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MNpeavcnosue

Llenun v npuHumnel cTangapTusauum B Poccuitickoin Peagepavnmmn yctaHosneHbl PegepanbHblM 3aKOHOM OT
27 pekabps 2002 r. Ne 184-d3 «O TexHWYeckoM perynmposaHin», a npasuna npuMeHeHunst HaumMoHanbHbIX
ctangaptoB Poccuickon ®eaepauum — FOCT P 1.0—2004 «CtaHgapTusauuns B Poccuinckon degepaumu.
OCHOBHbIE NOMOXEHUS»

CBepeHusi o cTaHpapTe

1 NMOArOTOBNEH ABTOHOMHOW HeKkoMMep4yeckol opraHusaumein «Hay4dHo-nccnegoBaTenbCKUN
LeHTP KOHTPOMS U AnarHOCTUKN TexHuYeckux cuctem» (AHO «HWL KO») Ha ocHoBe cOGCTBEHHOIO ayTeHTUY-
HOro Nepesoa cTaH4apTa, ykasaHHoOro B NyHKTe 4

2 BHECEH TexHu4eckum komuTteToM no ctaHgapTusaummn TK 125 «Ctatuctndeckne metoasl B yrnpas-
NIEHUWN Ka4eCTBOM MpoayKLnmn»

3 YTBEPXOEH W BBEOEH B QEWCTBWE Mpukazom PegepanbHOro areHTCTBa Mo TEXHUYECKOMY
perynvpoBaHuio u MeTponorim ot 15 gekabpsi 2008 r. Ne 413-ct

4 HacTosawmwi ctaHgapT naeHTndeH mexayHapogHomy ctaHgapTty MCO 18414:2006 «Mpoueaypsl cTa-
TUCTUYECKOro NPUEMOYHOTO KOHTPONSA NO anbTepHaTUBHOMY npusHaky. Cuctema Hynb-NnpueMKn Ha OCHOBE
npuHUKna pesepsa AoBepus K kavecTsy npogykunn» (ISO 18414:2006 «Acceptance sampling procedures by
attributes — Accept-zero sampling system based on credit principle for controlling outgoing quality»).

HanmeHoBaHWe HacTosALero cTaHgapTa U3MeHeHO OTHOCUTENBHO HaMMEHOBAaHUS YKa3aHHOTO MeXay-
HapoaHoro ctaHaapTa ans npmsenexHus B cootsetcTene ¢ FOCT P 1.5—2004 (nyHkT 3.5).

Mpy NnprMeHeHN HacTosILLLero cTaHaapTa PEKOMeHAYETCA UCTIONb30BaTb BMECTO CChINTOYHBIX MEXAyHa-
POAHbIX CTaH4apTOB COOTBETCTBYIOLIME UM HauMoHanbHble cTanaapTel Poccuiickoit ®eaepavmn, ceeaeHuns o
KOTOpPbIX NPUBEAEHbI B 4OMONHUTENLHOM NpUNoxeHun B

5 BBEJEH BINEPBbLIE

UrHpopmayusi 06 UsMeHeHUsIX K HacmosiujeMy cmaxO0apmy rybrukyemcs 8 exe2o00Ho u3z0agaemMom
UHbopMayUOHHOM yKazamerie «HayuoHanbHbie cmaHOapmbl», @ MEKCM U3MEHEHUU U NOnpasoK — 6 eXeMe-
CSI4HO U30asaeMbIX UHhOPMAUUOHHBIX yka3amersix « HayuoHansHbele cmaHdapmeiy. B cnyyae nepecmompa
(3ameHbl) unu ommMmeHsl Hacmosiue20 cmaHdapma coomeemcemaytoujee yesedomieHue 6ydem onybnukosaHo
8 eXeMeCsIYHO U30asaeMoM UHGOPMayUOHHOM yKa3amerie «HayuoHarnbHbie cmaHOapmbi». Coomeemcmeay-
fowjast uHghopmauusi, yeeOoMIieHuUe U MeKCmbl pasMeu,aromces makxe 8 UHGhopMayuoHHoOU cucmeme obuie2o
nosib308aHuUs — Ha opuyuarnsHoM calime @edepalibHO20 ageHmemea 1o MeXHUYECKOMY pe2ynuposaHuio u
memporiozuu 8 cemu ViHmepHem
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HAUUWOHANBbHBIN CTAHAAPT POCCUUCKOWN SGEREPALUMU

CraTtuctuyeckue Metoabl

NPOUEAYPblI CTATUCTUYECKOIO NPUEMOYHOIO KOHTPONA NO AIIbTEPHATUBHOMY
NMPU3HAKY

Cucrema HYNb-NPUEeMKU Ha OCHOBe nokKa3aTtena pe3epBa AoBepuUA K Ka4ecTBy NpoAyKuUun

Statistical methods. Acceptance sampling procedures by attributes. Accept-zero sampling system based on credit reserve
factor for product quality

LNara BeegeHna — 2009—12—01

1 O6nacTb NpuMeHeHus

1.1 HacTtosiwui cTaHQapT ycTaHaBnNMBaeT CXeMbl OQHOCTYNEeHYaToro nocneaosaTenbHoro BbiI6opoyHo-
ro KOHTPONSA NocneaoBaTeNbHbIX NAPTUIA NO anbTepHaTUBHOMY NPU3HAKY, BCE MiTaHbl KOHTPOIS KOTOPbIX ABNS-
t0TCA NNaHaMn Hynb-NpuemMkx (ganee — cxemsbl). B cOOTBETCTBUM C TakMMU NflaHaMy KOHTPOSS NapTuUio He
MPUHAMALOT, €Cn BbiBOpKa 13 NapTuUv COAePXXUT 0aHY unn 6onee HECOOTBETCTBYIOLLYIO €AUHULLY NPOAYKLIMN.
CxeMbl 3aBNCAT OT COOTBETCTBYIOLUM 06pa3oM yCTaHOBMEHHOMO Npeaena cpegHero BbIXOAHOMO KavecTBa
(AOQL"), sHaueHne koToporo BuIGUpaeT nonb3osaTens. Ha BbiGop 3HaveHuss AOQL mnu o6bem nocreaosa-
TeNbHbIX MapTUI B CEPUM HE HATIOKEHO HUKaKUX orpaHUdeHUA. MpuHUMN HyNb-NPpUeMKU rapaHTUpyeT, 4To ypo-
BEHb HECOOTBETCTBUI MPOAYKLUMK, NOCTyNatoLwei NoTpebutento Mnu Ha pouiHoK, He ByaeT npesbiwaTts AOQL B
ANNHHON cepum NapTuUi.

1.2 Cxembl nobyxpaatoT nocTasluka Nog AeNCTBUEM Yrpo3bl 3KOHOMMYECKUX W MCUXOMOrMYecKux
noTepb B Cryvae OTKNOHEHUs NapTUM U COOTBETCTBYIOLLEro CHUXKEHWUs1 3HaUeHUs nokasaTtens pesepsa AoBe-
PUSi K Ka4ecTBY NpodyKLun cTapaTbCA NOAAEPKUBaTL NPOLIECC Ha YPOBHE OTCYTCTBUS HECOOTBETCTBUN, UTO
Mo3BONSAET EMY UCMNOSb30BaTh CaMble HU3KNE 06beMbl BLIBOPKWM AN KOHTPOIS TOrO, UTO NPOLIEHT HECOOTBET-
CTBYIOLLMX e AUHUL, NPOAYKLMM, NOCTaBNEHHON NOTpebuTeno Unu Ha peiHOK, He npeBbilwaeT AOQL. 31a uenb
[OCTUraeTcsi MPOrpeccuBHBIM CoKpalleHneM obbema BbIBOPKA NpU HaNMYMM UCTOPUM XOPOLLIETO KayecTBa
NpoAayKunK.

1.3 CxeMmbl npegHasHayeHbl ANA NPUMEHEHUS! K CEPUAM NMapTUiA OT KaXKAOro NocTaBLiuka OTAeNbHO.
BeluncneHne nokasaTens pesepsa A0BepUs K kauecTBy Npoaykuum obecneymsaeT:

a) aBTOMaTWUYeCcKylo 3almTy NoTpebuTena Npu yxyaweHUn kadecTsa NpoayKumum nocpeacTesoM Bo3Bpa-
LWeHUs k 6onbLoMy 06beMy BEIBOPKN NPU 0BHapYXeHUN HECOOTBETCTBYIOLLMX € ANHULL NPOAYKLMN NP CNAOLL-
HOM KOHTpone:

1) nepeoun NapTUN, €CNnv OHa He NPUHATA,

2) noboi HeNPUHATONU NapTUK, KOTopas cpasy criedyeT 3a HEMPUHATON NapTUeEN;

b) ctumyn cokpaleHus 3aTpaTt Ha KOHTPOSb Ha OCHOBE NPOTPECCUBHOMO YMEHbLUEHUA HeoBX0aUMOoro
o6bema BbIBOpKI NpK NocneaoBaTeNbHO XOPOLLEM KauyeCcTBe NPOAYKLUMN.

1.4 Hacroswui ctaHgapT npeaHasHaveH AnNA UCTIONb30BaHUSA B CreAyoWmnX YCNoBUX:

a) ecnunpoueaypy KOHTPOSA NPUMEHSAIOT K CepuM NapTUA AEHTUYHBIX AUCKPE THLIX €AUHULL NPoAYKUUA,
NOCTaBNAEMbIX OAHUM U3rOTOBUTENEM, NCMONL3YIOLWMM OLIMH U TOT Xe Npouecc npounssoacTea. Ecnu nsroto-
BUTENW UM NPOLLECChI Pa3NUYaloTCA, HACTOALLMA CTaHAaPT AOMKEH GblTb NPUMEHEH K KaXKA0MY U3rOTOBUTESTIO
UNN K2XKAOMY NpoLeccy OTAENbHO;

b) ecnun ogHa nnu BGonee paccmaTpuBaeMas xapakTepucTuka KauecTBa 3TOW NPOAYKUMA MOXeT BbiTb
knaccuduumnpoBaHa kak cooTBEeTCTBYOLLAA NN HECOOTBETCTBYIOLLAS;

" AOQL — Average Outgoing Quality Limit.
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c) ecnu owubka KnaccudmKkaLMm NPpoayKLMA Ha OCHOBE XapaKTepUCTUKMA KadecTBa (COOTBETCTBYHO-
Las — HecoOTBETCTBYHLLAs) ABMNAETCA HECYLLECTBEHHOI;

d) ecnu KOHTPOMb AABMAETCH HepaspyLUaoLLMM.

HacToawunin cTaHgapT NoaxoauT Ans Lenei perynmpoBaHusi, MOCKONbKY KOHTPOIb CpeaHero KadecTsa
€AVHUL, NPOAYKLMK, NMOCTYNALLMX Ha PBIHOK, MOXET ObITb JOCTUrHYT C HAMMEHbLUMMU 06 beMammn BLIGOPKH, a
[ONrOCPOYHBIA KOHTPOMb YPOBHS KauecTBa N3roTOBMEHHOM NpodyKumMM UK hakTUYeCcKoro YpoBHS KayecTea
NpoayKLMN Ha PbIHKE MOXET GbITb YCMELLHO BhINOMHEeH HE3aBNCUMO OT pasmepa Cepun napTuid, NocTaBnNsaeMo
nocTaBLuKkoM. HacTosiwmiA cTakaapT npeaHasHadveH Ans NocTaBLYMKOB/M3roTOBUTENEe U opraHoBs rocyaap-
CTBEHHOTO PEerynupoBaHus Npu KOHTposle cpedHero KadecTea Bcell NMPUHATON NPoayKLUN KaXaoro Tuna us
Kakgoro MCTOYHWKA.

2 HopmaTuBHbIe CChINKK

B HacTosWeM cTaHaapTe UCMob30BaHbl HOPMaTUBHbBIE CChISTKX Ha creaytolne CTaHaapThbl:

MCO 2859-1:1999 MMpoueaypbl BbIBOPOYHOrO KOHTPONS MO anbTepHATUBHOMY NpuaHaky. YacTb 1. Mna-
Hbl BEIGOPOYHOrO KOHTPOMA NOCNeaOBaTENbHBIX NAPTUIA HA OCHOBE Npeaena npueMnemoro kadectea AQL

MCO 3534-2:2006 CraTtuctuka.CrioBapb W ycnoBHble 0603HaveHns. YacTs 2. MpuknagHas ctatucTuka

3 TepMuHbI ¥ onpeaeneHus

B HacTosileM cTandapTe npumeHeHsl TepMuHbl Mo MCO 3534-2, a Takke crneaytowime TepMUHBI C COOT-
BETCTBYIOLLMMU ONpeaeneHnaMu:

3.1 nokasatenb pesepBa [oBepus K KayecTBY npoAykuuu (6oHycHbIN nokasatenb) K (credit):
ObLuee KONMMYECTBO NPUHATBIX €4UHULL NPOAYKLIMMN NPU CTATUCTUYECKOM NPUEMOYHOM KOHTpONe B NocneaoBa-
TENLHOCTU MPUHATBLIX NaPTUA C MOMEHTa KOHTPOMA Nocne NocneaHen HeNPUHATON NapTUKN NN C Havana KoH-
Tpons, ecnv Bce NapTum Gbin NPUHATDI.

3.2 cpepgHee BbixogHoe kadectBo AOQ (average outgoing quality): CpeaHuin ypoBeHb kadvecTsa
BbIXOAHOW MpoAyKLMK (MpU CTaTUCTUYECKOM NPUEMOYHOM KOHTPOSE) 3a HEKOTOPbIN Nepuoa BpeMeHu AnA AaH-
HOro 3Ha4YeHUs1 BXOAHOro KayecTBa NpoayKLUN.

MpwuMmeuyaHne — BHacToswem ctaHaapte cpegHee BbixogHoe kadecTBo (AOQ) BbIMUCTIAIOT MO BCEM NPUHSA-
TbIM NaPTUAM BMECTE C e4MHULIaMM NPOAYKLMM, BLISIBIIEHHLIMU NPY CIOLWHOM KOHTPOJS1e NapTui, KoTopble Gbinu He npu-
HSITbI B CUTyaumm, koraa GoHYCHbIi noka3aTens K paBeH Hynio.

3.3 npeaen cpeaHero BbixogHoro kadectBa AOQL (average outgoing quality limit): MakcumanbHoe
3HaveHue AOQ (Npu cTaTUCTUYECKOM MPUEMOYHOM KOHTPOJIE) MO BCEM BO3MOXHbIM YPOBHSIM BXOAHOMO Kavec-
TBa NPOAYKUWUM ANst fAaHHOW CXeMbl CTAaTUCTUYECKOTO NPUEMOUYHOIO KOHTPOSS.

4 YcnoBHble 0603HaYeHus

B HacToslwem cTaHAapTe NpUMEHEHbI cneaytolue ycrioBHble 0603Ha4YeHus:
AOQ — cpegHee BbIXOAHOE Ka4eCTBO (B NPOLIEHTaX HECOOTBETCTBYOLMX € AUHUL, MPOAYKLNNY);
AOQL — npegen cpeHero BLIXOAHOTO Ka4ecTBa (B NPOLEHTax HeCOOTBETCTBYIOLLMX eAUHUL, NPOAYKLUNY);
— ycTaHoBneHHoe 3HadeHue AOQL (B npoLeHTax HeCOOTBETCTBYOLLMX €QUHULL NPOAYKLUN);
— YUCNO HECOOTBETCTBYIOLLMX €AUHUL, NPOAYKLNK B BLIGOPKE;
— BoHyCHbI nokasaTenb (Liernoe Y4cno);
max — BEpPXHWW npegen npuemnemoro 60HYCHOro nokasarens;
— 06bem BbIGOPKY;
— o6bem napTun.

XXQo

23

5 lMpeaenbl cpegHero BLIXOQHOIO KAa4YeCcTBa

Ecnu Ha KoHTponb NpeAcTaBneHbl NApTUN € 04EHb BBICOKMM Ka4eCTBOM, TO MOYTU BCEX UX NPUHUMAIOT U
OHU NOCTYNaoT Ha pbiHOK. CpeaHee BbixoaHoe KayecTBo (AOQ) eguHWLL NpoAyKLMA Ha PbIHKE UMeeT No3TOMY
HU3KUIA NPOLIEHT HECOOTBETCTBYIOLLMX €AUHUL, NPOAYKLIAN.

2
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EcnukayecTtso NpeacTaBneHHbIX Ha KOHTPOML NapTUI OCTaBNSAET XKenaTb Nnyyliero, 6onbLias YyacTb nap-
TUiA He ByaeT NpuHATa u 6yaeT noABeprHyTa CNOWHOMY KOHTPOMO. B 3TOM criydae U3 OTKIOHEHHbIX NapTuil
TOJLKO COOTBETCTBYOLME e AUHWLIBI TPOAYKLUW NPUHUMALOT, Takum 0b6pasom, AOQ npoaykLmu, nocTynatoLlein
Ha pbIHOK, CHOBa COOTBETCTBYET HU3KUA NPOLEHT HECOOTBETCTBYIOLMX €QUHULL NPOAYKLIAW, HO NPU 3TOM cpej-
HAIS CTOUMOCTb KOHTPONS Ha eAUHULY NPOAYKLWUU ABNSIeTCS AOCTATOYHO BLICOKOWN.

MockosbKy ka4ecTBO NPOAYKLNN USMEHAETCA MeXAY 3TUMU KpakHUMU criyyasiMmn, cooTBeTCcTBeHHO AOQ
N3MeHsIeTCs OT HYNA A0 CBOEro BepxHero npeaena. BepxHuii npegen cpegHei 40NW HECOOTBETCTBYOLLMX ean-
HUL, NPOAYKLMW Ha3biBaOT NpeaesioM cpegHero BbixoaHoro kadectsa (AOQL). [ins Bcex cxeM BbIOOPOYHOTo
KOHTPONsi NpuBeAeHHoe B HAacToALLIEeM CTaHAapTe MaTeMaTuyeckoe oXxuagaHue (MM JoNrocpoyHoe 3HaYeHne)
AOQ He npesbiwaeT yctaHosneHHoro AOQL.

[na oTaenbHOM NapTUM NN KOPOTKOW CEPUN NAPTUIA CYLLLECTBYET BEPOATHOCTL, UTO hakTudeckoe AOQ
npesbiwaeTr AOQL. 3Ta BepoATHOCTb 3aBUCUT OT ANTMHBI CEpUKN, 06 bEMOB NapTUin (KOTOPbIE MOTYyT pasnuyaTb-
cA) B Npeaenax cepun 1 ypoBHen kayecTsa 3TUX NapTuii. BeposaTHOCTb 3Ta CTpeMUTCs K HYMIo, Koraa Konuyec-
TBO NapTUIA B CEPUN CTPEMUTCA K BECKOHEYHOCTH.

NMPEAOCTEPEXEHUE — U3 Bbilen3noXxeHHOTo crieqyeT, YTO NNaHbl HACTOSIWero CTaHaapTa He
noaxoanT Ana o6ecneveHnn BepxHero npegena dakrtuieckon (He cpegHen) AonNU, HECOOTBETCTBYIO-
WUX eAUHUL NpOoAYKLUKN Npouecca AN OTAENbHbLIX NapTUM UM KOPOTKOW CepUU NapTUNA.

Mockonkky 06beMbl BEIGOPKU ABMAOTCA LeNbIMU YMCTIamu, MPUMEHEHUE CXeM BBIGOPOYHOIO KOHTPONS,
yKasaHHbIX B HacTOSALLeM cTaHaapTe, NPUBOAUT K HECKOMNbKO MeHbLLeMy AOQL, YeM YCTaHOBNEHHbINA.

CpefaHee BbIXxoAHOE Ka4eCTBO NOCNe KOHTPONS ASIMHHON NocneAoBaTeNbHOCTU NapTUii TONbKO NpUGnn-
xaetca k AOQL npu camoit HebnaronpUATHON CUTyaLIMM OTHOCUTENBHO KavecTBa NapTuin. Ha npaktuke AOQ
06bIYHO Yy Tb HUXKe ycTaHoBneHHoro AOQL.

MpwumeyaHune— Bpesynbtare npoueayp BbiIGOPOYHOIO KOHTPOISI NAPTUA NMMB0 0CTaeTCs HEM3MEHHON, NMBO
U3 Hee yaansioT HeCOOTBETCTBYIOWME eanMHMLbl Npoaykuun. CrieioBaTenbHO, eCnv YPOBEHb HECOOTBETCTBUI NapTUm
nocnegoearenbHo HamHoro Huxe AOQL, To AOQ Takke 6yaet HamHoro Hwke AOQL.

6 MpuHUMN NpUMeHeHUs GOHYCHOro nokasaTens

MpuHUMA, Nexawnin B OCHOBE CXeM BbIODOPOYHOrO KOHTPONA HACTOSLWero ctaHaapTa, — BblYMCTEHUe
6oHycHoro nokasartens. MpegnonaratoT, YTO NOCTaBLMK NPeAcTaBsAeT Ha KOHTPOMb HEMPEPLIBHYO Nocneao-
BaTeNbHOCTb MAPTUA eaMHWL, NpoayKuun. Kaxaaa napTus MOXeT UMeTb Ntoboi obbem.

MpumMmedaHune— [na KOPOTKON cepum NapTUM Unu ans naonupoeaHHow naptum AOQL coxpaHsieTcs B TOM
cMbicne, 4To cpegHee BbIXogHoe kadecTBo BygeT He xyxe AOQL, T. . cpeaHVI ypoBeHb HECOOTBETCTBUI ByAeT He Bbile
AOQL. OgHako thakTu4eckoe BbIXOAHOE Ka4eCTBO MOXeT ObITb Xyxxe AOQL, XOTH BepOsSITHOCTL 3TOr0 COOLITUSI yMEHbLLa-
eTCA NpY YBEeNW4YeHUM AnuHbl cepun. Kpome Toro, NoCTaBLMK NOMyYaeT BbIrogy OT yBenvnueHusi GOHYCHOro nokasartens B
BUIE YMeHbLUEHWs 3aTpaT Ha KOHTPOrb.

B Hauane koHTponst GOHYCHbIN NokasaTenb yCTaHaBNMBaoT paBHbIM Hymo. COOTBETCTBYOLLUA 06beM
BbIGOPKM ANs Kaxkaon napTum onpeaenstoT no gopmyne, ucnonsaytowein AOQL, 06bem napTum U GOHYCHBIA
nokasaTtens (cM. pasgen 10). OT6upaloT 1 KOHTPOMUPYIOT cnyYaliHyto Belbopky aToro obbema. Ecnv nepsasi
napTusi He COOTBETCTBYET KPUTEPUIO NPUeMKU, BOHYCHBIN NoKkasaTe b 0CTaBsItoT PaBHbIM Hy . B npoTnsHom
cnyJyae 6OHYCHBI NokasaTenb yBenu4neatoT Ha o6bem napTuu. MNpoLecc NoBTopsitoT ¢ nocneaoBaTeNbHbIMU
napTuAMu, a 6oHYCHbI MokasaTernb yBenuyiusaoT Ha 06 beM NPUHATLIX MapTuiA 40 TeX Mop, Noka He BCTPeTUTCSA
HenpuHATaa napTus, B 3TOT MOMEHT BOHYCHBIA MokasaTenb NPUPAaBHWBAKOT K HYMHO U HAaYMHAKT HOBYHO
nocrneaoBaTensHOCTb.

370 03HaYaeT, YTO NOCTaBLUMK, KOTOPLIN NoAAePXKMBaET NocneaoBaTeNlbHO BEICOKOE KAUECTBO NapTuid,
BO3HarpaxaaeTcs MeHbLIMMU 06 beMamMu BbIBOPKM, YTO MO3BOMAET CHN3UTL 3aTpaThl Ha KOHTPONb, obecneyn-
Basi HenpeBskllWeHne Heobxoaumoro yposHa AOQL.

Ecnuv npoayKuuio NOCTaBRsAoT HECKOMNbKO MOCTaBLUMKOB, HACTOSALLMA CTaHAapT He06X0AUMO NPUMEHSITh
K MapTUsiM Kaxgoro nocrasluMka oTAenbHO. MocTaBWuUKN AOKHBI UMeTb cOBCTBEHHbIE MHAMBMUAYaNbHbLIE
BoHycHbIe NokasaTeny.

7 O6paboTKa HENPUHATLIX NapTUN

Ecnu nocTaBLuK NOCTOSIHHO NpeAcTaBnseT napTv ¢ ypoBHEM HECOOTBETCTBUI BhILLE YCTaHOBNEHHOTO
AOQL, Bo3MOXHO, UTO ByAeT npeacTasneHa Takas napTis, BelbopKka U3 KOTOPOI yAOBNETBOPSET KPUTEPUIO
npuemkn. Ecnu npeabiayLime HenpuHATLHIE NapTUA He NPOXoANNY AanbHEeRLNIA KOHTPOMb, TO 3TanapTua 6yaeT
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nepBoM, KOTopas BbIAAET Ha pbIHOK, U Tpebyemblit AOQL cpa3sy 6yaeT npesbiweH. O4eBMAHO, YTO Takas NpoLie-
Aypa He obecneunBaeT HeOBXOAMMOro YpOBHA 3almTLl NOTpebuTena.

Ota npobnema npeoAoreHa B HACTOALLEM cTaHAapTe, B COOTBETCTBUU € KOTOPLIM HE0BX0AUMO, UTOObI
napTus NpoLuna CnioLIHOA KOHTPOSb, ECIIU OHa HEe NPUHATA, Koraa 6oHYCHBIN NokasaTenb paBeH Hynio, a Bce
COOTBETCTBYIOLLNE eAUHULbI NPOAYKLIUM B NApTUU MOTYT BbITb NOCTaBMNEHbI Ha PbIHOK. 3Ta 0COBEHHOCTL MO3BO-
nseT ccopMupoBaTb CXeMbl, koTopble obecneunsaloT Heobxoaumyto 3awmuty notpebutensi. Kpome Toro,
3awuTy notpebutens nogaepkusaloT HebonbLumMe 06beMbI BEIGOPKU (CM. NpunoxeHue A).

CrINOLLIHON KOHTPOSb MOXET BbITb OTHOCUTENbHO AOPOrUM, €CNN eauHULBI NPOAYKUUA UMEIOT HU3Koe
KayecTBO N 06beM NapTum Benuk. B crniydae, koraa 6oHYCHbBIN NoKasaTenb paBeH Hy o, NOCTaBLLUMKY PEKOMEH-
AyeTcs cHavana npeAcTaBUTb Ha KOHTPOb NAPTUM OTHOCUTENBbHO Manoro o6bema, 4Tobbl YCTPaHUTb BOSMOX-
HYI0 HEeOBXOAUMOCTL MPOBEAEHUSI CIIIOWHOrO KOHTPONA 6onbwmnx napTuin. OaHako ManeHbkUM napTusiM
COOTBETCTBYIOT B NPOLIEHTHOM OTHOLLIEHUN 66 NbLUne 06beMbI BLIBOPKU NO CpaBHEHUIO C 6ONLLUMMU MaPTUSIMU.

C Apyrou CTOPOHBI, MPOAYKLUS MOXeT BbITb O4eHb A0POroi. B 3Tom cnyyae nocTasLuK MOXeT npeano-
YecTb, YTODObI HENPUHATBLIE NapTUK BbiNKM NOABEPrHYTHI CNIIOWHOMY KOHTPOSIO, koraa 6oHYCHLINM NokasaTernb
60onbLue Hyns, YTObbI BCe COOTBETCTBYOLUME e ANHULILI NPOAYKLMW B NApTUM MOTNIX NONACTb Ha PLIHOK.

MpumedyaHune—TlloctaBwuk moxeT BbIGpaTh Takow BapuaHT OENCTBUN, TakK Kak 3awmTa notpebutens c
nomowsio AOQL B 3TOM cryyae He HapyLlueHa.

8 MNnaHbl BbIGOPOYHOro KOHTPONA

Mpu ycTaHoBneHHoM 3HaveHun AOQL (a) nnaH BeIBOPOYHOro KOHTPONA ANA cneayowen napTumn aBTo-
maTudecku onpeaensieTcs Ha ocHoBe a, o6bema napTum N 1 Tekylero 3HaveHUa 6oHycHoro nokasaTens K.
Tabnuupl He TpebyroTCS, MOCKONbKY COOTBETCTBYOLWMI 06beM BEIBOPKKN n onpeaenstoT no dopmyne (cM. pas-
Aen 10). HeobxoAUMbIM MNAHOM BEIBOPOYHOTO KOHTPONSA ABMAETCA NNaH ¢ 06 beMoM BbIBOPKW N 1 cneayowmnmM
KpuTepuem npuemkn:

- ecnud = 0, napTuO NPUHUMAIOT;

- BMPOTUBHOM Cly4ae NapTuio He NPUHUMAIOT
(d — 41cno HecooTBETCTBYHOLMX €4UHUL, NPOAYKLIMA B BEIGOPKE).

9 lpeaBapuTenbHble AENCTBUA

MepBoOHavanbHo 6OHYCHLIN NokasaTenb K 4OMKEH ObITb paBeH HyIHo.

O6paboTka HENPUHATON NapTMK, Koraa GOHYCHbBIN NokasaTeb BhiLle HyNs, 4oMmMKHa BbITb cornacoBaHa
Mexay nocTasLMKoM 1 noTpebutenem. Maptmsa nubo gomkHa 6biTb Bo3BpalleHa 6e3 AanbHeNLLero KOHTpPons,
a nocTaBLLMK U NOTpebuTeNb AOMKHBI AOFOBOPUTLCS O PACMNOPSIKEHUA COOTBETCTBYHOLMMUN U HECOOTBETCTBY-
HOLWUMK e4UHALAMN NPOAYKLMK BbIGOPKMX, NMBO NapTusa AOMKHa OblTb NOABEPrHYTA CMNOWHOMY KOHTPOSHO, a
MOCTaBLLMK U NOTpebuTenb A0MKHLI JOTOBOPUTLCS O PACTIOPSKEHUW COOTBETCTBYHOLLMMN 1 HECOOTBETCTBYHO-
LMMW e AMHALAMI NPOAYKLIMN U3 NapTuu.

MpumeyaHune 1—Tlo pelweHnto yNONHOMOYEHHOW CTOPOHbI MOXeT ObliTb UCMONb30BaH BEPXHWUI npedern
Kinax A5t 6oHycHoro nokasatensi. 370 NO3BOMNSET OFPaHNYNTh BMUSHUE NPOAOIXMTENBLHOIO Neprnoaa U3roToBNeHNs Npo-
OYKUMU NPEBOCXOAHOIO Ka4eCTBa Ha HEBbISIBNIEHWE BPEMEHHOTO YXYALUEHUS €€ Ka4eCTBa.

MpumevaHune 2— B anmHHon cepun napTun HenpesbiweHne AOQL rapaHTpoBaHo u He TpebyeT npuMeHe-
HWA BEPXHero npeaena 6o0HyCHOro nokasaTens.

10 CraHgapTHas npouegypa

Bce nnaHbl BEIGOPOYHOTO KOHTPOMA MO anbTepHaTUBHOMY MpU3HaKy, YCTAHOBMEHHbIEe B HacTosLleM
cTaHaapTe, BkoyatoT B cebs 06beM BLIBOPKA 1 NPUeMoYHOe Yncho, pasHoe Hyno. Mpoleaypy koHTpona®)
HeobX0AMMO BbINOMHATL cneayoLwmm obpasom:

") OBocHosaHue meToga npueegeHo B Baillie, D.H. and Klaassen, C.A.J. Credit-based accept-zero sampling
schemes for the control of outgoing quality — In: Frontiers in Intelligent Statistical Quality Control 6, Heidelberg:
Physica-Verlag, 2001, pp. 25—35.
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a) AnsycrtaHoBneHHoro sHaveHns AOQL (a), HakonneHHoro 6oHycHoro nokasartensa K obbema naptum
N onpegenstoT 06bem BbIGOPKN NO hopmyre

n=_ N (1)
(K+N)a+1

MonyyeHHbIA pe3ynbTaT OKPYrMsiioT A0 LLeIoro Yncrna.

b) W3 napTum gomkHa 6biTe 0ToBpaHa cryvaiHas Bblbopka obbema n. [ns kaxaoin eauHuLbl npoaykuum
B BbIGOpKe AOMKHbI BbITb MPOKOHTPONMPOBaHbLI XapakTepucTukn Kavectea. Ecnm Bce eaMHuLbl npoayKumu B
BblIOOpKe COOTBETCTBYIOT YCTAHOBMNEHHLIM TPebOoBaHWSIM, MapTUio MPUHMMALOT, @ BOHYCHBI NokasaTerb yBe-
nnunsatoT Ha N. B NpOTUBHOM criydae napTuio He NPUHUMALOT.

c) [HOelicTBus B criyvyae OTKIIOHEHUSI NapTuK:

1) Ecnu Tekyllee 3HavyeHne BOHYCHOro nokasatens pasHO Hymie, TO NapTUIo NoABEpPratoT CNoLWHOMY
KOHTPOII0, @ BCe COOTBETCTBYOLME e ANHNLbI TPOAYKLUW MPUHNMAt0T. 3HavyeHe 6OHYCHOro nokasaTtens ocTa-
€TCS paBHbIM HYIHO.

2) EcnuTekylyee 3Ha4eHne GOHYCHOro nokasaTtesns He paBHO Hy Mo, TO NapTUio NOABEPraloT CMIOLHOMY
KOHTpoOnIo, pa3bpakoBKe UM BO3BpaLLatoT NOCTaBLLUMKY B COOTBETCTBUN C COrnalleHneM Mexay NocTaBLUKOM
n notpebutenem. BoHyCHEBIN NokasaTenb NPUPaBHUBAIOT K HYNH0. PacrnopsikeHne cooTBETCTBYIOWMMUA eaNHU-
Lamu NpoayKumn, HanaeHHbIMU B BEIBOPKE 1N MPW CMIMOLWHOM KOHTPOTIe, AOMKHO ObITb COrnacoBaHo Mexay
nocTaBLLMKOM U NoTpebutenem.

d) [nsnocneayowmnx napTun ns oaHOTUMHBIX € AUHNLL NPOAYKLN OAHOMO U TOro Xe NocTaBLuKa npoLie-
Oypy NOBTOPSIOT.

Mpumevanwne 1—Tlpn onpegenerHHbix ob6cTosATENBLCTBAX ObiBaeT HexenaTternbHO, 4ToGbl NPeBoCXoaHoe
Ka4yeCTBO MPOAYKLUUM B TEYEHME 334aHHOMO KONMMYeCcTBa MocneaoBaTeNbHbIX MECSILEB UITU NOCNeA0BaTENbHbLIX NAPTUN
BMMANO Ha 06bem BbIGOPKK M3 TeKyLLen napTun. Takoe BNusHWe MoXeT ObiTb yCTpaHeHO BBEAEHNEM BEPXHEro npeaena
Kinax 85 6onycHoro nokaszartens. [pn aTom sHauenune K, ,, BoIGnpaioT pasHbiM 06L1LEMY KONMUECTBY €AVHUL, NPOAYKLMM,
Npon3BeAeHHbIX NOCTABLLUKOM B TE@HEHME X MECALEB UK B y napTuax. dopmyna (1) B 3ToM crnyyae npuHMMaeT Bug,

n= N .
[0in (K, Ko )+ Na + 1

MpumevyaHwune 2— [lpumeHeHne BepxHero npegerna 60HYCHOro nokasarens MoXeT NpueecTy K 6ONbWUM
MMHUMarnbHbIM 06beMam BbiGopku ans noboro o6bema naptumn. 1o Gonee xecTkoe TpeGoBaHue, KOTOPOe NPUBOAUT K
ymeHbLlueHnio ACQL, HO cTeneHb 3TOro YMeHbLUEHWS TPYAHO OLIEHUTD.

MpumeyaHue 3— Beegenne BepxHero npegena 60HYCHOro NnokasaTtens He ABMSETCA HacTblo CTaHAAPTHONM
npoueaypbl, NOCKOINbKY CBOMCTBA TAKoro MeToAa A0 KOHLLA He sicHbl. OgHako ucnons3oBaxune npegena 60HyCHOro nokasa-
Tens aonyctumo, ecnm ymenbwenne AOQL Ha Heu3BeCTHOE 3HaYeHne ABNSEeTCH NPUeMNEMbIM.
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Briok-cxema cTaHaapTHON NpoLleaypbl NPUeMKU NpuBeeHa Ha pucyHke 1.
C Havano )

YcraHoBka K paBHbIM Hynio

v

OnpepeneHune o6bema
cnepyowei naptum N

y

OnpegeneHve
no ¢opmyne (1) obbema
BbIGOPKU N

Y

K=K+N OT60p BLIGOPKU OGLEMA N
1 ONPeneneHme unena

[} HECOOTBETCTBYIOLUMX 6ANHUL
npogyKkuum d B BuIGOpke

\

Mpremka fa
napTum
Het
Ytunuaauus
Her WUNW BO3BpallieHUe U3rOTOBUTENIO,
WM NPOBEASHWUE CMIMNOLLHOMO
KOHTpONA NapTum
Oa
CnnowHoi KOHTponb
1 NnpuemMKa Bcex
COOTBETCTBYIOLMX €AVHULL
npoAayKuum

PucyHok 1 — briok-cxema ctaHgapTHOM npoueaypbl NPUEMKN

Mpumep — Ecnu AOQL = 1,5 %, nepeasi napmusi, npedcmaenieHHasi Ha KOHMPOb 8 nocsiedoeamenbLHOCMU
napmut, umeem o6bem N = 201, ucnbimanus A8NsI0OMCS Hepa3pyuwarouwumu, 60HycHbIl nokaszamens K pasex
Hyno, coomeemcmeyiouiuli 06bem ebibopku n onpedensiiom nno ¢popmyne (1)

N 201 201

n= - - = 50,06.
(KtN) a+1 (0+201)-0,015+1 3,015+1

Mocne okpyanenusin = 51.

Mamebdecsim odrHa eduruya npodyKkyuu omobpaHa cry4aliHbIM 06pa3oM U3 Napmuu U NPOKOHMPOJIUPO8a-
Ha. lMockonbKy e ebibopke He 06HapyxeHO Hecoomeemcemeyloujux eduHuYy, NpodyKyuu, 60HycHbIlU Nokazamesnb
yeenuyeH Ha 201 u, cnedoesamenbHo, K = 201.

Bmopas napmusi e nocnedogsamensHocmu umeem o6bem N = 192. U3 popmynei (1) cnedyem, ymo o6bem
eblI6bopKu U3 emopol napmuu

N 192 192

n= - - -27,84.
(K+N) a+1 (201+192)-0,015+1 5,895+1

IMocne okpyanenusin = 28.
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Cny4aliHast ebibopka u3 28 eduHuy npodykyuu omobpaHa u3z emopoli napmuu u NPOKOHMpoJiupoeaHa. B
8blibopke o6HapyxeHa o0Ha Hecoomeemcemayrouwjast eQuHuya npodykyuu. lToamomy napmuio OMKIOHSIIOM U
60HycHbIl noka3zamens K npupaeHusarom k Hyno. [Tockonbky 60HYyCHbIU Nokazamens 6bin1 6onbuwe Hyns1, Ko20a
6b151 onpedesnieH o6bem ebibopku A8 amol napmuu, mo 0nst obecnevyeHust AOQL He mpebyemcsi npogedeHue
CcrIouwHo20 kKoHmposs napmuu. o coenaweHuro mexdy nocmasuwuKkom u nompebumesnem ece coomeemcmsy-
roujue eGUHUYbI NPOOYKUUU 8bI6OPKU MPUHAMbI nompebumenem, ocmasuiuecsi eQUHUYbI TPOJYKUUU 8 napmuu
so38paujeHbl TocmaswuKy eMecme ¢ Hecoomsemcemasyruumu eQuHUyaMmu npodyKyuu, HallOeHHbIMU 8 8bI60p-
ke. Takum o6pa3om, nompebumens npuHumaem 27 eduHuy npodykyuu u3 emopoll napmuu u sosepauwjaem
ocmanbHblie 165 eduHuy npodyKyuu nocmasujuky emecme ¢ udeHmuguyupoeaHHol Hecoomeemcemsayrouiel
eduHuyel npodykyuu.

Ecnu 6b1 ebibopka u3 emopoll napmuu He codep)xana Hecoomeemcmeyruux eOuHuY, npodyKyuu, mo
60HYCHbIlU NoKka3zamesnb UusMeHuncsi 6bic K= 201 HaK =201 +192 = 393.

11 MNpoueaypbl KOHTPONA

CxeMbl HacTosiLLero cTaHgapTa MoryT adeKkTuBHO paboTaTtb, TONLKO eCrii NPUMEHSIIOT NpaBuna nepe-
KntodeHus [cm. pasgen 10, nepevncneHnus a), b) u ¢)] n npaBunNbHO BEIMUCASIOT BOHYCHBIN NokasaTens. Ans
BbINOMHEHNs 3TUX TpeboBaHMI HeobxoaAMMO BeAeH e noapobHbIX 3anvcel.

MpumMeyaHune— XpaHeHUe Y KOHTPOINb OTYETOB MOTYT MPeoCTaBWTh NOCTABLLMKY NOMNe3HY0 UHGOpMaLuio.
OpHako ANns peLleHnsi 0 Npremke oTAaenbHON NnapTum HeobxoaMMo NPMMEHATL Npoueaypsbl pasgena 10.

12 lMpekpalleHne KOHTpoONs

CTaHgapThbl CTaTUCTUYECKOTO MPUEMOYHOTO KOHTPOSSA NpuY NocneaoBaTenbHOM KOHTpOorie NapTui obbiy-
HO NpedycMaTpuBatoT NpekpalleHne KOHTPOIS, eCrin Ka4ecTBO NPoAyKLMK ABNAeTCSA nocneaoBaTenbHO HA3-
kuM (cM. Hanpumep UCO 2859-1). HacTosawuia cTaHaapT NpUMeEHSIET 3TO NpaBurio, MOckonbky obecneynsaet
AOQL gpyrumun cpeacteamu. MapTum nocrnegoBaTenbHO HU3KOro kavyecTBa 0BbIYHO HE MPUHMMALOT NpU Hyne-
BOM BOHYCHOM nokasaTene 1 NogBepratoT CNOWHOMY KOHTPOJSIO, MPU KOTOPOM MPUHUMAOT COOTBETCTBYIO-
WwMe eguHMLBLI Npoaykuuun. Beicokue 3aTpaTtbl Ha TakoW KOHTPOMb obecrnevnBaloT AOCTATOYHbIA CTUMYN
nocTaBLUMKY K yy4LleHWo KayecTBa NpoayKLUnu.
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MpunoxeHvne A
(cnpaBo4Hoe)

Mpumepbl 06bEeMOB BbIGOPKU, HEOGXOAUMBIX AMA NNAHOB HyNb-NPUeMKU Ha OCHOBe GOHYCHOro
nokasartens

Han6onbwnii Heo6xoammblii 06beMm BeiGopky anst gaHHoro AOQL moxeT GbiTb NonyyeH no opmyne (1). Hanmers-
WK 06beM NapTUK, ANs KOTOPOro Heobxoaym aTOT 06beM BbIBOPKY, TaKKE MOXHO ONPeaenuTb. 3TO COOTBETCTBYET CUTY-
aumu, korga GOHYCHBIV nokasaTernlb PaBeH HyMio, T. €. KOrga KOHTPOIb TOMBKO HauMHaEeTCsl ¢pady nocre OTKIOHeHus!
naptun. B Tabnuue A.1 npuseaeHbl 06bembl BbIGOpKM M 06beMbl NapTUK Ans 3agaHHoro aHavenns AOQL.

Tab6nwuya A1 —Tpumepsl HanbonbWmx 06BEMOB BEIOOPKU M COOTBETCTBYIOWMX OOBLEMOB MapTUM AN 3a4aHHOrO
AOQL

AOQL, % HaunGonbLunii o6bem BeiGopku HaumeHbLni o6bem napTuu

0,1 1000 999000

0,2 500 249500

0,5 200 39800

1,0 100 9900

2,0 50 2450

5,0 20 380

10,0 10 20

Hanpumep, ecnu ACQL = 1 %, Han6onbLKnin 06beM BbIGOPKK, KOTOPLI MOXET NoTpeboBaTbes, paBeH 100, a Hau-
MeHbLIWMIA 06BeM NapThu, Arns KOTOPON 3TOT 06beM BbIGopkU Heobxoaum, cocTaenseT 9900, ecnu 6oHyCHbIN NOKasaTenb
paeeH Hynto.

Mockonbky GOHYCHBINM Moka3aTerlb HakannmBaeTcsi, HeobxoauMble 0ObeMbl BEIGOPKU GbICTPO YMEHbWAITCH, M0
KpamnHer mepe BHavane. [pumMep Takoro yMeHbLUeHUsi o6bema BelGOpKU NpusBeaeH B Tabnuue 2 Ans nocneaoBaTenbHOCTH
napTui nocTosiHHoro o6vema u ans AOQL = 1 %.

Tabnwuuya A2 —TlNpumep ymeHbeHns obbema Boibopku ans AOQL = 1 % v nocneaoBaTenbHOCTU NAPTUA NOCTORAH-
Horo obbema

MNapTtus o6bemom 50 Maptusa obvemom 500 MapTtua o6vemom 5000 | Maptus obbemom 50000 | Pewenue

Homep Kaxgas Kapasn Kaskpgan Kaxoan no peaynb-
napTuu TATaMm KOH-

K n K n K n K n Tpons

1 0 34 0 84 0 929 0 100 Mpuemka

2 50 25 500 46 5000 50 50000 50 Mpuemka

3 100 20 1000 32 10000 34 100000 34 Mpuemka

4 150 17 1500 24 15000 25 150000 25 Mpuemka

5 200 15 2000 20 20000 20 200000 20 Mpuemka

6 0 34 0 84 0 929 0 100 Mpuemka

MpumedaHune—Brtabnuue A.2 Ans NnpocToThl 06bEM NapTUM COXPAHSETCS NOCTOSIHHLIM B cepuyn napTuit. Ha

NpakTVKe HeT OrpaHnYeHnin Ha 06 beMbl NapTUii B CEPUMN.
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MpunoxeHne B
(cnpaBo4Hoe)

CBefieHMA 0 COOTBETCTBUMN HaLMOHalNbHbIX cTaHAapToB Poccuickon Pepepaummn
CCbINOYHBLIM MeXAYHapoAHbLIM cTaHOapTaMm

Ta6nwuuya B.A1

0O603Ha4YeHUe CChINOYHOTO

OB603Ha4EHNE U HAMMEHOBaHWE COOTBETCTBYHOLLErO HALMOHANBHOTO CTaHaapTa
MeXayHapoaHoro ctaHaapTa

NCO 2859-1:1999 FOCT P NCO 2859-1—2007

Cratnctnueckne metogpl. MNpoueaypbl BbIGOPOUYHOIO KOHTPOISA MO anbTepHa-
TMBHOMY npun3Haky. Yacts 1. MNnaHbl BbIGOPOHHOIo KOHTPONS NocneaoBaTerb-
HbIX NAPTUI HA OCHOBE NPYEMITIEMOrO YPOBHS Ka4eCcTBa

MNCO 3534-2:2006 FOCT P 50779.11—2000 (MNCO 3534-2—93)
Cratuctuueckue metodpl. CTatucTuyeckoe ynpaeneHne KauecTBom. Tepmu-
Hbl U onpeaeneHus
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KritoueBble cnoBa: cTaTUCTUYECKUN I'Ipl/leMO‘-IHbII;i KOHTPOb, CXemMa BbIGOpO‘-IHOFO KOHTPONA, KOHTPOb NO anb-
TepHaTUBHOMY NMPU3HaKY, BbI60pKa, npegen npuemMnemMmoro KadecTtsa, eanHunua npoaykunn, HeCoOOTBETCTBYHO-
wada egmH1Ua npoayKumn, 6OHyCHbIIZ noxKkasaternb, cpeaHee BbiIXoAHOE Ka4eCTBOo

10



Pepnakrop J1.B. AghaHaceHko
TexHuveckun pegaxrop B.H. pycakosa
Koppektop M.C. Kabawoea
KomneloTepHas sepctka A.H. Sorromapesol

CpaHo B Hatop 17.02.2009.  TMognucaHo B nevats 05.03.2009.  dopmar 60 x 84%. Bymara odceTHas.
Mevats opceTHasn.  Yen.ned.n. 1,86. Yu.-uszg. n. 1,43,  Tupax 343 ak3.  3ak. 123.

apHuTypa Apuan.

®ryn « CTAHAAPTUH®OPM», 123995 Mockea, 'paHaTtHbIN nep., 4.
www.gostinfo.ru info@gostinfo.ru
Ha6paHo Bo YN « CTAHAAPTUH®OPM» Ha M3BM.

OtnevaraHo B punuane ®ryrn « CTAHJAPTUHO®OPM» — Tun. «Mockosckuii nevatHuky, 105062 Mocksa, MsnuH nep., 6.


https://meganorm.ru/mega_doc/norm/gosudarstvennaya-farmakopeya/2/ofs_1_6_2_003_18_obshchaya_farmakopeynaya_statya_granuly.html
https://meganorm.ru/Data2/1/4293851/4293851719.htm
https://meganorm.ru/mega_doc/dop_fire/tematicheskiy_vypusk_prochie_raskhody_v_nalogovom_uchete/1/postanovlenie_fas_uralskogo_okruga_ot_26_12_2005_N_f09-2102.html

