalieBTUUECKOM IMpEIIpu-
ATHH, 3HAKOMUT C KOHUENUUEW Hajyexamux npaktuk GxP,
periaMeHTUPYIOIINX MPOXO0KICHUE BCEX ATAIOB KU3HEHHO-
ro LHKJIA JICKAPCTBEHHBIX CPEJICTB.
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1. ®opmupoBaHIEe COBPEMEHHBIX IIPEACTABACHUN
0 cucreMax ynpasAeHuAa kauecrsom. Ilonarue
O Ka4yeCTB€ IIPOAYKIIUH.
DapmaneBTUUECKAA CUCTEMA KAUECTBA

CoBpemeHHasi cuctema MeHekMeHTa kadectBa (CMK) — »sto
CHUCTEeMa MEHE)KMEHTA JJisl pYKOBOJICTBA U yIPaBJICHUS OpraHU3aliy-
el MPUMEHUTENIBHO K KadecTBY (paOOoThl, BBIITYCKAeMOW MPOIYKIIUU
U T.1.). DTO OpraHu3alMOHHAs CTPYKTypa MPEANpHUATHS, KOTOopas
BKJIFOYAET B3aMMOJCUCTBYIOIIMN YIIPABICHUYECKAM TIEPCOHAN, peaju-
3YIOIUNA (PYHKIIUK YIIPABJICHUS KaueCTBOM Ha JaHHOM MPEANPUSITHU
YCTAHOBJICHHBIMUA METOJIaMH B COOTBETCTBUM C JICHCTBYIOIIUM 3aKO-
HOJATEIbCTBOM.

CMK Ha npeanpusTrusIX CTalu CO3/1aBaThCs B CBSI3U C PA3BUTHEM
NEATEIHLHOCTH MO YIPABJICHUIO KAY€CTBOM MPOayKIuu. JKecTkasi KOH-
KYPEHIIUSI U TOBBIIEHUE POJIM Ka4yeCTBa MPOAYKIIMU KaK OCHOBBI KOH-
KYPEHTOCTIOCOOHOCTH  CITIOCOOCTBOBAJIM  NEPEXOAYy  MPEANPUATHN
OT Pa3pO3HEHHBIX 3JIEMEHTOB YMPaBJICHUSI KauyeCTBOM K (hopMUpOBa-
HUIO €IMHOW, KOMIUIEKCHOW CUCTEMBI YIIPABJIEHUS, KOTOpasi y4YUThIBA-
€T Bce (haKTOPbI, BIUSIONINE HA KAa4€CTBO.

B pesyaprate CMK cTana ogHoM U3 CUCTEM ymOpaBJICHUS MPE.-
NPUATHEM HaApsAy C CHCTEMAaMU YIIPABJIEHUS MMEPCOHAIOM, TPOU3BO-
ctBoM U T. . BHeapenne CMK mo3BossieT opraHu3oBaTh U MPOBO-
JUTh TUIAHOBYIO, PETYJISIPHYIO pabOTy MO YMNpPaBICHUIO KayeCTBOM,
YTO TOBBIIIAET CTAOMIBHOCTh KaueCcTBa BCEH BBIMYCKAEMOW MPOIYK-
. CMK Clly’>kUT TONOJHUTEIbHOM TapaHTUEN KayecTBa JJIsl 3aKas3-
YUKOB, YTO OKa3bIBAET BIUSHUE HA 3aKJIIOUYCHHE KOHTPAKTOB. B Mupo-
BOW TOProOBJIE ATO MPUBEJIO K MOSBICHUIO CEPUU MEKTYHAPOIHBIX
ctagaapToB ISO 9000 Ha cucteMbl KauyecTBa U MO3JIHEE — K Pa3BU-
TUIO CEPTU(PUKAIIUY F3TUX CUCTEM HE3aBUCUMBIMU OpTraHaAMU.

PazbepemMcsi, 9TO XK€ BKIIOYACT B Ce0s IMOHSATHE «KAYECTBO
MPOTYKIIUN.

Ka4vectBo (quality) — cTeneHb COOTBETCTBUS NPUCYIIUX 00BEK-
Ty XapaKTepUCTUK ycTaHOBIEeHHBIM TpeboBaHusiM (ISO 9000).

KauecTBO — cTemeHb COOTBETCTBUS MPOIYKIHUH, CHCTEMBI
WJIY Mpoliecca yctaHoBieHHbIM TpeboBaHusaM (ICH Q6a)

TepMUH «KauecTBO» MOXKET MPHUMEHATHCA C TaKUMH Ipuiara-
TEJIbHBIMH, KaK «IIOXO0E», «XOPOIIEE» WU «ITPEBOCXOTHOEY.
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TepMUH «IIPUCYIIUID, SABIISIOLIMNACS MPOTUBOIIOIO0XHBIM TEp-
MUHY «IPUCBOEHHBIN», O3HAYACT UMEIONIUNCSI B YEM-TO, OCOOCHHO
€CJIM 3TO OTHOCUTCA K NMTOCTOSIHHBIM XaPAKTEPUCTUKAM.

TpeGoBanue (requirement) — noTpeOHOCTh WK OKUJAHUE, KO-
TOPOE€ YCTAHOBJIEHO, OOBIYHO MPEANOJIaraeTca WIH SBIsETCS 00s3a-
TEJbHBIM.

CnoBa «0OBIYHO MPEIONAraeTcs» 03HA4aroT, 4TO 3TO OOIIETpH-
HSATas MPaKTUKa OpraHu3alluu, €e MoTpeduTenel u Apyrux 3auHTepe-
COBaHHBIX CTOPOH, KOrJa MPEAIoaaratoTcsi pacCMaTpUBAaEMbI€ IIO-
TPEOHOCTU WA OXKUJIAHUSI.

Jlnsi 0603HaueHUS KOHKPETHOrO BHJa TpeOOBaHUS MOTYT MpHU-
MEHSTBCSl OMPEAEIAIONIME CI0BA, HATPUMED TaKWe, Kak TpeOboBaHUe
K IPOAYKIIMH, TpeOOBaHUE K CUCTEME KauecTBa, TpeOOBaHUE MOTpE-
ouTens.

VY cTaHOBIIEHHBIM SIBIIAETCS TaKOe TpeOOBaHHME, KOTOPOE OMpee-
JICHO, HaIpuUMep, B IOKyMeHTe. TpeOoBaHUsI MOTYT BBIJIBUTAThCS pa3-
JUYHBIMU 3aUHTEPECOBAHHBIMU CTOPOHAMU.

TpeboBaHne Kk KauecTBy (papMaleBTUUECKONH MPOAYKIIUU — JI0-
KYMEHTQJIBHO HM3JIOKEHHBIA KPUTEPUH, KOTOPBIA JOJKEH ObITH BbI-
MOJIHEH, €CJIU TPEOYeTCsl COOTBETCTBUE TOKYMEHTY, U MO KOTOPOMY
HE pa3pelIeHbl OTKJIOHEHUS.

I'papanus (grade) — kmnacc, COpT, KaTeropust WIH pa3psil, COOT-
BETCTBYIOIIUN Ppa3IUYHBIM TPEOOBaHUSIM K KaueCTBY MPOIYKIIUH,
MPOILIECCOB WJIM CUCTEM, MMEIOIIMX TO ke camMoe (DYHKIMOHAIBHOE
MIPUMEHEHHUE.

Y10BJIETBOPEHHOCTH MOTPeOuTe el (customer satisfaction) —
BOCIIPUSATHUE MOTPEOUTESIMU CTEIICHH BBIMOJHEHUS X TPEOOBAHUM.

2KanoOsl moTpedbuTeneit ABISAIOTCA OOIIMM ITOKazaTeaeM HHU3KOU
yAOBJIETBOPEHHOCTH MOTpEeOUTEINEH, OJTHAKO UX OTCYTCTBUE HE 00s13a-
TEJIBHO MPEANOIaracT BEICOKYIO YAOBJIETBOPEHHOCTh MOTPEOUTENEH.

Haxe ecnu TpeOOBaHUsI MOTpeOUTENIeH ObLIM ¢ HUMHU COTJIacOBa-
HBI ¥ BBITIOJTHEHBI, 3TO HE 00s3aTeIbHO 00ECIIeUnBaeT BHICOKYIO YI0-
BJIETBOPEHHOCTH MOTPEOUTEIIEH.

KomnerenTHOCTh (Competence) — MPOJEMOHCTPUPOBAHHAA
CIIOCOOHOCTD NMPUMEHSITH 3HAHUS U HABBIKM Ha MPAKTHUKE.

OcHoBHOU ujaeelr obecnieueHus: kauecrBa JIC sBIsIeTCS UCHOJNb-
30BaHUE TAKOW OpraHu3alluy NPOU3BOJICTBA, MPU KOTOPOUH BBHIMTYCTUTH
MPOIYKIIMIO C HAPYIICHUSIMA YCTAHOBJICHHBIX TPEOOBAHUI K KQ4eCTBY



OBLIO OBl HEBO3MOXKHO WJIM MAJIOBEPOSITHO, T. €. pa3paboTKa 1 co3/a-
HUE CUCTEMbI MEHEPKMEHTA KaueCTBA Ha MPEANPUITHUH.

CucremMa MeHeIKMEHTa Ka4ecTBa — OTO 4YacTb CHCTEMBI
yIpaBJICHUS OpraHU3alluu, KOTOpas OPUEHTUPOBaHA HA JOCTUKEHUE
pe3yJIbTaTOB, OCHOBAaHHBIX Ha IEJNSIX KayecTBa, YJOBJIECTBOPECHUU
HYXJ U 0)KUJAHUN €€ 3aKa3YMKOB.

MenemkmeHT (OT aHTI. management — yHpaBICHUE, PYKOBO-
CTBO) — CKOOpPAMHUPOBAHHASA [IESITEIBHOCTh MO PYKOBOACTBY
U yIpaBlieHUI0. MEHEHKMEHT TMpeCTaBiIsieT CoO0M Takoi cmocod
yIpaBJICHUS, KOTOPBIN TMpe/ojaaraeT yMEHUEe MOCTaBUTh 11€J1b, CIjIa-
HUPOBaTh, OOECIEYUTH BBINOJIHEHNE, MPOBECTU aHAIN3, HAMETHUTH
YIIYUIICHHUS.

CucteMy MEHEIKMEHTa KayecTBa OpraHU3allii MOKHO paccmar-
pUBaTh KaKk COBOKYITHOCTb

* OPraHU3alHUOHHON CTPYKTYPBHI,

* IPOLIECCOB,

* npoueayp,

* OTBETCTBEHHOCTH,

* IOJIHOMOYUM,

* pECYypCOB,

HEOOXOAUMBIX ISl TOCTHXKEHUS 1IeJIeld opraHu3aiuy B 00JIacTH Ka-
4yecTBa.

Cy1iecTByeT BOCeMb OCHOBHBIX IMPHUHIIUIIOB, KOTOPbIE HEOOXO-
IUMO coOJIIoAaTh Mpu (POPMUPOBAHUM CUCTEMbI MEHEIKMEHTa Kaue-
CTBa Ha mpeAnpusituu (cm. puc. 1.1).

OpueHTaUUA HA

norpedurenn
NMunagepcreo
B3aumoBbIrOgHbIe PYKOBOACTBA
OTHOLWEeHUs
C nocraBuuKaMu
BoBnevyeHue
paBoTHukoB
MpuHATHE pelIeHMIA,
OCHOBaHHOE Ha MpouyeccHbIi nogxon

thakrax

CucreMHbIN nogxon

NMocroAnKoe K MEHeDKMEHTY

yAyuleHne

Puc. 1.1. Bocemp nmpuHIMIIOB
CUCTEMBbI MEHEIDKMEHTA KaueCTBa IPEATPUATHS



Tabnura 1
Ipunyunwt

CUCMEMbL MEHEOICMEHMA Kauecmaed npednpuﬂmuﬂ

IpuHumn

Cyrp nmpuHmuma

1. Opuenranus
Ha MOTPeOUTES

MBI 3aBHCHM OT CBOUX MOTPEOUTENEH U TOTOMY
JOJKHBI TIOHUMATh UX TEKYIIUe U Oy ayIue mo-
TPEeOHOCTHU, BBITIOJHIATH UX TPEOOBAHUS U CTpE-
MUTBHCS IPEB3OUTH OKHUJAHUS.

2. JIunepcTBO
PYKOBOJICTBA

PykoBoauTenu-auaepsl 00eCIeYMBAIOT €IHH-
CTBO IICJIM ¥l HAIIPABJICHUS JSATCILHOCTH Opra-
HU3AIlUH, CO3AI0T U MOAACPKUBAIOT BHYTPCH-
HIOIO CpeJly, B KOTOPOH PaOOTHUKH MOTYT OBITH
BOBJICUCHBI B PEIICHUE 3a]1a4.

3. BoBieueHnue
PabOTHHUKOB

PaboTHUKM BCeX YpOBHEW — OCHOBa OpraHu3a-
uu. [lonHoe BoBieueHne pabOTHUKOB JJa€T
BO3MOHOCTb C BBIT'OJIOI HCIOJIB30BATh UX
COCOOHOCTH.

4. CuCTeMHBIA
IMOJIXO0/I

BrisiBneHUE, MOHUMAHKE U YTIPABICHUE B3aUMO-
CBSI3aHHBIMU MPOLIECCAMU KaK CUCTEMOW BHOCHUT
BKJIAJ] B p€3yJIbTATUBHOCTH U 3(D(PEKTUBHOCTH
OpraHM3aLMH [IPU TOCTHKEHUU €€ LIETEH.

5. IlpoueccHpin
MMOJIXO0/T

Kemaemsrit pesyabTat gocturaetcs 3QhexTuB-
Hel, Koraa AesITeIbHOCThIO U COOTBETCTBYIO-
IIMMHU PECYpCaMH YIIPABIISIOT KaK MPOIIECCOM.

6. IlocTossHHOE
yIIyUIlIEHUE

AnanTanys K MEHSIOIIUMCS BHEIIIHAM yCJIOBH-
SIM, YITy4IlIeHHE OPTaHU3aIMK IIyTeM COKpallie-
HUS U3JICPKEK, TOBBIIIICHNS YPOBHS 00pa3o-
BaHHOCTH, MOTHUBAIIUHA ¥ THOKOCTH PaOOTHHUKOB,
oOecrieueHnss TOTOBHOCTHA OCBAauBaTh HOBEIE
BUIBI OM3HECA.

7. Illpunsitue pe-
ICHUW HA OCHOBE
(baxToB

DdheKTUBHBIE PEIICHNUS] OCHOBBIBAIOTCS
Ha aHaJM3¢ JTaHHBIX.

8. B3anMoBBITOI-
HbIE€ OTHOIIIECHUSA
C IIOCTaBIIUKAMHU

OTHOIIEHUS B3aUMHOU BBITOAbI TTIOBBIIIAIOT CIO-
COOHOCTBh 00€HX CTOPOH CO3/1aBaTh IIECHHOCTH.




Hns BHeapenus CMK Ha npennpusiTud HEOOXOAUMO TPUICPHKH-
BATHCS CICAYIOIMUX NPUHIUIIOB CTPATErHYECKOT0 IJIAHUPOBAHUSA

* IPOBEJCHUE OLEHKH CTENEHH TOTOBHOCTH MPEANPUSATHS
k BHeApenuto CMK; pa3pabotka npoekra BHenpenus CMK;

* CO3JJaHHE€ BPEMEHHOUN paboueil rpymnmbl M0 (HOPMHUPOBAHUIO
CMK, pacnpenenenre OTBETCTBEHHOCTH M TTOJIHOMOYHM, TOATOTOBKA
pacnopsKEHUN 110 NPEAIPUATHIO;

* pa3paboTKa MOJIUTUKHA B 00JIACTU KauecTBa MPEANPUATHS, O3HA-
KOMJIEHUE COTPYJAHUKOB C IPEACTOSIIMMH IEPEMEHAMU;

* pa3paboTKa CTpAaTErHMYECKUX Ieyell B 00JacTh KayecTBa, WH-
dbopMupoBaHue PYKOBOAUTENICH MOpa3IeICHUNA U COTPYTHUKOB.

Mopens BHEAPEHUS CHUCTEMBI MEHEI)KMEHTA KadyecTBa Ha MPEJI-
NPUATHH NIPEACTABIICHA Ha puc. 1.2.

NpensapuTenbHLIA ayauT OByuyenue nepcoxana (BeiCclee
NnpeanpyAaTHA PYKOBOACTBO, CpeAHee 3BEHOD,
(3tan I) BHYTPEHHWE ay4WTOpPbI)
(3Tan II)

DOpPMUPOBAHWE CUCTEME
MEHEAMMEHTA KaYecTea
(Sran )

1. NocTpoeHue Mogenu 2. Pazpabotka u u3gaHue 3. BHegpeHue
CHCTEMBl MEHEQXMEHTA nokymeHtos CMK KoHuenuun CMK B
KA4ecTsa NpaKTHKY

MNpoeepeHune
npeacepTUdUKaLUWMOHHOMO ayauTa

[opaboTka A0KyMEHTALMHK,
YCTpaHeHWe 3aMeyaHunii No uToram

ayawTa

CepTuduraunoHHLIR ayauT
(3Tan IV)

Puc. 1.2. Mognens BHenpenuss CMK Ha npeanpusatiuun




ObecnieueHre kauecTBa papmMaleBTUUECKON NMPOAYKIMNA — TJIaB-
Has 3aj7a4a pyKOBOJCTBA MPEANPUSITUSL, U OHA TPeOyeT y4dacTus U OT-
BETCTBEHHOCTH IE€pCOHANa Pa3JIMYHBIX MOAPA3ACICHUN Mpeanpusi-
TUSI-TIPOU3BOJIUTEIS] WJIM KOMIIAHUHM Ha BCEX €€ YPOBHSX, a TaK¥Ke I10-
CTaBIIMKOB U JUCTPUOBIOTOPOB.

JI71s1 5TOr0 Ha MPEANPHUATHH JOJKHA OBITh BCECTOPOHHE pa3pabdo-
TaHHasi U MPaBWIbHO (PYHKIMOHUpYIOUIAs (papManeBTHYeCKAsA CH-
crema kadectBa (DCK) — yacTHbIi ciiyyall CUCTEMbI MEHEI)KMEHTA
KauecTBa MPUMEHUTENIBHO K (DapMalieBTUYECKOMY ITPOU3BOJICTRY.
OCK noimKHa BKIIOYATh HAJUJICKAIIYIO TPOU3BOACTBEHHYIO TPAKTUKY
Y yIIPaBJICHUE PUCKAMU JUIsl KaduecTBa JIEKAPCTBEHHBIX cpenctB. Cu-
cTeMa JOJDKHA OBITh MOJHOCTHIO JTOKYMEHTHpPOBaHA, a €€ d(hPEeKTUB-
HOCTb — MOCTOSTHHO KOHTPOJIUPOBATHCAL.

Bce wactu ®CK gomxHBI OBITH HaJICKAIIMM 00pa3oM oOecrieue-
Hbl KOMIIETEHTHBIM MIEPCOHAIOM, JIOCTATOYHBIM KOJIMYECTBOM COOTBET-
CTBYIOIIUX MOMEIICHUM, 000pyA0BaHUSI U TEXHUYECKUX CpeacTB. Bia-
JieNiel] JIMIEH3UM Ha MPOU3BOJICTBO M YIOJIHOMOYEHHOE(-bIE) JTUIO0(-a)
JIOTIOJTHUTEIILHO HECYT IOPUINYECKYIO OTBETCTBEHHOCTb.

dapMalleBTUUECKasi CUCTEMa KauecTBa JOJDKHA YUUTHIBAaTh BCE
(bakTOphI, ONMpeaEAIONINe Ka4eCTBO MPOAYKIIMU TIpU (hapMalieBTHYE-
CKOM IIPOM3BOJICTBE: MEPCOHAN, HHPPACTPYKTYypa, MPOU3BOJACTBEHHAS
cpeda, TEXHOJOTHM, MPOUEAYyphl ChIpbE, MaTepuaibl U MpoUEee.
[Ipu pazpaborke @CK HE0OXOAUMO PYKOBOJICTBOBATHCA TPEOOBAHU-
amu crangapra «Hagnexamen npousBoacTBeHHON npaktuku GMPy»
42-4.0.2016, a Takxe nokymenramu [SO 9001, ICH Q10.

OcHoBHbIE Uaen ympasieHus kauectBoM JIC, Hammexamen npo-
W3BOJICTBEHHOM MPAKTUKU U YIIPABICHUS PUCKaMU JJIsl KAUeCTBa B3a-
MMOCBSI3aHbl. YTPaBJICHUE KAYE€CTBOM — BCEOOBEMIIIONIEE MOHSTHE,
BKJIIOYAIOIIEE BCE BOMPOCHI, BIUSIONIME HA KAYECTBO MPOLYKIIMU. DTO
COBOKYITHOCTh OPTaHU3alIMOHHBIX MEp, MPUHUMAEMBbIX JJI1 TapaHTUH
cooTBeTCTBUA KadecTBa JIC nX Ha3HAYEHUIO. YTIPABICHUE KAYECTBOM,
TaKUM 00pa3oM, BKJIIOYAET pa3pabOTKy W TMOJIEpKAHUE JEHCTBYIO-
meit ®CK ¢ obs3atenbHbIM coOoAeHeM TpaBui «Hanmexaiei
MPOM3BOJICTBEHHOM NpakThuku GMP».

CornacHo craHjapty, npuHsitomy B Poccuiickoir ®enepanuu
(npuxaz Munnpomropra Poccuu ot 14.06.2013 Ne 916 «O06 yTtBep-
xaeHuu [IpaBun opraHu3aiuu MPOU3BOJICTBA U KOHTPOJS KayecTBa
JIEKapCTBEHHBIX CPEACTBY», IIaBa 1, MyHKT 5), mpu pazpaboTke dap-



MaIleBTUYECKOM CHUCTEMBl KadyeCTBa Ha MPEANPHUATHUH HEOOXOIUMO
MPUJEPHKUBATHCS CICAYIONUX TOJOKEHUM:

1. [IpousBoauTeNb AOJMKEH MPOU3BOAUTH JIEKAPCTBEHHBIE CpE-
CTBa TaK, YTOOBI rapaHTUPOBATh UX COOTBETCTBHE CBOEMY Ha3Haue-
HUIO, TPEOOBAHUSIM PETUCTPAIIMOHHOTO JI0ChE MUJIM NPOTOKOJY KIWHHU-
YECKOIr'0 MCCJIEAOBaHUS M HCKIIOYUTh PUCK, CBSI3AHHBIM C HEYJIOBJIE-
TBOPUTEJIbHBIMU 0€30MaCHOCTHIO, KAUECTBOM, 3P(HEKTUBHOCTHIO.

2. OTBETCTBEHHOCTH 3a BBHITIOJIHEHHE dTUX TPECOOBAHHI HECET PYy-
KOBOJICTBO Tpou3BojuTeNsA. VX BbINOJIHEHUE TpeOyeT HaIeKaIlero
UCIIOJTHEHUSI CBOUX OO0S3aHHOCTEH MEPCOHAIOM Pa3IMYHbBIX IMOJIpa3-
JIeJICHUM MPOU3BOIUTEIIS HA BCEX YPOBHSX, MOCTABIIMKAMU U OpTaHU-
3alUsIMUA ONITOBOM TOPTOBJIM JICKAPCTBEHHBIMU CPEJICTBAMU.

3. JIJist TOCTHKEHUS ATUX LIeJiel TPOU3BOAUTEIb JOJDKEH pa3pado-
TaTh U OOECHEeUUTh MPaBUILHOE (YHKIIMOHHpPOBaHUE (DapMarieBTHYE-
CKOM CHCTEMbI KaueCcTBa, KOTOPasi BKJIIOYAET BBIIOJIHEHHUE TPeOOBaHUMN
npauil GMP u ocyuiecTBiieHne ynpaBieHUs pUCKaMU Il KauecTBa.
[IpousBoauTeNb AOMKEH JOKYMEHTAIBHO O(OpMHUTH (hapmarieBTHYC-
CKYIO CHCTEMY KaueCTBa U KOHTPOJIUPOBATH €€ A(h(PEKTUBHOCTE.

4. JInsg GyHKIIMOHUPOBAHUS BCEX DJIEMEHTOB (papmalieBTUUECKOMN
CUCTEMBbl Ka4eCTBa IPOU3BOJUTENL JIOHKEH OOCCIEeYUTh HaJIUYHe
KBaJU(PUIIMPOBAHHOTO TIepCOHalIa, HAJIEKAIUX TTOMEIIeHUH, 000py-
JIOBAHUSI U TEXHUYECKUX CPEJICTB.

5. OCHOBHBIC TIPUHIIUIIBI YTPABICHHUS KAYECTBOM OpTaHU3aAIUU
MPOU3BOJICTBA U KOHTPOJISI KaueCTBA U YNPABJICHUS PUCKAMU JJIA Ka-
YEeCTBA SIBJIAIOTCS] B3aUMOCBSI3aHHBIMH.

2. ®apMarieBTUUECKasA CUCTEMA KAU€eCTBA
coraacHo ICH Q10. Drane1 BHeApernua P CK

HA IIPEAIIPUATANA

B 1990 r. 6p11 cozman MexmyHapOAHBINH COBET MO TapMOHMU3AIIH
ICH (The International Council for Harmonisation — ICH) — opranu-
3a1usi, 00BEIUHSIONIAS PETYIISITOPHBIE Opranbl cTpad EBporbl, Anonun
u CIIIA, KoTopble KOHTPOIUPYIOT UCCIIEAOBAHMS, PETUCTPALUIO JIEKap-
CTBEHHBIX CPEACTB U (hapMaIleBTUUECKYIO MPOMBIIIEHHOCTb.

Hoxymentsl I[CH, pactipenesieHHbIE HA KATETOPUU:

Q (Quality — KauecTBo),



S (Safety — be3onacHocTs),

E (Efficacy — DddexTuBHOCTS),

M (Multidisplinary — MexaucuurivHapHbIe),
SIBJISIIOTCSI OCHOBOM PETJIAaMEHTHPYIOIMIEH TOKYMEHTAIIMH BCEro MHpa
U HaxoJAT IIMPOKOE MPUMEHEHHE TpH pPa3padO0TKe TOKYMEHTAIMU
Ha (hapMaleBTUYECKOM MPOU3BOJICTBE.

Hoxyment ICH Q10 mpeacraBiisieT coboil CTpYKTypy (apMaiieB-
TUYECKOM CHCTEMBbl KadecTBa (CM. puc. 2.1), KoTopas NpUMEHHMA
Ha BCEX CTaJuAX *U3HEHHOTO 1ukia JIC.

Cucrema MOHMTOPWHIa NPoUecCcoB U KaYecTEa NpoAYKUMK

CucTeMa KODPEeKTUPYIOLWMX U NpeaynpeXxaa Wwmux
OercTBUN

CwvcTtema yn paBneHnA HaMmeHeHMAMM

AHanwuz co CTOPOHEI PYRKOBOOCTEA

YnpaBnenue 3HaHMAMMW

YnpaBneHve pucKkamm,
CBA3aHHbLIMMW C KA4YeCTBOM

Puc. 2.1. Crpykrypa papmaneBTUueCcKoi CUCTEMbI KaueCcTBa MPEANPUATHS
corsiacHo nokymeHTy ICH Q10

[Tonstue «dapMareBTHUYECKasi CUCTEMa KayeCTBa», IPEICTaB-
nenHoe B gokymentre ICH Q10, ocnoBano na nmoaxoxax ICH, cran-
naptax ISO u npunnumax GMP. Cornacao ICH Q10 dbapmarneBTude-
CKasl CMCTeMa KadecTBa JieJlaeT aKIEHT Ha YEeThIpeX CIelu(UIeCKUX
3JIEMEHTaX CHUCTEMBI:
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1. AHanmn3 co CTOPOHBI BBICIIETO PYKOBOJCTBA.

2. Cucrema MOHUTOPHUHTA MPOLIECCOB M KAYECTBA MPOYKIUH.

3. Cucrema ynpaBiIeHUSI U3MECHEHUSIMMU.

4. Cucrtema KOPPEKTUPYIOMIUX W NPEAYyNPEKIAIOINX JTCHCTBUM
(CAPA — corrective and preventive action).

VYKazaHHbIE 3JIEMEHTBHl CHCTEMBl KAue€CTBA YAaCTUYHO OIKCAHBI
B PykoBoactee GMP, u PykoBoactso ICH Q10 Gonbie HampaBieHO
Ha UX YCWJICHHE U CTUMYJIMPOBAHUE MOJXO0Ja K KaueCTBY C MO3UIUU
YKW3HEHHOTO IIMKJIa TPOIYKTA.

B cootBerctBuu ¢ ICH Q10 (dhapmaiieBTHUECKYIO CUCTEMY Kade-
CTBa HEOOXOJUMO JOKYMEHTaJbHO O(OPMUTH B BHUJIE PYKOBOJCTBA
no kayectBy (Quality Manual), npuHSTh OMUTHKY B cepe Kaue-
CTBA WM TMOJTBEPXKAATh €€ JOCTHKEHHEM 3aIIAHUPOBAHHBIX LEEH
110 Ka4u€eCTRY.

[Tpu pazpadorke HOBoM PCK wmmm mpu Momudukanuum CyiiecTBy-
IOIEH CUCTEMBbI HEOOXOAMMO YYMTHIBATH OOBEMBI U CIOXKHOCTH JIEsi-
TEIBLHOCTH MPEANpUsATUsL. B CTpyKTypy CHUCTEMBI JOJAKHBI ObITH BKIIIO-
YEHbI COOTBETCTBYIOLIUE MPUHIUIIBI YIIPABICHUS! pUCKAMU, B TOM YHUCIIE
UCITOJIb30BAHUE COOTBETCTBYIOIIUX HHCTPYMEHTOB. XOTS HEKOTOPHIE
aCMEKThl CUCTEMbl MOTYT MPUMEHSTHCA B JICITEIILHOCTU BCErO Mpe-
NPUSITHS, & APYTHUE TOJIBKO K OMPEICTICHHBIM ydacTKaM, 3((HEeKTUBHOCTh
BHEJPEHUS CUCTEMBI, KaK MPaBUJIO, JOHKHA OBITh MPOJIEMOHCTPUPOBA-
Ha Ha YPOBHE OJTHOTO MPOM3BOJICTBEHHOT'O YYacTKa.

Cornacno ICH Q10 dapmarieBTrueckas cuctemMa KadecTna, Mpej-
Ha3HA4YeHHas U1 npou3BojicTBa JIC, nomkHa rapaHTUPOBaTh, YTO:

* peasi3anusl OPOYKIMU JOCTUTAETCSA C MOMOIIBIO pa3padOTKH,
IJIAHUPOBAHUSA, BHEAPEHUA, MOJJACPKAHUS U HEMPEPHIBHOIO COBEP-
HIEHCTBOBAHMSI CUCTEMBI, KOTOpAsl Ia€T BO3MOKHOCTh MOCTOSIHHO TIO-
CTaBJISITh TPOAYKIIUIO C COOTBETCTBYIOIIMMU MOKA3aTEISIMU KaueCTBa;

* 3HAHUSIMU O MPOJYKIMU U MPOLIECCaX YIPaBIAIOT HA MPOTSHKeE-
HUH BCEX CTaJIUN )KU3HEHHOTO LINKJIA;

« JIC pa3paboTaHbl U UCCIEIOBaHbI C YYE€TOM TpPeOOBaHUI
HAIJIEKAIIEH TPOU3BOJICTBEHHOM MPAKTUKHU;

* OIE€paIly MO U3TOTOBJICHUIO U KOHTPOJIIO KauyecTBa YETKO CIie-
U(PUIUPOBAHBI U COOTBETCTBYIOT MpaBUJIaM HaJJIEXkKaIlel MPOU3BO/-
CTBEHHOW IIPAKTHUKWU;

* YETKO OMNpEJeSieHbl OTBETCTBEHHOCTh M OOSI3aHHOCTH PYKO-
BO/JICTBA;
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* OCYIIECTBJIEHbl MEPOMNPHUATUS IO MPOU3BOJCTBY, IOCTABKE
Y UCIIOJIb30BAHUIO HAJJIEKAIIETO MCXOJHOTO ChIPbSl M YIAaKOBOYHBIX
MaTepuasoB, MO BEIOOPY U KOHTPOJIIO MOCTABUIUKOB U AJISI TOTO, YTO-
Obl TIPOBEPUTH, YTO KaxKJas IMOCTAaBKa IMOJyuYe€Ha U3 YTBEPKICHHOMU
LEIU [TOCTaBOK;

* pazpaboTaHbl MPOIEAYPhl, OOECIEUYNBAIOIINE YyIIPaBJICHHE
BHEIIIHEW (ayTCOPCUHTOBOM) N€ATENbHOCTHIO;

* YCTAHOBJIEHO KOHTPOJIUPYEMOE COCTOSIHUE, MOAECPKUBAEMOE
C TIOMOIITLI0 Pa3pabOTKKU U UCTIOIL30BaHMs cucTeM 3(P(HEKTUBHOTO KOH-
TPOJISl © MOHUTOPUHTA TAPaMETPOB MPOLIECCa U KaUeCTBA MTPOYKIUH;

* pe3yabTaThl KOHTPOJSA MPOIYKIMU W MPOLECCOB YUYHUTHIBAIOT
IPU BBIIIYCKE CEpHUU, MPU PaCCeIOBAHUU OTKJIOHEHUHN W ISl IPUHS-
TUSI MPEeAYNPEIUTEIIbHBIX JIEUCTBUM, YTOOBI M30€XaTh MOTEHIIMAb-
HBIX OTKJIOHEHUU B OyIyIIEeM;

* IPOBEJIEH HEOOXOAUMBIA KOHTPOJIb MPOMEXKYTOYHOM MPOIYK-
IIUU, IPOYUIN MPOU3BOJICTBEHHBI KOHTPOJIb U BaJIUIALIMS;

* FOTOBasl MPOAYKIMS TMPABUIBHO MPOU3BEAEHA M €€ KauyeCTBO
IIPOBEPEHO B COOTBETCTBUU C YCTAHOBJIECHHBIMU METOIUKAMU;

* OKa3bIBAETCS COJCUCTBUE MOCTOSHHOMY YJIYYIIEHUIO C TTOMO-
1[I0 BHEJIPEHUSI YCOBEPIICHCTBOBAHUI KauyeCTBA, COOTBETCTBYIOIINX
TEKYILEMY YPOBHIO 3HAaHUM O MpOoLecce U MPOAYKIUU;

* OCYUIECTBIISICTCS OLICHKA 3aIlUIAHUPOBAHHBIX WM3MEHEHHM M HX
YTBEPKJICHUE TEpPEe/l BHEIPECHUEM, 3aIIPALIMBACTCS Pa3peIICHUE KOM-
METEHTHOT'O YITOJIHOMOYEHHOI'O OPraHa;

* I0CJI€ BHEAPEHUS JII0OOr0 M3MEHEHUSI MPOBOJIUTCA €r0 OLICHKA
U TMOJITBEPKJICHUE TOTO, UYTO IIEJIM B 00JIACTH KayecTBa OBLIN JOCTHUT-
HYTBI U YTO U3MEHEHUE HE MPHUBEJIO K HEMPEIHAMEPEHHOMY HETaTHUB-
HOMY BJIUSAHUIO Ha KauecTBO JIC;

*IpU paccieIOBaHUU OTKJIOHEHUM, TMpeJrosgaraeMoro Opaka
OPOAYKIMU U JAPYIUX NOPoOJeM MNPUMEHSETCS COOTBETCTBYIOIIETO
YPOBHSI aHAJIU3 OCHOBHBIX NpUUMH. OHU MOTYT OBITH OMNPEICIICHBI
C UCIIOJIb30BAHUEM TPUHIIUMIIOB yIIPaBJICHUS pUCKaMU JIsl KauyecTsa.
B cnydasix, korjia MICTUHHAsE OCHOBHAsI MPUYMUHA NMPOOJIEMBI HE MOXKET
OBITH OIpeJiesieHa, CIeayeT YACNSITh BHUMAHHWE WACHTU(PUKAIUU
HauOoJee BEpOsATHON MPUUMHBI U ee uccienoBanuto. [locne uccneno-
BaHUS JOJDKHBI OBITH OCYIIIECTBJICHBI COOTBETCTBYIOIIME KOPPEKTH-
pytoiue u npeaynpexaatommue aeiicteust (CAPAs);
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« JIC He peanm30oBBIBAIOTCS M HE IOCTABJISIOTCS IO TOTO, Kak
YIOJIHOMOYEHHOE JIMII0 HE 3aCBUJICTEIBCTBYET, UTO KaKaas Cepus
OPOAYKIMK ObUla M3TOTOBJIEHA M TMPOKOHTPOJIMPOBAHA B COOTBET-
CTBUHU C TPeOOBAHMSIMHU PETUCTPAIIMOHHOTO JOChE U APYTUX PacIopsi-
KEHUMU 10 U3TOTOBJICHUIO, KOHTPOJIIO U BhIMycKy JIC;

* OCYHIECTBIIEHbI  JIOCTATOYHBICE  MEPhl,  TAPAHTUPYIOIIUE,
HACKOJIbKO BO3MOXKHO, 4TO KadecTBO JIC moaepKuBaeTcs B TCUCHHE
BCETO CpOKa TOJAHOCTH MPU WX XPAHEHUH, PACIPEACIICHUH W IOCTe-
JyIOIeM OOpallleHUH;

* IIpolleIypa MPOBEASCHHUS CAMOWHCHEKIIUM WM ayJauTa Kaue-
CTBa, MO KOTOPOH PEryJspHO OIEHUBAIOT 3P(PEKTUBHOCTH U MPHU-
roagaocts PCK.

Dransl BHeAPeHHA (PAPMAIIEBTUYIECKON CHCTEMBI KA4eCTBA
Ha IIPEAIIPUATHU

1. OO0yuyeHure BCEro nepcoHajia OCHOBaAM MEHEIKMEHTa KayecTBa,
BKJIIOYAs UECOJIOTHIO MTPOIIECCHOTO U CHCTEMHOTO TOJIXO0B, TPUMEHE-
HHE CTaTUCTHUYECKHUX METOA0B yrpayieHus mporeccamu (SPC) u T. 1.

2. PacnipeniesieHue Bcell IEATENBHOCTh HA OTAEIbHBIE B3aUMOCBSI-
3aHHBIC MPOIECChl, UX HArJAJIHOE OINMHUCAHUE U JIOKYMECHTHPOBAHUE
B cootBeTcTBHH ¢ [SO 9001/GxP.

3. PazpaboTka mapamMeTpoB M KPUTEPHUEB OIIEHKH MPOIECCOB.
PacrnipeniesnieHne OTBETCTBEHHOCTH Y MOJIHOMOYHMU B paMKax KaXKJ0TO
mporecca.

4. BHenpeHue Bceil pa3paO0TaHHOM MOJICNIHN B TIPAKTHKY.

5. O0mKpHOE H CHUCTEeMAaTUYECKOE TIPOBEJCHUE BHYTPEHHUX
ayJIUTOB, BBISIBIICHHME HECOOTBETCTBHHI U pa3paboTKa KOPPEKTHUPYIO-
IUX U OPEeAYNPEKIAIMNUX ACUCTBUU ISl YCTPAHEHUS] MPUYUH HUX
BO3HUKHOBCHMUS.

6. Perynsapubiii ananu3 @CK co cTOpoHBI pyKOBOACTBA.

7. BHenpeHne B TOCTOSIHHYIO MPAKTUKY MPOIETyp 0OpaTHOM CBs-
3 C IEPCOHAJTIOM U MTOTPEOUTEIAMMU.

8. IloBceEMECTHOE BBITIOJIHEHUE KOPPEKTUPYIOIIMX W MPEayIpe-
AKIAOMIUX IEUCTBHUI, MOTUBALUS MTEPCOHANIA HA MOUCK U YCTPAHEHHE
J100BIX HECOOTBETCTBUIA.
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3. AHaAnU3 CO CTOPOHBI BBICIIIETO PYKOBOACTBA.
IIporeccHBI ITOAXOA

[IpoBenenue aHanu3a pPYKOBOJCTBOM HEOOXOIMMO JIJIsl OLICHKH
NPUTrOAHOCTH U A((HEKTUBHOCTU CUCTEMbl KauecTBa, JUIsl IPUHATHUS pe-
HIEHUHN 00 U3BMEHEHUSIX U YITyUIIICHUSIX.

C no3umuu crangapra ISO 9001, B koTOpoM omucaH aHalu3
CO CTOPOHBI PYKOBOJICTBA, MNPUEMJIEMbI Pa3HbIE MOAXOAbI C YYETOM
KOHKPETHBIX 0COOCHHOCTEW pab0OThl KOMIAHWH, TO3TOMY HEOOX0AuMa
onpeeneHHass THOKOCTh, T. €. aHAJU3 CJIEyeT OPraHU30BaTh TaKUM
o0pa3oM, YTOOBI TPEACTABUTENSAM BBICHIETO PYKOBOJCTBA OBLIO
yA00HO €ro MpoOBOJUTH U YTOOBI BCE PYKOBOJUTENN B MOJTHON MEpE B
HEM Y4aCTBOBAJIU.

AHaIN3 MOXET OCYILIECTBISATHCS MOCTOSTHHO WJIM K€ MEepUOIAUe-
cku. OmnpenenieHHble (DYHKIHMMU 1O aHAIU3Y CIEAYET JEIErupoBaTh
Ha pa3HbI€ YPOBHU yIPABICHUS B KOMITAHUHU.

Briciiee pyKOBOJACTBO HECET OCHOBHYIO OTBETCTBEHHOCTh
3a Hajuuue dPdexkTuBHON DCK 1 HEOOXOAUMBIX PECYpCOB IS HEe,
3a TO, YTO 00S3aHHOCTH, OTBETCTBEHHOCTh M MOJHOMOYHMS OMpeiese-
HBI, JIOBEJICHBI J0 CBEJICHUS MIEpCOHAlIa U BHEJPEHBI B OpTaHU3aIlUU.

OueHb BaXKHO JIMJIEPCTBO BBICHIETO PYKOBOJICTBA U €r0 aKTUBHOE
yuactue B ¢yukiuonupoBanuu ®CK. Takoe nuaepcTBO MOKHO ra-
pantupoBath noaaepxkky P@CK m 3aMHTEpecOBaHHOCTH IEPCOHANA
Ha BCEX YPOBHSX M HA BCEX YUaCTKaX OpraHU3alUU.

B xoje ananmza co CTOpoHbI PYKOBOACTBA HEOOXOIUMO OLICHUBATH:

* pe3yJbTaThl CaMOMHCHIEKIIMN, BHEIIHMX ayJIUTOB U AayJIUTOB
KJINEHTOB;

* pe3yJIbTaThl HW3MEPEHUS YJOBJIECTBOPEHHOCTH MOTpeOUTE ,
BKJIIOUAst )KaJI00bl U peKJIaMallliu;

* pe3yJIbTaThl MOHUTOPHHIA MPOIIECCOB U KAYECTBA NPOYKIIUY;

* BBITIOJIHEHUE 3aIIAHUPOBAHHBIX JeicTBUH, BKItoYas CAPA;

* COOTBETCTBHUE MOJUTUKE B c(pepe KauecTBa U CTENEHb JTOCTHXKE-
HUS EJIEH 10 KAYECTRBY;

* BIIMSIHUE TIPEAIIONIATAEMbBIX U3BMEHECHHUH U T. 11

YacTeio aHaAJIM3a CO CTOPOHBI PYKOBOJACTBA CUYUTACTCS OIICHKA
nepuoandeckoro o63opa kauectsa JIC, 3asBiaeHHoro B riase 1 pyko-
BojcrBa GMP EC. Pe3synmberaTom ananmza co CTOpOHBI pyKOBOJICTBA,
KaK TMPaBWIO, SBJISIOTCS PEIICHUS] B BUJIC MPUKA30B, PACTIOPSIKECHUM

14



Y IUIAHOB MO YJIYYIIEHUIO MPOIIECCOB, MPOAYKIIUHU, PACIIPOCTPAHEHHIO
HEOOXOJMMbIX 3HAHUU U BBIJICJICHUN / ONTUMU3AIIUHA PECYPCOB.
OnauM u3 ocHOBHBIX npuHIMNOB DCK siBisieTcss mpoueccHbIn
noaxon. IloHsTHe «mporecc» O3HAYAET BBINOJIHEHHUE OIEpAIUU,
MMEIOIIEH 1I€JIM Y 3aJl1a4M, CUCTEMY KOPPEKTHUPYIOIIMX U MpeayIpe-
KIAOMMX JEUCTBUM, BKIIFOYAIONIEW HCXOOHOE CBIPHE U PECYPCHI
Y IPUBOJIAIICH K MOJYYEHHIO MTPOAYKIIMHA JaHHOTO Mporecca. Cxema-
THUYHO 3JIEMEHTHI IPOLIECCHOTO MOIX0/1a MPECTABIEHBI HAa 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. [IpoueccHslil moaxo/1 B (papMalieBTUYECKON CUCTEME KauecTBa

dopmupoBaHre Kaxaoro mpoiecca, omnuceiBaemoro B DCK,
HEOOXOUMO YBSI3aTh C COOTBETCTBYIOIIMMHU TPEOOBaHUSIMU HaJljie-
wamux npaktuk GxP u nopmatuBHoli nokymenrtaruu (HJI). Tpebo-
BaHus GxP Hy)XHO NMOHMUMaTh Kak TpeOOBaHUS K pe3yjbTaTaM TeX
i uHbeIX npoueccoB MCK, ucxons U3 KOTOPHIX (HOPMYIHPYIOTCS
1eNW U 3aJ]ayu, NTOKa3aTeIi MOHUTOPUHTA U olleHKU. [Ipu dpopmynu-
POBKE LIEIIEH Y 3a/1a4 MPEANPUATHS C YUETOM BCEX COOTBETCTBYIOIINX
TpeboBanuii onpenensator npoueccbl ®CK 1 onuchIBalOT WX B3aUMO-
JNEUCTBUE, NOKYMEHTUPYIOT aITOPUTMBI UX BBINOJHEHUS. Onpenens-
IOTCA MapaMeTphl U KPUTEPUM OLECHKH MPOLECCOB. Pacmpenerstorcs
OTBETCTBEHHOCTH U MOJHOMOYMSI.

Takum obpazom, @CK nipeacraBisier co00M yrnopsiI0YEeHHbINA ajl-
TOPUTM BBITIOJTHEHUSI PalOT, BIMSIONIUX HA KAadyeCTBO MPOIYKTa,
IIPpA KOTOPOM MUHHMHU3UPYIOTCI PUCKH BO3HUKHOBEHUS HECOOTBET-
cteui. O®CK Hanenena Ha MONMy4YeHUE MPOAYKTA C YETKO 3aJaHHBIMU
napamMeTrpaMu (KayecTBO «BCTpAaMBAETCS» Ha JTamax pa3paboTKu
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U TIPOU3BOJICTBA) U CHUYKAET HEOOXOAMMOCTh B MacIITAOHOM KOHTpPO-
jge roroBo mpoaykuuu. bazoByro ocHoBy ®CK parnoHanbHO (op-
MHPOBATh B COOTBETCTBUH C MON0xkeHUAMU cranaaptoB GMP ISO ce-
pun 9000, ONMMCHIBAIOMIMMHU CHUCTEMY B3aMMOCBSI3AHHBIX IPOIIECCOB,
BIIMSIIOIIMX HA COOTBETCTBUE MPOAYKIIUHU TPEOOBAHUSIM.

4. Aoxymentuposanue mnpoueccos PCK.
PyxoBoacTBO o kauectBy (Quality Manual).
ITopaaok BHeapenmua aAookymeHTaruu PCK

B cootBerctBuu ¢ m. 5.3 cranpapra [SO 9004-1 «Ynpasnenue
Ka4eCTBOM M JJIEMEHTBI CHCTEMBI KaduecTBa — 4. l: PykoBopsmue
YKA3aHUS»:

Bce anemenTsl, TpeOOBaHUS U MOJIOKEHUSI, IPUHSATHIE OpraHu3a-
UEN I CBOEH CHUCTEMBbI KayeCTBa, JOJKHBI OBbITh JOKYMEHTHUPOBA-
HbI B (pOopMe MOJUTUKU KayecTBa U MPOLEAYP U AOJKHBI OBITH CHCTE-
MaTH3UPOBAHBI, YIIOPSAIOYEHBI U JOCTYITHBI AJIs1 TOHUMAHUS.

Joxazate cooTBercTBUe DCK yCTaHOBIEHHBIM TpeOOBaHUSIM
MO>HO TOTJ1a, KOT/Ia CUCTEMA IPEACTABIEHA B JTIOKYMEHTUPOBAHHOM
Bujie. JIoKyMEHTUpPOBAaHHAS CUCTEMA JIOJKHA OBITh MPOCIICKUBAEMOM
Y TIOHSATHOM JUIsl IPOBEPSIOIIMX U Ui TIoJib3oBaTeneid. O0beM JTOKy-
MEHTAllM1 OTPaHUYMBAETCS O0JIACTHIO MPAKTUYECKOTO MPUMEHEHUS.

CooTBeTcTBYIOIIAs JOKYMEHTAIIMS HEO0X0AUMa JIJIsl BHITTOTHEHUS
CIEAYIOIINX 3a/1a4:

1) oueHrBaHUs CUCTEM KAayeCTBA;

2) TOCTUXEHUS TPeOyeMOro KauecTBa;

3) yaydilleHusI Ka4ecTBa;

4) nonsiepKaHus yIydllleHUH.

ITpu nposepke ®CK noxkyMeHTanbHOE OPOPMIIEHUE METOIUK SIB-
asieTcd OOBEKTHBHBIM JOKA3aTeIbCTBOM TOrO, 4YTO MPOLECC ObLI
OTIpEJIeNIeH, METOAUKUA OJOOpPEHBbl M HAXOISATCS MOJA YINPaBICHUEM.
[1o BHEIpEHHBIM, PAa3BEPHYTHIM M JIOKYMEHTAJIBHO O(OPMIEHHBIM
METOJIMKaM MOKHO C YBEPEHHOCTBIO YCTAaHOBUTH IPABUIBHOCTH IIPO-
U3BOJIMMBIX OIepaluii, I3MepUTh TEKylIrue paboure XapaKTepUCTUKH.
Kpome Toro, JOKyMEHTUPOBAaHHBIE MTPOLEAYPHI, TPUMEHIEMBIE B CO-
OTBETCTBUM CO CTaHJAPTOM, HEOOXOAMMBI JUIsl TOAJIEPHKAHUSA BBITOJ
OT JIESITELHOCTH MO YIYyUIIEHUIO Ka4eCTBA.
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[Ton nokymentupoBanneM @OCK mnoHHMaeTcs €ATEIbHOCTH
10 YCTAHOBJICHUIO CTPYKTYPBI U COCTAaBa JOKYMEHTAIlUW U YyMpaBlic-
HUIO €10. J[oKyMeHTHpOBaHHE BKIIOYAET pa3pabOTKy AOKYMEHTAIlUU
U yIpaBJieHHE JOKyMEeHTaluen B xoje ¢pyHkimonupoBanuss OCK.

ens moxkymentupoBanus PCK 3akmrodaercss B CO3aHUU Opra-
HU3AIMOHHO-METOJNYECKOM 1 HOPMATUBHOM OCHOBBI JIJISI TOCTPOCHUS
u ¢yakuuonupoBanuss CK, COOTBETCTByIOIEH pEeKOMEHIAIUSIM
u TpeboBanusM cranaaptoB [SO cepun 9000.

OCHOBHBIMH 3aJ1a4YH AOKYMCHTHUPOBAHUS .

1) ycTaHOBJIEHHE U HOPMHUPOBaHHE TPEOOBAHUN K BBHITTOJIHEHHUIO
pa6ot B ®CK;

2) o0ecrnieyeHre BOCHPOU3BOJIUMOCTH TIPOIIECCOB AIMHHUCTPA-
TUBHOTO YTIPABJICHUS Kau€CTBOM;

3) perynsipHas peructpanus (PaKTHUECKHUX ITAHHBIX O KayecTBE
npoayknuu U cocrossuun ®CK B xo1e ee pyHKIIMOHUPOBAHUS U CO-
BEPIIICHCTBOBAHMUS;

4) obecnieueHre UACHTUPHUKAIIUA U MPOCICKUBAEMOCTH MPOIYK-
1IN ¥ U3MEPUTEIHHOTO 000PYTI0BAHMS;

5) 3akpernieHue Jy4IIuX TPagulluid U HAKOTUICHHOTO OIbITa Op-
raHU3alKu ¥ IPOBEICHUS pabOT B CUCTEME KaueCTBa;

6) paspelieHne M MPeaynpekICHUE CIIOPHBIX BOMPOCOB B IIPO-
1ecce AesTeILHOCTH B CUCTEME KauecTBa; o0ecrieueHue mpoBepsieMo-
CTHU U OILleHKHU KauvecTBa npoaykuuu u OCK.

JloxkymenTanuss ®CK — 3T0 KOMIUIEKT JOKYMEHTOB, HEOOXO-
TUMBIX JUISL HaJjexaniero (yHKIMOHHUPOBAHUS CHCTEMbI KadyecTBa
1 00eCIieueHUs KaueCcTBa MPOIYKITUH.

HoxkymenT ®CK — 510 1110001 MaTepuaabHbIA HOCUTENb WH-
dbopmaruy ¢ peKBU3UTAMHM, MO3BOJISIONIUNA UISHTUPUIIUPOBATH JaH-
HY10 HHpopMaiuio. JJOKyMEHT CO3/aeT MEXaHU3M JIEUCTBUSL HA BCEX
YPOBHSIX yIIPABJICHUS.

Ucxons w3 menu W 3amad4  JIOKyYMEHTHPOBAHUS CO3/1aBacmas
Ha npeanpusitun gokyMentaiusa ®CK nomxHa oTBeuars psay Tpedo-
BaHuM. JlokyMeHTalus JOJI>)KHA ObITh:

1) cucteMHoO#i, T. €. ompeAcTIeHHBIM 00pa3oM CTPYKTYpHUpPOBaH-
HOW, C YETKUMHU BHYTPECHHHUMU CBS3SIMH MEXKIY SJIEMEHTAMU CUCTEMBI
KAa4eCTBAa; JOJDKHA J1aBaTh NPEACTABIICHHUE KAaK O CUCTEME KadecTBa
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B II€JIOM, TaK U O KaXJOM OTJIeJIbHOM €€ 3jeMeHTe. CHUCTEMHOCTh J0-
KYMEHTAIIMU BBIPAKAECTCS B TOM, YTO OHA BBICTYINAET HEOTHEMIIEMOU
YacThIO IOKYMEHTAI[UU O0ILIe CUCTEMBI YIIPABICHUS PEANPUATHEM;

2) KOMIUIEKCHOM, T. €. OXBaThIBaTh BCE ACIMEKTHI JACATECIbHOCTH
B ®CK (opraHuzallMOHHBIE, KOHOMUYECKHE, TEXHUUYECKHUE, IMPABO-
BbIE, COLIMAIbHO-TICUXOJIOTUYECKUE, METOIMUECKUE);

3) MOJIHOM, T.€. COAEPKAThb HCUEPIBIBAIONIYIO HHPOPMAIIUIO
000 Bcex mpolieccax U npornenaypax, BoinoiaHseMbix B ®CK, a taxxke
0 coco0ax perucTpalnuu JaHHBIX O KadecTBe. IIpu 3TomM 00BeM mo-
KYMEHTAllMM JIOJKEH OBbITh MHUHHUMAJIbHBIM, HO JIOCTaTOYHBIM
JUISl IPAKTUYECKOTO MPUMEHEHUS, T. K. BKIIOUEHUE HECYIIECTBEHHBIX
JOKYMEHTOB MPUBEAET K HEPALUHMOHAIBHOMY HCIIOJIB30BAaHUIO TPYJQ,
YCIO0KHEHHUIO TTPOIECCOB 00eCTICYEHUS KaueCTRa;

4) anekBaTHOM peKOMEHaUsIM U TpeboBaHusIM cTanaapToB [SO
9000. Kaxasiit nokymeHT ®CK noskeH cojiepkaTh MOJIOKEHUS, CO-
OTBETCTBYIOIIME KOHKPETHBIM PEKOMEHJAIMUSM WIM TPeOOBAHUIM
onpenenenHoro crangapta [SO. C »3Toil 1enb0 1e1eco00pa3Ho
BO BBOJHOM YacCTH KaXJOTO JOKYMEHTa CHCTEMBI JaBaTh TOYHYIO
CCBUIKY Ha KOHKPETHBIH pa3feN WIM IYHKT CTaHJIapTa, B COOTBET-
CTBUHU C KOTOPBIM pa3pabOTaH JaHHBINA JOKYMEHT;

5) peajibHO BBINOJHUMOM, T.€. JOJDKHA COAEPKATh TOJIBKO
MPAKTUYECKU BBITIOJTHUMbIE TpeOOBaHUA (HENb3S YCTAaHABIMUBATh HE-
BBITIOJITHUMBIC Ha JIAHHBIM MOMEHT TPEeOOBaHUs, 32 UCKIIOUCHHEM Tpe-
OOBaHUM, KOTOpbIE MOTY OBITb pPEAJIM30BAHBI IOCJE BBIMOJHEHUS
ONPE/ICTICHHBIX TUIAHOBBIX MEPONPUATHI ITPU BHEAPEHUU JOKYMEHTA);

6) naneaTupuuupyemoit (T. €. kaxapld qokymMeHT @CK noimken
UMETh COOTBETCTBYIOIEE HAWUMEHOBAHUE, YCJIOBHOE OOO3HAUYECHUE
Y KOJI, TIO3BOJISIFOIIUM OMpPEJETUTh €ro MPUHAIJICKHOCTh K OIpejie-
JIEHHOW YaCTH CUCTEMBI);

7) angpecHoi, T. . Kaxpiid JokyMeHT ®CK momkeH ObITH TIpe/-
Ha3HAYEH ISl OMNpPEJICICHHOW 00JacTh NPUMEHEHUS U aJpecOBaH
KOHKPETHBIM HCTIOJIHUTENISIM;

8) akryasmu3upoBanHoii. B nokymenraiuu ®CK u oTaenbHbIX
€€ AJIEMEHTaX CBOEBPEMEHHO JIOJKHBI OTPaXaThCsl U3BMEHEHHUS, B CO-
orBeTcTBUM cO cTtanaapramu [SO 9000, a Takke U3MEHEHUSIMH YCIIO-
BUI1 o0ecrieueHns KauecTBa Ha MPEANPUSITUH;

9) nmpocToii Jisi MOHUMAHUSA TOJIH30BATENAM (PYKOBOJUTEIISIM,
CHeIMAIMCTaM, WCIOJHUTENAM, ayautopaMm). TekcT HOMKEH OBITh
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KPaTKUM, TOUYHBIM, HE JOMYCKAIOUIUM JBOSKUX TOJIKOBAHUH, JOTHYE-
CKM TOCJIEIOBATEIbHBIM, WILTFOCTPUPOBAHHBIM CXEMaMH, JUarpamma-
MU, TabmumamMu (mpu HEoOXoaumocTH). IlonoxkeHuss TOKyMeHTa
HE JIOJDKHBI MPOTUBOPEUUTH APYT APYTY U MOJIOXKEHHUSIM JIPYTUX J0-
KYMEHTOB;

10) cAHKIIMOHMPOBAHHOM, T.€. KAXJbIH JTOKYMEHT CHCTEMBI
U JOKYMEHTAIIUSI B 1I€JIOM JOJDKHBI YTBEPKIAThCSl WIIM TOIMUCHIBATh-
Cs1 IOJTHOMOYHBIMU JIOJKHOCTHBIMH JIUIIAMU.

HecoOmoaenre ogHoro U3 3TUX TpeOOBaHUM JieflaeT TOKYMEHTa-
nuto OCK HenoJHOLEHHOW U YMEHbIIAET €€ 3PHEKTUBHOCTb.

BaxubiM npu noxkymMentupoBanuun OCK sBisieTcss onpeneneHue
CTPYKTYpHI U cocTaBa JokyMmeHTanuu. O0braHo cTpykTypy ®CK mnpen-
CTABJIAIOT B BUJIE TUPAMHU/IbI JOKyMEeHTaluu (puc. 4.1).

r b
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Puc. 4.1. Uepapxus 1oKyMeHTOB (hapMarieBTUUECKON CHCTEMbI Ka4eCTBa

K ypoBHIO A oTHOCHUTCS «PyKOBOACTBO MO KAa4e€CTBY» ISl BCETO
npeanpusaTus. OHO COAEPKUT CHPOPMYITUPOBAHHYIO MOJUTUKY MPEI-
OpuATHS B OOJIACTH KA4vyeCcTBa, LIEJIM MO KA4Ye€CTBY U YTBEPKICHHYIO
OpPraHU3allMOHHYIO CTPYKTYPY MPOU3BOACTBA.

K ypoBHI0O b oTHOCSTCS 0011I€OpraHU3aIMOHHBIE U MPOLIETyPHBIC
JIOKYMEHTBI, PETJIAMEHTUPYIOIIUE ACATEILHOCTD B 3JIEMEHTAX CUCTEMBI
KadecTBa. [JOKyMEHTBI JAHHOTO YPOBHSI YCTaHABIIMBAKOT PaCIpereIie-
HUE OTBETCTBEHHOCTH M MOJHOMOYHUHN B 00JIACTH KauecTBa U MHGOpMa-
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[IMOHHBIC TIOTOKA B CUCTEME KadyeCTBa, T. €. 3TU JOKYMEHTBI HE COIEP-
AT TEXHUUYECKHUE TPEOOBaHUS, 2 HOCSAT OpraHU3allMOHHBIN XapakTep.

K ypoBHi0o B oTHOCSTCS paGodue mporeaypbl 1 MUHCTPYKIIMH, TTO-
JPpOOHO OMUCHIBAIOIINE TOPSIAOK M METOJIbl BBITIOJHEHUS OTACIBHBIX
padoT B CHUCTEME KadyecTBa.

Bcero noxkymenranuio @CK no ee Ha3HAYEHHIO AEJAT

Ha JIBe IPyNbl:

* TOKyMEHTAIUs, IpeAHa3HAUYCHHAS JIJI TTOCTPOCHUS U (DyHKITHO-
nupoBanus ®CK, obecrieunBaroiias MIOHMMaHUE TPOTEKAIOIINX B HEH
nporeccoB. OCHOBHBIMH JIOKYMEHTAaMHM TI€PBOM TPYIIbI SBISIOTCS
PYKOBOJICTBO MO KA4E€CTBY, CTAHJAAPT MPEANPUATHS, MPOLIEypa Kade-
CTBa, METOJIMKA Ka4e€CTBa, MHCTPYKIIMS M0 KAYECTBY U IIaH KaYECTBA;

* JOKYMEHTaIMs, MpeAHA3HAYCHHAas IS MNOATBEPXKICHUS COOT-
BETCTBUS YCTAHOBJICHHBIM TPEOOBAHMAM IO KAY€CTBY, JJIS MPOBEPKH
3 PEKTUBHOCTH CaMOM CHUCTEMBI, T. €. JaHHbIE O KaueCTBE.

PykoBoacTBo nmo kauecrBy (Quality Manual) — 3T0 10KyMeHT,
U3JIaraloiui MOJIUTUKY B 00JaCTH KaYeCTBA U ONMUCHIBAIOLIUN CUCTE-
My KaueCTBa MPEANPUITHUS.

CornacHo crangapty ISO 9004-1 pykoBOACTBO MO KAadyeCTBY SIB-
JSI€TCSl OCHOBHBIM JJOKYMEHTOM, MCITOIb3YEMBbIM JIJIsSI TIOJITBEPKACHUS
Y OMMCAHUS TOKYMEHTUPOBAHHON CUCTEMbI KaueCTBa. ITO OCHOBOIIO-
nararomai  1OKyMeHT @DOCK, KOTOpBIM CIyXKUT «CIPABOYHUKOM)
s nopaepxkanus CK B pabodyeM cOCTOSIHUM.

«I'nmaBHOE HazHaueHue PyKOBOJCTBA MO KAYECTBY COCTOUT B TOM,
YTOOBI OIpeNeUTh U 0003HaYnTh CTPYKTYpY PCK, 01HOBpEeMEHHO BBI-
MOJIHSASL POJIb MOCTOSTHHOTO CIIPABOYHOTO TOCOOMSI IO BHEAPEHUIO
U MIOJIICPKAHUIO B paboueM COCTOSTHUM aHHOoM cucteMb (ISO 9004-1).

Taxke paszpaboran mexayHaponubiii ctangapt ISO 10013-95
«PykoBogsume ykazanus 1o pa3padotke PykOBOACTB MO KayeCTBY».
OH conepKUT PYKOBOISALIME YKa3aHWUsS IO pa3pabOTKe, MOATOTOBKE
Y YIIPABICHUIO PYKOBOJICTBOM MO KadyecTBY. B pe3ynbrare pyKoBOA-
CTBO IO KayeCTBY OTpPaKaeT JOKYMEHTHUpoOBaHHbIe mpoieaypbl CK
B COOTBETCTBUM C TPeOOBAHUSIMHU CEMEICTBA MEXIyHAPOJHBIX CTaH-
naptos ISO 9000.

PyKOBOACTBO 10 Ka4eCTBY AOJDKHO COAEPkKATh ONUCAHUE ITPOLE-
nyp @®CK, npeiHa3HAYEHHBIX ISl OOIIETO TJIaHUPOBAHUS U YIIpaBJIe-
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HUS JCITEIHHOCTBIO, BIUSIONICH HAa KadyecTBO. B HeM JOJIKHBI OBITH
NepevrCiIeHbl BCe MpUMEHseMble dyieMeHThl cTanaapta Ha OCK, ne-
oOXomuMble TpeAnpusThio (opraHuzanuu). JIOKyMEHTUPOBaHHBIC
IpOIeAYPhl, HE CBS3aHHBIC C MpHUMEHseMbIM cTaHgapTomM Ha DOCK,
HO HEOOXOJMMBIC JJIsl YIPABICHUS JEATCIbHOCTHIO, TOHKHBI JOTMOJ-
HUTEJBHO OBITh YKa3aHbI B PyKOBOJCTBE.

PyKkoBOACTBO N0 Ka4eCTBY MOKeT MPUMEHATHCS

IJISl TAKHUX LeJIeH:

1) uznokeHue MOMUTHKU TIPEANPUATHS B 00JIaCTH KaueCTBa;

2) onucanue u BHeapeHue 3¢ dextuBHo OCK;

3) obecnieyeHue M yaydllleHHs] YIPaBICHUS MPOUEAYpaMHu U 00-
JIeTYeHUe JACSITEIIbHOCTU TI0 00ECTICUCHHUIO Ka4eCTRa,;

4) obecrieyeHre JOKYMEHTHUPOBAHHOM 0a3bl 1Jii MPOBEICHUS
npoBepku OCK;

5) obecnieuenue HenpeprBHOCTH (pyHKMoHUpoBaHusa @CK u pe-
aln3aluu ee TpeOOBaHUM B MEHSIOIIUXCS YCIOBUSX;

6) moAroToBKa nepconana coriacHo Tpeoopanusim OCK;

7) nemoHctpanua cooTBercTBusi @CK TpeOOBaHUAM K KaueCTBY
B ayTCOPCUHTOBOM AESTEIBHOCTH.

B cTpykTypy pyKOBOJICTBA [0 Ka4€CTBY BXOJAT YETKAs MTOJTUTHKA
OpeAnpUsITUs B 00JIACTH KauecTBa, LIEJIU U PYKOBOJAIINE JOKYMEHTH-
pOBaHHBIE Mpoleaypsl npeanpusitus (opranuzanuu). CTpykTypa py-
KOBO/JICTBAa JIOJDKHA COOTBETCTBOBATh CTPYKTYpE BBIOPAHHOTO CTaH-
napta [SO Ha cucremy kauecTBa.

Ha kpynnubix ¢pupmax goxkymeHtanus Ha @CK MoxeT ObITh MO/I-
rotoBiieHa B ¢opme «OO0I11ero pykoBOJICTBa MO Ka4€CTBY», OMUCHIBA-
IOIIETO CUCTEMY MEHEIKMEHTa KaudecTBa, «PykoBojcTBa mo kaue-
CTBY» JJIsI pa3JIMYHBIX MOJPA3CICHUN NMPEANPUITHUS, CIICIIUATUZUPO-
BaHHBIX «PyKOBOJICTB MO Ka4yeCTBY» IJIA OTAEIbHBIX 3JIEMEHTOB CH-
CTEMBbI (IIPU MPOCKTUPOBAHUU, MATEPUATILHO-TEXHUYECKOM CHaOXe-
HUH, pabOTEe HaJl MPOEKTOM, B UHCTPYKIIUSIX 1O SKCILTyaTalllx).

Kaxnoe opraHu3allUOHHOE MOJpa3Aeii€Hue, BKIOUYEHHOE B CH-
CTEMY KayecTBa, JODKHO HMETh IMOJPOOHOE U cheruduueckoe
JUTsl CBOEH 00JIaCTH JEATENBbHOCTH PYKOBOJCTBO Mo KauyecTBy. [locie
NPUHATUS pelieHust 0 JoKyMeHTalbHOM odopmienun OCK, moxaro-
TOBKa PYKOBOJCTBA OCYIIECTBIISCTCS KOMIIETEHTHOM TPYyIIION, YIOJ-
HOMOYEHHOW PYKOBOJUTEIEM MPEINPUSITHSL.
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IHoaroroBurtebHbIC JeHCTBUA BKJIOYAIOT:

1. Onpenenenue ctaggapra ISO Ha cucTemy KadyecTBa.

2. CocTaBiieHHE MEPEYHS MPOLEAYD, PEATU3YEMBIX B CUCTEME Ka-
YecTBa.

3. COop cBeneHUI 0 CUCTEME KadyecTBa OT €€ MOJIb30BaTelIeH.

4. OnpeneneHue CTPYKTYphl U POpMBbI PYKOBOJACTBA IO KaUECTBY.

5. Knaccudukanus UMEIOINUXCSI JOKYMEHTOB CUCTEMbI KayecTBa
B COOTBETCTBUU C MPUHATON CTPYKTYypod U (OpMOMl pPYyKOBOJICTBA
10 Ka4€ECTBY.

«PyKOBOACTBO 10 KA4YeCTBY» — 3TO BU3WUTHAs KapTOUYKa IMpE]I-
OPUATHA, TIO3TOMY OHO JIOJKHO OBITh COCTaBJIEHO YETKO M TLIATEIb-
HO, OBITh aKTyaJdbHBIM JOKYMEHTOM, OTPaXXalolIUM JESITEIbHOCTh
IPEATPUATHS.

Pa3paboTka kapT IpoLEcCcOB U MPOUEAYP SABJISIETCS OJHOW U3 ca-
MBIX TPYJOEMKHUX W JUIMTEIbHBIX 3amad B xone BHeapeHus DOCK.
B peuienuun 3Toi 3a1a4l TPUHUMAKOT y4acTUE COTPYIHUKH, HAXOJIs-
IMecsl Ha Pa3JIMYHBIX YPOBHSAX YIPABJICHUS OpraHu3aluen —
OT BBICIIETO PYKOBOJCTBA JI0 PSAIOBBIX UCIIOJHUTENEH.

Briciiee pykOBOJICTBO JOJKHO OIPENEITUTHh COCTaB IMPOLIECCOB
Y OCHOBHBIE MX pE€3yJbTaThbl. PYKOBOAUTENSAM OpraHu3alii HEo0Xo-
MO BBIpa0OTaTh MOJPOOHOE OMHMCAHUE MPOIEecca — OINPEIETUTh,
KaKHe OoApa3IeNICHNs 3aJ€MCTBOBAHBI B MPOLECCE, KAKUE TTOKA3ATENN
CIeAyeT NOoJydaTb M3 mporecca. Ha OCHOBaHMM 3TOro OIHCAHUSA
Ha 00Jiee HU3KUX YPOBHSAX YIIPaBICHUS JAOKHA MPOBOAUTHLCS JIETaIH-
3a1Usl MPOLIECCOB.

Ha ypoBHE OTBETCTBEHHBIX 3a OTAEIBHBIC ITPOLECCHI OCYIIECTB-
JISIETCS ONMMCAHUE TTOCIENOBATEIILHOCTH U B3aUMOJEHUCTBHS MIPOLIECCOB
— T. €. OTBETCTBEHHBIM 3a MPOLIECChl HEOOXOIUMO OIPEACIUTH BXO-
Abl U BBIXOAbI MPOLIECCOB, B3aUMOCBS3b MPOLIECCOB YEPE3 3TU BXOIbI
U BBIXOJIbI, JIOTUKY BBITIOJIHEHHUS W HauOoJiee Ba)KHbIE TMOKa3aTeIu
IIPOLIECCOB MO BPEMEHH, CTOUMOCTH, MTPOU3BOAUTEIBLHOCTH U T. M.

Ha ypoBHe pykoBoauTesien noapasaeiaeHui OCYIIECTBISAETCS Je-
TaJI3alus MPOLECCOB 10 B3aUMOJECUCTBUSA MEXKIY PA3JIMYHBIMHA MOJ-
pa3eICHUsIMU; OIPEIEISIOTCA 3Talbl ITPOLECCOB, COCTAB PECYPCOB,
U3MEpPHUMBbIE TIOKa3zaTenu npoueccoB. OCHOBHasA padoTa 1o pa3paboTke
IIPOLIECCOB U IPOLEAYP CUCTEMBI KAYE€CTBA OCYILECTBIIAETCS TPYIIION
BHeapeHnss OCK u pykoBoguTesiMu noapa3ieicHUM.
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Ha ypoBHE ucnosiHUTENEH ONPEAEIACTCS AITOPUTM BBIIIOJIHEHUS
ornepanyii Ha padoyuMx MecTax. OTOT aITOPUTM PpadOThl CO3/1AaETCA
pv HEOOXOIMMOCTH JJIsl HanboJiee OTBETCTBEHHBIX OIepalfil mpoiiec-
ca U B OCHOBHOM KacaeTcsl TEXHOJIOTMYECKUX onepanuii. B ToM ciyuae,
KOI'/Ia OpraHu3aliysi HeOOJIbIIas — YPOBHHU YIIPABJICHUS] COBMEILIAIOTCS,
TOTJ]a COBMEUIAIOTCS M paOOTHI 10 TOKYMEHTHUPOBAHUIO MTPOLIECCOB.

IHopsiaok padoThI 10 JOKYMEHTHPOBAHUIO NIPOLIECCOB:

1) ompenesieHne MOCJIEI0BATEJIbHOCTH W B3aUMOJACHCTBUA
npoueccoB. B BeITTOTHEHUH ATON pabOThI 3a/I€MCTBOBAHBI U PYKOBO-
JTATEJIN OpPraHU3alluy, U OTBETCTBEHHBIE 3a mpoiiecchl. OnpeneseHue
MTOCJIEIOBATEIIBHOCTA U B3aUMOJICHCTBUS MTPOLIECCOB BKIIFOYAET BBISB-
JIEHUE COCTaBa MPOLIECCOB, COOBITUH, KOTOPbIE CUMTAIOTCS HAYaIoM
mpolecca U €ro 3aBepUICHUEM, OMNPENIENIEHUE CIIOCOOOB OMUCAHMUS
IIPOLIECCOB, BXOAOB M BBIXOJIOB IMPOLIECCOB, ONMPEICICHUE CTEIECHU
JOKYMEHTHUPOBAHUS U JE€TAIBHOCTH OMUCAHUS ITPOLECCOB;

2) onpenesieHUe KpUTepHeB M METOJ0B YIPAaBJIEHHsI MPOIec-
caMM: HEOOXOJMMO ONPEACIUTh OCHOBHBIE M MPOMEKYTOUHBIE pe-
3yJbTAaThl MPOIECCOB, YCTAHOBUTH KPUTEPUHU ISl OCYLIECTBICHUS
KOHTPOJIS, U3MEPEHUS U aHajlu3a MPOLECCOB, ONPENeIuTh Haubosee
Ba)KHBIE MMOKa3aTeNy MPOIECCOB, YCTAHOBUTh HAaW0OJIee MOIXO/ISIINE
METObI cOOpa 3TUX MOKa3aTeNeH;

3) onpenesieHue pecypcoB uW uHGoOpPMaNUM, MCIOJIb3yeMbIX
B IIpolecce: ONPENCIIOTCS BUABI PECYPCOB, UCIIOIb3YEMBIX B IIPOLIEC-
Ce, UICTOYHHKH BHEITHEH U BHYTpEeHHEW MH(POPMAIMHM O Tpoliecce, Co-
CTaB JAHHBIX O MPOLECCE, JOKYMEHTUPOBAHHBIE CBEACHUS O MPOLIECCE;

4) onipeesieHUe HEOOXOAMMBIX METOA0B KOHTPOJIS Ipollec-
COB: HCOOXOUMO YCTAaHOBHUTH CIIOCOOBI KOHTPOJIS MIPOIECCOB, 00HEM
Y 4acTOTY IPOBEICHUS U3MEPEHUN MOKA3ATENEN MPOILIECCOB, METOIbI
aHaJIN3a Pe3yJbTaTOB KOHTPOJIA IPOLECCOB, HA3HAYUTHh OTBETCTBEH-
HBIX 32 MPOBEIECHUE KOHTPOJIA.

Kax npaBuiio, paboOThI 10 JOKYMEHTUPOBAHUIO MPOIECCOB UMEIOT
HEKOTOPYIO IMKIMYHOCTh. M3HayambHO co3maeTcss BapuaHT pabOThI
10 MPOLIECCY B COOTBETCTBUU € TpeboBaHusiMu cTa”aapta ISO 9001,
Jlajiee 3TOT BapUAHT COIJIACOBBIBAECTCS C YYaCTHUKAMU JAHHOTO IPOLEC-
ca ¥ BHezpsieTcsl B paboTy. Ha Hero HakimabIBatOTCsl OTrpaHUYEHUs, CBSI-
3aHHBIC C BO3MOYKHOCTBIO PEATIM3ALMH NIPOLIECCA, B PE3YJIBTATE YETO HE-
KOTOpbIE TPEOOBaHUSI MOTYT OKa3aThbCs HEBBINIOJHEHHBbIMU. B mpoiiecc
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BHOCST U3MEHEHHS, U IIUKJI OBTOpsiETCs. B ntore mosiBisieTcs BapuaHT
paboTarolero mnpolecca, yAOBICTBOPSIONIMNA TPEOOBAHUSAM CHCTEMBI
KaueCcTBa U MPUEMJIEMBIHN JIJI OPraHU3aIMU ¢ TOYKHU 3pEHHST BO3MOKHO-
CTH peaju3alliy 3TUX TpeOOBaHUIA.

Cnenyromum staniom noctpoeHus u BHeapeHuss @CK saBisercs
pa3paboTka 0a30BBIX MPOIEAYP CHCTEMBI KadeCTBa M PYKOBOJCTBA
1o kauecTtBy. OnpeneseHHoro mopsjika, YTo B KaKOM MOCJIEI0BaTEIb-
HOCTHU CO3/1aBaTh U pa3pabdaTwIBaTh, CTAHIAPT HE ycTaHaBiauBaeT. [lo-
ATOMY CHadasa paspadatsiBatoT npoueaypsl ®CK, 3aTeM cocTaBistoT
OTNMCAHUA MPOIECCOB.

IIpoueaypsl, KOTOpPbIE 10JKHBI ObITh Pa3padoTaHbI:

* [Ipoueaypa ynpaBJjieHus JOKyMeHTanuel — Korjaa pa3pado-
TaHbI CXEMbI ITPOLIECCOB, BeCh cocTaB JokyMeHTauu @CK yxe omnpe-
JIeJIeH U TIOHSITHBI BCE ATaIlbl CO3/JaHUs, pabOThl, © U3MEHEHHS STHUX
nokyMeHToB. [losToMy B mpoleaype CTAaHOBUTCS TOpa3lio Jerdye
ONpENIETUTh, KaKUM 00pa3oM MOXKHO peain30BaTh BCE TPEOOBAHUS
CTaHJapTa Mo yIpaBJIeHUIO JOKYMEHTAIIUECH.

* [Ipoueaypa ynpapiieHusI 3aMCAMU — IPU OCYIICCTBICHUU
IIPOIIECCOB  YCTAHABJIMBAETCSI COCTaB  HEOOXOAMMBIX  3amuceit
0 Ka4eCTBe, U3 MPOIECCOB CTAHOBUTCSA MOHATHO, HA KAKUX OTMEpaIHIX
9TH 3alUCH TMOSBIAIOTCA U KTO ¢ HUMHU pabOTaeT, Mo3ToMy B MpoIle-
JIype OCTaeTCid TOJbKO OOOOHIUTH MpaBuja padOThl C 3aMKUCSIMHU
10 BCEM MPOIECCaM OpTaHU3aIIHH.

* [Ipouenypa BHYTPEHHHMX ayauTOB — 3Ta MpoIeAypa, Kak
IPaBUJIO, HE 3aBUCHUT OT OCHOBHBIX MPOIIECCOB OPraHU3AIUN U MOXKET
pa3pabatbiBaThes B 11000i MmomeHT co3nanus OCK.

e IIpoueaypa ynpaBjieHUsI HECOOTBETCTBYKOIIEH MPOAYKIHEH
— BCE BHUJbI HECOOTBETCTBUU JOJDKHBI OBITH OMPEACIICHBI B KapTax
IIPOIIECCOB, MOATOMY B IMPOIEAYPE MOXKHO OYyJET TOJbKO OOOOITUTH
JEUCTBUS IO YIIPABJICHUIO HECOOTBETCTBUSIMU U3 KapT MPOLIECCOB.

* [Ipoueaypbl KOPPEKTHPYIOIIMX M NMPeAyNpPeKIAIOMUX Jei-
CTBHIi — B HUX yCTaHaBJIMBAETCS OOOOIICHHBIN TMOPSAOK IPOBEIC-
HUS KOPPEKTUPYIOIMINX U MPEAYIPEIKIAIONINX TSHCTBUH.

PyKOBOACTBO MO KayecTBY OOBIYHO pa3padaThiBacTCs MOCIE 3a-
BEpIICHUS JOKYMEHTUPOBAHUS MPOIECCOB W Pa3padOTKH MPOLEAYp
CHUCTEMBI KauecTBa.
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Hopsaaok BHeapenusi nokymMenrauuu ®CK

Buenpenne poxkymentaruu ®CK sBisieTrcss OIHOM M3 CaMbIX
CJIOKHBIX 3aJlay, T. K. IPEANoJiaraeT u3MeHEeHUe B paboTe COTPyIHHU-
KOB. Takue M3MEHEHUS MOTYT MPOMCXOJUTH JTIOCTATOYHO JOJITO, IO-
ATOMY YacTO Pa3paOOTKy W BHEAPECHHE JOKYMEHTAIIUd COBMEIIAIOT
110 BPEMEHHU, JI0 3aBEPIICHUS pa3pabOTKU BCEX MPOILEAYP M ONMUCAHUS
npoueccoB OCK.

B o6miem Buge mopsgok BHeapeHus nokymeHntanuu @CK cocto-
UT U3 CIEAYIOIINX JCUCTBUM:

1. Pa3pabarbiBaeTcsl NMEpBOHAYAIBHBIA BapUaHT OMMUCAHUS MPO-
necca win npouenypsl @CK, KOTOpBI COTIIacOBBIBA€TCS C OTBET-
CTBEHHBIMU 3a MPOIIECC JUO0 yYaCTHUKAMHU Mpoliecca.

2. CremyrommM 11aroM sBisieTcsl 00ydeHrne COTPYAHUKOB, 3a7eH-
CTBOBAHHBIX B Ipoliecce, padoTe Mo JTOKYMEHTUPOBAHHON MpoIeaype
WM KapTe mnpoliecca (YTO OHU JOJDKHBI JeiaTh B COOTBETCTBUM
C TIPOIIECCOM, KaKMEe M3MEHEHHS B X pabOTe MPOM3OIILIN C BBEJICHH-
€M B JICMCTBHE KapThl IIpoOIecca WIM IPOLEAYPHI).

3.B xoxe paboThl 1O KapTe MpoOIEecCa BBISCHSIOTCS HIOAHCHI
1 yTOYHEHHUs. Takue KOPPEKTHUPOBKH COOMPAIOTCS M aHATU3UPYIOTCS
B pe3yJbTaTe KOHTPOJS HCIIOJIHEHMS MPOLEAyphl JU0O0 KapThl IPO-
necca. KoHTposib MCHONHEHUS TPOLEAYpP OCYIIECTBISIET KOMaHJA
BHeapeHnss @CK unu oTBETCTBEHHBIE 3a IPOIIECC.

4. Ha ocHOBaHMM TOJYyYEHHBIX JAHHBIX B MPOLEAYPY JIUOO KapTy
Ipoliecca BHOCSATCS KOPPeKTUPOBKH. [locie yero B paboTy mpuHHMA-
€TCSl OKOHYATEIbHBIN BAPUAHT KAPThI POLIECCA WITU MPOLIETYPHI.

Br10op cpeactB noxkymenTuposanus ®CK

s mokymeHTupoBanus mpoieccoB u npoueayp @CK moryt npu-
MEHSTBLCS pa3InyHble WHHOPMAIIMOHHBIE CUCTEMBI U CPEJICTBA aBTOMa-
TU3alMW. DTH CPEJICTBA 3HAUMUTEIBHO COKPAIIAIOT TPYJOEMKOCTh padoT
M0 TOATOTOBKE JOKYMEHTAIMHU, YNPABICHUE OSTOM JOKyMEHTAIlUEH
B xo7ie paboTel ®CK. BoNbIIMHCTBO MPOrPaMMHBIX CPEICTB, MPUMEHSI-
EMBIX JUJISl JOKyMeHTUpoBaHus rporeccoB U npouenyp OCK, conepxur
rpauyecKue U TEKCTOBBIE BO3MOXHOCTH TPEICTABIICHUS MPOIIECCOB.
['padmueckue — a1 yno0CcTBa IEMOHCTPUPOBAHUS OCHOBHBIX KOMIIO-
HEHT CXEMBbI Ipoliecca. TeKCTOBble — sl 00eCTIeUEeHUsI TOUHOTO OIpe-
JIEJICHNsI KOMIIOHEHTOB U CBSI3€W MPOIECCOB. BpIOOp CpeacTB TOKyMEH-
TUPOBAHMUS 3aBUCHUT OT PsiJIa KPUTEPHUEB.
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[lepBbIM KpUTEpHEM BBIOOpA MPOTPAMMHBIX CPENICTB SIBJIAETCS MPO-
CTOTa, MOHITHOCTb JIJIs1 COTPYAHUKOB M BBIPA3UTEIBLHOCTH CPEICTB U300~
paKEHHsI CXEM IpoIiecca, T. K. ¢ KapTaMHU IMPOLIECCOB U C MPOLEAYpaMu
OyayT paboTaTh B JalbHEWIIEM COTPYIHHKH OpraHM3allM, a HE Orpa-
HUYECHHBIN KPYT JIMII, KOTOPbIE BXOAAT B rpyniy BHepeHus: OCK.

Crnenyrommi KpuTepuid — TMOJHOTAa OMNMCAaHHS IMpolecca:
IpU BIOOpE IporpaMMbl HEOOXOAMMO MOCMOTPETh, €CTh JIU BO3MOXK-
HOCTb BHOCHUTH KaKylO-110O0 MOSICHSIOUIYIO M CIIPAaBOYHYIO MH(POpMa-
IIMIO O TMPOIECCaX M HACKOJIbKO yA0OHO MOJIb30BaThCs TakoM MHMOp-
Malueu npu paboTe ¢ TOKyMEHTAIUEH.

CrerneHp 3HAKOMCTBA C METOJIAMH OMKMCAHMS TPOLIECCOB — HE00-
XOJMMO YYHUTBHIBATh CTENEHb 3HAKOMCTBA C METOJIAMU T'PYNIIbl BHE-
penus @CK u cOTpyAHHMKOB, KOTOpble OyayT paboTaTrh MO KapTam
IIPOLIECCOB U IOKYMEHTUPOBAHHBIM IIPOLIETypaM.

CreneHbp HE3aBUCHUMOCTH METOJOB OT TEXHUYECKOU pean3alnuun
B UHGOPMALIMOHHBIX 1 KOMMYHHUKAIIUOHHBIX CUCTEMaX — 3TO TEXHHU-
YECKUH KPUTEPUH, CBI3aHHBIA C BO3MOKHOCTBIO OPTaHU3AIUN TEXHHU-
YECKH 00€CTIeYUTh JTOKYMEHTHUPOBAHHUE MPOIECCOB C MOMOIIBIO MPO-
TPaMMHBIX CPEJICTB.

Kpurepuil, CBA3aHHBIM C BO3MOYKHOCTBK) IPUMEHEHHUS KapT
MPOIECCOB U JTOKYMEHTUPOBAHHBIX MPOLEAYp Ha pabouux mecTax
TaKX€ HEMAJIIOBAXEH, T. K. BCE IOKYMEHTUPYEMBIE MPOLIECCHI U MPO-
HEeypbl JOJDKHBI OBITH JOCTYIIHBI COTPYIHHUKAM JJIsi paOOThl U JIIO-
00#1 COTpyJAHUK Ha CBOEeM pabodeM MecTe JOIKEH UMETh BO3MOXK-
HOCTb IOJIb30BaThCS UMHU.

5. CucreMa KOPPEKTUPYIOIIUX U IPEAYHPEIKAAFOIIAX
AetictBuii (CAPA). ®@akropsl, criocoOCTByIOIIIIIE
yayumenuro. HenpepriBHOe coBepIIeHCTBOBaHUE.

IMuxa PDCA

B kommanuu JoipDKHaA CymiecTBoBaTh A(@EeKTHBHAs cCHCTEMa
CAPA — corrective and preventive action, HampaBJICHHas
Ha YCTPAHECHUE MPHUYHUH BBISBICHHBIX U MPEIIOIAraéMbIX HECOOTBET-
cTBuil. [Ipy 3TOM yCcHIIHS TIO TTIOMCKY HEOOXOJIUMBIX PEIICHUN U CTe-
MEHb JIOKYMEHTUPOBAHUS JIOJKHBI OBITh COU3MEPUMBI C YPOBHEM
pucka coriacHo ICH Q9. Ilouck pemieHnit TOKEH ObITh CTPYKTYpHU-
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POBAaHHBIM M HAIIPaBJICHHBIM Ha BBISIBIICHUE OCHOBHOW MPUYUHBI BO3-
HUKHOBEHUS HECOOTBETCTBUH.

Cranmapt ISO 9001:2008 ycraHaBiuBaeT aBa BHAA JIEUCTBUU
B CJIy4ae BO3HUKHOBEHUSI HECOOTBETCTBUM:

* Ipeaynpexaanme 1eicTBUsA — JCUCTBU, NPEeAIPUHUMAE-
MBI€ JUUIs1 yCTPAHEHUS IIPUYMH HECOOTBETCTBUS,
* KOppeKTHpYKWIUNEe AeCTBUA — JEUCTBUsA, INpPEeANPUHUMAE-

MBI€ JJIsl yCTPAHEHHS] BOSHUKIIIETO HECOOTBETCTBUSI.

Hpenynpexnawommue aeicreus (IIJ) u koppexTupyromme
neiicteus (KJ/I) — 3TO OCHOBHBIE MHCTPYMEHTHI, IMO3BOJISIIOIIUE CO-
BEPILIEHCTBOBATh CUCTEMY MEHEI)KMEHTA KaueCTBa.

O(bheKTUBHOCTh TaKuUX JACUCTBUN CIEAyeT KOHTPOJUPOBATH
U OIICHUBATh B COOTBETCTBUMU C MPUHIMIIAMHU YTMPABJICHUS PUCKAMHU
TSl KA4ECTBA.

DaxkTOphl, CNIOCOOCTBYIONIUE YJIYYIIEHUIO, 00JIEr4atoT JOCTH-
xenue uened ICH Q10, cnocoOCTBYst TPUHATHIO pELIEHU, OCHOBAH-
HBIX HAa HAYYHBIX 3HAHUSX U OLICHKE PUCKOB, CBA3AHHBIX C KAUYECTBOM
JIC. B kontekcre ICH Q10 x dakropam, cocOOCTBYIOMIMUM YITydllie-
HUIO (MOTUBaTOpam, enablers) oTHOCSATCS:

* YIIPABJIECHUE PUCKAMH, CBSI3AHHBIMU C Kaye€CTBOM, OIHMCAHHOE
B ICH Q9Y;

* yIpaBJICHUE 3HAHUSIMU (TIOHATHE, HOBOE /i (PpapMarleBTUYECKOMN
OTpaciiv, HO IIMPOKO MPUMEHSIEMOE B JPYTUX cepax yIpaBIeHUs).

[TogpazymeBaeTcsi, 4TO yIpaBJICHUE 3HAHUSIMH, HAKOILICHHBIMHU
Ha BCEX ATamnax >KU3HEHHOTO IMKJIa MPOJIYKTa, MOXKET HPUMEHSITHCS
KOMIAHUEN NI JEMOHCTPAIMM MOHUMAaHUs MPOAYKTa U MPOLECCOB,
OBITH CPEACTBOM HMX HEMPEPHIBHOTO COBEPILICHCTBOBAHHUS, UCIIOIb30-
BaThCs U151 0OpaTHOM CBSI3M ¢ (hapMalleBTUYECKOMN pa3pabOTKOM.

OCK HyXITaeTCS B HEnPepvl6HOM CO8EPUIEHCHE08AHUU TIPOLIEC-
COB M KayecTBa MNPOAYKIHMH 32 CYET MOHUTOPUHIA BHYTPEHHHX
Y BHEIIHUX (DAKTOPOB, BIHUSIONIMX HA CUCTEMY, MPOBEACHUS MEPHO-
JAYECKOTO aHaIu3a co CTOPOHBI pyKoBoaCcTBa, CAPA-CUCTEMBI U T. 1.
[Ton HempepbIBHBIM COBEPIICHCTBOBAHUEM IMOHUMAETCSl HaJW4ue
IJJAHOB MHHOBAILIUM U yJIYUYIIEHHWI. DTO 03HAYAET, YTO KOTJa BBISIBIIC-
Ha BO3MOXHOCTh YJIYUIIIEHUS] KaKOTro-IuOO Ipoliecca WUiu MPOIYKTa,
OHa MOJKET ObITh OOOCHOBaHA U B HAJIMYMHU €CTh JIOCTATOUYHbBIE PECY]-
Chl, TOTJ]Ja HEOOXOAMMO aKTUBHO BHEJPSTH YIYUIIICHUS U HHHOBAIIUH.
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JIst yIydiieHus: MpoIeccoB, KaK MPaBWIIO, NMPUMEHSICTCS IMUKJI
PDCA: Ilnanupyii (Plan) — Jlenait (Do) — IlIposepsii (Check) —
Bo3zpetictyit (Act), npeacraBiaeHHbINA Ha puc. 5.1.

PS> D
y

A

Puc. 5.1. Ilukn PDCA — ocnoBa ynpasinenus B ©CK

PDCA (aurn. Plan-Do-Check-Act, nnanupoBaHue — JEUCTBUE
— MPOBEPKA — KOPPEKTUPOBKA) — 3TO LHHUKIUYECKHU MOBTOPSIOIINN-
Cs MPOLIECC NMPUHATHS PELICHUS, UCIOJIb3YEMBIN B YIIPABICHUN Kaye-
ctBoM. Takxe u3zBecteH kak Deming Cycle, Shewhart cycle, npunuun
[Tyxapra — JlemuHra.

Merononoruss PDCA mnpencraBisier coboi MpOCTEUIIUNA anro-
PUTM JEUCTBUM PYKOBOAUTEI IO YIPABJIEHUIO MPOLIECCOM U JOCTHU-
JKEHUIO €ro nelsier. LUK yrpaBiieHuss COCTOUT U3 CIEAYIOIUX KOM-
IIOHEHTOB.

IlnannpoBaHme: YCTAHOBJICHUE LIEJIEH U MPOLIECCOB, HEOOXOAU-
MBIX JJI TOCTUXKEHHUS 1IeJIeH, TUIAHUPOBaHUE PadOT MO JTOCTUKEHUIO
HeJjael mpolecca M yIOBIECTBOPEHUIO MOTPEOUTENs, MIAHHUPOBAHUE
BBIJICJICHUS U pacipeiesieHs] HEOOXOAUMBIX PECYPCOB.

BoinmosiHeHMe: BBIIOTHEHUE 3aIUIAHUPOBAHHBIX Pa0OT.

IIpoBepka: coop mHpopmMaIuy U KOHTPOJIb Pe3ybTaTa Ha OCHO-
Be KIoueBbIX mnokazarenei 3¢dextuBHocTr (KPI), momydeHHBIX
B XOJI€ BBINOJHEHUSI NPOLIECCA, BBISIBICHUE W AHAIU3 OTKIOHEHHW,
YCTaHOBJICHUE MTPUYMH OTKJIOHEHUH.

BosaeiicTrBue (ynpasiieHHe, KOPPEKTHPOBKA): IPUHATHE MEpP
10 YCTPAHECHUIO NPUYUH OTKJIOHEHUU OT 3aIUIAHUPOBAHHOTO PE3YJIb-
Tara, WU3MEHCHHUS B IUIAHUPOBAHUHM W PACHPEACICHUU PECYPCOB.
B nmpaktuueckonn nesrensHocTH 1UKa PDCA npumeHnsercs MHOTO-
KPaTHO C Pa3InYHOM NEPUOINYHOCTHIO.

[Ipu BBIMOJHEHUH OCHOBHOM JesTenbHOCTH Uk PDCA npume-
HAETCA C TEPUOJUYHOCTHIO IHKJIOB OTYETHOCTA W IIJIAHUPOBAHUAL.
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[Ipy BBIIOJTHEHUN KOPPEKTUPYIOIIUX AEUCTBHUM miuTesibHOCTE PDCA
MOKET OBITh MEHBIIIC WU OOJbIIE JJIUTEIHBHOCTH ITUKIIOB OTYETHOCTH
U TUIAHUPOBAHUS M YCTAHABJIMBAETCS B 3aBUCUMOCTH OT XapakrTepa,
o0beMa, JUIMTEIBHOCTH U COJICPYKAHUSI MEPOIIPHUSATHN IO YCTPaHEHHUIO
MPUYHH OTKJIOHCHHUS.
Anroput™m mipoBeaeHust PDCA-uukia BBINISAAT CIEAYIOMUM

o0pazom:

1. BoisiBJ1eHHE TIPO0JIEMbI:

- onpenenuTe o0JacTh MPOOJIEMBI;

- ONpEJEINTE CTaHJAPT;

- OTIPEJICTUTE TEKYILYIO CUTYaIHIO;

- OIpPEJIEINTE HECOOTBETCTBUE;

- BBIOEpUTE U3MEPUMYIO LIETIb;

- chopMyIUPYUTE TMpoOIeMy ISl TOTO, 9TOOBI IIPOBECTH KOJIICK-
TUBHOE 00CYKJI€HHE MOTCHIIMAIbHOW MPUYHHBI.

2. UccaenoBanue Npu4YMHbI:

- MPOBEJIUTE KOJUIEKTUBHOE OOCYKICHUE MPUINH BOSHUKHOBEHUS
poOJIeMBI;

- coOepuTe U MPOAHATU3UPYHTE TAHHBIE, CBA3AHHBIE C TPOOJIEMOMH;

- oTOepuTe GaKThI;

- BeIOepuTe Hambosee 3(PHEKTUBHBIE CIOCOOBI B3aUMOJICHCTBHS
B TPYIIIIE.

3. Bb10op KOHTpPMeEpHI:

- MPOBEJIUTE MO3TOBOM IITYpM JUIsl OMpPEACIICHUS] MEePBONPUYNH
U BbIOOpa KOHTPMED;

- IOJTy4uTe 0100pEHNE PYKOBOJICTBA HA OCYILIECTBIEHUE KOHTPMED.

4. Peasqm3anusi KOHTpMep:

- pa3paloTaiTe MIaH OCYIIECTBICHUS BBIOPAHHBIX KOHTPMED;

- chopMyTUPYHUTE 3a/1a4H;

- COCTaBbTE IJIaH;

- paccunTaiTe BpeMs BBHITIOJIHCHUS M yCTAaHOBUTE METOJBI KOH-
TPOJIAL.

5. CranpapTuzanusi U IUVIAHMPOBAHHME HENPEPHIBHOIO YCO-
BepPIIeHCTBOBAHUS:

- OLICHUTE PE3YJIbTaTHhI;

- cTaHAApTU3yiTe 3P(HEKTUBHBIE KOHTPMEPHI, YTOOBI IPEAOTBPA-
TUTb MMOBTOPEHNE BOSHUKIIIEH MPOOIEMBI;

- 3aIJIAaHUPYUTE HEMPEPHIBHBIA KOHTPOJIb peau3alliid KOHTPMED;
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- 3antyctute nponecc PDCA cHoBa, 4TOOBI yCOBEPILIEHCTBOBATH
KOHTPMEPHI.

6. U3y4yeHue pe3yJibTaTOB:

- KOHTPOJUPYHUTE BBHITIOJHCHHE TUIAHA;

- coOupaiTe/aHaNu3UpPyTe JIONMOJHUTEIbHBIC JaHHBIE B Cllydyae
HEOOXOOUMOCTH;

- I3MCHHUTE IUIaH peaju3allii, OCHOBAaHHBIM Ha pe3yJibTaTax,
B ClIy4ae HEOOXOAUMOCTH.

[Tocne Toro kak nuki PDCA nponeH HECKOIBKO pa3, BapUaTUB-
HOCTh TPOIECCOB CHUMXAETCA M HUX Pe3yJbTaThl 00s3aTEIBHO YIIyY-
maroTcsi. B kauecTBe HHCTPYMEHTOB UJICHTU(DUKAIIMU BO3MOXKHOCTEH
YIYUIIEHUN U UX aKTUBHOTO BHEAPEHUS KaK pa3 U MPUMEHSIOTCS Ie-
peuncnennsie 35emenTsl [CH Q10.

Pesyabrar pynkuunonuposanusa ®CK

* COKpAIllCHUE KOJIMYECTBAa U KPUTHUYHOCTU OIIMOOK, MUHUMH3A-
ITMsI PUCKOB JIJIT KA4eCTBA MPOAYKITUH;

* COKpAIlleHHE HEMPOIYKTUBHBIX PACXOJI0B PECYPCOB;

* o0ecnieueHre 00jee TOYHOTO TUTAHUPOBAHMS 3a CUET CTaHAapTH-
3aIMH BCEX MPOIIECCOB OpraHU3aINH;

* IOCTOSIHHOE COBEPIIICHCTBOBAHHE 32 CUET MPUMEHEHHUS KOPPEK-
TUPYIOLIUX U NPEAYIPEKIAIOMMNX JEUCTBUN;

* CO3/IaHNE UMUKA «ITPOU3BOUTENS KAYECTBEHHON MPOTYKITUNY,
BBIXOJ Ha 3apyOeKHBIC PHIHKUA U POCT SKOHOMHYECKHX MTOKa3aTeNeH;

* ONIEPAaTUBHOE PETyJIUPOBAHUE MPOU3BOJACTBA (TMOKOCTH CH-
CTEMBI);

* MUHUMHU3AIM HEPOU3BOACTBEHHBIX TIOTEPb;

* YIY4IlIEHUE TUCIMUIUIMHBI B KOJJIEKTUBE;

* MUHUMHU3AIMS KOJIMYECTBA OMMOOK M HECOOTBETCTBHM Ha BCEX
YPOBHSIX MPEATNPUSITHS;

* YIY4IlIEHUE CUCTEMBI IOKYMEHTOO00pOTa;

* 0oJIee YETKOE pacTpeiesieHe OTBETCTBEHHOCTH;

* MIOBBILIICHUE JIOSIILHOCTH OTPEOUTEICH;

* MIOBBIIICHUE MOTHUBAIIUN COTPYIHUKOB,;

* MIOBBIIIIEHUE KOHKYPEHTOCTIOCOOHOCTH TIPEATPUSITHSI.

Pazpaborka ®CK Ha papmalieBTUHYECKUX MPEANPUITUIX HE TOJBKO
JTaeT UM KOHKYPEHTHBIC IPEUMYIINECTBA, HO M CTAHOBHUTCS HEOOXOIH-
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MOCTBIO Ha 0011IEMHUPOBOM ypoBHE. BHenpenue 3¢ (heKTUBHBIX METOIOB
MEHEPKMEHTa M 00pb0a 3a KaueCTBO Ha BCEX ATarax »KW3HEHHOIO ITHK-
na JIC — enuHCTBEHHas BO3MOXKHOCTHh BBDKUTH (PapMalieBTHUECKOM
OTpaciv JIF0OOH CTpaHbl HA KOHKYPEHTHOM PBIHKE.

6. Konnenmua Haasexxarmmux npakruk GxP
B papManuu. DTambl )KU3HEHHOT'O ITUKAQ
A€KAPCTBEHHBIX cpeAcTB. O030p
AericrByrommux npasua GMP

B 0onbIIMHCTBE CTpaH CTaHIAPTHI HAAJEKAUIUX MPAKTUK — ITO
TpeOOBaHUS, TMPEABSIBISIEMbIE OpPTraHU3AIUAMHU 3APaBOOXPAHEHUS
Ha dTane pa3padOTKH, UCCIEAOBAaHUMN, MPOU3BOJICTBA U peaTu3alliu
nexkapcTBeHHBIX cpeAcTB (JIC). PykoBojcTBa mo HajjieKaluM Ipak-
THKaM YCTaHABJIMBAIOT CTaHAAPThl KayeCTBA Ha Pa3IMYHBIX dTamax
wu3HeHHoro nukia JIC. [onsarue xuznennoro nukna JIC u anroputm
ero pazpabotku ObL10 BBeAeHO B 2005 r. MexxayHapOIHBIM COBETOM
no rapmonuzanuu (ICH) nokymentom ICHI1 Q8.

Cxewma xu3HeHnHoro 1ukia JIC npeacrasnena Ha puc. 6.1.

’ Paspa6orka IC
NoTtpeburens .

, L - — / ,4
GPP | . GLP

Po3H MHanA  ————— AoknuHuYeCKHe
- -

TOproBnnA , WCCNepoBaAHHA
’ CUCTEMA
» OBECTIEYEHMSA -
KAYECTBA
GCP
GDP ‘u KanHuyeckme
LHTosas MENBITAHWA J
TOprosna | - v,
GSP | GMP ' Perverpayma
xpaHeHue ‘ ) MpoussoacTso ! (nMueHsupoBanme) T
) ) ),

Puc.6.1. Oransl x)xu3nennoro mukiaa JIC
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Hannexamue npaktukun GxP mpeacTaBisiioT co0OM KOMILIEKC
CTaHapTOB, CPEIM KOTOPHIX MOKHO BBIJICIIUTH CJISIYIOIIUE:

GLP — Hagnexamas jadopaTopHas IMpaKkTHKA, JOKIMHUYECKHUE
uccnenosanus (Good Laboratory Practice);

GCP — nagnexamasi KIMHAYECKOW MPAKTUKA, KIMHUYECKUE HC-
neitanus (Good Clinical Practice);

GMP — namnexanias mpou3BOJICTBEHHAs MPAKTUKA, MTPOU3BO/I-
ctBO (Good Manufacturing Practice);

GSP — mHagnexaimiass NpakTHUKa XpaHEHWS, CKJIAJICKOE JIeJI0
(Good Storage Practice);

GDP — Hajmnexamias mpakTHKa TACTPUOYIIMH, ONTOBAas peau-
3arus (Good Distribution Practice);

GPP — najyexainias anteuHasi IpakTHKa, peain3aiius B alTeKax
(Good Pharmacy Practice);

GPCL — namyexainas MnmpakTUKa JJis HallMOHAJIBHBIX JIabopaTo-
puii KOHTPOJISI KauyecTBa JICKAPCTBEHHBIX CPEJICTB, BOMPOCHI, Kacaro-
uecs pa3padOTKU M PETUCTPAIUH JICKAPCTBEHHBIX CPE/ICTB;

GVP — nannexaras mpakTuka gapmakoHaa3opa, HAOOp PyKo-
BOJISAIIMX MPUHITUIIOB JIJIs OCyIecTBiIeHus papmakoHaazopa B EC.

MHorosieTHU OTEYECTBEHHBIM U 3apyOEKHBIA OMBIT TMOKa3al,
4TO TapaHTUPOBaTh kKadecTBO JIC MOXKHO JIMINIL C MOMOIIBIO OoJiee
CTPOT'Oro perjiaMeHTUPOBAHUS BCEX ATAOB TaK HA3BIBAEMOI'O «KU3-
HeHHoro nukiaa» JIC: JOKIMHUYECKMX MCCICAOBAHUM, KIMHHUYECKHUX
WCIIBITAHUH, TTPOU3BOJCTBA U peasn3aliiu (ONTOBON U PO3ZHUYHOMN).

PaccMoTpuM 3Tambl )KU3HEHHOTO ITUMKIIA JIEKApCTBEHHBIX CPEJICTB
COIJIACHO MPUBEJICHHON KOHLIETIINY HaiIeKaux mpakTuk GxP.

Oran 1. Papmaneprudeckasn pazpadorka AC

B Hacrosiiee Bpems coznanue HoBbIX JIC Ga3upyercsi Ha BBISIB-
JICHUW OMOJIOTMYECKH aKTHUBHBIX BEIIECTB, YYaCTBYIOIIUX B MPOIEC-
cax >KM3HENESITEIbHOCTH, U3YYEHUU MATOPU3UOJOTUUECKUX U TAaTo-
OMOXMMHUYECKUX TMPOIIECCOB, JEKAIIUX B OCHOBE PAa3BUTHUSL Pa3HBIX
3a001eBaHU 1 Yr1yOJIEHHOM HMCCJIEAOBaHUM MEXaHU3MOB (papmako-
JIOTUYECKOTO JICHCTBUSL.

[TepBocTeneHHBIM (PAKTOPOM B 3TOM MPOILIECCE SIBIACTCS OCTpast
MEJUIIMHCKAs HEOOXOIMMOCTb UM BO3MOXKHOCTh pa3padoTaTh HOBOE
AM00 YJIYYIIUTh CTApO€ JCYEHUE, YTO B UTOTE€ CMOXKET IMOBIUATH Ha
Ka4yecTBO *u3HU. Harnmsaueiii npuMep — pa3paboTka HOBBIX 3 dek-
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TUBHBIX TPOTUBOOIYXOJIEBBIX, CEPJACUYHO—COCYAUCTHIX, TOPMOHAIb-
HBIX IIpenapaToB, cpeacTB 00pbObl ¢ BUY-undekuuei.

TpeOGoBanus, npeabsABIIeMble K BHOBb pa3padaThIBAEMbIM JIeKap-
CTBEHHBIM CpEJICTBaM:

1. He nyOnupoBath npeaplayIiue.

2. IIpeBoCX0AUTH aHAJIOTH.

3. BBITh KOHKYPEHTOCIIOCOOHBIMH.

Dramn 2. AOKAMHUYECKUE UCIILITAHUA.
Haaaexxamaa aaboparopHas npaxktuka GLP

Jlist panpoHansHOro npuMeHeHus: HOBBIX JIC, JoCTHKEHMsT HX
MAaKCUMAJIBHOTO TEPANEBTUYECKOTO JACHUCTBUS U MPEAYNPEKICHUS TIO-
OOYHBIX peakuuid HeOOXOJUMO Ha CTaJMU WCIBITAHUNA TOJYyYUTh BCE-
CTOPOHHIOIO XapaKTEPUCTUKY MOTECHIIMAJILHOTO Mperapara, JaHHbIe 000
BCEX €TI0 JICUEOHBIX U BOBMOXHBIX OTPULIATEILHBIX CBOMCTBAX.

Ha sTane nOKIMHHUYECKHUX HMCIBITAHUM, KOTIa MPOBOJUTCS U3Y-
yeHue (HapMaKoIOTHUeCKOM aKTUBHOCTH, TOKCUYHOCTH M JPYTHUX
XapaKTEepUCTUK MOTeHIMaIbHBIX JIC Ha KUBOTHBIX (OMOJOTUYECKUX
TECT-CUCTEMAx), OJJHOM M3 OCHOBHBIX 3ajlay fABJSETCS O00eCIeUeHUE
OOBEKTUBHOCTH ToOJiydyaeMbix JdaHHbIX. [IpaBuina GLP ompenensitor
METOHO0JIOTHI0, YPOBEHb OpPraHu3allid U NPOBEACHUS JTOKIWHUYE-
ckux ucciegosanuit JIC.

[IpaBunamMu Haasiexkaiel 1a00paTOpHON MPAKTUKU PETJIAMEHTH-
PYIOTCSl TPEOOBAHMS:

- K aIMUHUCTPATUBHOM CTPYKTYPE UCHBITATEIBHOIO LICHTPA;

- KBaIM(UKALMKU U 00SI3aHHOCTSIM CHEIIUAIUCTOB;

- OpraHu3aiuu paboynux MecT;

- TOKyMEHTHPOBAHUIO TPOBOAUMBIX UCCIIECIOBAHUN;

- UCIIBITYEMBIM BEIIECTBAM,

- STAJIOHHBIM IIpenaparam,

Hannexamias naboparopnas npaktuka (GLP) oxBaTeiBaeT opra-
HU3AIUOHHBIE MEPOIPUSITUS U PETIIAMEHTUPYET YCIIOBUS, PU KOTO-
PBIX 3KCIEPUMEHTAIIBHBIE HUCCIEAOBAHUS TUIAHUPYIOTCS, BBITOIHSIOT-
Csl, KOPPUTUPYIOTCS, PETUCTPUPYIOTCS, MPEICTABISAIOTCSA B BUJIE OTYE-
Ta U COXPAHSAIOTCS B APXUBE.

[IpaBuna GLP nmpuMeHSIOT npy NPOBEACHUN JOKIMHUYECKHUX UC-
CJIeIOBaHUN OE3BPETHOCTH MOTEHIUAIBHBIX (PapMaKOJIOTHUECKUX,
arpOXMMHYECKUX, KOCMETUYECKUX CPEICTB, MUIIEBBIX TOOABOK, Me-
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JTUIMHCKOM ammaparyphl, KOTOpas UMEeT HEMOCPEACTBEHHBINH KOHTAKT
C TKaHSMHU OpraHU3Ma.

Buenpenue mpaBmi Ha OCHOBE OOIICHTPUHATHIX CTaHIAPTHBIX
IpoIEAyp MO3BOJISIET MOJy4YaTh BBICOKOKAUYECTBEHHBIE, OOOCHOBAH-
HbI€, TapaHTHPOBaHHbBIC JaHHBIC, KOTOPHIE B3AaUMHO IIPHU3HAIOT JIPyTHe
CTpaHbl, YTO MPEIOTBpAIIACT AyOJIMpOBaHNE UCCIEIOBaHUM, 00Ierya-
eT oOMeH uH@opmMalueit, cocoOCTBYET 3alllUTE 3/I0POBbSI UYEJIOBEKA
Y OKPYKaIOIIEN CPEIBI.

Cranmaptuzanys OpraHu3alMOHHBIX MPOIECCOB M YCIOBUHN MPO-
BEJICHUSI JIa0OPATOPHBIX MCCIAEIOBAHUN IO3BOJSET KOMIIETEHTHBIM
rOCyJapCTBEHHBIM OpraHaMm IpHU3HABaTh PE3yJbTaThl, MOJTYyYCHHBIC
B pa3nuuHbIX cTpaHax. Mcnonbs3oBanue crangaproB GLP npu mokim-
HUYECKUX HWCHOBITAHUAX TapaHTUPYeT O€30IMaCHOCTh MOCIETYIOIINX
KIIMHUYECKUX HUCTIBITAaHWM, YTO B UTOTE CIIOCOOCTBYET OOCCIICUCHHIO
kauectBa JIC B meom.

Dran 3. KaAmanueckmne nuccaeAOBaHUA.
Haasesxamaa kamangeckas npakruka GCP

Cranpapt GCP («Good Clinical Practicey, Hapnexaias K-
Huyeckasa npaktuka, [OCT P 52379-2005) — MexIyHapOHBIN CTaH-
JapT STUYECKUX HOPM M KadyeCTBAa HAyYHBIX MCCJIEIOBaHUM, ONUCHIBA-
IOIUA TIpaBWjIa pa3pabOTKH, MPOBEJACHUS, BEACHHUS JIOKYMCHTAIUMH
Y OTYETHOCTH 00 WCCIICIOBAHUAX, KOTOPBIC MOJPA3yMEBAIOT y4acTHUE
YeJI0BEKa B KAYECTBE UCIIBITYEMOT0 (KIMHUYECKUE UCCIICI0BaHU).

CoOTBETCTBHE HCCEIOBAHUS ATOMY CTaHIApTy TOBOPUT O IyO-
JUYHOM COOJIFOJICHUM TIPAaB YYACTHUKOB MCCII€IOBaHUs, ITpaBUI 0Oec-
MIEYCHHIO UX 0€30IMMacCHOCTH, CTPEMJICHUS K HEHAHECECHUIO Bpeja, Tpe-
OOBaHUM K JJOCTOBEPHOCTU MCCIICIOBAHUIM.

KnuHudeckoe ucnpITaHue — 3TO J000€ UCCclieJ0BaHue, MPOBO-
TUMOE C yJacTHEM YeJIOBEKa B KadueCTBE CyOBEKTa ISl BBIABICHUS
UM MOATBEPKICHUA KIMHUYECKUX, (HapMaKOJIOTHUYECKUX /WU
dbapmakoguHaMuueckux 3(GEKTOB HCCIECAYEeMOTo IpPOayKTa(-oB),
W/VIW BBISIBJICHHST HEXKEJATCIbHBIX PEaKIMM Ha HCCIETyeMbIH(-bIe)
npoayKT(-bl), U/ WM WU3y4YeHHs ero(ux) BCachIBaHHUS, pacmupeselie-
HHsI, MeTa0oIM3Ma.

KnuHndeckue UCHbITaHUS MpEeaHa3HAuYCHBI JUIsl OLICHKU TepareB-
TUYECKON Wiau mpoduiiakTuueckoil 3G (PEeKTUBHOCTH U 0€30MaCHOCTH
JIC. Pe3ynbTaThl KIMHUYECKUX MCIIBITAHUN TO3BOJISIIOT ONPEICIINTD
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HauOoJiee pallMOHAIbHBIE TO3UPOBKU U cxembl mpumeHenus JIC, ero
B3aUMOJECHCTBUE C JAPYTMMHU CPEIACTBAMH, BBIIBUTh NPEUMYIIECTBO
OJIHOTO TIpErnapara nepej Ipyrum.

Ipasuiaa GCP

Cranpapruzanusa U yYHU(UKaAIUs TPOLEeaypbl KIMHHUYECKUX HC-
neiTanuit JIC Bnepsbie Obuia HayaTa skcnepramu BO3. B 1974 r. Ko-
murteT skcnepToB BO3 pazpabortan «PekomeHIanuu Mo OLEHKE Jie-
KapCTB ISl 4eJioBeKa», a B 1975 1. B cepun TEXHUYECKHX OTYETOB
BO3 6b11 BBeneH Tepmun GCP. [IpaBuna GCP cranu akTUBHO BHEI-
parecsa B CHIA wu ctpanax EBponsl ¢ koHma 1970-x rr. Okcnepramu
BO3 ¢ 1991 no 1993 r. 6b11u pa3paboTaHbl pEKOMEHAIMH IO TTPOBE-
JNEHUIO0 KJIMHUYECKUX HUCIBbITAHUM, HANpaBJICHHBbIE HA YCTaHOBJICHUE
MPUMEHUMBIX CTaHIAPTOB IMPOBEICHHUS MEIUKO-OMOJIOTMYECKUX HC-
CJI€IOBAaHUU Ha JIOJIAX.

[IpaBunamu GCP npemycmaTpuBaeTcss IpoLeaypa MOIYYEHUST CO-
IJIacHsl MALMEHTA HA €r0 Y4acTUEe B KIIMHUYECKOM UCIBITAHUU, IPUYEM
ero 0e30MacHOCTh, OJAronoiyyne U MpaBa UMEIOT MPUOPUTETHOE 3HA-
YeHHUE HaJl MHTEpEcaMu HayKu U OOIIIECTBA B IIEJIOM.

OcHOBHas 11eJ1b KIIMHUYECKUX HCIBITAHUM — yCTaHOBJIEHUE d(-
¢dexkTuBHOCTU U O6e30nacHocTH JIC, BIsiBIEHHE TOOOYHBIX d(PPEKTOB,
Oomnpe/ieJiCHUE Juana3oHa TepaneBTUYECKUuX 103 u Ap. CranaapTtsl
IJJAHUPOBAHUSA W TPOBEJCHHS KIMHUYECKUX HCIBITAHUN HallCJICHBI
Ha 00ecrieYeHUEe TOYHOCTH M JIOCTOBEPHOCTH PETUCTPUPYEMBIX IaH-
HBIX, Ha 3aIUTY MpaB CyObEKTa UCIBITAHUS B COOTBETCTBUU C TPEOO-
BAHUAMU XEJIbCUHCKOU JIEKJIapaluu, NpuHATOn B 1964 r.

OcnoBonogaratomuii npuHun GCP — BcecTOpoHHEE M TOYHOE
JTOKYMEHTUPOBAHUE BCETO Ipoliecca KIMHUYECKUX UCIBITAHUM,
a Tak)Ke €IMHOO0Opa3ue MpPH BHITIOJTHEHUU OIpPEACTICHHBIX (YHKIIH.
[locnenHee nOCTUTAETCA UCIIOJIB30BAHUEM CTAHIAPTHBIX MHUChMEHHBIX
MHCTPYKIIUM I10 TPOBEACHUIO HcHbITaHui. KOHTpoJb cOOJIOeHUS
npaBm GCP sgBiseTcs oHUM W3 HEOOXOIMMBIX HAIPaBICHHI TOCY-
JTApCTBEHHOIO peryupoBanus 3¢ dhekTuBHOCTU U Oe3omacHocTH JIC,

Oran 4. ITpon3BOACTBO A€KAPCTBEHHBIX CPEACTB.
Haaaexxamasa npousBoacTrBeHHaA npakTuxka GMP

Good Manufacturing Practices (GMP) — Hagnexaias npous-
BOJICTBEHHAsI MPaKTHUKa — 3TO €JIMHas cUcTeMa TpeOOBaHUM 110 opra-
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HU3AllUM TMPOU3BOJICTBA W KOHTPOJIIO KauyecTBa JIEKAPCTBEHHBIX
CPEACTB OT Hayaja NepepadOTKU ChIPbs JI0 MOJYYEHHS TOTOBBIX IPO-
TyKTOB, BKJIIOYas OOIIuMe TpeOOBaHMS K IMOMEIICHUSM, 000pYa0Ba-
HUIO, IEPCOHATY U T. 1.

GMP BkitouaeT oOMIMPHBIN psAJl MOKazaTenel (TpedoBaHMmil), KO-
TOPBIM JIOJKHBI COOTBETCTBOBATH MPEIPHUATHS, BhIITyCcKatomue (ap-
MaIleBTUYECKYIO MPOAYKIINIO. B HEM MakCUMalIbHO yUTE€HBI (DAKTOPHI,
OKa3bIBalOIME BIHsIHUE HA KayecTBO JIC, a UMEHHO: 31aHUs U MTOMe-
HICHUs, TIEpCOHaN, 000pyJ0BaHKE, OpraHU3allds U BEJACHUE TEXHOJIO-
TUYECKOT0 Tpolecca, JOKyMEHTAIMs, KOHTPOJIb Mpoliecca MPou3BO/-
CTBa, KOHTPOJIb Ka4€CTBA TOTOBOTO MPOJAYKTA U T. II.

GMP MoxHO paccMaTpuBaTh KaK 4acTh KOHIIEIIIAKW OOECIICUCHUS
KaueCTBa, TAPaHTUPYIOIIYIO IMOCIEI0BATEIbHYIO BEIPAOOTKY M KOHTPOJIb
MPOJYKTOB IO CTaHAAPTaM KadyeCTBa, COOTBETCTBYIOIIUM WX MPUMEHE-
HUIO (TI0 HA3HAYCHHUIO) 1 TPEOOBAHUSM PETUCTPALIMOHHOTO J0CHE.

GMP — cucrema HOpM, IPaBWI U YKa3aHUW B OTHOLICHUU IPO-
U3BOJICTBA JIEKAPCTBEHHBIX CPEJICTB, MEAUIMHCKUX YCTPOMCTB, U3JIE-
JUW TUAarHOCTUYECKOTO0 Ha3HAYEHUs, MPOJYKTOB MUTAHMUS, MUILIEBBIX
100aBOK M aKTUBHBIX MHTPEAUEHTOB. B oTinuue oT mporeaypbl KOH-
TPOJIA KauyecTBa MyTEM HCCJIEIOBaHUS BHIOOPOUHBIX OOpPa3IOB TAKUX
MPOJIYKTOB, KOTOpas 00EeCleuyrnBaeT MPUTrOJHOCTh K HMCHOJb30BAHUIO
JUIIb CaMUX 3TUX 00pasioB (M, BO3MOXKHO, MapTUH, U3TOTOBJICHHBIX
B Ommkaiiiee K JaHHOM maptuw Bpemsi), ctaHgapT GMP orpaxkaet
LEJIOCTHBIM TMOAXOJ W PEryJUpyeT U OILEHHUBAET COOCTBEHHO TMapa-
METpPbI TPOU3BOJCTBA U JIAOOPATOPHOM MPOBEPKHU.

IIpaBuiaa GMP

[TpaBuna GMP pernamMeHTHPYIOT CIEAYIONINAE TTOJTOKECHUS:
OpraHM3alMOHHYIO CTPYKTYPYy MPEANPUATHSI, OO0SI3aHHOCTH OTJIela
KOHTPOJISI KayecTBa; KBaJU(HUKAIIMIO IEPCOHANA;, XapaKTePUCTUKH
3MaHUA W TIOMEIIEHUM, 000pYJIOBaHMS; OCOOCHHOCTH IPOBEICHUS
KOHTPOJIS KOMIIOHEHTOB M YKYIIOpOYHbIX MarepuanoB JIC; opranusa-
IIUI0 TEXHOJOTHYECKOT0 IPOIecca; KPUTEPUH OIICHKH W HCIOJIb30Ba-
HUSI MApPKUPOBOYHBIX MAaTEPHAJIOB; OIEpaIlMy MO yYINaKOBKE M MapKHU-
POBKE; CPOKHU TOJHOCTH, XpaHEHHUSI U OTTPY3KH; PETUCTPaIHIo, J1a0o-
paTOpPHBI KOHTPOJb (aHamu3 (UIUKO-XMMHUUYECKUX TapaMeTpoB,
omnpeieieHue CTaOWIbHOCTH, XpPaHEHHWE CTaHJApPTHBIX 00pa3loB, CO-
nepKaHue J1abopaTOPHBIX JKHBOTHBIX) M OTYETHOCTD.
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OcHoBHbIe TpeOoBanuss GMP

- BC€ MPOM3BOJICTBEHHBIE MTPOIECCHI JOJKHBI OBITH ONPE/ICIICHBI;

- KpUTHYECKHUE CTaaud TPOM3BOACTBEHHOI'O ITpoIiecca JIOKHBI
IIPOVTH BaJTUAALIMIO;

- TOJI’KEH OBITh MEePCOHAN ¢ HEOOXOIUMOM KBTI (UKAIIUEH;

- COOTBETCTBYIOITHE TTOMEIIEHUS U 000pYI0BaHNE;

- HaJuIeKaIue MaTepuaibl, KOHTEHHEPHI U STUKETKU;

- YTBEPXKJICHHBIE METOJAMKH U MHCTPYKIIMU, KOTOPBIE H3JI0KEHBI
B BU/JIE PACTIOPSIKECHUN;

- HE0OXOIMMO MPOTOKOJIUPOBATH IIPOIECC MPOM3BOJICTBA;

- BCE€ OTKJIOHEHHUS OLI€HEHDI;

- U TUCTPUOYIIMHU HE CHUKASTCS Ka4eCTBO MPOTYKIIHH;

- CUCTEMBI OT3BIBOB U OIICHKH peKiaamManuii 3 (eKTUBHBI.

IlociaenoBaTeIbHOCTD J€eMCTBHI
npu BHeApenun crangapros GMP

1. Co3nanue HOPMATUBHO-TEXHUYECKUX JOKYMEHTOB (CTaHIap-
TOB, PYKOBOJICTB).

2. Co3nanue HOPMATUBHO-IIPABOBOIO TOJIsS (MIPUKa3bl, MPOLETY-
bl HHCIIEKTUPOBAHUA ).

3. Opranuzanus uacnekropata GMP/GDP B coctaBe yrnoiaHoMo-
YEHHOI'0 PETYJIATOPHOrO0 OpraHa (OB) C COOTBETCTBYIOIIMMU IOJHO-
MOYHSIMHU.

4. O0yuyeHre HHCIIEKTOPOB, BHEAPEHHUE CHUCTEMbl KauyecTBa HH-
CIIEKTOparTa.

Hoxymentanuss GMP

Bnepsrie npasuia GMP 6sutn pazpadotansl u BBeneHsl B CIIA
B 1963 r. ¢ 1enpio obecreueHnsl rapaHTUPOBAHHOTO Ka4eCTBa BBIMYC-
KaeMbIX JIEKQPCTBEHHBIX mpenaparoB. Jlomomnenst B 1965, 1971,
1978, 1987, 1992 rr.

1968 r. — npasuna GMP BO3 pekoMeHI0BaHbl K TPUMEHEHUIO
B 1969 r. (momosHeHsl B 1992, 2002, 2003 rT.).

1991 r. — npasuna GMP EC-aupextuBa 356/91 (nocnennee u3-
MeHenue k mpaBusiaMm GMP B 2003 1.).

2003 r. — coBpemennbie nipaBmwia GMP EC-gupexktusa 2003/94,
o00HbIE 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 npusHatoT cranaaptel GMP, ucnons3ys
CUCTEMY cepTU(PUKALINY JeKapCTBEHHBIX cpenctB BO3 mis MexayHa-
POJTHOW TOPIOBJIN.

B cucremy corpyaHudecTtBa (apMareBTUUECKUX HHCIEKIINN
(PIC/S) ¢ rapmonusupoBaHHbiMH cTaHgaptamu GMP  Bxogdar
39 cTpan mupa.

Ipasuiaa GMP B Poccun

B namel crpane npaBuia GMP («lIpaBuna opranuzaiuu npous-
BOJICTBA M KOHTPOJISI KaueCTBa JIEKAPCTBEHHBIX cpeaicTB» PII 64-125-91)
BIIEpBBIE ObLIM pa3paboTanbl B 1991 T. ¢ yyeToM IEHCTBYIOIIMX B TO
BpEMSI MEKTyHAPOIHBIX, PETUOHAIBHBIX M HAIIMOHAJILHBIX MPABHUJL.

Jlanee ObUIM BBIMYILEHBI JOKYMEHTBI, pErIaMEHTUPYIOIIUE TIpa-
Bmiia GMP B Poccun: OCT 42-510-98, I'OCTer 52249-2004,
52249-2009, METOJUYECKHUE PEKOMEH 1Al «PyKOBOACTBO
10 HAJJIC)KAIIEW  MPOU3BOJCTBEHHOM MPAKTUKE JIEKAPCTBEHHBIX
cpeacTB s uenoBeka» (Poczapasuanzop 2010).

B nocnegnue roael mosiBuiauCh HOBbIEe mnpaBuia GMP, 3Haun-
TEJIbHO PAa3BUBAIOIIME PAHEE BHECEHHBIE ITOHATUS WM BIIEPBBIC
BKJIIOUAIONIME TAKHUE BAXKHBIC TMOJOKEHUS, KaK yIpaBJICHUE Kaue-
CTBOM, BaJUAaIMs U M., @ TAKKE PACIIUPAIONTUE 00JACTh UCIIOIb30-
BAHUS MPaBUJI NPUMEHHUTENBHO K MPOU3BOJACTBY OTIEIBHBIX TPYIII
JIEKapCTBEHHBIX CPEJICTB.

HoBeie mpaBuma —  Ilpukaz Munanpomropra Poccun
ot 14.06.2013 Ne 916 «O06 ytBepxaenun IIpaBun opranuzanuu mnpo-
U3BOJICTBA M KOHTPOJISI KaueCTBa JIEKAPCTBEHHBIX CPEACTB» (3aperu-
ctpupoBano B Munrocte Poccum 10.09.2013 Ne 29938).

[Ipy moaAroToBKE MpaBUII UCIIOIB30BaCs nepeBod npasuwi GMP
EBpocoro3a ¢ U3MEHEHHSIMHU, BCTYIUBIIUMU B JeWCTBUE | sHBaps
2013 r., ¢ yuerom npuHATOM B EBpomenckom coro3e JupeKTuBbI
Komuccun EC 2003/94/EC ot 8 oxta0ps 2003 r. «O0 ycTaHOBIe-
HUM OCHOBHBIX MPUHIUIIOB U MPaBUJI HaJJIeXalled MpPOU3BOJACTBEH-
HOM MPAKTHKU JEKAPCTBEHHBIX MPENAPATOB ISl YEJIOBEKA U UCCIELY-
€MBbIX JICKAPCTBEHHBIX MIPEMAPATOB JJISI YEJIIOBEKAY.
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Crpykrypa cranaapra GMP: ocHOBHBIE TPeOOBaHUA
K HaJJ1eKaleil Npou3BoJACTBEHHOM NMPAKTUKE
JIEKAPCTBEHHBIX CPEICTB

Paznen 1: ®apmaneBTHYECKasi CHCTEMa KauyeCTBa.
Paznen 2: [lepconann.

Paznen 3: [Tomelienust 1 000py10BaHUS.

Paznen 4: JlokymeHTanus.

Paznen 5: TexHomornueckuii mpouecc.

Paznen 6: Kontposnb kadecTna.

Paznen 7: BHemHss (ayTCOpCUHTOBast) AEATEIbHOCTD.
Paznien 8: Peknamaniyuu v OT3bIB TPOAYKITUH.

Pa3nen 9: CamouHCcHeKIHs.

JlokyMeHTBI, cBsi3aHHbIe ¢ GMP

1. locbe mpousBoicTBEHHOrO yuacTka (Site Master File).

2. Ynopasnenue puckamu s kauectBa(ICH Q9).

3. ®apmanieBTuyeckas cuctema kadectsa (ICH Q10).

4. MexayHapo/IHble TapMOHU3UPOBAHHBIE TPeOOBaHUS K CEPTH-
dbukanuu cepui.

5. [llabsoH s «MUCBMEHHOTO MOATBEPKACHUS» Il aKTUBHBIX
BEUIECTB, JKCIOPTUPYEMBIX B EBPOIEUCKHN COI03 I JIEKAPCTBEH-
HBIX IIPENApaToB JIJIs YETOBEKA.

Hpuiaoxenuss k GMP

1. ITpon3BOACTBO CTEPUIIBHBIX JIEKAPCTBEHHBIX CPENICTB.

2. [Ipou3BOACTBO OMOJIOTHYECKH aKTUBHBIX CyOCTaHIIMHN U JIEKap-
CTBEHHBIX CPEJICTB JIJIsl YEITOBEKA.

3. [IpousBoicTBO paguodapMaleBTUIECKUX MTPOTYKTOB.

4. ITpou3BOACTBO BETEPUHAPHBIX JICKAPCTBEHHBIX CPEJCTB, KPOME
UMMYHOOMOJIOTUYECKUX.

5. I[Ipou3BOACTBO BETEPUHAPHBIX UMMYHOOHOJIOTHYECKHUX JIeKap-
CTBEHHBIX CPEJICTB.

6. [Ipon3BOACTBO MEAUITMHCKUX T'a30B.

7. IIpon3BOICTBO MTPOAYKTOB U3 PACTUTEIBHOTO CHIPHSI.

8. OT60p 1poO ChIPh U YIAKOBOYHBIX MAaTEPUAIIOB.

8. [Ipon3BOJCTBO KHUAKUX U MITKUX (POPM.

9. IIpon3BOaCTBO a3p0O30JI€H 10T TABJICHUEM JIJISI MHT IS LU U.
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10. KommiproTepru3upoBaHHBIE CUCTEMBI.

11. Mcnonp30BaHWE HOHU3UPYIOIIETO U3TYUYCHUS.

12. ITpon3BOACTBO UCCIENYEMBIX TPOAYKTOB.

13. [Ipon3BOaCTBO MpenapaToB KPOBH.

14. Banunanus 1 kBaaudukausi.

15. Ceptudukanus ynoJHOMOYEHHBIM JUIOM U CepTUUKAIUS
CEpUM.

16. Beimmyck 1o mapamerpam.

17. ApXvBHBIC U KOHTPOJIbHBIC 00Pa3IIbI.

Oran 5. Xpanenue. Haarerxamraa npakruka
XpaHEHHUA AEKAPCTBEHHBIX cpeAcTB GSP

GSP, unn Good Storage Practice, — 3710 nocinegnuid U3 npuHs-
TBIX HAa MEXIYyHapOJAHOM YPOBHE CTaHIapToB cemeuicTtBa GxP, xoro-
pBIl TECHO CBSI3aH C JPYIMMH CTaHAapTaMud 3TOr0 CEMEMCTBa,
B niepByto ouepenb ¢ GDP, 3aciaykeHHO NpUBJIEKAIOUIMMU K cebe
BHUMaHUE MHOTUX CIEIUATUCTOB (hapMalleBTUUECKON OTPACIIH.

[TogpoGHbie TpeOOBaHUA K XPAaHCHHUIO W JUCTPUOYLIHH JEKapCTB
U3JIOKEHBI B CTaHAapTax HaJjiexailed ckiaackod npakTtuku (GSP)
U HaJyIeXalle npakTuku pacupoctpanenus / auctpudyuun (GDP).
Creyet OTMETUTh, YTO BO MHOTHX CTpaHaxX 3TH CTaHJIAPThl HAXOJIAT-
Csl HAa CTaJIMU HEYTBEPKICHHBIX MPOEKTOB.

Oran 6. OrroBas AuCTpuOyIHAA.
Haasesxamasa npaxruka aucrpuoynuun AC GDP

GDP, miu Good Distribution Practice, oxBaTbIBacT COOTBET-
CTBYIOIIIME MHCTPYMEHTHI JJIsI OKa3aHUsI MOMOIIM ONTOBBIM JUCTPU-
ObIOTOpPaM B OCYIIECTBICHUM HMX JEATEIBHOCTH M MPEAOTBPAILICHUU
MPOHUKHOBEHUST (PaIbCU(UIIMPOBAHHBIX JIEKAPCTBEHHBIX CPEJNICTB
B JICTAIBHYIO LIEMOYKY MOCTAaBOK. CoONIOAEHUE JAHHOTO JIOKYMEHTa
Oyner obOecrneunBaTh KOHTPOJIb LIEH TUCTPUOYIIUU U, CIEIOBATEIb-
HO, IOJJIEP/KUBATh KAY€CTBO, a TAK)KE LIEJIOCTHOCTH MTPENAPATOB.

GDP npeanosaraeT HajJu4yue COOTBETCTBYIOUIEH MHPPACTPYKTY-
pbl, OTBETCTBEHHOTO W OOYYEHHOTO NEpPCOHaNIA, JOKYMEHTUPOBAH-
HOCTh BCEX omepaiui, coOM0IeHHe BCEX OINEpPallMOHHBIX MPOILEAYP,
HAJIC)KHBIE TAPAHTUH COOTBETCTBYIOLIETO XPAHECHUS U TPAHCIIOPTUPO-
BaHu JIC, a TakKe YETKMIA MEXaHU3M U3BATHUS MPENAPATOB C PHIHKA.
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Mpbl 4yacto 00CyXJaeM BOIPOC, CKOJIBKO JIIOJIed TOorudaet
OT BpaueOHOM OMIMOKHU, OT HEHAJJIeXkKaIllero MHPOU3BOJCTBA JIEKap-
CTBEHHBIX mpemnapaToB. I mpu ATOM HHMKOTJAa HE TOBOPHUM O TOM,
CKOJIBKO JIIOJIEN CTpajaloT OT HEeAO0OPOCOBECTHON pabOThI TUCTPUOL-
I0TOPOB, He cobmoaaromux npuHunsl GDP. CoOmroaeHune crangapra
JTOJDKHO 0OECIeunBaTh TapaHTUM HAJIEKHOCTH TOTO WJIM MHOTO JIHC-
TPUOBIOTOPA WJIH JIOTUCTUYECKOTO OTepaTopa.

Oran 7. PosHn4yHaA peasn3anua B anITeKax.
Haaaexxamaa anregnas npaxkruka GPP

Hannexamas anteynas npakthka (Good Pharmacy Practice;
GPP) npencrasnsger coboi npaBuiia, pa3padoTaHHBIE C 1IEJIbI0 00ec-
MeUCHMS HaJJIeXkKaIero KadyecrBa (papmaieBTUUECKUX YCIYT, OKa3bl-
BaeMbIX (hapMalleBTUYECKUMU paOOTHUKAMU HACEJICHHUIO.

[IpaBuna HampaBjeHbl Ha OOECIIEUECHHE HACEIICHUSI KauyeCTBEH-
HBIMU, O€30IMMaCHBIMU JICKAPCTBEHHBIMHU CPEJICTBAMHM, WU3ACTUIMH MeE-
JTUITMHCKOTO Ha3HAYEHUS M MEIUIMHCKON TEXHUKH, MPEAOCTaBICHUE
eMy JTOCTOBEPHOM MH(OpMalHMK O JEKapCTBEHHOM CPENICTBE, Mpoma-
raHjy 3J0pOBOTO 00pa3a >KM3HH.

JlaHHbIC TpaBuUja TMpeIHA3HAYCHBI JJI1 (papMalleBTUUECKUX pa-
OOTHMKOB B IEJISIX COBEPIICHCTBOBAHHUS KadyeCTBa IPEIOCTABICHUS
(dbapMareBTUYECKUX YCAyT U TOBBIINICHUS WX TEPCOHATBLHOU OTBET-
CTBEHHOCTH B JICSITEILHOCTH:

- IO YKPEIUICHUIO 3I0POBBS U MPEIOTBPAIIEHUIO 3a001€BaEMOCTH
HACEJICHUS;

- 00€CTeYEHNIO PAIIMOHAIBLHOIO MPUMEHEHUS PELENTYyPHBIX Je-
KapCTBEHHBIX MPEMapaToB;

- UCIIOJIb30BAHUIO JICKAPCTBEHHBIX IMpernapaToB U IMPeaoCTaBIe-
HUIO MHpOpMaIUK 00 UMEBIIMX MECTO MOOOYHBIX ACHCTBUSX JIeKap-
CTBEHHBIX MpenapaToB U OKa3aHUE IMTOMOIIY ITPH CaMOJICUCHUH.

Opranuzaiys po3HMYHON peanan3aliii JEKapCTBEHHBIX Mpenapa-
TOB, M3JCIUA MEAUIIMHCKOTO Ha3HAYCHHS W MEIUIIMHCKON TEXHHKH
T0JDKHA TapaHTHPOBATh M 00E€CTIEYNBaTh UX HaJJIE)kKaIee KaueCTRO.

IIpaBuia npoaaxxu
OTJeJIbHbIX BU0B TOBAPOB — JICKAPCTBEHHBIX CPEICTB

- peXuM padOThl TOCYIapCTBEHHOW WM MYHHUIMIAILHON Opra-
HU3AlAA YCTAaHABJIMBACTCS M0 PELICHUIO OPraHOB MECTHOIO CaMo-
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yIpaBJICHUS, a OpraHU3allMd WHOW OpraHU3allMOHHO-IIPaBoBOM (dop-
Mbl, @ TAKXKE€ WHIUBUAYAJbHBIC MNPEANPUHUMATEIN YCTAHABIUBAIOT
€ro CaMOCTOSITEIIbHO;

- IpoJIaBell JOJDKEH paciiojaraTb HEOOXOAUMBIMHM TOMEIICHHUS -
MU, 000pYJIOBAaHUEM U UHBEHTApEeM, OOECCIECUMBAIOIIUMU B COOTBET-
CTBUHU C TPEOOBAaHUSAMM CTaHJIAPTOB COXpaHEHUE KauecTBa 1 Oe3omac-
HOCTH TOBApOB IIPU UX XPAHECHUU U PEAIM3ALUUU B MECTE IMPOJIAKHU,
HaJICKAIUE YCIOBUS TOPTOBIIM, BO3MOXXHOCTh MPAaBHUILHOTO BHIOOpA
IIOKYTIaTEJISIMA TOBAPOB;

- TIpojaBel] 00513aH UMETh KHUTY OT3BIBOB U MPEJI0KEHUM, KOTO-
pasi Ipe0CTaBISAETCA MOKYIATEII0 TI0 €ro TPeOOBAHUIO;

- €CJIM TIPOJIABEL OCYILUECTBIIET NEATEIBHOCTD, KOTOPAs MOMJICKUT
JULEH3UPOBAHHUIO, TO OH 00sI13aH MPEIOCTABUTH HHPOPMALIUIO O HOMEPE
U CPOKE JICUCTBUSA JIUIICH3UH, a TAKXKE 00 OpraHe, €e BbIIABIIICM.

Haasecxarmas nmpakTuka Aad HaITMOHAABHBIX Aa0opaTopuit
KOHTPOAA KadeCTBa AeKapcTBeHHBIX cpeactB GPCL

OmHuM u3 00s3aTENBHBIX KOMITIOHEHTOB 3((EeKTUBHOU HAIMO-
HAJIBHON CHCTEMBI KOHTPOJISI KaueCTBa JIEKAPCTBEHHBIX CPEICTB SIBJIS-
eTcsi Hannuue (eiepaibHbIX TOCYJAapCTBEHHBIX (HAIMOHAIBHBIX) Ja-
oopaTopuii.

B pykoBoactee BO3 no Hagnexanieil 1adopaTOpHON MpaKTHKE
JUISL HallMOHAJIBHBIX JITA00OpaTOpPUil MO KOHTPOJIO JIEKAPCTBEHHBIX
CPEIICTB YKa3bIBa€TCs, YTO JJig oOecrieyeHus: 0e30MacHOCTH MallUeH-
TOB POJIb JIAOOPATOPUU IOKHA OBITH OMKMCaHa B OCHOBHOM 3aKOHO/1a-
TEJIBCTBE O JIEKAPCTBEHHBIX CPEACTBAX ISl TOTO, YTOOBI MPEACTABIIA-
eMble JIabopaTopuel pe3yabTaThl MOTJIU CIYXKUTb JJIsl TIpaBOIpPUME-
HEHUS U aJMUHHUCTPATUBHBIX ACHCTBUM, TaKUX KaK JIMIICH3UPOBAHUE
JIEKapCTBEHHBIX CPEJICTB.

B Poccuiickon ®enepannu AOKYMEHTOM, PENIAMEHTUPYIOIIUM
cranaapt GPCL, cnyxur yrBepxkaenHoe 6 uroig 2012 r. Ne 686 nodo-
xeHue «O JIMLIEH3UPOBAaHUM POU3BOJICTBA JIEKAPCTBEHHBIX CPENICTBY.

Haaaexxamasa npaxtuka papmaxonasszopa (GVP)

Hannexamas npaktuka ¢gapmakonanzopa (GVP) nna Espomneit-
CKOT'0 COI03a — Ha0Op PYKOBOJAIIMX HPUHIUIIOB JJIS OCYILECTBIIE-
Husa ¢apmakonam3opa B EC, cocraBieHHbI Ha OcHOBe ctaThu 108
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Hupextussl 2001/83/EC EBponeicKoro areHTCTBa MO JIEKAPCTBEH-
HbIM cpenctBaM (EMA).

JIOKyMEHT COCTaBJIEH B COTPYJIHUYECTBE C KOMIETEHTHBIMHU Op-
raHamMud rocyjaapcts — ujeHoB EC M 3aMHTEpEecOBaHHBIX CTOPOH
U IPUMEHAETCS K JEP)KATENIIM PETUCTPALMOHHBIX YIOCTOBEPEHUI
B EC, areHTCTBaM M KOMIIETEHTHBIM OpraHaM rocyAapCTB-YJIEHOB.

B Poccuiickoii @enepanuii CUCTEMOOOPA3yIOUIUM CTaHIAPTOM
no npaktuke GVP saemgercs ['OCT P 52249-2009.
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3aKAroueHue

HoBoe nekapcTBO pa3zpabaThiBaeTCsi B COOTBETCTBUU C PYKOBOJ-
CTBOM 10 (hapMalieBTUYECKON pa3pabOTKe, MOTOM MCCIIEAYeTCsl B UC-
CJI€OBATENIbCKON J1abOpaTOpuu JJIsl YCTAHOBJICHUS! (hapMaKOKHUHETH-
YecKuX M (apMakoJMHAMUYECKUX CBOMCTB B COOTBETCTBHUM C TPeOO-
BaHMSIMU HaJIexalieit nadoparopuoi nmpaktuku GLP.

Crnenyromui 3Tan — 0TpadOTKa ONBITHOW TEXHOJIOTHH B COOT-
BETCTBUU C TPEOOBAHUSMH MO BaIMAANMHU (TIOATBEPKICHUIO TOJIHO-
CTH) MPOU3BOJICTBEHHBIX MPOIIECCOB U 000pya0oBanus. [loTom npoBo-
JAT KIIMHUYECKHUE UCIIBITAHUS HA JIFOJSAX B COOTBETCTBUU C HAJJICkKA-
e kanHndeckoi npaktuko GCP.

TosbKO mOCIIe BCEro 3TOro B JACHMCTBUE BCTYHACT HAJJIE)KaIlas
npousBojcTBeHHas npaktuka GMP, koTopasi, coBMecTHO ¢ (papmarieB-
TAYECKOM CHCTEMOM KaueCTBa, YTBEPKICHHOW Ha MPEANpHUs-
TUW-U3TOTOBUTENIE, 00ECIICUMBAET BBITYCK JICKAPCTBEHHBIX CPEJICTB, ra-
PAHTUPOBAHHO OTBEYAIOLIUX TPEOOBAHUSIM IO KAYECTBY MPOTYKIIUH.

Bwmecre co crangapramu GCP u GLP GMP npusBan periameH-
TUPOBATh HEKOTOPHIE ACTIEKThl KAaY€CTBA MEIUIIMHCKOTO OOCIIy>KHBa-
Husi HaceneHus. Cranpaptel GCP, GMP u GLP cuuratorcs «tpems
KUTaMW» JI0KA3aTeJIbHON MEIULINHBI.

OTtpakasi pa3JIMYHbIC aCIEKThl €IMHOW KOHIICMIIUK 00ECIeUCHUS
kKadecTBa, 3pdpextuBHoCcTH U Oe3onacHocTu JIC, mpaBuwia GMP, GCP
u GLP tecHO cBsizaHbl MExk1y COOOW BHYTPEHHEU JIOTMKOM W MOAXO-
JaMu. OJTH TPU CBOJAa MPABWJI OCHOBAHbl HAa KOMIUIEKCHOM Y4YETE
Y HEJIOMYIIEHUH BCeX (PaKTOPOB, CIIOCOOHBIX OTPUIATEIHHO MOBIUSTH
Ha kauyecTBO JIC.
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