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OCHOBHbIE NOIOXEHUSA»
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NINPOBAHNIO M MeTPOosIorMm OT 2 nioHA 2006 1. N2 105-cT

4 BBEJEH BMNEPBbIE
5 NMEPEN3OAHUE. UioHb 2007 T.
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B ©XXEMECSYHO U3aBaeMoM MH(IOPMaLVOHHOM ykasaTene «HaunoHanbHble cTaHaapThi». COOTBETCTBY-
loLLasn MHpopmaums, yseoMeHe U TeKC T bl pasMeLLan T e Takke B MH(OpMaLMOHHO cucTemMe o6LLero
Nofib30BaHUsi — Ha opuuManbLHOM caiiTe ®efepasbHOro areHTCTBa N0 TEXHUYECKOMY PEryIMpoBaHUIO0 1
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BsepeHune

O6s3aTesibHbIMU TPeboBaHUAMMN K NPOU3BOACTBY SIEKAPCTBEHHbIX CPEACTB SABNAOTCA:

- UOEHTUYHOE, CTaHAAPTHOE BbIMOJTHEHME BCEX OMepaLuii;

- NpocnexnBaemMocTb NpoLiecca NPoM3BOACTBA KaXA0l Cepumn NpoayKUnu;

- obecneyeHmne NOIHOro COOTBETCTBMSA BCEX 3TANOB NPON3BOACTBA, UCXOAHbIX U YNakoBOYHbIX MaTepuma-
JI0B. MPOMEXYTOYHOW M rOTOBOM NPOAYKLNY 3a[jaHHbIM TPE6OBaHNAM.

C 370l Lenblo Npou3BOACTBO SIEKAPCTBEHHbIX CPEACTB A0/IKHO OCHOBbLIBATLCS HA CUCTEME JOKYMeHTa-
LUK, pernamMmeHTUpyoLLell OpraHnM3auuio 1 TEXHOTOTUI0 NPON3BOACTBA, KOHTPO/Ib KaYecTBa MAO0KYMEHTaIbHOe
ohopM/IEHNE BCEX BbIMOJIHAEMbIX Onepauuii. lloboe geincTBre fONKHO BbINOIHATLCS B COOTBETCTBUM C LOKY-
MEHTOM. VcknoyaloTcs cnefoBaHWe YCTHbIM PacrnopsXXeHUsM 1 BbINOMIHEHWE AelCTBUIA N0 COGCTBEHHOMY
YCMOTPEHMUIO.

Mopsaaok Nnpon3BoACTBa NIEKAPCTBEHHBIX CPEACTB pernameHTMpyeTcs cuctemMoobpasyowmm ctaHgap-
ToM TOCT P 52249. HacTosawuii ctaHgapT getanu3upyeT Tpe6oaHus FTOCT P 52249 B yacTu BefeHusA opra-
HN3aLMOHHO-TEXHO/IOTUYECKO JOKYMeHTaL K.



FOCT P 52550—2006

HALULMWOHANBHBIN CTAHAAPT POCCUWNCKOWN GENLEPALUMN

Mpon3BOACTBO IEKAPCTBEHHbIX CPEACTB
OPTAHU3ALUNOHHO-TEXHONOIMNMYECKAA OOKYMEHTALNA

Manufacturing of medicinal products.
Organizing and technological documentation

[Nata BBegeHna — 2007—01—01

1 O6nacTb NpUMeEHeHUS

HacToawwuii ctaHgapT ycTaHaBnMBaeT OCHOBHble TpeboBaHUS K OpraHW3alMOHHO-TEXHOI0MMYECKON
[OKyMeHTauuu, Heo6xo4MMo AN NPOU3BOACTBA TekapCcTBeHHbIX cpeacTs no FOCT P 52249, ee cogepxa-
HUIO 1 NOPSAKY BEAEHNUS.

CraHfapT He ycTaHaBNnBaeT KOHKPeTHbIe (hopMbl [JOKYMEHTOB, TpeboBaHUsA K ux pa3paboTke, cornaco-
BaHWIO, YTBEPXAEHWNIO, XpPAHEHUIO U NP, KOTOPbIE ONpeAensanTca camuM NnpeanpuaTmemMm — npov3sogutenem
nekapcTBeHHbIX cpeacTB (J/IC). MNpuBefeHHbIe B NPUNOXeHWAX obpaslbl AOKYMEHTOB HOCAT CNpaBOYHbIN
xapakrep.

CTtaHfapT He pacnpocTpaHAeTCcs Ha OpraHM3aLvOHHO-pPacnopsaauTenbHY AOKYMeHTauuo (npukasbl,
pacnopsiXeHus, AO/HKHOCTHbIE UHCTPYKLWMN 1 Np.).

2 HopmaTuBHbIE CCbIIKK

B HacTosALeM cTaHAapTe UCNO/b30BaHbl CChISIKM Ha criefytoLiue cTaHaapThbl:

FOCT P 51141—98 [enonpou3BoACTBO M apxXxnuBHoe Aeno. TepMuHbl U onpeaeneHms

FOCT P 52249—2004 MMpaswia Npon3BOACTBA U KOHTPO/IA KayecTBa JIeKapCTBEHHbIX CPeACTB

FOCT P 52537—2006 [Mpou3BOACTBO /leKapCTBEHHbLIX cpeAcTB. Cuctema obecnevyeHns KavyecTsa.
O6uwue TpeboBaHUs

NMpumeuyaHune — Mpn NONb30BAHUN HACTOSALMM CTAHAAPTOM Lieiecoo6pasHo NpoBepUTL AeliCTBUE CCbINOY-
HbIX CTaHA4apTOB B WMH(OPMAaLMOHHON cucTeme o6LWero Nosb30BaHUS — Ha oduuuManbHOM calite ®egepanbHOro
areHTCTBa N0 TEXHNYECKOMY pPeryimpoBaHnio 1 METPOIOrN B CeTU VIHTEpHEeT 1N No exerofHo n3gasaemomMy MHcopma-
LMOHHOMY yKasaTento «HaunoHanbHble CTaHAapThbl», KOTOPbI/ OMy6/IMKOBaH MO COCTOAHNIO Ha 1 AHBaps TekyLero roga, u
No COOTBETCTBYIOLUUM €XEeMECSAYHO n3haBaeMbiM MHPOPMALMOHHLIM yKasaTensam, onyo/IMKoBaHHbIM B TeKyllem rogy.
Ecnu cCblNOYHbI JOKYMEHT 3aMeHEeH (M3MeHeH), TO Npu No/Ib30BaHUWN HACTOALWMM CTaHAAPTOM crefyeT PyKOBOACTBO-
BaTbCA 3aMeHEHHbIM (M3MEHEHHbIM) AOKYMEHTOM. ECn CCbINOYHbIA AOKYMEHT OTMeHeH 6e3 3amMeHbl, TO NosoXeHNe, B
KOTOPOM filaHa CChl/iKa Ha Hero, MPUMeHAEeTCA B 4acTu, He 3aTparvBaloLLeii 3Ty CCbIsKy.

3 TepMuHbI 1 onpeaeneHus

B HacTosllem cTaHfapTe NPUMEHeHbI criefyoLlmne TepMUHbl N onpeaeneHus:

3.1 cneuudmkaums (specification): JokymeHT, cogepxaliuii TpeboBaHnUa kMaTepraniam u npoaykKram,
Mcnosib3yembiM WU NoJSlydyaembiM Mpu NPOM3BOACTBE, ABMAIOLWMIACA OCHOBOW ANA OLEHKU KayecTBa neka-
pcTBeHHbIX cpeacTs (FTOCT P 52249).

3.2 NpOMbIW/IEHHbIV pernaMeHT, TeXHO/ormyeckas UHCTPYKLUS U UHCTPYKLUA NO ynakoBKe:
[lokyMeHTbI, onpegensioLme Bce UCNosib3yeMble UCXOAHbIe MaTepuasbl 1 onepawmm no Npon3BoAcTBY nyna-
KoBke npoaykuuu (FOCT P 52249).

M3paHne ouynanbHoe



FOCT P 52550—2006

MpumeyaHuns

1 MpoMbILWEHHBI pernameHT oxBaTblBaeT BCE acnekTbl TEXHONOrMYECKoro npotecca, TpebosBaHUa K kKauecTsy
Cblpbsi, BHYTPUMNPON3BOACTBEHHOMY KOHTPOJII0, KOHTPO/IIO KauecTBa, 6e30nacHOCT TpyAa, 3Ko/1ornyeckoin 6esonacHocTH,
yTunu3aunm oTXoa0s v np.

2 JlonyckaeTcs UCNO/b30BaHNe TEPMUHA «TEXHONOTNYECKNI pernameHT* BMeCTo TEpMUHA «NPOMbILWEHHbIV per-
NamMeHT».

3.3 MHCTpyKuusa, meToauka, npouegypa (procedure, standard operation procedure): [LOKyMEHTbI,
coaepxaline ykasaHua no BbIMOSHEHNIO OTAENbHbLIX BUAOB onepauunii; HanpuMep, No o4YncTke, nepeodeBa-
HUI0. KOHTPOJTIO OKpYXXatoLLieli cpeabl, 0TGOPY NPO6, NPOBEAEHNIO UCTIbITAHWIA, IKCNAyaTauum u TEXHNYECKOMY
o6cnyxnsanuio o6opygosaHus (TOCT P 52249).

MpumeuyaHune — «CraHgapTHas onepaunoHHas npouegypa — COTlM» — HepekoMeHAyeMmblil TEPMUH.

3.4 npoTokon Ha cepuio (record): [1OKYMEHT, OTpaatoLuii Xo Npou3BoACTBa KaX A0 cepumn npoayk-
UMK. B T. Y. paspelleHne Ha ee peasim3aunio 1 Bce hakTopbl, BAUAIOLLME HA KAYECTBO rOTOBOW NpoAyKLun
(TOCT P 52249).

MpumeyaHue — MNPOTOKON HA CEPUID NPOAYKLMMN (AOCbE HA CEPUI0) BKOYAET:

- npoToko/(bl)Ha nponsBoacTBo cepumn no FOCT P 52249 (nogpasgen 4.17);

- npoTokon(bl) Ha ynakosky cepuu no FOCT P 52249 (nogpasaen 4.18);

- MPOTOKO/Ibl KOHTPO/IA UCXOAHBIX M YNaKOBOYHbIX MaTepuasnos, B TOM Y/CNe paspeLleHne Ha UX NpUMeHeHNe;

- NMPOTOKO/ WU L PYTOii LOKYMEHT MO KOHTPOJTIO KaYecTBa roTOBOI NPOAYKLUH;

- paspelleH/e Ha peann3auunio cepumn npoayKuum;

- NPOTOKO/IbI HA NOATOTOBKY 060PYA0BaHUSA, NOMELLEHUIE 1 Np.;

- Apyrue foKyMeHTbl (Tpy He06X04MMOCTH).

[laHHble 0 NPOBEeAEHUN OCHOBHbIX TEXHO/IOTMYECKMX OnepaLmnii, NCNOMHUTENAX U NP. MOTYT OhOPMASATLCA B Buie
MapLIPYTHbIX KapT.

3.5 yuTeHHble konuun: Konuu AOKYMEHTOB, HaxoAsLMecs Ha yyeTe B nofpasfeieHun, KOHTPOIMpYo-
WeM BefileHne fOKyMEHTaLMK, U B KOTOPble BHOCSATCS Nt06Gble M3MEHEHUA A5 NoAAePXaHUA X COOTBETCTBUS
opuruHany.

3.6 cepus (batch, orlot): OnpegeneHHoe KONNYECTBO OJHOPOAHBIX UCXOAHBIX U YNaKOBOUYHbIX MaTepU-
anioB UV OAHOPOAHONM NPOAYKLMKM, 06paboTaHHOI B X04e OAHOW NN HECKObKMX NOCef0BaTe bHbIX TEXHO-
norunyecknx ctaguii (TOCT P 52249).

MpumeyaHune — MNpu HEOGXOAUMOCTM HA ONPELENeHHbIX CTaAUAX NPOU3BOACTBA CEPUS MOXET 6biTb pasge-
NleHa Ha noacepun, o6berHseMble BNOCeACTBUM B OGHOPOAHYIO CepUuto NpogyKumn. Mpu HenpepbIBHOM NPOU3BOACTBE
NOHATME Cepun JOIKHO OTHOCUTLCA K ONpPeAeeHHO YacTy NPOAYKLMM, XapakTepu3yemMoii 04HOPOLHOCTbLIO.

C TOYKM 3peHUs KOHTPOJISi TOTOBOW NPOAYKLMW Cepusi NPOAYKLMM BKIOUYaeT B ce6sl COBOKYMHOCTb eANHUL, f031pO-
BaHHO (hOPMbl TEKAPCTBEHHbIX CPEACTB (TEKAPCTBEHHON (POPMbI), U3TOTOB/IEHHBIX U3 O4HOMO 06bEMA NCXOAHOTO MaTe-
puana v npoLeL ux eAMHyI0 Nocses0BaTelbHOCTL NPOM3BOACTBEHHbIX ONepaLuii Unn efuHbIi LMK cTepUnn3anmum, npu
HenpepbIBHOM NPOW3BOACTBE — BCE €UHULbI, TPOU3BEAEHHbIE B 3a[jaHHbIi UHTEPBAN BPeMeHU.

3.7 opraHu3aynoHHO-pacnopsaAnuTenbHbIN JOKYMEHT. Bua NMCbMEHHOrO AOKYMEHTa, B KOTOPOM
hVKCUPYIOT peLleHne afMUHUCTPATUBHBIX U OpraHn3auoHHbIX BOMPOCOB, a Takke BOMNPOCOB yMNpaBieHus,
B3aMMOAENCTBMSA, 06ECNeyeHns U perympoBaHns AeaTesIbHOCTU OpraHoB BNAcCTU, YUPeXAeHWid, npeanpus-
TWIA. opraHm3aunii, nx nogpasaeneHunin n 4omkHocTHbIX iy, (TOCT P 51141).

4 O6wune NonoxeHus

4.1 OcHOBHble TpeboBaHUA K AOKyMEHTaLUN:

- MCYepnbIiBatOLNIA XapakTep, T. €. OXBaT BCEX BbIMOMHAEMbIX OnepaLuii, TpeboBaHWil kK MaTepuanam,
NpoAyKuMn, MmeTofam UcnbiTaHuii nnp.;

- ICHO CHOPMY/IMPOBAHHOE HAMEHOBAHWE U Ha3HaYeHue:

- OTCYTCTBUE NWLLHE NHOPMaL K 1 ee He06O0CHOBaHHOTO Ay6/IMpOBaHUS;

- ICHOE U3/10XeHNe TekcTa 6e3 HeonpeAeIeHHOCTY U ABYCMbIC/IEHHOCTH;

- NIOTUYHas CTPYKTypa, CUCTEMHOE U3/I0XKEHNE B COOTBETCTBUM C YCTAHOB/IEHHLIM MOPSAAKOM KOAMPOBa-
HUA (pybpuKauum, Hymepauum);

- othopMNEHNE U YTBEPXAEHNE B YCTAHOB/IEHHOM MOPSAKE.

4.2 Cuctema fOKyMeHTaLun B NPOU3BOACTBE SIeKapCTBEHHbIX CPeACTB A0/HKHA COOTBETCTBOBATL pas-
pelumnTeibHOW AOKYMEHTaL MU N perncTpayMoHHOMY f0Cbe, Tpe60oBaHMAM Haf30PHbIX OPraHoB, HOPMATUBHLIM
1 HOPMATUBHO-MPaBOBbLIM [JOKYMEHTaM.

2
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4.3 CnepyeT npefycMoTpeTb MOPSLOK BEAEHUS AOKYMEHTauuMu B cucteme obecrnevyeHns kadvecTsa,
BK/IOYAA NMOPALOK ee UCMO/b30BaHNs, yyeTa 1 CUCTeMbl HyMepaLmmn, KOANPOBaHNA U MapKMPOBaHUSA, a Takke
0(hOpPMIEHNA W PaCCMOTPEHMS MOJTYYEHHbIX [AaHHbIX W MNPOTOKO/IOB Ha CEpUi0 FOTOBOM MPOAYKLMK
(nanee — cepuio). Ha npegnpuaTnn fonxHa 6biTb paspabotaHa MHCTPYKUMSA, pernameHTupytoLLas nopsagok
BeJleHNs [lOKyMeHTaLun.

4.4 BepfeHve fOKYMEHTaL N B COOTBETCTBUM C YCTAHOB/IEHHbIMW TpeboBaHnsAMM obecneynsaeT NoCTo-
SIHHYI0 BOCMPOM3BOAMMOCTbL NPV NPOM3BOACTBE CEPUA NpoAyKLuW, NpefoTBpalLaeT ownbky, BO3HMKaoLWme
npu YCTHOM O6LLEHUN, HENPABWU/IbHOM TONIKOBAHWUW CI0B, HEMOJIHON WNN YTePAHHOW NHbopmMaummn, fjaeT BO3-
MOXHOCTb MPOCNEANTbL NCTOPUIO CEpUM NPOAYKLUM WU NPU HEOGXOAMMOCTU BbIABUTb NPUYMHBI OTKIOHEHWUIA,
B/IMAIOLLME HA KAYeCTBO, M BHECTU KOPPEKTVBbI BO N36eXaHne NOBTOPEHNA OTKNOHEHWI B ByayLiem.

4.5 [JOKyMeHTbI, KaK Npasuio, He AO/KHbI ObiTb PYKOMUCHbIMU. [laHHble, KOTOPblE BHOCATCS B 61aHKN
PYKOMUCHBLIM CMOCO60M, JO/MKHbI ObITh BbIMOMHEHBI YHETKUM, pa3bopyumBbIM MOYEPKOM, TakK, YTOObI 3TK 3anucu
Hesnb35 661710 aHHYMPOoBaTb.

4.6 [lOKyMeHTbl f0/KHbI CUCTEMATUYECKN paccMaTpuBaTbCA Ha NpegMeT COOTBETCTBUSA TEKYLLUM Tpe-
60BaHMSAM C BHECEHMEM WM3MeHeHwWli (Mpy HeobXxoAMMOCTW) 1 nepecMaTpmBaTbCA MO UCTEYEHUU cpoka ee
nencTeuns.

BHeceHve n3meHeHuit B OKYMEHTbI JJO/IKHO BbIMOMHATLCSH OHOBPEMEHHO C M3MEHEHMEM TEXHOM0TU-
yeckoro npouecca. He gonyckaeTcsi OTK/IOHEHMe OT TpeboBaHWUii JOKYMEHTOB, eC/IM U3MEHEHUS He ohopM-
NeHbl BYCTaHOBNEHHOM Nopsifke. BHeceHne n3meHeHni AOKHO BbINOMHATLCS BO BCE YUTEHHbIE KOMUN.

4.7 Tpwu coBepLLUEHCTBOBAHMUMN NPON3BOACTBA C/leflyeT CBOEBPEMEHHO NepecmaTpuBaTb CUCTEMY [OKY-
MeHTaummn (BHOCUTb U3MEHEHNSA, YAanATb HENCNO/b3yeMyt NHOPMaLUIO 1 f1p.).

4.8 TexHonornyeckas 4oKyMeHTauus 4o/mMkHa 6biTb corlacoBaHa c 0TAe/10M KOHTpons kadectsa (OKK).
Ee B3aMMOCBA3b C JOKYMEHTaL el N0 KOHTPOI0 kavecTBa obecneyrBaeTcsa NyTeM NepekpPecTHbIX CCbISIOK.

4.9 TNpn Heo6XxoaUMOCTH B JOKYyMeHTax MOryT 6biTb npuBefAeHbl TpeboBaHMA 6e30macHOCTU B BuAe
OTAesNbHbIX NMYHKTOB (pa3fesioB), OTHOCALLMXCA HENOCPeACTBEHHO K MPOM3BOACTBY AaHHON npogykuuun. Mo
BO3MOXHOCTU, CriefyeT 3aMeHsITb UX CCbIJIKAMU Ha COOTBETCTBYHOLME AOKYMEHTbI, KOTOpble AO/MKHbI BbITb
NpoBepeHbI M COrNnacoBaHbl MLaMn, 0TBETCTBEHHbLIMY Ha NPeANPUSATUM 3a BbiNOSIHEHUE TpeboBaHwuii No oxpa-
He TpyZa n(unn) okpyxatoLiei cpeapl.

4.10 OcCHOBOW OpraH13aLMOHHO-TEXHOIOTMYECKON AOKYMEHTaL N ABNSOTCS 3aKOHbI, TEXHUYECKNe per-
NaMeHTbl, CTaHAapTbl, hapmakoneiHble cTaTbl NAPYre HOPMATUBHbIE Y HOPMATUBHO-NPaBOBbIE [OKYMEHTbI.

4.11 CwucTema opraHnsaumoHHO-TEXHOIOTMYECKON AOKYMEHTauMmM paboTaeT COBMECTHO C CUCTEMOWA
opraHu3aunoHHOo-pacnopsanTenbHo gokymeHTauum no FOCT P 51141. B KOTOPYH BXOAAT yCTaB nNpeanpusi-
TUA. NOJIOXEHUSA 0 NogpasfeneHnax, O/MKHOCTHbIE UHCTPYKLUMM 1 Np.

5 CTpyKTypa opraHn3aunoHHO-TEXHOMOTMYECKOW AOKYMEHTALMUN

5.1 Bwuabl OpraHn3aunoHHO-TEXHONOTMYECKNX AOKYMEHTOB NprBeAeHbl B Tabnmue 1.

Tab6nuya 1— BUAbl OPraHN3aLMOHHO-TEXHOOTMYECKNX JOKYMEHTOB
HavimeHoBaH1e AoKymeHTa HasHaueHve

1 WHdhopmauna o npeanpuAaTAn, peructpa- O6was foKyMeHTauna npegnpuaTms
LMOHHOE [loCbe, /IMLEH3UA Ha NPOU3BOACTBO U fIp.

2 Cneuundukauus [lokymeHT, cogepxalynii TpeboBaHUA K maTepuanam umu
npoayKumuu
3 [MpOoMBbILNEHHbI pernameHT, TexHosorumyec- [lokymeHTbl, ycTaHaBnuBatolme TpeboBaHns K npoLeccam
Kas UHCTPYKLWSA, MHCTPYKLMA MO ynakoBke nNpon3BOACTBA KOHKPETHOW MpoAyKLUun
4 WNHcTpyKkuusa (metoguka) [lokyMeHT, ycTaHaBnuBawwwuii Tpe6osBaHusi, obwme ans

MNPOnU3BOACTB pas/INYHbIX BUAOB NpoAyKUUKN

5 TlpoTtokon Ha cepuio JloKyMeHT, oTpaxatwwmnii akTnyeckme faHHble O NpPous-
BO/CTBE KOHKPETHOI cepun NpoayKLumn

6 BHYTpPMNPOM3BOACTBEHHAA 3TUKETKA [OKyMeHT, MAEHTUDULNPYIOWWUIA MaTepuanbl Uau Npoayk-
LMI0. cofepxallue ykazaHue ux ctatyca B NpOU3BOACTBE
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Ha npegnpuatum Takxe fo/HKHbI UICNO/b30BaTLCA METOANKN aTTecTaumm KpMTuyeckoro o6opyoBaHns n
npoLLeccoB, MPOTOKO/bI aTTecTauun, LOKyMEeHTbl NPOBeAEHNSA ayAnTOB (CAMOMHCNEKLMWIA) 1 np.

5.2 CopgepxaHne wvHopmauuy 0 NpeanpuaTi 1 perncTpauyMoHHOro [0Cbe pernaMeHTUpytTcs
FOCT P 52537.

5.3 Cneuundukaumu

CneumndmKauum cocTaBnaloTCA ANS CeyoWmnx MaTepuanos v NPoayKLun:

- UICXOAHbIX, BCOMOraTe ibHbIX U yNaKkoBOYHbIX MaTtepuasnos;

- MPOMEXYTOUHOI NPOoAYKLUMK (MPY ee Hanuuuw);

- FOTOBOW NPOAYKL M.

B cneumdukauun ykasbisatotcs:

- HaumeHoBaHWe maTepuana (MPoAYKLUN) CO CCbIIKOW Ha BHYTPEHHWI Kog npeanpuaTus (npu Heobxoau-
MOCTHN):

- CCbISIKY Ha dhapMakoneliHyto CTaTbio UK APYroil HOPMAaTUBHbIN [JOKYMEHT,;

- OCHOBHbIE XapakTepucTuku matepuana (MpoayKuum);

- NoOpsAA0K 0T60pa NPo6 1M NPoBeAEeHNs UCNbITAHUIA (CChbISTKM HA METOAUKY NCNbITAHUA);

- YCNOBUSA XpaHeHWs 1 Mepbl MPefoCTOPOXHOCTY (CCbITKU HA MHCTPYKLMIO);

- CPOKFO4HOCTM (XpaHeHUs) 1 NepuofNYHOCTb MOBTOPHbLIX UCTIbITAHNIA;

-Apyrue aaHHble.

K cneuudukaunm fomkeH npunaratbCa nepeyeHb NOCTaBLLMKOB U MTPOM3BOANTENEN MaTepuasios.

MpumeyvyaHune — KscnomoraTesibHbIM MaTepuanam OTHOCATCA (UNLTPYIOLLME 3NEMEHTbI, MOKOLNE U Ae3NH-
duympyloume cpefcrea v np.

MpuMepsbl opm cneumndmrkauunii npuBeaeHsl B NpunoxeHnax A n B.

5.4 TMpomblWAEHHble pernameHTbl, TEXHOTOTMYECKNE MHCTPYKLMN N MHCTPYKLMKN NO yNakoBKO

[aHHble foKyMeHTbl pa3pabaTbiBaloTCA 418 CEPUITHOrO NPOM3BOACTBA NPOAYKLMMN N CoaepXaT feTalb-
HOe onucaHune TeXHOIOTMYECKOro NpoLecca ¢ ykasaHmem cTaguii npouecca, BbiNO/HAEMbIX onepauuii, Tpebo-
BaHWii Ko6opyA0BaHWIO, NCNONb3YEMbIM MaTepuanam, metogam KoHTpons unp. (1). [2]. [3]. B 3aBucMmMocTu ot
HasHa4yeHus MoryT Takke paspabatbiBaTbCA 1abopaTopHble, OMbITHO-NPOMBbILL/IEHHbIE U MYCKOBbIE pernameH-
Tbl. Bufbl TEXHONMOTMYECKUX PeraMeHTOB MO MPOM3BOACTBY JIEKAPCTBEHHbIX CPeACTB NpUBEAEHbl B
npuaoxeHun C.

[nsa kaxaoro pasmepa cepmn NpoayKummn paspabarbiBaeTca NPOMbILLIEHHbIA UM MHOV PernaMeHT ¢ Tex-
HO/IOTMYECKUMMN MHCTPYKLMAMKU, B TOM Ynciie no hacoBke U ynakoBKe, YTBEPXAEHHbIMU B YyCTAHOB/IEHHOM
nopsagke. TpeboBaHNA K TEXHOIOTMYECKUM WHCTPYKLUAM NpuBeAeHb! B NpuaoxeHun D.

5.5 VIHCTpyKUuUn n meToaunku

5.5.1 O6wue nonoxeHus

VIHCTpYKUMM 1 METOAMKN 0XBaTbIBAOT BCE Cepbl NPOM3BOACTBA U KOHTPO/IS KayecTBa U pernamMmeHTupy-
10T AencTBnSA. obwme ANa pasnnyHbiX BUAOB NpoayKunu. OHKM He BK/IlOYaloT TpeboBaHNs K NPON3BOACTBY KOH-
KpEeTHO MpOAYKUWMW, KOTOpblE W3/I0XEHblI B MPOMbIWIEHHOM pernameHTte (2), [3]. [4], [5]. WHCTpykuumn u
MeTOAVKMN MOTYT 0DOPMIATLCA B BUAE CTaHAapTa NnpeanpuaTus.

VIHCTPYKLUN U METOLMKN pErNaMeHTUpYIoT:

- MONyYeHne 1 KOHTPO/Ib KaYecTBa NCXOAHBIX M YNakoBOYHbIX MaTepUasios;

- KOHTPO/1b Ka4YeCcTBa MPOMEXYTOYHOWN U FOTOBOI NPOAYKLUN:

- paboty nabopartopuii;

- aTTecTaumio KpUTUYECKNX NPOLLeccoB 1 060pyA0BaHUS;

- paboTy cknafoB, o6paLleHne MmaTepranos, NPOMEXYTOYHOW 1 FTOTOBOI NpoayKLWK;

- TeXHO/IorMyeckoe 1 nHxeHepHoe o6opyAoBaHne (CUCTEMbl OTOMIEHWS, BEHTUASALUN U KOHAULMOHUPO-
BaHWA BO3JyXxa, MOATOTOBKM BOApl, Napa, TEXHOMOrMYECKNX XNAKOCTEN 1 ra3os, CKaToro Bo3gyxa, YACTble
nomeLleHuns, akcnayaTauusi, TexHnyeckoe 06CnyxXmMBaHne n peMOHT 060pyA0BaHus, kanMbpoBka NpU6GopPoB n
T.4.);

- Tpe6oBaHUA K NOBEAEHMIO, TUTMEHE U COCTOSIHUIO 340POBbSA NepcoHana,;

- NOPS0K BeAeHNs AOKyMeHTaun nT1.4.

MepcoHan Ao/HKEH 3HATb MHCTPYKLMIO MYMeTb OTBETUTL Ha /1t0601 BONpocC, Kacarwuiica ee. HCTpyKLun
He J0/MKHbI COAEePXaTb INLWIHNE faHHble, He UCMOoNb3yeMble B paboTe, Tak Kak OHU MOTYT C/TYXWUTb NPUYNHON
npv3HaHUsA HECOOTBETCTBUSA Npon3BoAcTBa TpeboBaHusasm TOCT P 52249.

WHCTpyKLMK, BKIOYAS N3MEHEHUS K HAM, lO/TXHbl COOTBETCTBOBAaTL TPEe60BaHNAM HOPMAaTUBHbIX AOKY-
MEHTOB. NPOMbILL/IEHHbIX PErNIaMeHTOB, TEXHUYECKOI AOKYMeHTaLun Ha npouecchl n o6opyoBaHue.

WNHCTpyKuun paspabatbiBaloTcs B CeAyoWwmnx cayyasnx:

- opraHu3saLmmn HoBOro NPOU3BOACTBA;
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- PEKOHCTPYKLMM NPON3BOACTBA:

* BBEJ€HUS1 HOBOrO 060PYL0BaHNA 1 NPOLLECCOB UM BHECEHUS B HUX N3MEHEHWIA;

- U3MEHEHNSA HOPMAaTUBHbIX AOKYMEHTOB, TPebyioLero paspaboTkn HOBOI MHCTPYKLUN.

PekomeHayeMmblil nepevyeHb UHCTPYKUNIA, METOAMK U CTAHAAPTOB NPEANpPUATUSA NpUBELEH B NPUIoXe-
Huu E.

5.5.2 CopgepxaHne NHCTPYKLUN

HacTosawwuii ctaHgapT ycTaHaBnvBaeT o6Lwme TpeboBaHns K cogepXxaHunio u gopme MHCTpyKuun. Kor-
KpeTHble TpeboBaHUs onpeAensalTcsa camum npegnpusaTeM ¢ y4eTOM TOro, YTO MHCTPYKLMSA A0/IKHA HOCUTb
ncuepnbIBaoLL Wi xapakTep.

Mpy 6071bWOM 06 bEME UHCTPYKL MK, HANPUMEP, MHCTPYKLMMN MO TEXHNYECKOMY 06CyXMBaHMIO, floNyCcKa-
eTCs CCbl/iKa Ha Apyrue fOoKYMeHTbl. B aToM criyyae Ao/mkeH 6bITb OpraHn3oBaH KOHTPO/Ib U3MEHEHUI B fOKY-
MEeHTax. Ha KOTopble cAenaHa cebika.

PekomeHayeTcs BKNOYaTb B UHCTPYKLMIO CefytoLmne pasgensl:

a) obuue gaHHble:

- HaMMeHoBaHue NpeanpuaATUS;

- HaVMeHoBaHMe noapasaeneHuns:

- HaVMeHOoBaHMe UHCTPYKLWK,

- HOMEep VHCTPYKLUK;

- fata yTBepXAeHUA UHCTPYKLUH;

- fata v HOMep BHECEHUSA N3MeHeHus (NP Heo6XO0ANMOCTH):

- CPOKAENCTBUA NHCTPYKL UK,

- faHHblE MO UCTOPUMN MHCTPYKLUMUM (HOMEep U AaTy NpexHero BapnaHta u Homepa v faTbl BHECEHUS
BCEX U3MEHEHWIA);

b) cneuuanbHble AaHHbIe:

- 061acTb NPUMEHEHNA UHCTPYKLMK (NpU HEOBXOAMMOCTH, YKasaHue o6nacTteil, Ha KOTopble OHa He
pacnpocTpaHsieTcs);

- NepeyeHb L, (BO/HKHOCTEN, noApasaeneHunii), Ha KoTopble PacnpPoCTPaHAEeTCs UHCTPYKLNS;

- TpeboBaHMA KoxpaHe okpyxatoLueli cpefbl (NP HE06X0AUMOCTU) C YKazaHMeM Mep 3aLLnTbl UK CO
CCbI/IKOW Ha COOTBETCTBYIOLME AOKYMEHTI;

- Tpe6oBaHNA TEXHWKM 6E30MacHOCTU 1 NPOM3BOACTBEHHOM CaHUTapun C ykazaHWeMm CpeacTB UHAN-
BUAYaSIbHON 3alUmnThI;

- NepeyeHb JOKYMEHTOB, CBA3AHHbIX C JaHHON UHCTPYKLMEN;

- TepPMUHbI M onpeaeneHuns (Npyu Heo6Xo4MMOCTK);

- cofepXaHue VHCTPYKLUMU (815 UHCTPYKLUUIA 60MblLoro o6bema);

C) OCHOBHOE CoZepXaHune MHCTPYKLUMUM B hOpMe NPOHYMEPOBAHHOI NocneaoBaTelbHOCTY AeicTBuli C
ykasaHvem Tpebyembix MaTepnanos, 060pyA0BaHNs, NPUG0POB U AOKYMEHTALUN:

d) npouue gaHHble, HaNnpumep, NePMOANYHOCTL 06paboTkM 060PYA0BaHMSA N NOMELLEHWIA 1 Np.;

e) dhamuammn, nHULManbl 1 4OMKHOCTK:

- pa3paboTUMKOB MHCTPYKLNK;
- L. corlacoBaBLUMX W YTBEPANBLUNX UHCTPYKLMIO;

0 NPUNOXEHUA K UHCTPYKLUN.

WNHCTPYKLUSt MOXET MMEeTb TUTYNbHbI INCT, HA KOTOPOM YKa3blBalOTCSA:

- HaMMeHOoBaHWe NpeanpUATUS.

- HaMMeHoBaHWe nogpasfeneHns;

- HAaUMEHOBAaHWe NHCTPYKLUN.

- HOMEp MHCTPYKLUK.

- faTa yTBepXAeHUSA UHCTPYKLUN.

- ;aTa v HOMep BHECEHUSI N3MEHEHUS (NpW HEO6XOANMOCTW).

- CPOKAEWCTBMA MHCTPYKLMN.

- paspaboTUMK MHCTPYKLUK,

- haMunnu, NHULMabI U 4O/MHKHOCTM NNL,. COrNacoBaBLUNX N YTBEPAVBLUNX UHCTPYKLMIO.

Mpu HanMuMM B MHCTPYKL MU rpadinKkoB (PUCYHKOB) U TabanL, OHU JO/KHBI UMETb CKBO3HYIO HyMepaLuio 1
HanMeHOoBaHUS.

Nuua, ykasaHHble B nepeyncnernn b). 4omkHbl NpoiTn obyyeHne paboTe No 4aHHOW NHCTPYKLWN.

Mpn pa3paboTke UHCTPYKLUUN PEKOMEHAYETCS TOTOBUTb yYebHO-mMeToauveckuii maTtepuasn, KOTopbli
MOXeT npunaratbCs K UHCTPYKL K.
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5.5.3 dopma npefcTaBneHNA UHCTPYKL UK

dopma npefcTaBneHnsa UHCTPYKLMM onpefenseTcsa camvM npeanpusatnem. B npegenax ogHoro npeg-
npuaTUA cnegyeT UCNob30BaTh eAnHYo hopmy. Mpumep hopmbl MHCTPYKLMN NPpUBEAEH B MPUIOXeHUn F.

5.5.4 Mopsapok pa3paboTku, cOrnacoBaHna U yTBEPXLEHUA NHCTPYKL NI

WHcTpykuus paspabaTbiBaeTCs KOMNETEHTHbIM COTPYAHUKOM. [laHHbI COTPYAHVUK MOXET BXOAUTb UN
He BXOAMTb B MepeyeHb NnL,. Ha KoTopble 6yaeT pacnpoCcTpaHATLCA MHCTPYKLUNSA.

PaspaboTka MHCTPYKLMM BEAETCA B CieAytoLlemM nopaake:

- nony4yeHvie Homepa paspabaTbiBaemMoi MHCTPYKL MK BOTAENE, KOHTPO/IMPYIOLLEM BeAEHNEe fOKyMeHTa-
unn;

- pa3paboTka NpoeKTa UHCTPYKLUK:

- o6CcyxaeHne MHCTPYKUMN n paboTa B COOTBETCTBUMN C HEW B ONbITHOM MOPSiike C y4acTUeMm Tex. KTOo
6yAeT no Heil paboTaTh: NpyM 3TOM 0cob60oe BHUMaHWe crefyeT yaenaTb NOHOTE WHCTPYKLMU U SICHOCTK ee
N3N0XEHWS;

- fopaboTKa MHCTPYKLWM C YYeTOM NpeA/IoKeHNn n 3amedaHunii;

- NOBTOPHOE 06CYyXAEHNEe MHCTPYKLMK (NpU HEOBXOAUMOCTW);

- NpoBepKa Heob6X0ANMOCTU U3MEHEHUS APYTUXL0KYMEHTOBBCyHae yTBepPXAeHNA 4aHHON NHCTPYKL UK
(Npv BHECEHUN N3MEHEHWIH B UHCTPYKLMIO — NPOBEpKa HE06X0AMMOCTU U3MEHEHWIA ApYTUX Pa3fenoB AaHHOM
WHCTPYKLUW UNW A PYTUX AOKYMEHTOB);

- corfiacoBaHune MHCTPYKLUMM C COOTBETCTBYOLWNMU Cyx6amu (oTgenamu), B TOM Yncne Cayx60i KOoH-
TpoONs KayecTsa v nogpasfenieHmem, OTBETCTBEHHbIM 3a BefleHNe [JOKyMeHTauuu,;

- YTBEPXAEHNE NHCTPYKLNK,

- NOMeLLeHNe UHCTPYKLUW B 3NIEKTPOHHYI0 6a3y faHHbIX NPeanpusaTus (eciv ato npeaycMoTPeHO);

- U3rOTOB/IEHNE HEO6XOAMMOro YMcna KOMUIA MHCTPYKLUW C yKa3aHWeM HoMepa KOMWU MHCTPYKUUK 1
MOCTaHOBKa VX Ha yuerT,;

- 06yyeHue nepcoHasna cpasy Xe nocse yrBepxaeHns MHCTPYKLUN.

5.5.5 Mopafok NnpeAcTaBAeHNS U XPaHEHUSA UHCTPYKL NI

WHCTpyKUun MoryT 6bITb NpeAcTaBneHbl B 6yMaXKHOM U(Mn) B 9N1EKTPOHHOM BUe.

LocTyn KMHCTPYKLUAM B 3/1€KTPOHHOI hopMe A0/MKHbI MMeTb BCe MLa, Ha KOTOPbIE OHW pacnpocTpaHa-
I0TCS. COOTBETCTBYIOLLME PYKOBOANTENN N COTPYAHWUKN NOAPa3AEeNEHNA.

OpurvHanbl (KOHTPO/IbHbIE 3K3EMNAAPBI) XPaHATCA B OTAeNe obecnevyeHus kayectTsa uav Apyrom nog-
pa3sfeneHnun, 0OTBETCTBEHHOM 3a KOHTPO/1b BeieHNS fOKyMEeHTaLuu.

Monb3oBaTenb MOXeT MMETb TOIbKO AeliCTBYIOLLME YUTEHHbIE KONWUW, HE A0MNyCKaeTCa HaxoXAeHue y
nonb3oBaTtessi NPOEKTOB [OKYMEHTOB.

MpoekTbl AOKYMEHTOB A0/DKHbI UMeTb rpud «MPOEKT».

MoppasfeneHune, KOHTPOMPYOLLEe BEAEHUE AOKYMEHTaL MK, 4O/MKHO CNefuTh 3a HegonyLeHnem ay6au-
pOBaHNS UHCTPYKLMIA 1 MPOTUBOPEUNIA 8 UHCTPYKLMAX, NPUBEKas A8 3TOro Heo6xoayMble nogpasgeneHus.

5.5.6 MepecmoTp N BHECEHWE N3MEHEHWIA

WNHCTpYKLUM [O/MKHBI NepuoAnyecky nepecmMmaTpmnBaTbCs No NCTEYEHUN CPOKa UX AECTBUSA, HO HE pexe
04HOro pasa B ABa roga. pu nsmeHeHnax B 060pyAOBaHUN WK NpoLEecce BHOCATCA M3MEHEHUs BO BCe
WHCTPYKLUN, UMEIOLLME K HAM OTHOLLEHNE.

PekomeHayeTcs BBECTU 3NEKTPOHHYIO CUCTEMY KOHTPOIA BeeHNs fOKYMeHTaLunn, npeaynpexatoLLyio
06 OKOHYaHWKN CpoKa AeNCTBUA fLOKYMEHTa N HE0BX0AUMOCTUN ero NepecmMoTpa U BHECEHUS N3MEHEHWA.

5.6 TlpoToKON Ha cepuio

5.6.1 MMpwn pa3paboTke TEXHONIOTMYECKON [AOKyMeHTauum HeobXxoAMMO npegycmaTpuBaTb MOPSLOK
pervcTpauuy Xxoaa BbINOSIHEHNS onepauui n nofyvyaemMbiX pe3ybTaTtos, aTakke 3aBepeHus nognncsaMm nony-
YeHHbIX faHHbIX. [1N15 3TOro Ha NpeanpusaTUM pekomeHayeTcs paspabaTtbiBaTb DOPMbl JOKYMEHTOB C U3rOTOB-
NIeHneM. nNpu HeobxoANMOCTH, 61aHKOB [/1 BHECEHUSA fiaHHbIX (3annceit) Npu BbINO/IHEHUW OnepaLuii.

CofepxaHue NpoTOKOMOB HA NPOM3BOACTBO CEPUIt U MPOTOKOIOB Ha YNakoBKYy Cepuii f,0/MKHO COOTBET-
CTBOBATb NPOMbILLIIEHHOMY PerfiameHTy, TEXHOMOrMYECKAM UHCTPYKLMAM Y MHCTPYKLMSAM Ha yNaKkoBKy.

Mpy HeobxoaMMOCTY 6/1aHKN 415 BHECEHMSA JaHHbIX (3anuceit) nomeLlarT B MHCTPYKL MK B BUAE NMPU/IO-
XKEHWIA.

5.6.2 Takvie 6naHKkv fO/KHBI cofepxaTb HavMeHOoBaHuA onepauuii (o6opyfoBaHns, napameTpoB v np.)
n rpadbl N8 perncTpauym BbINOIHEHUS onepauuii, COCTOAHUS 060pyA0BaHNSA, 3HaUYeHWli napameTpoB N T.4,.

BnaHkn gnsa BHeceHWA gaHHbIX (3anunceit), npy He06X0ANUMOCTU, AOMKHBI COfepXaTb yKa3aHus No npose-
OEeHMIo BbluncneHunin (cMm. npunoxeHune G).

BnaHkv cnefyeT cocTaBnAaTb TakMM 06pa3oMm, YTOObI MOXHO 6bI/I0 CpaBHUBATL NOMYYEHHbIe pe3ybTaThl
C HOpMamK, ykaszaHHbIMY B cneuudmkaumsax n gpyrx gokymeHnTax. OHW [JOMKHbBI COAepXaTb yKkaszaHne 0 Heob-
XOAVMOCTUN BHECEHWUA 3anunceli B criyyae OTKNOHEHWA.

6



FOCT P 52550—2006

PekomeHAyeTcs yKa3blBaTb KpUTEpUM BO3MOXHOCTU MOBTOPHOrO MNPOBEAEHWA onepauuii B cryvae
OTK/IOHEHUSA OT YCTAHOBNEHHBIX HOPM.

Ha 6naHke cnegyeT npegycmartpuBaTtb MecTa A1 Nnognvcei onepatopos U APYrUX inL. KOTOpble NpoBe-
PSAOT (KOHTPONUPYIOT) BbIMOSTHEHNE KPUTUYECKNX OnepaLmii ucTaBAT BTOPYO NOANWCh Ha 61aHke, a Takke Mec-
To ANA nognuceli npoeepsioLLero (0TBETCTBEHHOIO) /iMLLA CTPYKTYPHOro nogpasaeneHus.

5.6.3 BnaHkvn4na BHeCeHUs faHHbIX 0/KHbI ObITh paspaboTaHbl TakMm 06pa3om, 4To6bl BefjeHve 3anu-
ceil oT pyku 6b1/10 CBELEHO K MUHUMYMY.

Takue 6naHkun cnegyeT UCNOMb30BaTb, HaNpUMep, Ha atane NoAroToBkM K paboTe ¢ o6opyfoBaHem 1
MaTepuanamu. HesanosiHeHHbIe NONSA NpefHa3HavyeHbl A9 BHECEHUSA HOMEPOB CEPUiA, AaT. BpeMeHM, TeMne-
paTypbl, UAEHTUMKALMOHHbIX HOMEPOB, HOMEPOB NOMeLLeHW, HOMepoB 060pyA0BaHMSA, NPOBEAEHUS Kannb-
POBKMW. CUNTbIBAEMbIX UCXOAHbLIX AAHHbIX, pe3y/1bTaToB pacyeTos.

BnaHku f0MKHbI 3aN0NHATLCA NEPCOHA/IOM B peaslbHOM BPEMEHU N0 Mepe BbINOMIHEHNA Tpe6oBaHWiA
WHCTPYKUMN (MeToAnkmM). JaHHble perncTpupytoT B NOCNef0BaTeNbHOCTU UX NOMyYeHns. 3anoiHeHHble 6iaH-
K/ OO/DKHbI rapaHTUpoBaTh, YTO BCe HeOGXO,D,I/IMbIe AaHHble C06paHbI WHUYero He ynyuieHo, UaBnaTbCA cBuae-
TeNbCTBOM TOr0, YTO paboTa 6bl1a BbINOSIHEHA B COOTBETCTBUM C UHCTPYKUUEN.

5.6.4 Ha nio6om 3anonHsemMom 61aHke AO/HKHO ObITb yka3aHO HavMeHOBaHWe opraHv3auuu, Homep
hOpMbI M HOMEp ee NepPeCcMOTPEHHOI0 BapmaHTa (Un CCblfIKa Ha MHCTPYKLMIO, eCnun 61aHK BHECEH B MPUoXe-
HVE). HOMEpP NHCTPYKL MK, HOMEP Cepun NPOAYKLNU, yKazaHo YNC/O0 CTPaHuL,.

KoHTponupyemblie onepauuv, 060pyAoBaHne, napameTpbl U Np. yCTaHaB/IMBAIOTCA COOTBETCTBYIOLLEN
WHCTPYKUMei. lomkeH 6bITb onpeAeneH Nopsgok ncnpasBieHns gaHHbiX. Hanpumep, gaHHble (3anucu), npo-
CTaB/IeHHbIE MO OLWN6Ke, 4O/MKHbI 6bITh 3a4EPKHYThI, & HANPOTWMB BHECEHHbIX NMPaBUIbHBLIX JaHHbIX (3anucei)
[lo/MKHa 6bITb MPOCTaBEHA NOANMCL OTBETCTBEHHOIO NNLA. Y aaneHune faHHbIX (3anuceid) ntobbiM cnocobom (¢
NOMOLLbIO acThKa, KOPPEKTUPYIOLLEN XNAKOCTU 1 4p.) He flonycKaeTcs.

5.6.5 Bce rpadbl 6n1aHKOB f0KHBI ObITb 3aM0IHEHbI. Eciv rpadha 3anonHAeTcsa no Mepe Heo6xoAnMoc-
T, TO B HEW MOXEeT CTaBUTLCA NPOYEpPK UK Apyrasi oTMeTKa, 0AHO3HAYHO yKa3biBatollas Ha OTCYTCTBUE AaH-
HbIX 415 3anonHeHns. [omkHO 6bITb NpegycMOTPeHo cBo6ogHOe MecTo (MoNA) 418 3anncy OTKNOHEHWUIA OT
cneundrKaLmii, BbISBNEHHbIX NO XOA4Y BbINOMHEHUS onepauuii.

Ecnu B npouecce NnponsBocTBa Kakoe-nnbo AelicTBUE BbINMOMHAETCA N0 CCbIIOYHOMY NPOTOKONY, TO B
6.1aHKe A0/KHO 6bITb NPEfYCMOTPEHO MECTO /19 BHECEHUSA TakuX 3anuceli 1 ykasaHua Homepa npoTokona.

5.6.6 CnepyeT AOKYMeHTas/lbHO 0QOPMIATL BbINOSIHEHME MHOOLIX onepaunii Takum ob6pas3om, YTobbl
MOXHO 6bl/10 NPOCNEANTbL BECb X0/ MPON3BOACTBA U KOHTPO/IA KayecTBa /iekapCcTBEHHOro cpeAactea. 3anosn-
HEHHble N NPOBEepPeHHbIE OTBETCTBEHHbIM JINLOM MPOTOKO/1 HA NPON3BOACTBO CEPUN U MPOTOKO/ HA YNaKoBKYy
cepun, nofnucaHHble (YTBEpPXEeHHble) B yCTAHOBIEHHOM NOPAAKe, BXOAAT B COCTaB MPOTOKO/1Aa Ha CEpuio
NpoAYyKLUUN.

5.6.7 MepepnHavyanom n60ro TeXHOMOMMYECKOro npoLecca cneayeT npoBepsaTb MOOPMAATL MPOTOKO-
oM T0, 4To 060pyAOBaHmMe 1 paboyas 30Ha 0CBOGOXAeHbI OT NpeAblAyLL el NPoAYKLNKN, [OKYMEHTOB UMaTepu-
a/10B, He TpebyLWNXCcs AN NIaHMPYEMOro npoLecca, U ABASKTCS YACTbIMY U FTOTOBLIMU K 3KCRAyaTaunm.

CopepxaHue NpoTOKO/I0B Ha NPOM3BOACTBO AO/KHO COOTBETCTBOBaThb TpeboBaHuam MOCT P 52249
(noppasgen 4.17).

Mpumepbl NPOTOKO/10B NPOM3BOACTBA CEPUN, NOATOTOBNEHHBIX B(hOpMe OTAENbHbIX 61aHKOB, NpuBeae-
Hbl B NpuioxeHun G.

5.6.8 Ha kaxayo Nnpov3BeeHHY0 CEpUI0 UM YacTb Cepun roTOBON NPOAYKLUK (NP HEO6XOAUMOCTM)
cnepyeT COCTaBATbL NPOTOKO Ha yNakKoBKY B COOTBETCTBMM C MHCTPYKLMIA NO ynakoBke.

MpoTOKON Ha YNakoBKy [O/MKEH COfepxaTb HOMEpP CEpUN 1 YNC0 eANHUL, HepactacoBaHHON NPOAYKL N,
KOTOpPOE [0/MKHO BbITh YNakoBaHO, a Takke HOMep cepumn 1 HaKTUUECKOEe YNC/O eAVHNL, TOTOBOM NPOAYKLUN.

5.6.9 MMepepnHayanom noboi onepawym No ynakoske cnegyet NpoBepsiTb MoOpPMASATL NPOTOKO/IOM TO,
4yTo 060pYyAOBaHNE N paboyas 30Ha 0OCBOOOXAEHbI OT NpeblayLe NpoAyKL UK, [OKYMEHTOB N MaTeprnanos, He
TpebyoLmxca ANS NnaHMpyemMbix onepawuii no ynakoBke, M4To 060pyaoBaHne SBASETCA YNCTbIM 1 TOTOBbLIM K
aKcnyaTauum.

CopepxxaHue NpoTOKON0B Ha yNakoBKY f,0/HKHO COOTBETCTBOBaThL TpeboBaHusam FOCT P 52249 (nogpas-
nen 4.18).

MpumepHoe cogepxaHne UHCTPYKLUN Ha YyNakoBKY CEepun 1 COOTBETCTBYIOLLMX NPOTOKO/10B, MOArOTOB-
NeHHbIX B hopme OTAe bHbIX 61aHKOB, NpUBEEHbI B MPUIOXeHUN H.

5.6.10 [ns kputnyeckoro o6opyAoBaHuUs cnegyeT BECTU XypHasbl, 0TMeYas B HUX, N0 Mepe Heobxoau-
MOCTK, BCe paboTbl N0 aTTecTaumm, KanMbpoBKe, TEXHNYECKOMY 06CYXNBaHNIO, O4YMNCTKE, PEMOHTY 060pyA0-
BaHWA C yKazaHWeM Aatbl 1 /L, BbIMOJTHUBLUUX 3TN PaboThbI.

B XypHanax Takxe crnefyeT pernctpupoBaTh B XPOHO/IOTMYECKOM MOPSAKE UCMOSIb30BaHNe KpUTUYECKO-
ro o6opyfoBaHua 1 30HbI, rae obpabaTbiBanack NpoAyKLus.
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XXypHanb! 4719 MOHUTOPUHTA OKpYXXartoLLLeli cpefibl cneayeT BECTU, eCNY CHATUE NOKa3aHWi BbINOHAETCA
Ha MecTe (Hanpumep, nokasaHuii TemnepaTtypbl, AaBNEHUS, BIAXHOCTH).

B npoTokone Ha ceputo (4oCbe Ha cepuio) Ao/MKHa ObITb CAeNaHa CCblsika Ha COOTBETCTBYIOLLYIO 3aMuCh B
XypHasie, ecnm 3To BaXHO Npu NPpou3BOACTBE AaHHO cepuu.

5.6.11 Hab6op [OoKyMEeHTOB, CONPOBOXAAOLLUX CEPUIO TOTOBOIN NPOAYKLUW, B TOM Y/AC/IE NPOMbILLIEH-
HbIVi pernameHT, TEXHONOTMYeCcKne UHCTPYKL MU 1 UHCTPYKLMK No hacoBKke 1 ynakoske, Apyrne MHCTPYKUNUN U
3anofiHseMble 6n1aHKu, NOAEXUT NPOBEPKe OTAe/I0M 06ecnevyeHuns KayecTsa Ha NOMHOTY U NPaBUIbHOCTb
ochopmneHns. Pe3ynbTaTtbl Tako NPOBEPKN A0/KHbI OblTb 3aBepeHbl NOAMUCHI0 OTBETCTBEHHOrO nua A0
BblAauun paspeLleHns Ha peanm3aunio cepum NpoayKLum.

5.7 BHYTpUNpon3BOACTBEHHbIE 3TUKETKU

PekomeHayeTcAa paspabarbiBaTb CUCTEMY BHYTPUNPOWU3BOACTBEHHOTO 3TUKETUPOBAHNA A1 MapKUpo-
BaHUA:

- UCXOHbIX MaTepuasnos;

- NPOMEXYTOUHOI 1 FOTOBOW NPOAYKLMH;

- 060py0BaHNA, NOMELLEHWNIA U 30H;

- TEXHONOTNYECKOV OAeXabl N T. .

BHYTpMNpon3BoACTBEHHbIE 3TUKETKN AENATCA Ha ABa Buaa:

- UAEHTUMUKALNOHHBIE;

- cTaTyCHble.

B naeHTMmKaLMoHHON 3TUKETKE yKa3blBatoTCA:

- HaumeHoBaHue (kof) Matepuana unv npogykra:

- HOMep cepuu;

- JaTa HaHeCceHUs ATUKETKN (MapKNPOBKM).

- noAnuchb.

CraTycHas aTukeTka (3TUKeTKa cTaTyca) CoAepXuT MHhopmaLmio 0 TOM. e HaxoguTcs maTtepuan (npo-
AYKUMS. egnHMLa 060pyA0BaHNsA, MOMELLEHNE 1 MP.) N KaKyto CTaAnio B NPOU3BOACTBEHHO LieNv OH npoLuesn
(Hanpumep. «HaxoAuTcA Ha KapaHTUHHOM XpaHeHWW (Ha KOHTpone)». «[llpowen KapaHTUHHOE XpaHeHue» 1
T. 4.). Ha Heli Takxe cnefyeT ykasbiBaTb HauMeHoBaHue (Ko4) matepvana, HoMep cepumn naaTty.

WHdopmauuto o ctatyce matepuana (MpoayKunn) pekomeHayeTcs BblAeNsATb LLBETOM 3TUKETKMN, HaNpu-
mep:

- KpacHbIh — «OTKNOHEH»:

- XenTblii — «HaxoAuTcs Ha KapaHTVHHOM XpaHeHuUW (Ha KOHTpoe)»;

- 3eM1eHblil — «[lonyLeH K UCNOoIb30BaHNIO».

[aHHble o cTaTyce egnHULbLI 060pyA0BaHNS, MOMELLEHUS U MP. HAHOCATCS HA OTAENbHYI0 3TUKETKY, KOTO-
pas nomelyaeTcs Ha COOTBETCTBYIOLLEe 060opy0BaHMe v np.

[JaHHble 06 ngeHTudmnkauum matepmana (NPoAyKLuMmn) 1 ero ctatyce MoryT 6biTb HAHECEHbI Ha O4HY U TY
Xe 3TUKETKY.

MpuMepbl 0hopMNEHNA STUKETOK NPUBEAEHDLI B NPUIOXEHUN |.

6 BepeHune fokymeHTaLuM

Mopsaaok BefeHVsa fJOKyMeHTauum AoKeH 6biTb ONpeAenieH cneunanbHon NHCTpyKumeid (cTaHgapTom
npeanpuaTna), pernameHTUpytoLLein nopsgoK pa3paboTku, yTBEPXKAEHNs, pacnpocTpaHeHns, UCNob30BaHNsA
[OKYMEHTOB, BHECEHUS B HUX U3MEHEHW 1 Np.

6.1 MepBbiM LWarom npu paspaboTke OpraHM3aLVOHHO-TEXHOMOTNYECKOW [AOKyMeHTauuu, COoOoTBeT-
cTBytoLelt TpeboBaHmam FTOCT P 52249. nomkHa 6bITb pa3apaboTka MHCTPYKL MM N0 BEAEHWIO LOKYMEHTaLnm
(cTaHgapTa npegnpuATus), ycTaHasMBaroLwei NopsgoK COCTaBNeHUs, nepecMoTpa, YTBEPXAeHNs N UCNob-
30BaHuWsA BCEX HEOOXOAUMBIX JOKYMEHTOB, B TOM YMC/I€ UHCTPYKLMIA, TEXHONOTMYECKNX PernaMeHToB Npon3Bo-
[CTBa. TEXHOOTMYECKNX UHCTPYKLWIA, MHCTPYKLUKI MO (hacoBKe 1 ynakoBKe, a Takke BefeHWs NPoTokona Ha
cepuio roToBOW npoaykuuu. MNMpu HEOO6XOANMMOCTM MOTYT pernameHTMpoBaTbCs TpeboBaHNS K COAepXKaHuto,
hopme, NopsAKy cornacoBaHus, yTBepxaeHunsa 1 cnosb3oBaHns (pacnpocTpaHeHus, NpUMEHeHUs, U3BbATUSA)
KOHKPETHbIX BUL0B JOKYMEHTOB.

6.2 lMpoMbilNeHHble pernaMeHTbl NPOW3BOLCTBA, TEXHOOMMYECKNe WHCTPYKLUUU U UHCTPYKUUU NO
dhacoBke 1 ynakoBke, kak NpaBu/io, paspabaTtbiBaloTcs Ha CTagun pa3paboTkyv 1 MOCTAHOBKM NPOAYKLMUN Ha
NPON3BOACTBO U KOPPEKTUPYHOTCA B XOAE NPAKTUYECKOTO UCMOSIb30BaHNA B COOTBETCTBUW C MPUHATLIM MOPAL-
KOM BHECEHUSA U3MEHEHWIA.

6.3 [loKyMeHTbI, pernaMeHTupyoLLne NpoLecc Npon3BoACTBa, MOryT 6biTb U3MEHEHbI B CBA3M C NOAB/Ie-
HWEM HOBbIX JaHHbIX 0 NPOM3BOACTBE NIEKAPCTBEHHOIO CpeAcTBa. B kax 0/ HOBOW BEPCUM [OMXKHbI BbITh yuTe-

8
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Mbl camble nocnefHve [aHHble, WCMosb3yeMasa B [JaHHOe BPEeMs TexXHONIOTUsA, HOopMaTUBHble W
chapmakoneliHble Tpe6oBaHUs. HoBas Bepcusa A0/KHA Takxke CoAepx)aTb CChISIKY Ha NpeAblAyLLYI0 pefakuuto,
4YTO6bI 06ECNEYNTL NPOCNEXNBAEMOCTb NPOM3BOACTBA Cepum NpoAyKkuun. O60CHOBaHUS 3MEHEHW cnegyeT
0gpopMNATL NPOTOKOSIOM.

Heobxoanmo paspaboTaTb MHCTPYKL MK, pernamMmeHTvpytoLwmne AeincTBuUs, KoTopble creayeT npeanpuHm-
MaTb MPU U3MEHEHUN NCXOLHbIX MaTepPManos, 4PYrMx KOMNOHEHTOB JIEKapPCTBEHHOro CPeACTBa, B TOM Yucse
ynakoBOYHbIX MaTepunanoB, TEXHOMOrMYeckoro 060py0BaHuns, okpyxatoLleli cpefbl (MM NPON3BOACTBEHHON
30HbI), cnocoba Npou3BoACTBa UM METOAA UCTbITAHNA UK 60 ApYyroe N3IMeHeHne, KOTopoe MOXeT NOBAN-
ATb HA KA4YeCTBO NPOAYKLMN UV BOCMPOU3BOAMMOCTb npouecca. Bce n3MeHeHus, BAUSIOLWLNE HA KayecTBO
npoAyKLuMn namM BOCMPOU3BOAMMOCTL MNpouecca, JO0/KHbl O6biTb 0POPM/IEHbl [OKYMEHTOM U YTBEPXAEHbI.
Heo6xo4uMo OLeHUTb BO3MOXHOE B/IMSIHUE W3MEHEHUS TEXHWYECKWX CPefcTB, cuctem, obopynoBaHua u
napaMeTpoB NPoLEeccoB Ha KaYeCcTBO NPOAYKL MK, B TOM YMC/Ie NPOBECTM aHann3 puckos. CnegyeT onpeaennTb
Heo6Xxo0ANMOCTb M 06bEM MOBTOPHON aTTecTauum.

MpoayKuns, npon3BefeHHas npu n3MeHeHHbIX TEXHOI0rMYeCcKMX npoueccax, He fo/kKHa 6blTb peannso-
BaHa 6e3 0CBeJOM/IEHHOCTM O AaHHbIX U3MEHEHUSIX OTBETCTBEHHOrO NepcoHana, B TOM yncie YnNosHOMOYeH-
Horo imua.

6.4 Ecnv M3aMeHeHne BTEXHOIOTMYECKOW JOKyMEHTALNN He BNeYeT 3a cob0i M3MeHeHuii B perncrpaum-
OHHOM [0Cbe (He HapyllaeT COOTBETCTBUS MeXAy TEXHO/OTMYEeCKoW AOKYMeHTauueld n perncTpaunuoHHbIM
Jocbe), To npoueaypa BHECEHUS U3MEHEHUS MOXET peraMeHTUpoBaTbCA COOTBETCTBYHOLMM AOKYMEHTOM
CMCTEMbI ynpaBneHus JoKyMeHTauven npeanpmatus. Takoe n3MeHeHne MOXeT ABNATbCA 06bEKTOM MHCMNekK-
TMpOBaHNS Ha cooTBeTCcTBME TpeboBaHnsam TOCT P 52249.

6.5 Ecnv nsmeHeHue B TEXHOIOrMYECKON OKyMEHTAaL UM BNieyeT 3a Co60li M3MEHEHUS B PETMCTPALMOH-
HOM l0Cbe, TO BHECEHMEe U3MEeHEHUIA pernamMmeHTUpyeTCa He TObKO JOKYMEHTOM CUCTEMbI yrpaBieHns foKy-
MeHTauven npegnpusaTMA-NpoM3BOAMTENSA, HO W NpoOLeAypoil, YCTaHOBMEHHONW B COOTBETCTBYHOLLMX
HOPMATMBHbIX JOKYMEHTaX KOMMNEeTEHTHbIM OpraHoM.

6.6 KOHTPO/b 3a BHECEHNEM U3MEHEHUI

OpurmnHansl JOKYMEHTOB (6yMaxHble KOnuu) XpaHaTcs B nogpasfenieHun, oTBevarolleM 3a BefeHue
JOKyMeHTaLmu.

[lns npakTMyecKkoro ncnosib30BaHUs C OPUTMHANOB CHUMAOTCS Konuu.

Konuu moryT 6bITb yYTEHHBIMU U HEYYTEHHBIMU.

B nogpasgeneHun, otsevarolleM 3a BejeHre JOKYMEeHTaUUW, BCe yYTEHHbIE KON PErMCTPUPYIOTCA B
yYeTHOM /INCTE C YKa3aHuem nogpasfeneHns n paboyero Mecta, B KOTOPbIX HAXOAATCHA KONUK.

Mpy BHeCeHWn n3meHeHuli paspabaTtbiBaeTCsl HOBbIV 3K3eMMNIAP OpUrHana AoKyMeHTa, B KOTOPOM Npo-
CTaB/IA€TCA HOMEP 1 JaTa BHECEHUA U3MEHEHMA. 3aTeM U3roTaB/IMBaOTCA KOMUU JOKYMEHTA MO YNC/TY YUTEH-
HbIX KONMUiA. Ha KaxpoW yuyTeHHoW konuu npoctasnseTca wramn «YYTEHHASA KOMWSA» ¢ ykasaHuem gaTbl
ohopmaeHNa Konun nNnua, BbiAaBLUEro KONui. YUYTeHHas Konvs BblAaeTca B COOTBETCTBYOLee nogpasgene-
HVe, NPV 3TOM NPEXHAA KONUA n3biMaeTcs. 3bATble KONUW YHUUTOXAKTCS.

PeKkoMeH/IyeTCs Ha KaXaylo yUTEHHYI0 KONWo NpocTaBnaThL Wwiamn «AENCTBUTENBHO 4,0
20___ r.» (ykasaHwve gatbl).

HeyuTeHHbIe Konuu He MOryT NCNO/Ib30BaTbLCA ANA paboThl.

B MHCTPYKLMM [O/MKHBI 6bITh NPUBEAEHbI JaHHbIE O MPEXHEM BapuaHTe MHCTPYKLUN N BCEX N3MEHEHMNAX C
yKkasaHveM nx HOMepoB v gaT.

6.7 OTmMeHa LOKYMEHTOB

[LOKyMEHT C UCTEeKLIVM CPOKOM AEeNCTBUSA UM 3aMEeHEHHbI [JOKYMEHT [O/IKHbI 6bITb U3BATHI U3 0OpaLLe-
HUSA.

Ha npegnpmatumn gomxeH 6biTb NpeAycMOTPeH NOPAA0K, UCKIYaoLWnii obpalleHne nam ncnonb3oBa-
H/e OTMEHEHHbIX AOKYMEHTOB UM JOKYMEHTOB C UCTEKLWMM CPOKOM rOoAHOCTW. Hanpumep, 3TO MOXeT 6bITb
npeaycMOTPEHO CUCTEMOI KOAMPOBAHMA W MPUCBOEHWEM APYroro HoMepa, ykasaHuem B KOAe AOKyMeHTa
HOMepa M3MEeHEeHUs, aBTOMATUYECKO 3amMmeHol Homepa (Koga) AoKyMeHTa No MCTEUYEHNI0 CPOoKa ero AecTeuns
unp.

6.8 KoguposaHue (0603Ha4YeHUEe) JOKYMEHTOB

JloKyMeHTbl A0/KHBI MeTb 0603HayYeHne (kof). Cuctema 0603HaYeHU onpeaenseTca camMum npeg-
npusATMEM.

Mpumep cucTeMbl KOAUPOBAHWA NPUBELEH B NPUIOXEHUN J.

MopaaoK KOAVPOBAHMA AO/TKEH OblITb 0DOPMIIEH OTAENBHON MHCTPYKLMEN.
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HanmeHoBaHune
rpmbl

MpunoxeHune A
(cnpaBoyvHoOe)

Mprmep hopMbl cneundukaLmm Ha MaTepuanbl

Cneuundukauns

Moppasgenenue: OTAeN KOHTPONs
KauecTBa

HasBaHWe VHCTPYKLUN/METOANKN

HanmeHoBaHue
TY

MocTasLwmnku

YnakoBka 1 yC/i0BUA XpaHeHus

MeTtoga ot6opa npo6

HanmeHoBaHune
nokasarens

BHewwHwit Bug,

CocTaB (chopmyna)
CopepxaHue
OnpepenexHne

KONINYECTBEHHbIX
XapaKkTepucTuk

Paspa6ortan ¢.1.0.,
noanucb, gata

Pesynbtar

Hanpumep: 6enblii KpUCTanInyeckuii no-
POLLIOK UMK Befble MAOCKNE KpUcTansibl

He MeHee ..)& un He 6onee no
OTHOLLEHWIO K CYXOMY BelecTBy

Cornacosan ®.1.0..
nognuck, dara

Howmep CTp. n3

[Jata BBegeHus Homep pegakuyum —

Martepwuarsl

(nepeyeHb 0406PEHHBIX NOCTABLLMKOB)

NNOTHO 3aKPbITbIi KOHTelHep, KoMHaTHas
TemnepaTypa

MeToz oueHku
nokasarens

Ccblnka Ha MeToauKy

Ccbl/ika Ha MeTouKy

Ccblka Ha MeToAunky

Ccblka Ha MeToAunky

Yteepaun ®.1.0.,
nognvce, Aara
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MpunoxeHune B
(cnpaBoyvHOe)

Mprvmep hopMbl cneunduKalm Ha NPOMeXyTOUHY U TOTOBYI0 NPOAYKLUUIO

HaumeHoBaHne Cneuudbmkauus HOoMmep Cro. "3 cTo.
npeanpuATuA

Moapassfenenne. OTAen KOHT-  [laTa BBejeHUs Bepcus
ponisi kayecTea

Ha3BaHME ..o TabneTtkn. 50 mr
Ne n/n MapameTpbl Hopmbl no ®C (TY. nT1.4.) CCbI/IKN Ha MeTOoAMKN

1 OnucaHue

2 Coctas

3 MoAannHHOCTL

4 PacTtBOpeHue

5 MocTopoHHMe npumecu

6 KonuuectseHHoe onpegenexHve

7 YnakoBka

8 MapknpoBka

9 XpaHeHue

10 Cpok rogHocTn

LTpuxoBoli kopg,

OT60p Npob
Paspa6otan ¢.1.0., Cornacosan ®.1.0.. YtBepgun ®.1.0.,
nognuce, gata nognuce, gata nognuce, fara
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Mpunoxexne C
(cnpaBoyvHoOe)

Buabl TEXHOTOTMYECKUX PEraMeHTOB No NPOU3BOACTBY JIeEKAPCTBEHHbLIX CPeaACTB

C.1 B 3aBMCUMOCTM OT Ha3HayeHUs TEeXHO/IOrMYeckne pernameHTbl nogpasfensanTca Ha nabopaTopHblie, ONbIT-
HO-MPOMbILLJIEHHbIE. MYCKOBbIE W MPOMbILL/IEHHbIE (1).

C.2 Mopapok pa3paboTku, aKCNepTu3bl, COrNacoBaHns N yTBEPXKAEHUS N060ro TEXHONOTMYECKOro pernameHTa
[OMKeH npeAycmaTpuBaTb COOTBETCTBYOLLNI YPOBEHb KOMMNETEHUUN U KBanuuKaLun 0TBETCTBEHHbIX /TULL. YTBEpXAato-
LLMX UK COrNacyoLwmx ero.

C.3 labopaTopHblii pernameHT paspabaTbiBaeTcs B COOTBETCTBMM C TEMU Xe NpaBuiaMmn, YTO 1 NPOMbILLIIEHHbI
pernameHT, COAepXUT Te e pasfesbl 1 ycTaHaBAnBaeT MeToAbl U3roTOBAIEHNA NPOAYKLUN 1 YCNOBKA, obecneunsatoLme
BOCMPON3BOAMMOCTb TEXHO/TOTMYECKNX NPOLLECCOB B/1ab0paToOpPHbIX YC/I0BUAX CO CTAbW/IbHBIMK BbIXOAAMMU, NpaBuia Tex-
HVKM 6e3onacHocTu. [lonyckaeTca B3aMeH pasgena «TexXHUKo-aKoHOMUYeckue Hopmatusbl» (TOH) BHeceHne B Tabnuuy
3IKCMepUMeHTabHbIX aHHbIX No TOH.

C.4 OnbITHO-NPOMbILW/IEHHBI pEFNamMeHT Ha HOBYIO NPOAYKL M0 paspabaTbiBaeTcsiogHoapeMeHHochapmakonei-
HOI1 cTaTbell Ha nekapcTBEHHOEe CPeACTBO U ABNAETCS HEOTbEeM/IEMO HYacTbio KOMMNIEKTa TeXHUYECKO OKYMeHTaunu.

OnbITHO-NPOMbILUNEHHbI PEraMeHT Ha HOBbIN BUA NPOAYKLMN AN TEXHOMNOrMYeCcKnii NpoLece, oCyLLecTBASAEMbIl
Ha cepuiiHo pa6oTatLMX MOLLHOCTAX NPOMbILWIEHHOTO NPeANPUATUSA, JO/IKEH UMETb [iBOliHOe yTBEpXeHNe opraHusa-
uun-paspaboTtynka 1 npeanpusaTUS-Npon3BoANTENS.

C.5 TlycKoBOIi M NPOMbILWIEHHbIT pernameHTbl yTBEpXAalTca pykoBoanTenem dapmaneBTU4eckoro npeanpusatus
nocne cornacoBaHua copraHusaymeii-paspaboTynkoMm TEXHONOTMYECKMX NPOLLEeCCOB, NPOEKTHOM opraHn3aumeii (B cnyvae
MCNoIb30BaHNA HOBbIX/PEKOHCTPYMpPYEMbIX Naowagein nnv o60pyaoBaHuns) n aKCnepTHOW opraHn3auneli no ctaHgapTu-
3auun TpeboBaHuii K 3aKpeneHHol rpynne NnpoAyKLuum.

C.6 B KOMNneKkT AOKYMEHTOB TEeXHO/IOTMYEeCKOro perfaMeHTa [AO/DKHO BXOAWTb 3ak/lyeHue 0 pesynbTarax
Hay4YHO-TEXHWYECKO 3KCNepTU3bl Ha COOTBETCTBME TPEOOBAHUAM [eCTBYIOWMX MeXOoTpac/ieBblX HOPMaTUBHbIX AOKY-
MEHTOB. MpaBu/ N HOPM TEXHVKM 6€30MacHOCTU 1 MPOMbIWIEHHON caHNTapum, a Takke Ha COOTBETCTBME opraHusauuun
Npon3BO/CTBA U KOHTPO/IA KaYecTBa SlekapCTBEHHbIX cpeAcTB TpebosaHmam FOCT P 52249.

C.7 TpoMbll/IEHHbIE pernamMmeHTbl A1 B3PbIBOOMACHbLIX NPOWU3BO/ACTB, MOAKOHTPO/IbHbIX COOTBETCTBYIOLWUM Haj-
30pHbLIM OpraHaM B 4acTh NPOMbILLIEHHON’ 1 3KON0rMYeckoii 6e3onacHoCT NPOM3BOACTB, a Takke cobAeHUs caHuTap-
HO-TUFMEHNYECKNX HOPM JO/DKHbI 6blTh AONOMHUTENBHO COMTAacOBaHbl C AaHHbIMN OpraHamu.

C.8 B KOMMNAEKT JOKYMEHTOB NPOMbILL/IEHHOTO PerflaMeHTa Ha BHOBb 0OCBanBaeMyto NpoayKLuuto fO/MKHbI ObiTb BHE-
CeHbl NPOTOKO/Ibl UCMbITAHUIA NPON3BOACTBA M MPOTOKO/bI aTTecTalm B COOTBETCTBMM ¢ TpeboBaHnsamu FOCT P 52249.

C.9 Kanudumkauus oTBETCTBEHHbIX NUL,. YTBEPXAAOLWUX U COTNACYIOLWNX TEXHONOTNYECKU pernameHT, B TOM
yncne pykoBoguTens npefnpuaTusA, Ao/XHaA 6biTb NOATBEPXAEHA COOTBETCTBYOLWMMU fOKyMeHTamn 06 o6pasoBaHumn
UMY NOBbIWEHUN KBannudrkayun B COOTBETCTBYOLW e 061acTn fesATEeNbHOCTH.

C.10 CepwuiiHblii BbINyCK NPOAYKLMN OCYLLECTBAAETCA B COOTBETCTBUAMN C MYCKOBLIM W NPOMbILLIIEHHbIM pernamMeH-
TOM.

MpumeyaHune — CpokelicTBUSI NYCKOBOrO pernamMeHTa He JO/XEH MpeBblWaTh, kak npaBuso, 6onee Tpex
ner.

PernameHTbl cnefyeTt peryispHo nepecmarpmearth C NePUOANYHOCTLIO OfVH pas3 B NATb f1eT.

C.11 PaspaboTka, MCNO/b30BaHNE W MEepecMoTP TEXHO/IOTMYECKNX pernameHTOB OCYLLeCTBASATCA B COOTBe-
TCTBUW C UHCTPYKLU el (CTaHAapTOM NpeanpuaTvsa), pernameHTupyloL el Nopsaok BeAeHns AoKyMeHTaumn, yTBepxaeH-
HOI Ha NpefnNpUSTUN, HA OCHOBAHUM [eACTBYIOWNX HOPMATUBHO-NPaBOBbIXA0KYMEHTOA.

C.12 CobnogeHune TpeboBaHWii TEXHOMOMMYECKOTO pernamMmeHTa aBnseTcs o6a3aTenibHbIM, MOCKO/bKY OH ABNSAET-
CA HOPMATUBHbLIM [JOKYMEHTOM /11 NMPOM3BO/CTBA KOHKPETHOrO /1IEKAPCTBEHHOIO CPeACTBa KOHKPETHLIM Mpon3BoAnUTe-
nem.

C.13 BcooTtBeTcTBUM C TpeboBaHuaMun FOCT P 52249 TexXHONOrMYeCKuUii pernaMeHT fo/mKeH 6biTb pa3paboTaH u
yTBEPX/AEH ANA Kax4oro suaa ((popmbl) nekapCcTBEHHOIO CpecTBa 1 onpefesIeHHOro pasmepa cepum, Kak npasuso, ¢ yye-
TOM MOLLHOCTU NCMOJIb3yEMOr0 TEXHO/TOTMYECKOro 060py0BaHuns.

Tpe6oBaHUsA OHOIO TEXHO/I0TMYECKOr0o periaMeHTa MoryT pacnpocTpaHAaTbCA Ha pasHble A03VPOBKM OAHOrO Hau-
MEeHOBaHMWA TeKapCcTBEHHOTO Cpe/CcTBa CTPOro onpejeneHHo nekapcTBeHHO! hopMbl, BbiyckaeMblie Mo 0fHON hapma-
KoneiHol cTaTbe Ha OLHOTUMHOM 060pYyL0BaHMUU.

[laHHOE NoIoXeHWe NOMHOCTbIO cornacyeTcs ¢ TpeboBaHNsAMMN 06LLEeNPUHATONR MeXAyHapoAHO NPaKTUKM NPOU3BOo-
[iCTBA /IeKapCTBEHHbIX CPECTB.

C.14 He pgonyckaeTcs Npou3BO/ibHOE N3MEHeHNe 06bema cepun NPoayKLMN B paMKax 0O4HOro TEXHONOrNYeCcKoro
pernameHTa. /llo60e n3mMeHeHne JO/MKHO BbiTb 060CHOBAHO, OCHOPMIEHO BEAOMOCTLI0 U3MEHEHWI 1 3aperncTprpoBaHo

12



FOCT P 52550—2006

KaK OTAeNIbHbIi MPOMbIWIEHHbI pernameHT. He gonyckaeTcsi cocTaB/eHVe U YTBEpPXeHue rpynnoBbiX pernamMmeHToB
[laxe a npon3BoACTBE C NMPOCTbIMU TEXHOOTMYECKUMU NpoL,eccaMmn Ha Of4HOTUNHOM 060pYyA0BaHNN.

C.15 PekomeHfyeTCs BK/OYaTh B COCTAB TEXHO/IOTMYECKOro pernameHTa crnefyowme pasgensl:

XapakTepucTmka roToBoro npoaykTa,;

- XMMunyeckas cxema Npoun3BOACTBA;

TexHosornyeckas cxema npon3BoOCTBa;

- annapaTypHas cxema npov3BoACTBa U cneyundukayms o6opyaoBaHus.
XapakTepucTuka nonynpoAykToB, UCXOAHbIX Y YNaKOBOUYHbIX MaTepnanos;
- U3M10XEeHVe TeXHONOTNYeCKNX NpoLLeccos.

mMaTepuanbHblii 6anaHc;

- nepepaboTka v ob6e3BpexnBaHne 0TX00B NPOU3BOACTBA;

KOHTPO/Ib MPON3BO/CTBA,;

6e3onacHas akcnayartauuns NpoM3BoACcTBa.

oxpaHa okpyxaioLieli cpefbl;

nepeyeHb NPON3BOACTBEHHbIX UHCTPYKLNIA;

- TeXHUKO-3KOHOMUYECKNE HOPMaTUBbI;

* MH(pOopMaLMOHHbIE MaTepuansbl.

C.16 Mo pa3geny «XapakTepucTika roToBoro npoaykta* B cootseTcTeum cTOCT P 52249 gaHHble 0 roTOBO Npo-
OYKUMW [OMKHBI cofepXaThb:

- HauMeHOoBaHWe ¥ Ko NPOAYKLUMN B COOTBETCTBUM C Tpe6GoBaHMAMY cneundukaymm (HOpMaTUBHOIO AOKYMEHTA),
perncTpaunoHHbIi HoMep;

- onucaHve nekapcTBeHHO hopMbl, ee 4O03MPOBKY M pasMep cepum, cCocTaB npenapaTa Co CCbl/IKO Ha COOTBETCTBY-
IO JOKYMEHT;

- MeToAukn oT6opa 06pasLoB 1 NPOBEAEHUSI UCMbITAHWI CO CCbINIKOW HA COOTBETCTBYIOLLMIA fOKYMEHT (Hanpumep,
chapmakoneiinyto cTaTbio), KOIMYECTBEHHbIE U KaUYeCTBEHHbIE XapakTepucTuKX, yC/I0BUA XPaHEHNS 1 Mepbl MPeAoCTOPOX-
HOCTMW NPW NPYMEeHeHUn npenapara:

- nepeyeHb akTWBHbIX (hapMaLeBTUYeCcKnx CybcTaHLnii, UHIpeANeHTOB 1 APYrMX MaTepuanos C TOYHbIM HauMeHo-
BaHWEM M YyKasaHMeM Mapku, copTa BCOOTBETCTBUU C MPUHATON cneundmkaymeid (HopMaTUBHLIM LOKYMEHTOM), C yKkasaHu-
eM X KOAOB 1 BCeX NHIPeAMeHTOB, KOTOPble MOTrYT Npeo6pa3oBbiBaTLCA B X0[e TEXHO0rMYecKoro npouecca. Mpu atom
pernaMmeHTUpoBaHHble TpeboBaHMA cneundukalmnii (HopMaTUBHbLIX 4OKYMEHTOB) NPUBOAATCS 06513aTeNbHO;

- YCTaHOB/IEHHbIVi BbIXOJ FOTOBOV NMPOAYKLWM CyKa3aHWeM JOMYyCTUMbIX NpeAenoB, NOATBEPXAEHHbIX COOTBETCTBY-
IOWUMK pacyeTamun, CornacoBaHHbIMW Npy pa3paboTke TEXHOMOrMYECKOro perfnaMeHTa ¢ akCnepTHoli opraHusauueid, a
TakXe BbIXOA Ha OTAe/bHbIX CTaANAX NPOU3BOACTBA.

[laHHble cBefeHUst A0/KHbI NOATBEPXAATLCA B pasfenax oXapakTepucTuka nonynpoaykToB, UCXOLHbIX U ynako-
BOYHbIX MaTepmanoB* n «MatepuanbHblii 6anaHc».

C.17 Pa3pgen «Xapaktepuctuka nonynpoaykToB, UCXOAHbIX U YNAakOBOUYHbIX MaTepuasnoB» [O/HKEH COAepXaTb:

- HaumeHoBaHue (B anaBUTHOM MopsigKke) N Maccy (MW ApYroit KoNNYeCTBEHHbI NapaMeTp) KaxXaoro MHrpeAneH-
Ta Ha KaXAyto A03MPOBaHHY0 OpMY;

- MOJIHbLIN NepevyeHb KOMMNOHEHTOB C ykasaHWeM MX HauMeHOoBaHWiA NN KOAOB M cneLunduyecknx TpebosaHunii, oTpa-
XalLunx nokasaTeny KayecTBa Co CCbl/IKAMU Ha COOTBETCTBYHOLNE HOPMATUBHbIE AOKYMEHTbI:

- onucaHve ynakoBOYHO-YKYNOPOUYHbIX MaTtepnasnos, B TOM Yucie 06pa3LoB Uan KONuii BCex ynakoBOUHbIX U APpYTUX
BMA0B MaTepvasnos AN MapKMpoBaHUs, 4aTUPOBaHHbIX U MOAMUCAHHbIX JIMLOM, OTBETCTBEHHbBIM 3a UX YTBEPXEHNE.

C.18 Pasfen «AnnapatypHas cxema npov3BoAcTBa u cneuundukaLuns o6opyfoBaHna» AOKEH cogepxaTb nog-
pobHOe M3/10XeHMe OCHOBHOrO TEXHOMIOTMYECKOro M BCMOMOraTesibHOro o06opyfoBaHus, KOTOpOe MOXeT Oka3bliBaTb
CylLleCTBEHHOE B/INSIHME Ha KauyecTBO NPoAyKLMN.

HaumeHoBaHus o6opyAoBaHus 1 NpubopoB NPUBOAATCA B COOTBETCTBUM C AENCTBYIOLMMN HOPMATUBHLIMUN [OKY-
MEHTaMU. TEXHUYECKUM NacrnopToMm v cneuundukaLlmeii noctasLmka (M3rotoBuTens).

XapakTepucTrka 060pyA0BaHus Jo/MKHa codepxaTtb nHopmauuio o matepuane paboyeii 30HbI 060pyA0BaHuUS,
KOHTaKTMpYyloLLeli c NpoayKTOM B NpoLiecce paboTsl, M CpeAcTBaxX M3MepeHns (AaTumkax), NTOBEPXHOCTM KOTOPbIX Henocpe-
[ICTBEHHO KOHTaKTVpPYIOT C NnpoAykToM. CooTBeTCTBME 060PYA0BAHNS YCTAHOBEHHbLIM Tpe6oBaHNAM A0/IKHO 6biTb NOA-
TBEPXAEHO CepTuMKaToM COOTBETCTBMA NN6O Aeknapauuneii cooTBeTCTBUS (MPOTOKONAMMU UCMbITaHWiA, atTectauunii n
"P>.

C.19 Pas3pgen «M3n0xeHne TexXHO/I0rM4Yeckoro npouecca» NnoOMMMO TOYHOIO U3/10XEHUA NOPSAKa BbIMO/THEHNA TeX-
HONIOTUYECKNX OnepaL il JO/KeH cogepxaTb OnucaHne TEXHONOMUK 1 CNOco60B YNakoBKV U MapKNpOBaHUSA.

B 3aknounTeNnbHON YacTu pasfena Ha Kaxaol cTaMn NponM3BoACTBa YKa3biBAOTCA BO3MOXHbIE OTK/IOHEHUS OT TeX-
HOJI0TMYecKoro npouecca, NpuBoAALLMe K 6paky Uan BOSHUKHOBEHUIO aBapUiiHbIX CUTYaLUii, aTakke Mepbl UX Npeaynpex-
feHuns.

C.20 Pa3gen «MaTepuanbHblii 6anaHc» AO/MKEH cofepxaTb NOSHY WHopMaLnio 0 TEOPeTUYeCKOM 3Ha4YeHun
BbIX0Aa NPOAYKLMUM Ha KaxAol cTagum Npon3BoOACTBA C yKazaHMeM MakCHManibHOro U MUHUMasIbHOTO nokasaTteneli Bbixo-
[a. npu NpeBbIEHNN KOTOPbIX TpebyeTcsa NpoBeAeHNe paccneoBaHns B COOTBETCTBMMN C NOPSIAKOM, yCTaHOB/IEHHbIM Ha
npeanpuaTun.
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C.21 B pasgene «KOHTpO/ib NPOM3BOACTBa» COAEPXUTCS NepeyeHb BaXKHENLIX KOHTPO/IbHbIX TOYEK MPON3BOJ-
cTBa. TpebyoLnx cob6104eHNs YCTAHOB/IEHHOTO TEXHO/I0MMYECKOro pexnma B Lensx obecnevyeHuns cTabusibHOro kayecT-
Ba BbiNyckaemoi npoaykuuu. /lioboe n3mMeHeHne KOHTPO/IbHbIX ToUYek cnedyeT oDOpMATL Kak M3MeHeHne pernamMeHTa.
Hanpumep, Heo6xo4MMO yKa3blBaTb NpejesibHoe KOIMYeCcTBO 0CTAaTOMHOro maTepuana (colpbsi, nonydabprkara oT npe-
Ablayuieii cepun), fo6aBAAEMOro K nocaeayrouLein cepun, NopAAoK X NpejBapuTebHOV NOAFOTOBKMN U KOHTPO/Ib, a Takke
CPOKM NCNOIb30BaHUA.

C.22 Pasgen «besonacHas akcnayatauusa Npon3BOACTBa» AO/DKEH COAepXaTb XapakTepncTKn onacHocTel npo-
M3BOACTBA. NCUYEPNbIBaOLW NI NepeyYeHb CBeeHnli, NoATBEPX AL NX 6e30MacHOCTb rOTOBOro NPOoAYyKTa, Cbipbs, NOy-
NpoAYyKTOB 1 Cy6CTaHLUi C yKkasaHnem COOTBETCTBYIOLNX HOPMATUBOB, METOAbI NX KOHTPO/ISA, a Takke 3akioyeHmne cneun-
a/M3NpoBaHHbIX KOMMNETEHTHbIX OpraHn3aLmii 0 BO3MOXHOCTU o6ecneveHns 6e30MNBCHbIX YCNOBUI BeAeHNA BCeX TEXHO-
N0rMYecKnXx NpoL,eccos.

Pasgen gonxeH copepxartb yTBEPXAeHHbIe MeToAbl M CNocobbl NOArOTOBKM KpaboTe NoMeLLeHuid, 060pyA0BaHUS 1
nepcoHana, NopsfoK NOSyyeHnsa paspelleHns Ha UCNoMb30BaHve, a Takke HaMMeHOBaHUA BelecTB U peuenTtypbl A4S
caHUTapHoi 06paboTku.

C.23 B pasgene «[lepeyeHb NPOU3BOACTBEHHbIX MHCTPYKLUI» YKa3blBAOTCA 0603HAaYeHUs (KOAbl) U HAMMEHOBA-
HUSt MIHCTPYKUWIA, coAepxXallymxX:

- flaHHble 0 MecTe HaxoXAeHUs NPonN3BOACTBA M OCHOBHOTO 060PYA0BaHUS;

- Tpe6oBaHUA K NOArOTOBKE OCHOBHOIO 06opy0BaHnsa (04MCTKe, CO0pKe, Kannbposke, NoBepke, cTepuansannm n
ApYrMM onepaunsm);

- Noapo6HOe N3N0XeHNe cTafnii TEXHONOrMYeCckKoro npowecca, B TOM yucsie TpeboBaHUs K KOHTPOJII0 MaTepuanos,
npeasapuTenbHO 06paboTke, NOCneA0BaTeIbHOCT BHECEHNA MaTepnanos, BpEMeHN NepemMeLliBaHuns, TemnepaType v
ap-

- onucaHue BCEX BUAOB BHYTPUMNPOU3BOACTBEHHOrO KOHTPO/SA C yKasaHMeM A0MyCTUMbIX MpeaenoB KOHTPONs v
OTBETCTBEHHbIX /NL;

- YCNI0BUA XpaHeHns HepacacoBaHHO NpoAyKLuun, TpeboBaHNsA K ynakoBke, MapKupoBaHuio, cneymanbHble yCrio-
BUS XpaHeHus (Npn Heob6xoAnumMocCTK);

- cneunanbHble Mepbl NPefjoCTOPOXHOCTH.

C.24 He pekomeHAayeTCs BHECEHUE NU3MEHEHUI B 06a3aTe bHble pa3aesibl pernamMmeHTa 6e3 ohopmMaeHNs 1 peruc-
Tpauuu BeOMOCTWN U3MEHEHWI NN HOBOTO perfiaMeHTa, ec/im Takux CyLeCTBEHHbIX U3MeHeHuli 6onee Tpex.
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Mpunoxexne O
(cnpaBoyHOe)

TexHonornyeckme UHCTPYKUUN U MHCTPYKLUK No (*JaCOBKe nynakoBske

D.1 [ins kaxporo pasmepa cepuv Npou3BOAVMOTO IeKapCTBEHHOIo CpefcTBa He06X0A4MMO NMETb YTBEPXAEHHbIN
TEXHOJIOTMYECKNIA pernameHT C TEXHOMOTMYECKNMU MHCTPYKLMSAMHU, B TOM YMcsie No hacoBKe U yNakoBKe.

TexHonornyeckne WHCTPyKUumn, paspaboTaHHble B cooTBeTCTBMM ¢ TOCT P S2249. f0/XHbI NOMHOCTbIO COOTBE-
TCTBOBATb TEXHO/IOTMYECKOMY pErnameHTy 1 cofepxarb crejyioLiee:

- flaHHble 0 MecTe BefleHns npouecca 1 ucnosib3yeMom o60pyAoBaHuuy;

- MOPsIA0K NPOBeAEeHNA NOATOTOBKA HEO6XOAMMOro 060py/AOBaHNSA UAN CCINKN HAa MHCTPYKLUK (MeToAnkn) (Hanpu-
Mep. 0YMCTKU, MOHTaXa, kannbpoBKuK, cCTepunnsaumnm);

- NOAPOGHO M3/0XEHHblE NpaBuia, NOPAA0K U PEeXUMbl BbIMOSIHEHNSA KaXAoro AeicTBus (Hanpumep, NpoBepKu
CbIpbsi, NpefBapuTenbHo 06paboTky, NopsAKa 3arpyskn Cbipbs, BpEMEHV CMELUVBAHUS, TeMNepaTypHble PexumMbl);

- onucaHve feicTBuii No N060My BHYTPUNPOU3BOCTBEHHOMY KOHTPOJIIO C yKka3aHueM npefesbHblX 3Ha4eHWiA KOH-
TPONMpPYEMbIX NapamMeTpoB;

- NPV He06X0ANMOCTN TPe6OBaHUS KXpaHeHUo HepactacoBaHHO NPOAYKLMM, BTOM Yyucie TpeboBaHus K Npon3Bo-
[ICTBEHHO Tape, MapkMpoBaHuio 1 cneLmanbHbIM YCNI0BUAM XpaHeHus, rae aTo TpebyeTcs;

- 0c0o6ble Mepbl MPeAOCTOPOXHOCTH;

- MOPSIAOK 3aMONIHEHNSA NEPBUYHOW TEXHOTOTUYECKOW AOKYMEHTaLUNN B Xofe BbINOTHEHUS pa6oT.

D.2 VIHCTpyKLuM No chacoBKe 1 ynakoBke A0/HKHbI COOTBETCTBOBATb TEXHO/IOTMYECKOMY pernameHTy, cogepxaTb
crnepyouie CBeAEHUS WU CCbIIKU Ha MHCTPYKLUWKM, coepxallme crefyioline cBeAeHus.

- HauMeHOBaHWe NekapCTBEHHOrO CPeACcTBa;

- onucaHve ero fIekapcTBEHHOW hopMbl 1 coAepaHune [eicTByloLWero BelwecTsa;

- KO/IMYECTBO NlIeKapCTBEHHOrO CPpeACcTBa a ynakoBke, BblpaXeHHOe B LTyKax, efuHuLax maccbl uim obbema, Nm6o
APYTUX eAnHMLAaX U3MEPEHUS C yKa3aHneMm, Npyu Heob6xoANMOCTH, AOMYCTUMbIX OTK/TOHEHWIA;

- MOJIHbIN NepeyeHb BCEX yNakoBOYHbIX MaTepuanos, TpebyeMbix 4151 cepun onpefesieHHoro pasMepa, B TOM yucne
KONMYecTBO, pasMepbl 1 TUMbl MaTepuasnos € ykasdaHneM KoAa Ha KaxAblli yNnakoBOUHbI MaTtepuasn cornacHo cneyunduka-
Lmam;

- Npu He06X0AMMOCTUN 0bpaseL, UM KOMUI0 COOTBETCTBYIOLLMX MAPKMPOBaHHbIX YNakOBOYHbIX MaTepuasioB C Hanm-
ynem cBo60AHOro Mecta AN OTMETKU HOMepa Cepumn 1 Cpoka rofHOCTM NPOAYKLUN.

- 0co6ble Mapbl NPeA0CTOPOXHOCTU, B TOM UMC/IE yKa3aHWe O T aTesIbHO NpoBepKe 30HbI 060pY40BaHNSA C Lefbio
NoATBEPXAEHUS OUYNCTKN 30HbI Nepef Havyanom paboThbl;

- onucaHue npouecca hacoBKN 1 YNakoBKKU, B TOM YMC/le OCHOBHbIX M BCMIOMOraTe ibHbIX Onepauuii 1 nCnonb3yemMo-
ro o6opyfosaHus;

- NoApo6HOe onncaHne TeXHOI0TMYECKOro KOHTPO/ISi CO CCbI/IKaMW Ha MeToAKKy oT6opa npob (06pasLoB) 1 gonyc-
TUMbIMU NpefenbHbIMU 3HAYEHUAMN KOHTPOIMPYEMbIX NapameTpoB.

D.3 MocneposaTenbHOCTb pa3fenioB TEXHONOTMYECKUX UHCTPYKLMIA JO/KHA COOTBETCTBOBATL MOPAAKY BbINOIHE-
HUS OCHOBHbIX MPON3BOACTBEHHbIX ONepaLuii.

MepBblii pasgen foMxeH BkAYaTh MHOPMaLMI0 O NOATOTOBKE MPOU3BOACTBA, & UMEHHO: OYNCTKE, NOArOTOBKE
060pyf0BaHNA, UCXOAHbIX MaTepuanax v T1.4. BMecTo nosHOro onncaHusa Bcex npoueayp U KOHTPO/S, BbINOJIHAEMOrO B
npouecce noAroToBK1 NPOM3BOACTBA, PEKOMEHAYETCA MPUBOANUTL CChISIKU HA COOTBETCTBYIOLLME UHCTPYKLUN (METOAVKN).

D.4 8 TeXHONOorn4yeckoli MHCTPYKUUM cnepyeTt NPUBOANUTL AaHHbIE O NOMeLLeHNAX (BHYTPEHHUI KOA) U UCNosb3ye-
MOM 060pyAOBaHUN, NpUYeM Kaxpas eAnHuua 060pyfoBaHNA [O/KHA UMETb HauMeHoBaHuWe, TN U UHAUBUAYa N bHbIN
HOMep, 4TO6bl 06ecneynTb NPOCNIEXMBAEMOCTb NPOU3BOACTBA KaXAO0W cepumn NpPoAyKuun. 8 UHCTPYKUUSX NPUBOAMTCA
ykasaHue 0 Heo6x0AMMOCTU nAaeHTUdnkaym o6opyf0BaHNa B NpoLLecce ero UCNosb30BaHNA 3TUKeTKamMu C HOMepoM
cepumn v BULOM NPOAYKLUA.

D.5 B MHCTPYKUMN peKkoMeHAyeTCs yka3blBaTb BCE BellecTBa, UCNO/b3yeMble B TEXHOIOTMYECKOM npouecce, Koj,
A5 KaXA0r0 U3 HAX (NpW Hanuumm), a Takxke Tpebyemoe KoM4ecTBo A4/18 NPOM3BO4CTBA CEPUM U CCbINKM HA MHCTPYKL MU NO
B3BeLLMBaHWIO UM oTMepuBaHuio. Kpome Toro, cneayet ykasblBaTb HOMepa Cepuii, CCbIIKU Ha cneyudukaunm n MeToanku
ncnbITaHWi, 4aThl BblJaun paspeLleHns Ha ucnonb3oBaHne n(nav) Homep 4oKyMeHTa, NoATBEPXAatoLLero kayecTBo.

n punmevyaHne — iyl AaHHble NPpNUBOAATCA Ha OCHOBaHWW COOTBETCTBYHLNX JOKYMEHTOB MO KOHTPOJKO Ka-
vyecTBa.

Heo6X0aMMO NPUBECTU TakXe CBeAeHUs 06 0XMWAAEMOM BbIXOAEe rOTOBOW MPOAYKLMMU C yKa3aHUeM OMYyCTUMbIX
npesenos.

LN KaXA0ro UHIpegueHTa MoryT GbiTb YKa3aHbl 40NyCKaeMble BEPXHUE W HUXHUE NPeaebHble 3HaYeHNs feiAcTBY-
TeNIbHOTO KOMIMYecTBa BeLecTBa No OTHOLUEHUIO K HOMWHANbHOMY KONIMYECTBY B TEXHOIOTMYECKOM periaMeHTe npon3Bo-
[ICTBA Ha CEPYUI0 B 3aBUCUMOCTU OT KOJTMYECTBEHHOTO COAEPXKAHNS.
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Mpeaensl npuemaemocTn oT 95 % Ao 105 % HOMMHAaNBLHOTO KONNYecTBa A4/11 AeliCTBYIOLWNX BELeCTB 1 npeAenbl oT
90% f,0 110% HOMWHANBLHOTO KONMYeCcTBa A5 BCOMOraTe /ibHbIX BeLecTs He TpebyoT A0NONHUTENbHOr0 060CHOBAHMSA.

0.6 MoryT gonyckaTtbca 6osee WMpoKne npegesibl NPUEMIEMOCTU, KOTOPbIe AO/MKHbI ObITb 060CHOBaHbI Aoka3a-
TeNbCTBOM. YTO CEPUM C COCTABOM, G/IM3KMM K 3HAYEHUAM npeanaraeMbiX HKHUX U BEPXHUX NpefenoB npuemaeMocTy,
npoAos/HkaloT COOTBETCTBOBAThL CneynukaLam Ha roToBylo NPpoAyKLUuIo.

Ecnu KonmyecTBO UCNO/b3yEMOro feliCTBYIOLEero BeLlecTsa pacCinTbiBaeTCs U3 eCTBUTEIbHOTO KONNYECTBEH-
HOro cofepxaHnsa BeljecTBa B AaHHOW cepun («akTopusaymsa»), To 3TO AO/KHO 6biTb ykasaHo. Ecin gnsa toro, 4Tobbl
o6Las macca cepuv roToBoil npoAaykuum 6bina paBHa Macce, NpeAycMOTPEHHOW B NPOU3BOACTBEHHON pelenType Ha
cepwio, NCNOMb3YITCA Apyrne BelecTBa, TO 3TO Takke JO/HKHO ObITh ykasaHo.

B MHCTpyKUMAX No hacoBke 1 ynakoBke HEO6X04MMO yka3aTb KO/IMYECTBO NoyYyeHHol HepacdacoBaHHOl Npoayk-
Luun n Matepuasnsl, He06xoANMble AN ee YNakoBKMU C yKadaH/eM HoMepa cepun u(unmn)gokymeHTa, noATBEPXAAtOLLErO X
Ka4yecTBoO.

D.7 CnepyeT npnBOAUTL CXeMY TEXHOIOFMUYECKOrO NpoLecca c ykasaHmeM nocaefoBaTe/IbHOCTU OCHOBHbIX onepa-
Uuii. TO4eK BBEAEHNA NCXOAHbIX MaTepPUasioB a NnpoLecc v no Xxo4y npouecca, B KOTOPbIX MPOBOAUTCA 0T60op Npo6 (06pas-
LL0B) M TEXHONOTNYeCKUii KOHTPOb. Ha Takoii cxeme pekoMeHayeTCs BblAeNAaTb KpUTUYECKNe NpoLecchbl.

Onepauunu, He cneynduydHbie 415 NPOM3BOACTBA KOHKPETHOW MPOAYKUUW, HanpuMep, CBA3aHHble C MOAroTOBKOWA
060py0BaHNA, B TEXHOIOTMYECKOW UHCTPYKLUW HE NPUBOASATCS.

CnepfyeT Takxe NPUBECTU NO3TamnHble ykasaHus Mo BbIMOJIHEHUIO KaXA0W cTagumn n onepauun TeXHOMNOIMYeckoro
npouecca. YkasaHus fns Kaxaoi ctagun cnefyeT HymepoBaTbh U HaYMHATLC HOBOI CTPaHWLbl A/151 TOTO, YTOObLI UMETb BO3-
MOXHOCTb BblaBaTb UCMO/THUTENSAM VMEHHO Te YacTu [JOKYMEHTOB, KOTOPble HEOO6XOAUMBI A4/18 BbINOSIHEHUSA 3an/1aHnpo-
BaHHbIX onepauuii.

0.8 B TeXHOMOrMYeCcKNX WHCTPYKLUMAX W UHCTPYKLMSAX MO (hacoBke M ynakoBke HEOo6XO0A4MMO onucaTb Kaxpaoe
felicTBMe Ha faHHOI cTagumn, nocnefoBaTenbHOCTb AECTBUI N TEXHOMOrMYecKkue napameTpsl Npolecca (Hanpumep, npo-
BEPKY NCXOJHbIX MaTepnasios, NOPSAL0K 3arpy3kn NCXOAHbIX MaTepuanos, BpeMs CMeLNBaHNS, TeMnepaTypHble pexuMbl
n apyroe). Cnegyet Takxke NpMBECTU BCE TOUKM KOHTPOIS anpoLiecce Npon3BoACcTBa CO CCbl/IKaMu Ha MeTOAMKY, a cooTBe-
TCTBUM C KOTOPbIMW MPOBOANTCA faHHblli KOHTPONb.

Pasgen «KoHTponb npouecca ynakoBkU* JO/MKEH BKIOYaTb B ce65 NPOBEPKy.

- 06Lero BuAa ynakosku;

- COOTBETCTBMSA YNakOBOYHOro MaTepuana ynakoBbiBaemMoii Nnpoaykuuu;

- NPaBUbHOCTU MapKMpoBaHus;

- NpaBUAbHOCTN paboTbl YCTPOWCTB KOHTPOSA HA JIMHUW YNaKOBKM U T. 4.

Heob6xoAnMo ykasaTb, UTO U3bATble Ha Kakoi-nnb6o ctagumn obpasiubl NPOAYKLUN He [O/MKHbI UCMOMb30BaThCA B
TeKyLieM TeXHO/I0rMYECKOM npoLecce.

D.9 MMpu Heo6xoAnMOCTH cneayeT ykasbiBaTb gaTy (BpemMs) Hauana n 0KoHYaHus oTAe bHbIX CTaunii npon3soacTea
60 MX NPOLO/MKNTENBHOCTb, €CIN OHW CTPOro pernamMeHTUpoBaHbl AN AaHHON npoAykuuun. [lomkeH 6biTb NpuBeaeH
nopsifoK NosyyeHus, nepegayn ncaadm npoaykLun ¢ ykasaHmem conpoBonTe bHON AOKyMeHTaLmu.

Heob6xo4umo Takxe pernamMeHTMpoBaTh AeiCTBMA NepcoHasna npyu BO3HUKHOBEHUW OTKNOHEHWI OT 3a4aHHbIX napa-
METPOB WU HapyLleHUW CTaHAAPTHOIO XoAa BbINOIHEHNSA TEXHOTOTUYECKUX onepaLuii.

OnucaHue KaxAol CTaAumn TEXHOIOrMYECKOro npoLecca A0MKHO 3akaHuYMBaTbCA CBEAEHNSMY 06 OXKMAAEMOM BbIXO-
[le NpoAyKUMKN C ykasaHneMm JonyCcTUMbIX Npeaenos. MNpn Heob6xoAnMOoCTH cnegyeT NpuBecTU Tpe6oBaHUsA cocTaBeHns
6anaHca Ha fJaHHoW cTaann.

B MHCTPYKUUSiX N0 hacoBke M ynakoBKe AO/HKHO ObiTb yKka3aHO, YTO OCTaBLUIMECA MapKMpOBaHHbIE YNakOBOYHbIe
matepuanbl nogsexar YHUUTOXEHNIO CO CCbI/IKON Ha WHCTPYKLMIO NO YHUUTOXEHUIO, a BO3BPaT Ha CKNaj ynakoBOUHbIX
mMaTepuasnoB, Ha KOTOpbIX He Gbls1 NPOCTaB/IEH HOMEpP cepun, NPOBOAUTCA COr/TaCHO COOTBETCTBYIOLLEN UHCTPYKLUK C
ochopmeHnem npoToKona Bo3sBpara.

WHCTpYKLUMM N0 yNnakoBKe [O0/MKHbI 3aBepLuaTbCs ykazaHueM o nogseaeHun 6anaHca Mexay konnyectTsom Hepacda-
COBaHHON NMPOAYKLMUW, YNAKOBOUYHbIX MaTepuanos 1 NOsy4YeHHOW roToBoi NpoAykuuu. BbinonHeHne Kaxaoi onepauun
[lO/KHO NOATBEPXAATHCA NOANNCHIO UCMONMHUTENSA Y KOHTPOIMPYIOLLLEro NnLA.

B 3aKk104€HNN TEeXHOTOTMYECKOW MHCTPYKL MK N MHCTPYKLUK MO hacoBKe 1 ynakoBke ciegyeT NPUBECTN CCbINIKKA Ha
MHCTPYKLMIO MO yAaneHnio 0TX040B 1 04MCTKE NoMelLeHnii 1 o6opyfoBaHus, a Takke o6pasLibl 3TUKETOK, KOTOPbIMU Map-
KMPYIOT NPOM3BEAEHHYIO MPOAYKLMIO HA NEpUoj OXuaaHna pe3ynbTaToB KOHTPOIS TOTOBOV NpoAykunn. CnegyeT ykasaTb
cTaTyc npoaykuun «HaxoAnTcst Ha KapaHTVHHOM XpPaHeHUN*, a TaKkkKe YC/0BUS ee XpaHeHus, a ToM Yucne Tapy, cnocobbl
MapKnpoBaHuA 1 apyrue cieymanbHblie yC0BUS.

D.10 BkauecTBe NPUIOXEHNA MHCTPYKL UK AOMKHBI COAepxXaTb POPMbl AN UMETb CCbIIKM Ha Npunaraemble NpoTo-
KO/bl. B KOTOPbIX OMKCUPYIOTCA AaHHbIe UK UHGOPMaL S B LLeNAX AOKYMEHTalbHOro NOATBEPXAEHUS BbINONHEHNS Tex-
HOMIOTMYECKUX onepauuii B COOTBETCTBUM C UHCTPYKUMEi. Mo KpUTUYECKMM TeXHONIoTMYeckuM onepauyusMm B dopmax
Hapsigy conucaHvem NoAo6HbIX onepauuii cnegyeT npegycmaTtpusaTe MecTo AN NOANUCY PYKOBOAMTENA NPOU3BOACTBA
1 KOHTPONMpPYIOLLEro Nnua.
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Mpunoxexne E
(cnpaBoyHOe)

PeKOMeHAyeMbm nepeyeHb MHCprKuMﬁ,MeTOAMK N CTaHA4apToB npeanpuaTua

1 WHcTpyKuus (cTaHgapT npenpuatus) no paspaboTke, yTBEPXAEHUIO, PACNpOCTPaHEHWUI, WCMNO/b30BaHUIO
[OKYMEHTOB, BHECEHMIO B HUX U3MEHEHU M Tp.

2

© 00N U~ W

10

12
13
14
15
16
17
18
19
20
21
22
23
24
25
26
27
28
29
30
31
32
33
34
35
36
37
38

WNHcTpyKumns
WHcTpykuma
WHcTpyKumns
NHCTpyKumna
WHcTpyKumns
NHCTpyKumna
MHCTpyKuns
NHCTpyKuns
VHcTpyKuma
NHCTpyKUuns
NHCTpyKumna
NHCTpyKUuns
VHCTpyKUnA
NHCTpyKUuns
NHCTpyKumna
WHcTpyKuna
NHCTpyKuma
WNHcTpyKkumns
NHCTpyKuma
WHCTpyKuns
NHCTpyKuma
WNHcTpyKumns
WHcTpyKuma

no B3BELUMBAHWIO U Bblaye Cbipbs.
no akcnsayatauum o60pyaoBaHuUs.

no BHYTPU3aBOACKON MapKMpoBKe.

no npefoTBpaLLEeHNI0 NePEKPECTHOrO 3arpsA3HeHns.

No NPOU3BO/ACTBY Pa3/INYHON NPOAYKLUN B OLHON 30He.

Nno BO3BpAaLLEHUIO Ha CKNaj 0CTaTKOB CbiPbs M MaTepuanos.

no nepepaboTke 3a6pakoBaHHON NPoAyKLUN.

no )OPMMPOBAHNIO AOCbE HA CEPUI0 TOTOBOW NPOAYKLMN.

N0 y4YeTy OTK/TOHEHW 1 BbINOMIHEHWIO KOPPEKTUPYIOLLMX feliCTBUIA B NpoLiecce Npon3BoOACTBa.
no 0T3bIBY NPOAYKLWM C pbiHKa 1 paboTe ¢ peknamaymamu.

No YHUUYTOXEHUI0 3a6pakoBaHHO, BO3BPALLEHHO 1 0TO3BAHHOW NpoayKLUn

no yueTy ABUXEeHNA MPOMapKNPOBaHHbIX YNakOBOUYHbIX MaTepuasnos.

N0 YHUUYTOXEHMNIO YNAKOBOUYHbIX U1 MApKMPOBAHHbIX MaTepnasios.

o OLleHKe 3[10pOBbA NepcoHana.

no INYHOI rurneHe nepcoHana.

no nepeoeBaHunio 1 HOLWEHNIO 0AexX/bl.

no o6paboTke ofexabl.

no BXOAY B UMCTblE NOMELLEHNS.

no ouncTke, y6opke, fie3nHpeKLn noMeLeHnii.

no yAaneHnto 0CTaTkoB Ae3NHMULMPYIOLWUX CPeAcTB C 06paboTaHHbIX NOBEPXHOCTEN.
Mo OUYNCTKE M caHMTapHOI 06pa6oTke TPy6ONPOBOAOB.

no 6opb6e ¢ NnapasntTamu, HAaCEKOMbIMMN Y XXUBOTHbIMMU.

no o6y4yeHuno nepcoHana.

MeTogukn No aTTecTaluy NpoLeccoB 1 060pyL0BaHM.

WHcTpyKkuma
WNHcTpyKumns
WHcTpyKkuma
WHcTpyKumns
MHCTpyKuma
VHCTpyKuma
MHCTpyKuma
VHCTpyKuma
NHCTpyKumna
VHCTpyKuma
NHCTpyKUuns
VHCTpyKUnA
NHCTpyKUuns

N0 TEXHNYECKOMY 06CNYXMNBAHWIO 060pYA0BaAHUS

no o4YncTKe 060pPyA0BAHNS.

no cTepuan3aymy o6opyfoBaHus.

N0 OYNCTKE YNAKOBOUHBIX JINHUIA.

N0 MOHTaXY.

no ayAuMTy NOCTaBLLMUKOB.

N0 NPUEMKE UCXOAHbIX MaTepnasnoB.

no NpuemKe ynakoBOUYHbIX MATEPUAIOB.

N0 KAPAHTUHHOMY XPaHEHWIO.

N0 XPaHEHMI0 UCXOAHbIX M YNaKOBOUHbIX MaTepnanos
no MAEHTUUKALUM UCXOAHBIX N YNIAaKOBOYHbIX MaTepuasioB.
N0 06PALLEHNIO CKNBOTHBIMU.

N0 KOHTPOJTI0 OKPYXaloLLeli cpeabl.
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Mpunoxexve F
(cnpaBoyvHoOe)

Mpumep hopmMbl MHCTPYKLUUKM (METOAMNKN)

HaumeHoBaHue nNpegnpusTus

WHCTpyKuns

HanMmeHOoBaHune

Ne Bepcus Darta.

MoapasgeneHune

OTaen

PaspaboTtaHa

HasHauyeHuve

MecTo v Bpems npuMeHeHus

Mcnonnutens

/N0, KOHTPONUpPYIOLLEe BbINMOIHEHNE MHCTPYKLWN

Matepuanbl 1 06opyfoBaHue

MpUBOAMTCS TOYHbIA NepedeHb MaTepuasnos ¥ 060pyA0BaHNS, HEOGXOAUMbIX A1 BbINOMHEHUSI UHCTPYKLUN.

YT1BepxaeHa (noanuck)

[ata BBEeAeHNs B AeiicTBME B3ameH

cTp. "3
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HaumeHoBaHue MNC

Kog

Mpunoxexnne G
(cnpaBoyHOe)

FOCT P 52550—2006

MpumMepbl POPM NPOTOKOIOB NPOU3BOACTBA CEPUN

MpoTokon 1

Homep cepuu

KOHTPO/Ib NOArOTOBKM NPOU3BOACTBA

(8o Havana paboThbl):

10
n
12
13
14
15

16

Kopg,
o6opyaoBaHus

22
23
24
6/1
6/2
111
11/2
13
14

HayvanbHUK cMmeHbl

KoHTponupyolee nuuo

3ameyaHusa:

MpoTokon nposepun

[LoMmKHOCTb, NOANNCH

MposepeHo

CaHuTapHasi MOArOTOBKA MOMELWeHUs npo-
BejeHa

BbITS)HAA cucTema NpoBepeHa
CucTema nogauum Bo3gyxa npoBepeHa

Hanuune ouwuieHHoii BoAbl B CGOpHUKE Npo-
BEPEHO

Mogaya cxaToro Bo3gyxa nposepeHa
Peakrtop V = 0.4 M* ounwieH

PeakTtop V = 0.63 maouuLueH

Peaktop V = 0.63 MJouunweH

Peaktop V = 3.2 M* oumniieH

PeakTtop V = 3.2 MsouuweH

C60pHKK V * 2 m3ouniyeH

C60pHUK V = 2 bl lounwieH

Becbl MT-10 oumnLyeHbl 1 0TKannb6poBaHbl
Becbl MB-30 ounLieHbl 1 0TKann6poBaHbI
O6opyaoBaHne MapkupoBaHo

MHBEHTapb OunLLEeH

fata

fata

Data

O6bem cepumn

HavanbHUK CMeHbI KoHTponupytouwee
nuyo OKK

Oa (¢) Het (-) Oa (¢) Het (-)

Moanuck

MNoanuck
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MpogomkeHne (obpaTHasa cTOpoHa) npoTokona 1

HaunmeHosaHue MNC

Koa Homep cepun O6bem cepumn

EXXECMEeHHBbIi 0OCMOTP 30Hbl NMPUTOTOBMEHNS (HAYa/IbHUK CMEHbI)

Data CmeHa Bpewms Moanuck

OumncTKa 30HbI MPUTOTOBJIEHUA MO OKOHYaHUW npouecca (HaqafleVlK CMeHbI)

Data CmeHa Bpewms Mognucs

3ameyvaHus:

MpoTokon NpoBepun

JO0/MKHOCTL, NoAnNnch [arta
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HaumeHoBaHue JIC

Kog

HaunmeHoBaHune
Cbipbs

PacueT BbINOAHWA

[0/1KHOCTb, NOANUCH

PacueT BbInoaHun

JLLoNXHOCTb, MOANUCH

3ameyaHusa:

MpoTokon nposepun

J0/MKHOCTL, NOANUCH

FOCT P 52550—2006

MpoTokon 2

Howmep cepuun O6bem cepun

PacyeT KOMMNOHEHTOB

Kog Homep Homep CopepxaHue
cepun aHanMTMyeckKoro OCHOBHOIO
nncTka BellecTBa
[ata
[ata
Jata

dopmyna ans

pacueta, pacuet

Tpebyemoro
KonmyecTBa
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HaunmeHosaHue JIC

MpoTokon 3

Kog Homep cepun O6bem cepum
B3BelwBaHne KOMNOHEHTOB
(annapaTuuk B NPUCYTCTBUN KOHTpOAMpytollero nuua OKK)
HaumeHoBaHue EanHnua Tpebyemoe Homep  BsgelleHHOe KOMMYECTBO
Cblpbs n3mepeHns KOnM4ecTBo cepuun

Macca BpyTTO HeTTtO nenon-
Tapbl HUTENb

3amevaHus:

MpoTokon NpoBepun

JO0/MKHOCTL, Noanuch
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Mognuceb
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MpoTokon 4

HaumeHoBaHue JIC

Kog Homep cepun O6bem cepun

OT60p Npo6 (KoHTponupytowee nmyo OKK B MpUCYTCTBMM HaYalbHNKa CMEHbI)

[artal/epems Howmep KonnyecTtBo npobbl, Moanuck
npeabsiBUTENbCKOTO mn (r)
n3BeLeHus
HayanbHUK KOHTpONUpyto-
CMEHbI wee nuuo OKK

PesynbTatbl ucnbiTaHuii (kOHTponupyouwee nuuo OKK)

Homep npoTokona «[JanbHeiillee Npon3BoOACTBO «[JanbHeiilee Npou3BoACTBO
UCTbITaHNIA paspeLueHo» 3anpeLyeHo»
nognuch Mognuck

dunbTpoBaHne pacteopa X

MopaTb pacTBOp M3 peakTopa 6/1.2 B c60opHuk 11/1,2, naBneHne a3oTta He 6onee 2 ATM

[fata/cmeHa Bpewms [laBneHne no maHomeTpy BbinonHun Mposepun
(annapatumk) (HavanbHMK
CMeHbl)
Hauano KoHel|

3aMeHNTb (OUNbTPOBAsbHLI 3/1eMEHT Ha NaTpPoHHbIX unbTpax 12/1,2. nogatb pacTsop u3 c6opHuka 11/1.2,
faBfieHne aszota He 6onee 2 ATM

[Jata/cmeHna Bpems [laBneHne no MmaHomeTpy BbinonHun Mposepun
(annaparyuk) (HavanbHKK
CMEeHbI)
Hauano KOoHeL|
3ameyaHus:

MpoTokon nposepun

[0MKHOCTL, NnoANnch [ata
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MpoTokon 5
JloMmKHOCTb. Jata HaumeHoBaHune /1IC
noannchb
Koa Homep cepun O6bem cepumn
Koppektuposka Ne
Homep npoTokona HecooTBeTcTByOLWNIA NOKasaTe b OonncaHne KOppeKkTUPYLNX
ncnbiTaHni nelicTBuiA
PacyeT KOMNOHEHTOB
HavnmeHoBaHue Kon Homep Homep CopepxaHue dopmyna Ans pacueta,
Cbipbsi cepun aHasInTU4eckoro OCHOBHOTO pacyeT Tpebyemoro
nmcTka BellecTsa KonnyecTsa

KoppekTtupytwouine aeicteus

onpeaenua, pacyeTt BbINOMHUN [lomKHOCTb, Nognnch
PacueTt nposepun [omkHoCTb, hamunmsa
3amevaHusa:

MpoTokon nposepus

[loMKHOCTb, NoANUCH Jata
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MpopomkeHne (0o6paTHas cTOpPoOHa) NnpoTokona 5

B3BelunBaHne KOMNOHEHTOB
(annapaTtyumk B NpUCyTCTBUM KOHTponmpytouiero nuua OKK)

HanmeHoBaHune EpnvHuua Tpebyemoe Homep B3BeleHHOe KOMYecTBO Moanuce
Cbipbs N3MepeHnsa  KONM4ecTBO cepun ncnonHuTenNns

Macca Tapsl BpyTTO HeTTo
Mpyn B3BELUMBAHWM NPUCYTCTBOBAS

KoHTponupytouee nuyo OKK fata Mognuck

Koppektupytuiune aeiicteus
(annapaTunk B NPUCYTCTBMUM HAYa/IbHUKA CMEHBI)

YkazaHue annapartuuky dakTnyeckme napameTpbl Moanuce
(nelicTens, napameTpbl npouecca) npouecca ncnosiHuTeNn
MpokoHTpoMposan
Hava/ibHUK CMeHbl Jata Moanuce
OT60p Npob6

(koHTponupytowee nuyo OKK B NPUCYTCTBUM Hay. CMEHbI)

[fata/Bpems Homep npegbaBuTenbCKOro KonnyecTtBo npoobl, Moanuck
n3BeLeHns mn (r)
HayvanbHUK CMeHbI KoHTponupyowee
nnuo OKK
PesynbTathl ncnbiTaHuit (koHTponupyouwiee nmuo OKK)
Homep npoTokona ucnbiTaHuii «[lanbHeiilee NponM3BoACTBO «[lanbHeliliee NponM3BOACTBO
paspeLueHo» 3anpeLyeHo»

Mopnuch Mognuck

3amevaHus:

MpoTokon npoBepun

LoMXHOCTb, NOANUCH [NaTta
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dopma
M3BeleHNsA 0 NpeAbABAEHNN NPOAYKLUN HA NCNbITAHNA
(NpeAbABUTENLCKOTO U3BELLEHUA)

HaumeHoBaHue npegnpuatus

Liex

HauanbHuky

M3BeweHne Ne
0 NpefbABAeHNN NPOAYKLUN HA UCTbITAHUA

HavmeHoBaHue npogykuum
CTaAns TEXHONOrMYeckoro npouecca

Homep cepun

KonnyecTtBo (WT. Kr. M T. A4.)

MpeabsBneHHas NpoAykuus HapaboTaHa

CornacHoO HopMaTUBHbIM AOKYMeHTam

Mpoaykumnio npegbsasun
AOMKHOCTL. ® U O., nognucek

Jara. Bpems

Mpo6a oTpaboTaHa COrnacHo WHCTPYKLMK

Macca (06bem) npo6bl

[fata ot60pa Npo6bI Bpems

damMnnna KOHTPONVpPYIOLLEro anua Mognucb
MpoTokon nposepwn

[OMKHOCTb, NOANUCH Oata
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Mpunoxexnne H
(cnpaBoyHOe)

MprvMep UHCTPYKLMM MO YyNakoBKe U NPOTOKO/IOB YNaKoBKH.
WHCTPYKLMS No ynakoBke h1akoHOB B UHAUBUAYANbHYIO Tapy

1 Uenb

MpegoctaBneHne Heo6Xo0ANMbIX CBEAEHUI ANS BbINOHEHUS NMpoLecca YNakoBKU B MHAWBUAYANIbHYIO Nayky pyu-
HbIM CNOCOGOM.

2 O6nacTb NpUMeHeHUn
YuacTok ynakoBKu.
3 MepcoHan

VicnonHutens: onepartop.
Mpouecc KOHTPONIMPYIOT MacTep n KoOHTponupyuee nuuo OKK.

4 O6opypoBaHue U MHBEHTapb

Tenexkn TpaHCnopTHbIE.

CTON HaKONUTENbHbIN.

EMKOCTb An15 c60pa 6pakoBaHHbIX Nayek.

EmkocTb Ansa c6opa 6pakoBaHHbIX TIMCTKOB-BKAaAbILLEA.
EMKOCTb A5 c60pa 6pakoBaHHbIX (h/1aKOHOB.

5 Cbipbe n matepuansl

®naKkoHbl aHKEeTUPOBAHHbIE.
Mauku KapTOHHbIE MPOMAaPKMPOBAHHbIE.
WVHCTPYKLMYU MO MEANLMHCKOMY NMPUMEHEHUIO (TMCTKU-BKNAAbILLN).

6 Mopsfok npoBefeHus

6.1 MoaroToBUTENbHbIE PabOThbI

MacTtep B 30He KOMMIeKTauumn JO/KEH CKOMMNIEKTOBaTh Marepuasibl B COOTBETCTBMM C «3aaHneM Ha ynakoBKy»
(cm. npoTokon 1). Mony4ynTb HEO6X0AMMOE YNCNO MHCTPYKLUUIA 1 Navek Ha cknaje ynakoBOYHbIX MaTtepuanos COriacHo
VHCTPYKUMKN «TOopAfoK NONyYEHUs yNakoBOYHbLIX MaTepuasoB CO cknafa». BblkaTUTb C MOMOLLbLIO onepaTtopa M3 30Hbl
KapaHTUHa B 30HY KOMMNeKTauumn 3afaHuns TesiexKn ¢ aHKeTMpPOBaHHbIMK (hiakoHamm, nepecunTatb, cienarb OTMETKY B
npoTtokone «Komnaekrauusa sagaHua» (CM. npotokon 1).

KoHTponupywoLiee n1uUo oTaena KOHTPOIs KayecTsa AO/DKHO NPOBEPUTb KOMMN/IeKTaLmMIo 3afaHuns; Y1CN0 eanHunL,
NAEHTUYHOCTb KoAa, MAEHTUYHOCTL MapKMPOBKN C OTMETKOI B NpoToKone «Komnnektayus saganusa* (CM. npoTokon 1).

MacTep v KOHTpoONMpytoLLee NULO OTAeNa KOHTPOIA KayecTBa A0/DKHbI MPOKOHTPOIMPOBATL OYUCTKY 30HbI ynako-
BbIBAHUSA B MHAWBUAYabHYIO NAayKy COMTaCHO MHCTPYKLUKN «OUnCTKa 30HbI YNAKOBKM» C 3aNNCbio B «/INCTE KOHTPOIA OUmnC-
TKn» (CM. npoTokon 2). Heobxoammo yb6eaunTbes, 4To paboyas 30Ha, 060pyAoBaHME U MHBEHTApPb ABNAOTCA CBOGOAHbIMYU
0T N1t06bIX NCNONb30BABLUNXCSA paHee eKapCcTBEHHbIX CPeACTB, MaTepnanos, AOKYMEHTOB.

MacTep f0/KeH NPOMapKkUpoBaTh 30HY YNakoBKWN UAEHTUDUKALNOHHON 3TUKETKON.

Onepartop Noj KOHTPONIEM MacTepa [0/KEH BbIKATUTb U3 30HbI KOMMIEKTALUW 3a4aHNA B 30HY YNaKOBKN TEJNTIEXKN C
aHKeTMpOBaHHbIMMK hiakoHaMm.

MacTep fo/keH BblgaTh onepatopy NoAroToB/IeHHbIE Ha 3afaHune:

- UHCTPYKLMUMN NO MeANLMHCKOMY NPUMEHEHUIO (INCTKM-BKNAAbILLN);

- NPOMapKNPOBaHHbIE KAPTOHHbIE NayKu.

3anonHuTb 1 BblAaTh «MPOTOKON YNakoBky B nayky» (CM. NpoTokon 3)n «3ajaHne Ha ynakoBKy*.

BblgaHHble onepaTtopy WHCTPYKUMM NO MeAULMHCKOMY MPUMEHEHWI0 (MUCTKM-BKIaAbIWKN) U navykMm NoMecTuTb
OTAENbHO APYT OT Apyra B CBOOOHbIE TOTKN.

6.2 OCHOBHble paboThbl

Onepartop AO/MKEH CHSATb JTIOTOK C (h/IaKOHAMU C TENIEXKM U MOCTaBUTb HA HAKONWUTEbHbIA CTON. PSiAOM NOCTaBUTb
nycToi noTtok. CecTb 3a HAKOMUTE bHbI CTON HANPOTVB NTOTKOB C d/1lakoHaMK, cnpasa oT ce651 NOCTaBUTb NOTOKE /IMCTKa-
MU-BKNaAbllaMu. cieBa — /I0TOK C /lavykamMum.

COoXUTb UHCTPYKLWIO MO pasmepy nayku. CAoXuTb nayky N0 HamMeueHHbIM crnbéam, BAOXUTb NUCTOK-BKNAAbIW B
nauky. BnoxuTtb hiakoH B nayky, nayuky 3akpbiTb. YNakoBaHHY nayky nocTaBuTb B CBOGOAHbIN TOTOK.

3ano/iHeHHbI Naykamy NOTOK NOCTaBUTb HA CBOOOAHYIO TeNexKy.

BHumaHune! OnepaTop B npoLecce ynakoBku 0683aH NpoBepsATh;
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- UAEHTUYHOCTb WHCTPYKUWUI N0 MEAWLMHCKOMY NPYMEHEHWI0 (TMCTKOB-BKNAaAbIWeR) n nayek, cpaBHMBas ux C
o6pasuaMmn ynakoBOUYHbIX MaTepuanoB a «3afjaHun Ha ynakoBKy».

- UAEHTUYHOCTb MapKMPOBKU (h/TaKOHOB M Nayek, CpaBHMBAsA CO LUITAMMNOM B «3afaHnun Ha ynakoBky». Matepuarnsl,
He COOTBETCTBYIOLWMe ob6pa3Lam, 0T6pakoBbIBaTh;

- KauecTBO yNakoBblBA€MbIX MaTEPUAsOB. MOMATbIE UHCTPYKLMM MO MEAULMHCKOMY NPUMEHEHWI0 (INCTKN-BKIaAblI-
WK) 1 nayku, a Takxe nmetowme Tunorpadcknii 6pak (Npo6esnbl B TEKCTE, Pa3MbITOCTU, CMELLEHNSA WTPUX-KOAA U T.4.),
Heo6Xx0ANMO 0T6pPaKoBbIBaTL. P1AKOHbI C HAPYLIEHHO repMEeTUYHOCTbLI0 YNakoBKU 1160 nmetolwme ged ekt B HaHeCeHUn
3TUKETKU (NS10X0e KavyecTBO Hakelku, pasmblThlil WTaMN, HENpaBUNbHOE PacnonoXeHue 3TUKETKU) Takke HeobXo[uMo
0TOpPaKoBbIBATb.

OGHapyXeHHbI1 6pak cnegyeT cobyupaTb N0 HAMMEHOBAHUSAM B UAEHTUYHO MPOMAaPKNPOBaHHbIe EMKOCTM ANs c6opa
6paka.

MacTepy 1 KOHTpOAMpYlOLWEeMy NuLy oTAena KOHTPO/S KayecTBa C yCTaHOB/IEHHON NEPUOANYHOCTLIO (Hanpumep
O/IMH pas B yac) crefyeT NPOBEPsTb KAYeCTBO YNaKoBKY € 3aM1Cbio B MPOTOKO/Ie YNakoBKM (CM. MPOTOKOA 3). @ UMEHHO:

- WAEHTUYHOCTb Naykmn (COrnacHo 3afaHunio Ha ynakoBky);

- Ha/Mume N NGEHTUYHOCTb UHCTPYKLUM MO MeAULMHCKOMY NPYMEHEHWI0 (TMCTKa-BKNaAbllla) B navke:

- Hannume nakoHa:

- KauecTBO CKafblBaHUS Nayuku:

- OTCYTCTBME Gpaka y neyaTHbIX yNakoBOUYHbIX MaTepuasnos 1 1akoHOB.

3aknounTtenbHble paboTbl

MacTep fo/KeH noAcunTaTh:

- UMCII0 YNAKOBAHHbIX B NauKy ¢)/1aKOHOB;

- 4ncno 6pakoBaHHbIX MHCTPYKLWIA N0 MeAULMHCKOMY MPUMEHEHMIO (TMCTKOB-BKNAaAbILWe), nayek, h1TakoHOB:
- UMCNO OCTABLUNXCA MHCTPYKLUI MO MEANLMHCKOMY NPUMEHEHUIO (JIMCTKOB-BKIAAbILIE), nayek, (h1akoHOB.

MpumeyaHune — MNofgcyeT MHCTPYKLMIA MO MEAVNLMHCKOMY NPUMEHEHWIO (TMCTKOB-BKAAbILLEN) Y NaYek MOXET
NPOBOAMUTLCS MyTeM B3BELWMBAHUSA.

BHeCT AaHHble B NPOTOKO/ pacxoja ynakoBOUHbIX MaTepuanoB (cM. npoTokon 4). CocTaBuTb 6anaHc pacxoga
maTepuasnos.

MoacuuTaTh OTKIOHEHUS B 6anaHce. CpaBHUTbL C AONYCTUMbIM OTKIOHEHNeM. Ecim oTknoHeHre npesbiwaeT gonyc-
TMMOE. TO MPOBECTY NOBTOPHbIA NMoACYeT.

Moacuntatb hakTuyecknii BbIXxod NpoayKumMun. TeopeTudeckuii BbIxod NpoayKLMn Ha CTaaun ynakoBku B UHANBUAY-
anbHyto nayky coctaBnset 99.6%. MogcuntaTb OTK/IOHEHVE OT TEOPETUYECKOTO BbIXOAA, CPABHUTbL C A40NYyCTUMbIM. Jlonyc-
TUMOe OTK/I0HeHWe cocTaBnseT 0.3 %. [laHHble BHECTU B NPOTOKO/ pacxoaa.

YHUUTOXUTb NPOMapPKNPOBaHHbIE HEVNCMO/Ib30BaHHbIE U GpakoBaHHbIe Naykn 1 6pakoBaHHble h/1akoHbl COracHo
WHCTPYKLMUN «YHUYTOXEHNE HEUCMONb30BaHHbIX UK GpakoBaHHbIX yNakoBOYHbIX MaTepuanoB ¢ nepeMeHHoin nHdopma-
umnei».

BepHyTb Ha cknaf ynakoBOYHbIX MaTepnasioB Hencnosib3oBaHHble 1 GpakoBaHHble MHCTPYKL UK NO MeAULUHCKOMY
NpPUMeHEeHNIo (NCTKN-BKIabILLN) B COOTBETCTBUN C UHCTPYKLMEn «Bo3BpaT HeMCcnonb30BaHHbIX NI 6pakoBaHHbIX yna-
KOBOYHbIX MaTepnanos 6e3 nepeMeHHol nHhopmaLum».

Onepartop J0/DKEeH NepeBe3Ty TeNEXKN C yNnakoBaHHOW B Nayky NpoAykKuuei B 30Hy kapaHTuHa AN nocieaytoLero
ynakoBblBaHUA B TepMOYCa[oU4HYI0 NAeHKY. Kaxayto Tenexky npoMapkupoBaTb UAeHTU(NKALMOHHOK 3TUKETKON.

OnepaTtop J0/HKEeH NPOBECTW OUYNCTKY 30HbI YNAKOBKN B COOTBETCTBMMU C UHCTPYKLMER «OUncTKa 30HbI YNaKkoBKM».

MacTep fo/mKeH NPOKOHTPOMPOBATLOUNCTKY. CAleNaThb 3annch B IMCTE KOHTPO/IA OYUCTKK (CM. NPOTOKON 2).

Bce npoTokosbl cAaTh TEXHOMOTY Lexa.
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MpoTokon 1

HaumeHoBaHue JIC

Kopg, Howmep cepun O6bem cepun

3ajaHve Ha ynakosky

Wramn Kop, MHCTpyKLmun Ko nayku
Cepusi O6pasel, O6pasel,
lFopeH go MpuknenTb 06paseL, NHCTPYKLUN MpviknenTtb 06paseL, navku
HayvanbHuk Lexa [Jata Moanuck
HavanbHuk OKK Aata Magnuce

Komnnektauusa 3agaHus

HanmeHoBaHWe NCXOAHOro CbipbA 3afaHune Ha KoMniekTaymio Komnnektauus 3aganus (cknag uexa)
1 BCMoMoraTte/ibHbIX BelecTs (nnaHupyemoe)
Kog, Konnuectso Cepus Konnyectso
npoaykra (no anan. nucty)
HauanbHuk uexa [fata Mognuce
KoHTponupytowee nuuo OKK [fata Moanucs
3ameyvaHus:

MpoTokon nposepusn

JO/MKHOCTL, NOANUCH [ata
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MpoTokon 2

HaumeHoBaHue MC

Kop, Homep cepumn O6bem cepumn

Nuct KOHTPO/1A OYNCTKN 30HbI YNaKOBKN B MHAMBUAYAJIbHYHO Nayky

Ne n/n MpoBepeHo MacTep KoHTponupytouwee
nnuo OKK
1 NucTku-Bknagbiwm npegbigywero /IC yaaneHs
2 MNaukn npeablayLLeii cepun
3 He ynakoBaHHble B nayky pnakoHbl NpeablayLleil cepum yaaneHs
4 YnakoBaHHble B nayky aakoHbl NpefblayLeil cepumn yaaneHsol
5 [okymMeHTauus npeabigylieii cepun yaaneHa
6 TpaHCNOPTHbIE TENEeXKU, NOTKU yAaneHbl
7 HakonutenbHble CTO/bI OYULLEHBI
8 EmKocTn ans c6opa 6paka oyuLieHbl
9 Mon a 30He NIMHUK OYULLEH
Mactep Nata Mognuck
KoHTponupyowee nuuo OKK fata Moanuce

OumncTKa 30HbI YNakoBKW (MOC/e OKOHYaHWUA npouecca)

[Oata, cmeHa Bpewms Moanucb mMacTepa

3ameyaHus:

MpoTokon nposepun

[L0MKHOCTb, MoANMCh Oata

30



FOCT P 52550—2006

MpoTokon 3

HaumeHoBaHue JIC

Koa Howmep cepuun O6bem cepun

MpoToKON ynakoBkU (h/1aKOHOB B MHAMBUAYANIbHYIO Nauky

[ara”cmeHa Bpewms dPamununa oneparopa

OKOHYaHune

KoHTponb npouecca ynakoBbiBaHUA (MacTep, KOHTponupyowee nuuo OKK)

1 npoBepka 2 nposepka 3 nposepka 4 nposepka

®.1.0. nposepstoLLero MacTtep KOHTPO/U- macTep KOHTPO/IN- MacTep KOHTPO/N- macTep  KOHTpPOK-
pytouiee pytouiee pytouiee pytouiee
nnuo OKK nnuo OKK nunyo OKK nuyo OKK

Bpewms

VN AEHTUYHOCTb Nlayku

Hanunuve u naeHtny-
HOCTb  /INCTKA-BK/a-
Ablwa

Hanuune dnakoHa

KauyecTtBo ckiagbiBa-
HUA Nayvkun

OTcyTCcTBME Bpaka

Mognuck

3ameuvaHnus:

MpoTokon npoBepwun

J[0/MKHOCTb, NoANUCh [ata
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MpoTokon 4

HaunmeHosaHue TNC

Koa Homep cepun O6bem cepumn

Pacxop ynakoBOUYHbIX MaTepUanoB Ha CEpUO

VHCTPYKUNSA N0 MEAULUHCKOMY
HaumeHosaHue ®nakoHbl, WT. Mauka, wr. NPUMEHEHMIo (TMCTOK-BKNAABIW),

wT.

Kog,

YnakoBaHo B nayky

Bpak (nogcuyeT nyTemM B3BeLIVBaHUSA,
CM. Ha o6opoTe)

OcTaToK nocne ynakoBbiBaHUs (NOA-
cyeT nyTem B3BELUMBAHUS, CM. Ha 060-
pote)

Bcero
KonmuecTBo 0 ynakoBbiBaHUS
OTKNOHEeHUEe. %

[LonycTumMoe oTkNoHeHue. % 0.2

Bbixog NpoayKLuu

TeopeTnyeckuii BbIxod.WwT ®akTUYecKnii BbIXoa, OTKNoHeHue. % Lonyctumoe
. OTKNOHeHne.%
0.3

MopacueT nponssen

MacTtep fata Moanucb
KoHTponupytowee nuuo OKK OaTa Moanuch
3ameyvaHus:

MpoTokon npoBepun

J[O0MKHOCTb, NoANUCH [ata
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MpopomkeHne (o6paTHas cTOpPOHa) npoTokona 4

I'Io,cheT YNakKoOBOYHbIX MaTepunasioB METOA0M B3BeELLIMBaAHUA

HavmeHoBaHue Bpak OcTaTok B Lexe
Macca = Macca =
Macca = Macca =
Macca » Macca =

MoacuyeT nponssen

MacTep Nata Mognuck

3amevaHus:

lMpoTokon nposepun

[L0MmKHOCTb, NoANNCh DaTa
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MpunoxeHune |
(cnpaBoyHoe)

MpumMepbl BHYTPUNPOU3BOACTBEHHbIX 3TUKETOK.
ITukKeTKka KOHTponsa kayectsa OKK

Mpepnpuatne KOHTPOIlb KAYECTBA
BXOAHOW KOHTPO/b
OLIEHKA
Cy6cTaHums
MocTasLyuK
Kog,
Cepusa Ne AHanus K»
OueHka
Nata Mopgnuck
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Mpeanpuatue

Cyb6cTaHumsa

Kop,

MpounssoauTtens

MapTus Ne

fata OcTaTok
B3BELIM-
BaHnA MecTo,
HoMep,
BUA Tapbl

FOCT P 52550—2006

3TUKeTKa B3BELWMBaAHNA

3OTuKeTKa B3BeELLUMBaHUSA

FogeH oo

[aTa noctynneHus

Macca naptuu, r

Yucno mect
BpyTTO
Tapa
HetTo
Pacxop, O6Lwmii Bbigan
ocTartok ®.1N.0..
UYucno B B3BelweHHoe OcraTok noanuchb
Tape KO/IM4ecTBo

MpuHaAn.
B3BECU
®.1.0.,

nognuch
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36

MNpeanpusiTne

CTtartyc o6opyfoBaHus

HavmeHoBaHue

Homep

VMcnonb3oBanock Ans

HanmmeHoBaHve npoayKumum

Cepus

3TukeTKa cTtatyca 060pyf0BaHUs

MpousBoacTBO

YyacTok

[ata

MoXxHO ucnonb3osaTtb ana

HavmeHoBaHue npogykuum

Cepus

Mopnuck KoHTponupytowero nuua OKK
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dTuKeTKa OLEeHKU KayecTBa

Mpeanpustne

KOHTPO/Ib KAYECTBA OKK

JlekapcTBeHHOe CpeacTBO Popma

Cragus npouecca

Cepusa Ne Cpok rogHocTu

OueHKa KOHTpOoNs kavecTBa

AHanuns Ne Hata Moanuce
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Mpunoxexwne J
(cnpaBoyvHoOe)

MprvMep crcTeMbl KOAMPOBaHHKS

CucTema KoAMpoBaHWsi LOKYMEHTOB MOXeT UMeTb andaBUTHO-LUGPOBOe 0603HAYEHNE.
MpUMep CXeMbl KOANPOBAHUS [OKYMEHTOB.

Bua fokymeHTa Moapasaenexve Bug o6opyaosaHusa Onepauusa
n LI5y2 ™ (0]
Bug fokymeHTa.

- I — uHCTpyKuua;

- C — cneuundukauus:

- M — meTtoguka:

- NP — NpOMbILLIEHHbIV pernameHT;
-NC — npoTokon cepun.
Moppaspenexve:

- L5Y2 — uex 5. yyacTtok 2.

Bug o6opynoBaHus:

- TN — Ta6neT-npecc.

Onepavuus:

- ouncTKa exegHeBHas — 01.

Takum 06pa3om, KoANPOBaHHOE 0603HAUYEHME AAaHHOW MHCTPYKLMK nMeeT Bua: N-LU5Y2-TM-01.
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