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HAUMOHANBbHBIA CTAHOAPT POCCUUCKOW OS®EOEPALMUM

PAOUWODAPMALIEBTUHECKUE NMPENAPATDI
O6Lee pyKOBOACTBO NO OpraHU3aLuu NpousBoaCTBa

Radiopharmaceuticals. General guidance on the organization of production

LNara BBegeHna — 2018 — 06 — 01

1 O6nacTb npuMeHeHun

1.1 Hactosiwmin ctaHaapT ycTaHaBnMBaeT TpeboBaHua kK obecrneyeHno NPon3BOACTBA, XpaHEHUA U
TpaHcnopTUpoBaHus paguodapmaLeBTUHEeCKUX NpenapaTos.

1.2 TpeboBaHWsa HacTosILLEro cTaHgapTa He pacnpoCTPaHATCA Ha NonyYeHue paauoHyKMaoB Heme-
ONLMHCKOTO Ha3Ha4YeHus!.

2 HopMaTuUBHBbI€ CCbINIKU

B HacTosLeM cTaHAapTe UCNONb30BaHbl HOPMATUBHbIE CChIIKA Ha crieaytowme cTaHaapTh:

FOCT 12.1.004 Cuctema ctaHgapTos 6e3onacHocTu Tpyaa. NoxapHaa 6esonacHocTe. O6Lme Tpebo-
BaHWA

FOCT 12.1.010 Cuctema ctaHgaptoB 6e3onacHocTu Tpyaa. BapbiBo6esonacHocTs. Obwne Tpebosa-
HUSA

FOCT 12.2.007.0 Cuctema ctaHaapToB 6e3onacHocTy Tpyaa. Msaenus anektpoTexHudeckue. Obme
TpeboBaHusA 6e3onacHocTu

FOCT P 12.1.019 CucTema ctaHgapToB 6e3onacHocTu Tpyaa. dnekTpobesonacHocTb. O6ume Tpebo-
BaHWsl U HOMEHKNaTypa BUA0B 3aLluThl

FOCT P 51801 O6wue TpeGoBaHus kK MawwnHaM, Npubopam 1 ApYrum TEXHUHECKUM U3aenusiM B H4acTu
CTOMKOCTU K BO3AENCTBNIO arpeCcCUBHbIX 1 ApYrux cneyuanbHbiX cpea

FOCT P 52108 PecypcocbepexeHne. ObpalyeHue c oTxogamn. OCHOBHbIE NOMOXEHUS

FOCT P 52249 MMpasnna nponsBoAcTBa U KOHTPOMS KavyecTBa fiekapCTBEHHbIX CpecTB

FOCTPUCO 13408-1 AcenTtudeckoe NPOU3BOACTBO MeAULMHCKOM Mpoaykuun. Yactb 1. O6wume Tpebo-
BaHusA

FOCT PM3K 61326-1 O6opyaoBaHue aneKTpuYeckoe Anst U3MepPEeHUst, ynpasneHust U nabopaTopHoro
npumeHeHus. TpeboBaHUs anekTpoMarHMTHo coBmectTumocTu. HacTe 1. Oblume TpeboBaHus

MpumeyaHue— Mpy NONb3OBaHUM HACTOALWMUM CTaHAAPTOM Lienecoobpa3sHo NPoBEepUTL AENCTBUE CCbINoY-
HbIX CTaHOApPTOB B MHGOPMAUMOHHOM cucTemMe Oo6LEero nonb3oBaHusi — Ha oduumaneHoMm cavte depepanbHOro
areHTCTBa MO TEXHUYECKOMY PETYIIMPOBaHMUIO U METPONOMUW B CETU VIHTEPHET UMK MO eXerogHoMy UHPopMaLMOHHOMY
yKasaTenio «HaunoHarnbHble CTaHAapThI», KOTOPbIV ONyBrNUKOBaH No COCTOSHUIO Ha 1 AHBapPs TeKyLLero roga, 1 no Bbinyc-
Kam eXXeMeCsA4HOro MHhopmMaLUOHHOTO yKkasaTens «HauunoHarnbHbie cTaHaapThl» 3a Tekywui rod. Ecnv 3ameHeH cebinoy-
HbIW CTaHAapT, Ha KOTOPLIV AaHa HeAaTMPOBaHHas CCbiNka, TO PEKOMEHAYETCA UCMONb30BaTh AENCTBYIOLLYIO BEPCUIO
3TOro CTaHAapTa C y4eTOM BCEX BHECEHHbIX B AaHHYI0 BEPCUI0 M3MEHeHUI. Ecnv 3ameHeH CCbiNoYHbIN CTaHaapT, Ha KoTo-
pbIfi 4aHa 4aTMPOBaHHast CCbifNka, TO PEKOMEHAYETCs UCMONb30BaTh BEPCUI0 STOr0 CTaHdapTa € YKa3aHHbIM BbiLLE rogom
yTBEpXAeHus (NpuHaTus). Ecnu nocne yTBepXaeHUs HacTosILLero cTaHgapTa B CCbINOYHbIN CTaHAAPT, Ha KOTOPbIN AaHa
AaTnpoBaHHas CCbinka, BHECEHO U3MEHeHWe, 3aTparmeaoLLee NnonoxeHne, Ha KoTopoe JaHa CCbinka, TO 3TO NOMNoXeHne

WU3panne opmymnansHoe
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peKkoMeHayeTCANpPUMEHSITL 6e3 yueTa 4aHHOro M3MeHeHusl. ECrim cCbinouHbIN cTaHaapT OTMeHeH 6e3 3aMeHbl, TO Nosroxe-
HVe, B KOTOPOM [i@Ha CCbIfIKA Ha HEro, PEKOMEHAYETCS IPUMEHSITh B HaCTW, HE 3aTParvBaloLLei 3Ty CCbIMKY.

3 TepMuHbI M onpeaeneHun

B HacToswem ctaHgapTe npuMmeHeHbl TepMuHbl o TOCT P 52249, a Tawke cnegyowune TepMUHbI ©
COOTBETCTBYOLUMN onpeaeneHUsIMN;

3.1 paaunodapmauleBTUYEeCKUI NpenapaT; POIN: Xumunyeckoe coeguHeHne, B Monekynax KOToporo
COAepPXUTCH onpefenenHbli paguoHyKnua, BBOAUMBIA B OPraHusm npu uccneaosaHun nnu B buonornyeckue
Npo6bl XNAKOCTEN U3 TKAHeR opraHnsma.

3.2 npurotoBneHue: [1pon3BoOACTBEHHbIN NpOLECC, BKIIHOYAOLWWI B cebs BCe onepauuu, CBssaHHble C
npuobpeTeHneM MaTepuanos U Usgenui, srotoenexHue, KOHTposb kadecTtsa (KK), Bbinyck U xpaHeHue POI, n
COOTBETCTBYOLME MEPLI KOHTPOMSA.

3.3 npeKkypcop: AKTUBHbIA papmMaLeBTUHECKUI KOMMOHEHT, UCNOMb3yeMbIA B KayecTBe UCXOOHOIO
MaTepuana gns npurotosneHnsa POr.

3.4 BewecTBO ANA paguodapmaleBTUYECKOro NnpuMeHeHus: Jioboe opraHndeckoe UnnHeopraHu-
YecKoe BelLLeCTBO, KOTOPOE UCTONb3yeTCs B Ka4eCcTBe akTMBHOIO BeLecTBa UM HanonHUTeNA Npyu NpousBo-
ACTBe nNpenapaTtoB Ansi NPUMEHEHUs B MeAULIMHE U BETEpUHapuun.

MpwnmedaHne — BelwecTso 4ns paanodapmaLeBTUHe CKOro NPMMEHEHUA MOXEeT MCMOSb30BaTLCS Kak CaMOC-
TOSATENBHO, TAK U B KAYECTBE MCXOAHOrO MaTtepmana 4nsi nocrneayowero CoCTaBNeHnsa MeauuUNHCKMX Npenaparoe.

3.5 kBanudumunpoBaHHbIi cneunanucT; KC: NuueHsnposaHHbIl hapmakonor, 61onor unu Xumuk
(unn NuLo € Apyroi NpU3HaBaemMon akageMuyeckon ksanudukaumnein), Mmetowmii onbiT paboTol B ccepe npo-
nssoacTtea PPl npoweawinin kBannukaLMOHHBIN 3K3aMeH.

3.6 oTBeTcTBeHHOE NUL0; ONP®I: Inuo, oTBeTCTBEHHOE 3a NpurotoBneHue PPT, c akagemuyeckon
NMoAroTOBKOW, 3KBUBarneHTHol nogrotoske KC, onbitom paboTel B 06n1acTn npurotoeneHus PO, koTopoe noka-
3210 AOCTATOYHYIO HAayYHYIO U TEXHUYECKYIO MOATOTOBKY U ONBIT B NpakTuke pagnodapmaueBTUKM U CMEXHbIX
obnacTax. OJIP®I HeceT NUYHYIO OTBETCTBEHHOCTL 3a BCE acnekThbl npurotosneHusa POI, 3a ucknioveHnem
criyyaes, Korga MecTHOe Uiy HaumoHanbHoe 3akoHoAaTeNnbCcTBO TpebyeT nHOM kBanudukaumu.

4 OO6LiMe NonoXeHus

4.1 Bce paanoHyknuabl Noay4aoT Ha LLUKNOTPOHE UM MHOM YCKOpUTEne 3apskeHHbIX YacTuu, o6nyyas
cneuyanbHble MULLIEHW NOTOKOM MPOTOHOB, AENTPOHOB UMK APYIUX YacTuUL, a Takke NPU UCNONb30BaHUN
paAnoHYKNNAHBIX reHepaTopoB NyTem 3MionupoBaHUs TpebyeMoro No3uTPOoH-U3nyvarLero paguoHyknuaa
(MUPR).

4.2 OpraHusauumn, npoussogsawme n/unu ucnonbayowme NUPH n POIM Ha nx ocHoBe, OTHOCATCA K pagu-
auMOHHBIM 0bbekTam.

4.3 OTBeTCTBEHHOCTb 3a 06ecneveHve pagnaumnoHHon 6esonacHocTu Npu obpatieHun ¢ NMUPH 1 POMN
Ha UX OCHOBE HeceT afMUHUCTPaLA opraHusaumu, kotopas obecneunsaert:

- Harmu4ue paspeLumnTeNnbHbIX JOKYMEHTOB — CaHUTapHO-3NUAEMUOSNIOMMYECKUX 3aKMNoYeHUn U NuueH-
311 Ha NpoBeAeHWe paboT € UCTOUHUKaMU UOHU3UPYIOLLIETO U3NYYEHNS, a Takke paspelleHuid Ha Bua aAesaTenb-
HOCTW Ansl oTAenbHbIX paboTHUKOB (HanpuMep, AN OTBETCTBEHHBLIX NUL NO KOHTPOSMO paavauvoHHOW
6e3onacHOCTK, MO IKCNNyaTaLuun KOMNeKca, B KOTOPOM coAepXaTca paanoakTUBHbIE BELLECTBA, Mo y4eTy u
KOHTPOMIO paguoakTUBHbIX BELLECTB);

- cobnioaeHve TpeboBaHNn HOPMATUBHBIX U METOANYECKNX AOKYMEHTOB NO pagmaunoHHon 6e3onacHoc-
TH, BKmovas [1] 1 [2];

- NpoBedeHne NPOM3BOACTBEHHOro KOHTPONS;

- NpoBeAeHne pagnaLnoHHOro KOHTPONS Ha paboynx MecTax v B ApYrux NoMeLLeHUAX B COOTBETCTBUN C
TexXHomnornei npoeseaeHns paboT B NogpasaeneHusx;

- NHAMBMAYaNbHBIA JO3UMETPUYECKUA KOHTPOSb U YUYeT YpoBHel npodeccrMoHanbHoro obnyyeHus nep-
coHana rpynnsl «A», a Taioke Apyrux nuu, AoNyLWeHHbIX Ha paguaunoHHbIA 06BHEKT ¢ Lenbio paboTkl, UHenek-
uun, obyyeHus;

- KOHTPOJ1b BbIMONIHEHWUA hapMaLeBTUIECKUX U pagnoXUMUYEcKUX TpeboBaHWUIA K Ka4eCTBY NPUroTOBIE-
HUs POT1, perynsapHbIi KOHTPONb UCNPaBHOCTU, KanNubpoBKK U HACTPOMKK annapaTyphl;

- pa3paboTky 1 BegeHne Npon3BoACTBEHHON AOKYMEHTALIMK NO BonpocaM obecneyeHns paguaunoHHon
6e3onacHOCTK, yueTa U KOHTPONA PaANOaKTUBHBIX BELLECTB 1 panoakTUBHbLIX OTXOA0B, 06ecneyeHus coxpan-
HOCTU UCTOYHUKOB MOHU3MPYIOLLIETO U3NYYeHUs!;

2
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- BejeH1e Y4eTHO-OTYETHOW AOKYMEeHTaLun U CBOEBpPEMEHHOE NpeaocTaBneHne oTyeTHbIX hopm no
pagunaluoHHou 6e3onacHoCcTH;

- pa3paboTKy UHCTPYKLMIA MO KOHTPOSIIO BO3OEUCTBUA paanauMoHHoro ¢aktopa B nogpasgeneHusix, a
Takke onpegeneHve nepeyHst KOHTPONUPYEeMbIX MapaMeTPoB U YNCIOBbIX 3HAYEHUI X KOHTPOSbHBIX YDOBHEW;

- pa3paboTKy U KOHTPOb BbINOMHEHUS] UHCTPYKLIMIA U METOAUK, Kacalowmuxca nsrotosneHns POrIT;

- MaTepuanbHo-TexHUYeckoe obecneyeHne Ka4eCTBEHHOro BbINONMHEHUs paboT, CBOEBPEMEHHOE Tex-
HU4eckoe obcnyXMBaHNe BbICOKOTEXHOMOTMYECKOro 06opyaoBaHNs B COOTBETCTBUN C TpeboBaHUAMU aKCMy-
aTauMOHHOW AOKYMEHTaLuu;

- o6yueHue, perynspHyto nepenoaroToBky M aTrectauunio B npodeccuoHansHol cdhepe 1 B Bonpocax
obecneveHns paanaLMoHHO! 6e3onacHOCTU pyKOBOAUTENEN U UCNIONHUTENeN paboT B noapasaeneHusix, cre-
umanucToB cnyX6bl paguaumMoHHo 6esonacHoCTH, a Takke ApYrux S, TOCTOAHHO UM BPEMEHHO BbIMOMHSAIO-
WX paboTbl C OTKPbLITEIMUA PAAVUOHYKITUAHBIMU UCTOUHUKAMU;

- UIHCTPYKTaX 1 NpoBepKY 3HaHWI NepcoHana B obnactu paguaunoHHon 6esonacHocTy;

- NpoBeAeHWe NpeaBapuTenbLHOro (Mpy NOCTYNNeHUN Ha paboTy) U eXXeroaHbIX MEAULMHCKUX OCMOTPOB
nepcoHana;

- UHbopMUpoBaHue nepcoHasna 06 ypoBHAX MOHU3UPYIOLWEro U3NyYeHUs Ha pabounx MecTax U norny4veH-
HbIX NHANBUAYaNbHbIX 403aX;

- CBOEBpeMeHHoe WH(OPMUPOBaHME OpPraHoB, OCYLLUEeCTBASIOWNX deaepanbHbIA rocyAapCTBEHHbIN
CaHUTapHO-aNNAEMNONOrMYECKUin Haas3op, O paanaLMOHHbIX aBapusix;

- OCYLLECTBNEHNE eXerogHOro aHanusa pesynbTaToB MPOU3BOACTBEHHOrO KOHTPOMS pagvuauMoHHON
6e30MacHOCTU C 3aHeceHeM pe3ynbLTaToB B paaMaLUoOHHO-TUTMEHUYECKUI NacnopT opraHu3aLumu.

4.4 BnomeLleHnsx 06 bekToB MpounsBoacTea uucnonb3osaHus NUPH nmedeHHbIX uMu POI He gonycka-
eTcs nposeaeHne paboT, pasmelleHne 060pya0BaHNS U UCTIONb30BaHUE UCTOYHUKOB MOHU3UDYIOLLINX U3TTyYe-
HWUIA, He yKa3aHHbIX B CaHUTAPHO-3NAEMUNOMOTMYECKOM 3aKIOYeHUN.

4.5 lMpoeKTUpoBaHMe N U3rOTOBMEHNE CPeACTB paauaLMOHHON 3alUnUThI, PAaANOMETPUYECKON U [03U-
MeTpUYecko annapatypbl, TexHonoruieckoro obopyaosaHus ans o6bekTos npoussoacTsa PPI1, meueHHbIX
MUPH, BbINOMHAIOT OpraHusaLmn, UMetoLne crneumarnbHble paspeLleHnst (MMLEH3nn) Ha ocyLLecTBeHWe yKa-
3aHHBIX BUAOB AEATENBHOCTA C UCTOHMHUKAMMN MOHU3UPYIOLLIETO U3NTYYEHUS.

4.6 MpuobpeTeHne 3aKpbITbIX U/UM OTKPBLITLIX PAAUOHYKIMAHBLIX UCTOYHUKOB, HOBbIX P®I1, npuobpeTe-
HUE N yCTaHOBKa HOBOro 0BOpyAOBaHUS, KOTOPOE YKOMMMEKTOBAHO AONrOXUBYLUMMW PagNoHYKNUAHBIMA
KanMBpOBOYHBIMUN, TPAHCMUCCUOHHBIMUW 1 FTEHEPUPYIOLLIMMUN UCTOYHUKAMW, BBINOMHSAIOT B COOTBETCTBUU C TPe-
60BaHMAMM [3] No 3asiBKam ¢ NocreayoLM BHECEHUEM UX B CAHUTapHO-3NMAEMUONOrM4ecKoe 3aknoyeHue.

4.7 KaTteropus noTeHLManLHOW ONacHOCTU paguaunoHHbIX 06bekToB Nponseoactea MAPH u POM Ha ux
OCHOBe onpeaenseTca BO3MOXHbIM paanaLMoHHbBIM BO3AEACTBUEM HA HaceneHue U NepcoHan npu Makcu-
MarnbHON paanaLMOHHON aBapun U JorkHa 6bITb cornacosaHa ¢ opraHamu, OcyLeCTBNAIOWNMU HaA30p (KOH-
Tponb) 3a UcnonHeHnem TpeboBaHUiA 3akoHoaaTenbcTBa Poccuiickon ®egepaummn B o6nactu obecneveHns
CaHUTapPHO-3NUAEMMNONIOrMYEcKoro bnarononyynsa HaceneHusa U 3awuTel nNpas noTpebutenen. Kateropusa
noTeHUManbHOM onacHocT Ana obbektoB npoussoactea MUPH U MeuveHHbIX umn POM gomxkHa ObiTb
yctaHoBneHa Ha yposHe IV unm 1.

4.8 Yckoputenu, moaynu cuHTtesa, obopyaosarune KK, paguoHyknuaHble reHepaTopbl MOy T GbITb U3ro-
TOBMEHbI B CTALMOHAPHOM UCTIONHEHUM A1 TOCTOAHHOW 3KCnyaTauum Ha 0gHOM MecTe U knaccuduunposa-
Hbl Kak CTauuoHapHble paavauuMoHHble O6BLEKTbl, a Takke B TPaHCMOPTUPYEMOM MUCMNOMHeHUn Ha base
TPaHCMOPTHLIX CPEACTB U KNaccuUUMPOBaHbI kak MOBUNbHBIE paauauUOHHbIE OB BEKTDI.

4.9 AgMUHUCTpaLUs opraHMsauum, B koTopoi npoussoaaT POI, meveHHble MNPH, exxeroaHo 3anonHa-
eT unpeacTaBnseT B yCTaHOBNEHHOM Nopsiake paanaunoHHO-TUrMeHUYeCKUA NacnopT opraHusaunm u popmel
chenepanbHoro rocyaapcTBEHHOro cTaTUCTUYECKOro HabnioaeHUs 3a 4o3amMu nepcoHana u ao3amu aBapuniHo-
ro obnyveHus.

4.10 OCHOBHBLIMW acNeKTaMu UHKEHEPHOWM NPaKTUKX ABNSAOTCA:

- o6ecneyveHune 6e3onacHOCTU MPU NPUTrOTOBNEHUN, XPaHEHUN U TpaHCNopTUpoBaHuM P®I, B Tomuucne:

a) pagvaumoHHasa 6e3onacHoCTb;

6) anekTpobesonacHOCTb;

B) NoXapo- 1 B3pblIB0OEe30MacHOCTb;

r) obecneveHne oxpaHbl OKpyKatoLlei cpeabl;

- npurotosneHue PPr1, B Tom uucne:

a) BXOAHOW KOHTPONb MaTepuanos A npurotosneHus POIT;

6) usrotoeneHue PPN,

8) KKP®rT;

r) mapkupoBka uynakoska P®r1.
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- TpaHcnopTupoBaHue POIT;

- XpaHeHue POr1.

4.11 lNposegeHne paboT no npurotoBnexHuio P®I gomkHO cooTBeTcTBOBaTh TpeboBaHUAM
rOCT P 52249.

5 O6ecneyeHue 6e30MacHOCTU

5.1 Obwme nonoxeHus

5.1.1 BopraHusauumn AomKHbI 6biTb HasHaYeHbl OHO UITN HECKOTBLKO ML, OTBETCTBEHHbIX 3a o6ecneye-
Hue 6e30MacHOCTU NPUrOTOBIIEHUS, TPAHCMOPTUPOBaHWUSA U XpaHeHUs POTT.

5.1.2 B opraHusaumv goxkHbl 6biTb paspaboTaHbl MHCTPYKLWK:

- Mo oxpaHe Tpyaa;

- Mo TexHuke 6e3onacHOCTU Npu paboTe ¢ BpeAHLIMA BELLIECTBAM;

- Mo paguaumnoHHoi 6e3onacHoCTy;

- Mo noxapo- 1 B3pbiBo6e3onacHoCTu;

- no anekTpobe3onacHoOCTH.

5.1.3 Bce o6opyaosaHue, ucnonbayemMoe ans npurotosneHus PO, 4omkHO UMeTb aKkcnayaTalMoHHYIo
AOKyMeHTauuto (pYKOBOACTBO MO 3KCNAyaTauyn, UHCTPYKLIMS MO SKCyaTalumM) U MUHCTPYKLuK no 6esonacHoc-
TW Npu NposeaeHnn paboT B paMkax npurotosneHus POI.

5.1.4 B akcnnyaTtauuoHHbIX 4OKyMeHTax Ha obopyaoBaHue, ucnonbsyemoe Ans npurotosneHns POI,
OofmkHa 6bITh NpuBedeHa MHhopmauusa o Mepax Ana obecneyeHust GezonacHOCTU NPU MOHTaXe, Hanaake u
akcnnyatauun obopyaoBaHUA U AeNCTBUSIX B Cllydae BO3HUKHOBEHUSI onacHbIX cutyauuin. Mpu oTcyTcTBUM
AaHHOM nHopmaLumMm B opraHusaumu 4omkHbl 6bITb pazpaboTaHbl COOTBETCTBYIOLME UHCTPYKLNN.

5.1.5 Bce obopyaoBaHue, KOHTaKTUPYHOLLEE C arpECCUBHBLIMU U crieLanbHbIMU cpegammn, 4OSMKHO COOT-
BeTcTBOBaThL TpeboBaHuamM FOCT P 51801.

5.1.6 Mepbl npodnIaKkTUK1 BO3AEACTBMSA BPeAHbIX KOMIMOHEHTOB Ha KOXY, AblXaTeNbHble NyTU U CIIN3NUC-
Tble 060MoYKM NepcoHana:

- cobnogeHne NHCTPYKLUNIA NO oXpaHe Tpyaa;

- cobnoaeHne NHCTPYKLMK MO TEXHUKe Be30MacHOCTU Npn paboTe ¢ BpeAHbIMU BELLIECTBAMU;

- cobrnoaeHne TeXHONOrMYeckoro npoLecca;

- Ucronb3oBaHuWe crneumanbHbIX CPpeacTB 3alumThl (Macku, nepyaTku);

- NnpoBedeHune paboT B HacTonbHoM Bokce.

5.2 PaguauuoHHas 6e3onacHoOCTb

Bce paboTbl, npoBoanMeble ¢ Lienblo nonyveHuns POIT, a Takke nomelleHus, pasmelleHue o6opyaoBaHus
1 nepcoHan AomMkHbl COOTBETCTBOBATL TpebGoBaHUAM No obecneyeHuno pagnaLlmoHHoi 6esonacHocTu [1] U
OCHOBHbIM MOSIOXEHNAM METOANYECKUX yKasaHuii [2] B YacTu npuroToBneHns POT.

5.3 AnekTpobGe3zonacHoCTb

5.3.1 ObecneveHne anekTpobeszonacHocTM paboT [AOMKHO COOTBETCTBOBATb  TpebBoBaHUAM
rOCTP12.1.019.

5.3.2 Bce anektpoTexHudeckoe obopygoBaHue, UCMonbayemoe npu npurotoneHnn PP, gomkHo
cooTBeTcTBOBAaTL TpeboaHmam TOCT 12.2.007.0.

5.3.3 KpaboTte c anekTpoobopynoBaHNEM, K ero MOHTaxXy 1 0BCnyKnBaHWo 4oMycKatoT nuua, MMeroLLme
nepByto KBanMguKaLMOHHY rpynniy No TeXHUKe 6e30nacHOCTI Mo 06CMYKMBaHUIO 3NEKTPOYCTAHOBOK C HaNps-
»xeHnem go 1000 B.

5.3.4 Bce anekTtpoobopyaoBaHmne 4oMKHO ObITb MOAKMHOYEHO K 06LLEMY KOHTYPY 3a3eMIeHus.

5.3.5 B 4acTu aneKkTpomMarHUTHOW COBMECTUMOCTW UcnblTaTenbHoe 060pyaoBaHMe OOMKHO COOTBET-
ctBoBaTb TpeboBaHmam FTOCT P MOK 61326-1.

5.3.6 MepcoHan JoMmKeH perynsipHo NPOXOANTb UHCTPYKTaX B YacTU Mep 3neKkTpo6esonacHocTH npu
paboTe ¢ o6opyaoBaHneMm.

5.4 Moxapo-u B3pbiBOGe30oNacHoCTb

5.4.1 ObecneveHne Noxapo- 1 B3pbIBOOE30NACHOCTM paboT AOMKHO COOTBETCTBOBATL TpeboBaHMaM
FOCT 12.1.004 M"OCT 12.1.010.

5.4.2 B npoun3BoACTBEHHbIX NOMELLEHNUSIX A0KHBI ObITb NPeAYCMOTPEHBI CUCTEMBI NOXaPHO CUrHanu-
3aUMN M cpeacTBa TyLIEHWUS Ha CMyYaii BO3ropaHus.

5.4.3 MepcoHan AoMKeH PerynsipHo NPoxoAuTb MHCTPYKTaX B YacTu Mep Nnoxapo- 1 B3pbiBoGesonac-
HOCTU Npy paboTe c 06opyaoBaHNEM U MaTepranamu.
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5.4.4 B kaxaom nomeLLeHnn AomkeH 6bITb Ha3HaYeH OTBETCTBEHHbIN 3a NoXkapobe3onacHoCTb.
5.5 Ob6ecneuyeHue oxpaHbl OKpyXatoLen cpeabl

5.5.1 OcHoBHbIM onacHbIM hakTopoM npu nponssoacTee PO asnseTcs pagnoaktusHoe usnyyeHue.
Ans MUHMMU3aLMKX BO3AENCTBMSA AaHHOMO dhakTopa Ha OKpyXKatoLlyto cpedy AOKHbI ObITh NPUHATHI crneayto-
LLUMe Mepbl:

- o6a3aTenbHbIN 4O3MMETPUYECKNIA KOHTPOMb YPOBHSA BHELLHEro o6yyeHus Tena nepcoHana, paéoTato-
wero ¢ MNPH n POIT Ha nx ocHoBe;

- perynsipHoe nposeaeHne caHUTapHO-TUrMEHNYECKUX MepOoNPUATUIA NO CHKEHUIO YPOBHEW paauoak-
TUBHOrO 3arpsisHeHUs NPeaMeTOR CaHTEXHUKW, NabopaTopHoi nocyabl, pabodeit ogexabl 1 06opyaoBaHNs B
nomeLleHusX, B KoTopbIX NposoaaT paboTy ¢ MUPH n PPl Ha nx ocHoBe;

- ouncTKa 1 pasbasneHne oTxo4oB npounssoacTea PPN 4o MMHUMAaNbHO 3HAYUMBIX YPOBHEN yaenNbHOM
aKTMBHOCTM paaUOHYKINAOB B XXUAKUX paan0aKTUBHBIX 0TX0AaX, MPUBEAEHHBIX B CAHUTapPHLIX Npasunax [4].

5.5.2 OcHoBHbIe NPUHLIMNBI OXPaHbl OKpY>KatoLen cpebl, AeNCTBYOLWME B OpraHu3aunn, A0SMKHbI COOT-
BETCTBOBAThL [5] 1 HOpMaM MeCTHOro 3akoHoA4aTebCTBa.

5.5.3 ObpalweHve ¢ HepaguoaKTUBHBIMA OTXOAAaMW OO/DKHO COOTBETCTBOBaTb TpeboBaHUsM
rOCT P 52108.

6 MpurotoBneHune POI

6.1 O6LwWwue nonoxeHus

6.1.1 Bce onepauum npurotoBneHus PO gonxkHel 6biTb BbINOMHEHBI Noa koHTponem ONPOMN. Mepco-
Han, yqacTByoLWuniA B Bbinycke PP, 4ormkeH MMeTb COOTBETCTBYIOLLYIO NOArOTOBKY N0 cuctemam obecneye-
HUS KayecTBa, COBpEMEHHOM Haanexallen paguodapmaLlesTuieckon npaktuke (CHP®M)* n HopMaTUBHBLIM
TpeboBaHWAM, yCTaHOBMEHHbIM A4/151 AaHHoro TUna npenapaTta. OJIP®ITMoxeT nopy4nTh BEINYCK FOTOBOTO NPo-
AyKTa Apyromy nmuy, Ho OTBETCTBEHHOCTb 3a BbINyck POl He MoxeT 6bITb Aenernposaxa.

6.1.2 Becb nepcoHar, 3aHATLIN B 30Hax paboTbl ¢ paanoakTMBHBIMU BeLecTBaMu (BKNOYaA coTpyaHN-
kOB, B UbMl 06A3aHHOCTM BXOAMUT yBopKka 1 ob6cnyxnsaHue), 4omMKeH NoAyInTb AONONHUTENBHYIO NOATOTOBKY
MPUMEHUTENbHO K NCMOMb3yeMbIM BellecTBam. B 4acTHOCTW, OHM AOIMKHBI NOAYYUTL NoApo6HY0 UHdopMa-
LMo 1 Hagnexallyro noaroToBKy No pagnaunoHHoi 6esonacHocTu. [losy o6nyyeHra nepcoHana HeobxoaMmMo
KOHTPOMMPOBaTb C MOMOLLbI UHANBUAYANbHBIX 4O3VMETPOB YTBEPXKAEHHOO TUNa, NoKasaHUsi KOTOPbLIX pery-
NAPHO NPOBEPAIOT U PErucTpupytoT. [aHHbIA BUA KOHTPONSA MOXeT ObITb AONOMHEH KOHTPOSEM C NOMOLLbIO
3NEKTPOHHbIX O3NUMETPOB, KOXKHBIX A03MMETPOB Ha nanblbl U T. 4. MNocne 3aBeplueHns npurotosneHust POr
HeobXx04MMO MPOBECTU KOHTPOIb PaAN0aKTUBHOIO 3arpsi3HeHUst epcoHana n paboymx MecT ¢ MOMOLLbIO COOT-
BeTCTBYOLWNX pagnomeTpoB. Mioboe 3arpasHeHne OoMKHO ObiTb yaaneHo HemMeaneHHO U A0SPKHO ObiThb
orpaHuM4eHo ero pacnpocTpaHeHne, a 4OCTYN B 3arpsi3HEHHYIO 30HY AOIPKeH ObITh 3anpeLleH 4o Tex nop, noka
PaanoaKTUBHOCTb HE CHU3WUTCS 40 AOMYCTUMOIO YPOBHS.

Mpw BBEAEHMM HOBLIX NpOLEeAyp UK onepaunia, a Takke Npyu 06Hapy>KeHU HeJoCTaTKOB AOSDKHBI BbiTh
paspaboTaHbl NporpamMmmbl No NpoBeAeHNo COOTBETCTBYOLLEN MOATOTOBKM NepcoHana v nnaHbl No Meponpusi-
TUSAM, HanpaeneHHbIM Ha ycTpaHeHWe HeJOCTaTKOB.

6.1.3 Ha kaxgoro coTpyaHWka OOMMKHO BbiTb COCTaBMEHO akTyanbHoe Aocbe (BKrtouasi, HanpuMep,
pestome, KOMuun gMnroMoB, cepTUUKaToB MoBbILLEHUS kKBanudukaLmn). NepcoHan paguoxnmmuyeckon nabo-
paTopun AOIMKEH COCTOATL HE MeHee YeM U3 ABYX COTPYAHUKOB, 0AUH 13 KoTopbix asensieTca ONP®I ¢ cooTre-
TCTBYHOLLMMU MOMHOMOYNSIMA. BTOPOIN COTPYAHMK AOIMKEH MMeTb MOAroToBKY Mo cobnogeHuto npoueayp
cHP®IM.

6.1.4 [ns nposedeHusi cTaH4apPTHbIX NpoLeayp npurotoneHust PO (nogrotosuTenbHble NpoLeaypbl,
nsrotosreHune, KK, Bbinyck npoayKTa 1 T. M.) 4OMMKHbI 6bITh paspaboTaHbl U 3a40KyMEHTUPOBaHbl CTPOrMe cTaH-
AapTHble onepauoHHble npoueaypsl (COMM).

Ecnu Becbk npouecc npurotosneHus PO ocywectensietcs ogHum ONP®I, ans ocyllecTsneHus ABoi-
HOW NPOBEPKX pesynbTaToB U NOATBEPXKAEHUA UX COOTBETCTBUS AODKEH ObITh MPUBMEYEH eLle oanH He3aBu-
CUMBbI NpodeccnoHan (MPUHLKN «4eThlipex rnasy). YkasaHHbIM N1LoM MOXeT ObiTe Nto6oe NnLo, Npollealee
noaroToBKy ANA NpoBeAeHUs aHanuaa peaynbTaTos, NoHMMatoLlee X 3HavyeHne U cnocobHoe NoATBEepAUTb UX
npaBunnbHOCTb.

6.1.5 Bce oGopygoBaHue OOMKHO AonyckaTb AMCTAHLMOHHOE ynpaBsneHne unu 6biTs aBToMaTusnpo-
BaHHbIM. [MpK 3TOM NonyYyaemble MPOTOKONbI (OTYETHI) AOIMKHBI 0AHO3HAYHO CBMAETENLCTBOBATL O Ka4YecTBe
P®I 1 ero cooTBeTCTBUN TPEBYEMbIM XapakTepucTmkam (cneumdmrkanmsam).

* CoBpemMeHHass Hagnexawas paguodapmaueBTuydeckass npaktvka. — Mepesog ¢ anm. Current good
radiopharmacy practice (cCGRPP).
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6.1.6 B cnyyae npuroToBneHusi Heckonbkux Tunoe PP konuyectso nepcoHana AomkHO BbITb AocTa-
TOUYHBLIM A1 BbIMOMTHEHMSA BCEX onepauunii npurotosrieHns PP (nsrotosneHns, BbINOAHEHNA PYHKLUMUIA KOH-
Tponsa 1 obecnedyeHnUs kadecTsa), NPy 3TOM AOMKHO ObiTb o6ecneyeHo NpedoTBpalleHne CMELWNBaHUS U
nepekpecTHOW KOHTaMUHa LK.

6.2 OTBeTCTBEHHOCTb

6.2.1 B ob6sizaHHocTn OJIP®I1 fonxHO BXOAUTDL:

- ycTaHoBreHue n obecneyeHne NpoBeaeHns npoueayp NPoBEpPKN U OLLEHKU NOCTYNaoWMX MaTepuanos
nepeg ux Ucrnonb3oBaHNEM;

- NpoBepkKa 3anucein, OTHOCALLMXCS K NpuroToBneHuio PPN n nabopaTopHOMY KOHTPOSIO, Ha TOYHOCTb,
MOMHOTY N COOTBETCTBME YCTaHOBNEHHBIM XapakTepucTUKam nepea paspeLueHnem Bbinycka unv sbiGpakoskomn
PoIT;

- YTBEPXAEHME NpoLieayp, XapakTepucTuK, MPOoLEeCcCoB U MeTOAOB, BKMoYasa cooTeeTcTyowme COIM;

- obecnedveHne Haanexallen NoAroToBKU U kBanudukauumn nepcoHana;

- aHanu3 ownbok 1 oGecneveHne COOTBETCTBYOLNX KOPPEKTUPYHOLNX AeNCTBUA ANA NpeaoTBpaLLeHUs
WX NOBTOPEHUS;

- obecnedveHune Hagnexallen naeHTudrkauum, 4O3NPOBKA, Ka4ecTBa U YNCTOTbl PO,

B 06s13aHHOCTM L@, OTBETCTBEHHOTO 3a 06ecneveHne KavecTBa, 4OHKHO BXOANT:

- ynpasneHue obLel cucteMoin obecneveHUs kKavyecTea;

- NpoBepKa NPaBUIbHOCTV BEAEHWUA 1 yNpaBleHUsl AOKYMeHTaunen;

- NpoBedeHne Nepuoanyecknx ayauTos ¢ Lenblo HabnioaeHns 3a COOTBETCTBUEM YCTAHOBMEHHBLIM NPo-
uegypam v npakTukam;

- HabnoaeHwe, BO B3aMMo4eCTBUN C 4pYTMMU OTBETCTBEHHBIMU IMLaMK, 3a 06LUMM ynpaBneHueMm aes-
TENbHOCTLI0 PagMoxuMmyeckoin nabopatopmm (HanpUMep, KOHTPOb OTKITOHEHWIA OT KOHTPONUPYEMbIX Xapak-
TEePUCTUK, MOAroTOBKa NepcoHana, ynpasneHne paguoakTUBHBIMW OTXo4aMU U T. A.).

6.2.2 [ns nosbiweHns acddekTMBHOCTM ynpasneHus nomoulb ONIP®I B 06ecneveHn ykasaHHbIX BbiLe
BOMPOCOB MOXEeT OKasbiBaTb BHELUHEE N0 OTHOLUEHUIO K paguoxumMu4deckon nabopaTtopuu nogpasgeneHue no
obecneveHunto kayecTsa.

6.2.3 B ob6sa3zaHHOCTM NNLa, OTBETCTBEHHOTO 32 NPOU3BOACTBO, A0/MKHO BXOAUTD:

- paspaboTka COIll, oTHOCALWIMXCA K onepauusim no npurotoeneHuto POI, 1 npoBepka Hagnexaiero
BHeapeHus ykasaHHbix COIT;

- yTBEepXXAeHWe TeXHOMOrM4eckux onepawui;

- OLieHKa, 3aBepeHne Nognmchio N XxpaHeHue 3anucen, OTHOCSALLIMXCS K npurotosneHuio POrT;

- obecneyeHune rapaHTuii TOro, YTo NpenapaTbl NPOU3BOAAT U XPaHAT B COOTBETCTBUM C YTBEPXKAEHHOM
OOKYMeHTaLuuel ¢ Lenbto 4oCTUKEHUA TpebyeMOoro KayecTBa;

- NpoBepKa NPaBUIbHOCTM 0BCNYXKUBaHWUSA MOMELLEHUA U TEXHONOrMYecKkoro 06opyaoBaH1s B COOTBE-
TCTBUWU C YyTBEPXKAEHHONM Nporpammoli o6cnyxusaHus;

- B3aMMOAeWCTBME C APYrMMI OTBETCTBEHHBIMW fIMLLAMM MO OpraHvM3aLMv U NoAroToBKE onepaTUBHOrO
nepcoHana.

B o6s3aHHOCTM NULA, oTBeTCTBEHHOrO 3a KK, A0MKHO BXOAUT:

- paspaboTka COIl, oTHocAwmxca k onepauusM KK, u npoBepka Haanexaliero BHeApeHUa yKasaHHbIX
cor;

- onpegeneHue KOHTPONUPYEMbIX XapakTepUCTUK, METOAOB UCNbITaHuiA 1 Apyrux npoueayp KK;

- NoATBePXKAEHNE BOSMOXHOCTU UCMONb30BaHUA U BbIBpakoBka UCXOAHBIX MaTepuasos U yNakoBoK;

- OLeHKa, 3aBepeHue Noannchbio U XpaHeHue sanucen, oTHocsimxcest K KK;

- OLleHKa 3anncen, OTHOCALLMXCA K BbIMyCKaeMbIM NapTUAM;

- NpoBepka NPaBUNbHOCTU 0BCNYXXUBaHNUS MOMELLIEHUIA U TeXHOMorMyeckoro o6opyaoBaH1s B CooTBe-
TCTBUWU C yTBEPXKAEHHOW NPOrpamMmmoi 06cnyxusaHus;

- B3aMMoaencTeume ¢ ApyrumMmn oTBETCTBEHHBIMA NMLAMU MO OpraHu3aLvy U NOAroToOBKe onepaTUBHOMoO
nepcoHana.

PekomeHaoBaHo pa3fnensaTb 0TBETCTBEHHOCTL 3a Npon3soacTBo U KK, ogHako B crny4vae orpaHM4eHHOro
KonuyecTsa NnepcoHana oTBeTCTBEHHOCTb 3a npounssoacTBo U KK MoxeT 6bITh Bo3noxeHa Ha OJIPOI.

6.3 Ob6ecneveHue kKayecTBa

6.3.1 OcHoBHble acnekTbl kavyecTsa npurotoBneHuss PO gomkHbl COOTBETCTBOBATL TpeGoBaHUAM
FOCT P 52249.

6.3.2 [Insa obecneyveHna AOMKHOMO YPOBHS KAUeCTBa B OpraHnsaumm 4ommkHo 6biTb co3gaHo noapasae-
neHwe, B 3a1a41 KOTOPOro BXOAWT TlaTeNbHas npopaboTka U BHeapeHue cuctembl KK, ocHoBaHHOM Ha npu-
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Humnax cHP®I, n obecneveHne Hagnexaluen oueHkn pucka. OLeHka pucka UrpaeT BaXKHYHo posb Ha Bcex
aTanax npurotoBneHust PO n moxeTt o6ecneynts COOTBETCTBYHOLLNIA YPOBEHb KOHTPOSA U AOKYMEHTALMUN.

6.3.3 lMpuwnsrotoBneHnn PO Heobxogumo BecTy gokymeHTauuo cuctembl KK. JomkeH ObiTb npoBeaeH
MoHUTOPWHT adpcpekTuBHOCTU cucTeMbl KK ¢ Lienbto okasaHus nogaepxkn QNP 8 HabntogeHun 3a onepavu-
SIMU NPUrOTOBIEHMS 1 obecneveHns Hagnexatllen naeHtTudmrkalmm, O3NPOBKM, KadecTBa 1 YucToTel POT.

6.3.4 KKBkntouyaeT B cebs BEIBOPOYHbIA KOHTPOb, KOHTPOIb cooTBETCTBUA PPl 3aaBNeHHLIM XapaKTe-
PUCTMKaM, UCMILITAHWSI, OpraHM3aLMOHHBIe BOMPOCHI, JOKYMeHTaLMIo 1 npoLedypbl Bbinycka. Cnyx6a KK o6ec-
neumBaeT Tpebyemoe W Haanexallee NPOBEAEHWE WCMbITAHWA U COOTBETCTBME KayecTBa WCXOAHBIX
maTtepuarnoB, yNakoBKU U FOTOBbIX MPenapaToB yCTaHOBMEHHLIM TpeboBaHNAM.

6.4 MNMomelueHNs n cpeacTBa

6.4.1 Ncnonbayemble cpeacTBa AOMKHbI ObITb oCTaTOYHbI Anst o6ecneveHns oMKHOro obpalleHns ¢
maTtepuanamu u obopygoBaHueM, NpeaoTBpaLleHns CMeLIMBaHNA 1 3arpsisHeHns obopyaosaHua unu npena-
paToB, a Takke obecneveHns Hagnexalymx cocTasa nepcoHarna u MMKpoknumara.

6.4.2 Bce obopyaoBaHue, UCTONb3yeMoe B TEXHONOMMU (Hanpumep, yCKOpUTENb YacTul, YCTaHOBKN
CUHTe3a Unu gpyroe crneLuanusnpoBanHoe obopyaoBaHue), OMMKHO BbITb Haanexawmm obpasom pasmele-
HO 1 CMOHTUPOBAHO (HaNPUMep, 3KPaHUPOBAHO), YTOObI Ha MPOTSXKEHNN BEINONHEHWUA NPeAYCMOTPEHHBIX TeX-
Honormdyeckux onepaunin 6bin obecrneyveH NPOCcTo AOCTYN Ko Bcem pabouum 3oHaM. PekomeHgyetca
opraHunsaums n pasmeLleHne pabounx 30H B HenocpeacTBeHHOM 6M30CcTn APYr OT ApYra, ¢ uenbio obecneve-
HUs1 achdpeKTUBHON paboTbl U UCKMHOYEHUS NOTEeHLManbHbIX OLWMGOK B onepaunax NpUroToBNeHUs N MOHUTO-
puHra. K paboumm 3oHam AomkeH UMeTb JOCTYM TOMbKO NepCoHan ¢ COOTBETCTRYIOLNM paspeLleHUEM.

6.4.3 Tpu NOBbILLEHUN CAIOXKHOCTU (NPUroToBNeHue Heckonbknx PPIT) Heobxoanmo ocywecTBAATL KOHT-
posib NPOBEAEHUA onepaLmin Ha ypoBHe, 4OCTaTOYHOM ANs Npe4oTBpaLLleHUA CMeLNBaHNA U KOHTaMUHaLWK.

JomkHbl 6bITb SICHO onpedeneHbl 1 pasgeneHbl pasnuyHble paboune 30Hbl. ABHBIM U OAHO3HAYHBIM
06pa3omM AoKHbI ObITh BblderneHbl paboyvne 30HbI B OTHOLUEHUW OAQHOHANPAaBNEHHOro ABMKEHUA MaTepuanos,
MPeKypcopOoB U rOTOBLIX MPOAYKTOB BO M36eXaHWe UX CMeLUMBaHUA U UCNONb30BaHNUA HE MO HAa3HaYeHUIo.

MpumeyaHue1—Hanpumep, onepaunm: paguoxummyeckumn cuites, KK, saknioumtensHasn npoBepka u xpa-
HeHWe KOMMOHEHTOB, NMPOLLEALINX KOHTPOIb, BKIOUasi KOHTEMHEPbI N YKYNOPKY, MOTYT GbITb pasMeLLeHbl B O4HOM U TOM Xe
NOMELLEHUN, XOTS NPEANOYTUTENBHO, YTOObI 3TU 38424 BbINOMHANUCH B PA3HbLIX NOMELLEHUSIX.

MpumevyaHune 2— Mcxoana ns xapakrepucTuk 060pyaoBaHusl, KOTOpoe, Kak Npaeuno, ucnonbaytot ans KK
P®, npeanoYTMTenbHO ero pasmelleHne B NOMELLEHMSIX, KOTOPbIM HE NPUCBOEHA KaTeropusi o paboTte ¢ paguoakTUBHbI-
MV BeLLeCcTBaMMU.

6.4.4 KoMnoHeHTHI, Npolueine KOHTPOSb, a Takke Haxogsawmecs Ha KapaHTUHe, MOTYT XpPaHUTLCS B
OOHOWM U TO >Xe 30He, HO Ha PasnUYHbIX NOJIKax, NPW YCIOBUK, YTO KaXKaas YNakoBKa C KOMMIOHEHTOM MpoMapKu-
poBaHa B COOTBETCTBUN CO CBOUM CTaTyCOM U cogepkuMbiM. OTOpakoBaHHbIE KOMMOHEHTbI, KOHTEAHEPbI U YKY-
MopKkK, a Takke Apyrne mMatepuanbl HeoBXOAUMO XpaHUTb OTAENbHO OT MaTepuanoB, HaxXOOALWMXCS Ha
KapaHTUHe, U MaTeprnanos, NPoLLeALWNX KOHTPOb.

6.4.5 AcenTnyeckasi paboyas 30Ha (30Ha acenTUYecKoro Npou3BoACTBa) A0IKHA COOTBETCTBOBATL Tpe-
60BaHMAMTOCTP NCO 13408-1 1 6bITb NpUrogHa aAns npuroToBreHns ctepunbHbix PO, KauecTBo Bo3ayxa B
acenTu4eckon paboyein 30He AOMMKHO aeKBaTHO KOHTPOMMPOBAaTbLCH A8 OrpaHUYEeH s MPUCYTCTBUS MUKPO-
OpraHMsMoB 1 4vacTuL,. JomKHbI NPUMEHATLCS Haanexallume npoLeaypsbl Ansi caHuTapHo 06paboTku maTtepu-
anoB u obopyaoBaHus, NMepeHOCHMbIX B acenTudeckyto pabouyto 30Hy. KpuTudeckue onepauuu no
NpUroToBneHuto n koHTpomto PP gomkHbl NpoBOAMTLCS B acenTuyeckon paboyel cTaHuuMu knacca A*
(HanpuMep, NnamMmnHapHbIA BOKC U N3ONSATOP).

KpuTuyeckumn onepauusmmn asnsioTca 3Tanbl B Nnpouedypax npuroToBAeHns, npu kotopbix PO nnu
MOBEPXHOCTU KOHTENHEPa UMK YKYTNOPKA, KOHTaKTUPYHOLLME C NMPOAYKTOM, OTKPBIThI OKpY>KatoLwen cpee.

MpumeyvaHue—Tllpumepbl KpUTUHECKMX OMepaumi: acenTuyeckass cbopka CTepUIbHbIX KOMMOHEHTOB
(wnpwy, nrna, dvnbTp 1 hnakoH) Ansa cTepunbHoN punbTpaummn POr, hacoBka B OTKpbITbie hnakoHbl, Bbibopka Ans npo-
BEPKMN Ha CTEPUITbHOCTL, NPOBEPKa Ha CTEPUINBHOCTL rOTOBLIX POT.

6.4.6 dacoska PPI1, noanexalumnx ctepnunmsauin Ha saBepluatoLLein cTagumn, MoxeT ObiTb BbINONHeHa
Ha paboyei cTaHL MK knacca C, pasMelleHHoN B cpe/ie ¢ KNaccoMm He Huke D.

MpurotoeneHne PP 06bIMHO BLINOMHAOT C UCMOMb30BAaHUEM aBTOMATU3UPOBAHHbBIX CUCTEM, pasme-
LLeHHbIX B COOTBETCTBYIOLLMX rOpAYMX Kamepax, YTo obecneumBaeT cpeay knacca C.

* 3pecb u ganee knaccol onpegeneHs no FOCT P NCO 13408-1.
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Fopsuune kamepbl MOryT 6bIThb pasmellieHbl B nabopaTtopuu co cpeaoi knacca D.

6.4.7 MoBepxXHOCTW CTEH, MONa 1 MOTOSKOB B acCenTU4ecKnx paboumx 3oHax 40MKHbI ObITb Nerko ouunLLa-
emMbiMn. O4nCTKa AOSMKHA BBINOMHATLCS C YaCcTOTOM, obecnevnsaloLlein MOCTOAHHBIN KOHTPOSb 3@ KAYeCTBOM
oKkpyxatowlel paboyei cpeabl.

AcenTtuyeckan 30Ha (Hanpyumep, NaMnHapHbI 6oke) AoMkHa BbITh pacnonoxeHa B YacTuU NOMELLEHNUs ¢
HauMeHbLIUM ABWKEeHWEeM Nioaein U MUHUMArbHONW MHTEHCUBHOCTBIO UCTIONbL30BaHUA.

BTopu4Hble YNakoBkU (HanpuMep, KOpobku 1 AILLUKN) He AONYCKaeTCs XPaHUTb UK OTKpbIBaTL B 30HE
NPUroTOBMEHUA ANA MUHUMU3ALLMW MOCTYMNEHUA MbINW U YacTuUL, B acenTUyeckyto pabouyto 30Hy.

MnaHupoBka NoMeLLeHUs A0IKHA MUHUMU3MPOBaTb yXyAleHWe kayecTBa Bo3ayxa npu obcnyxmsaHnun
060pya0BaHUS; HANPUMEP, TEXHUYECKast 30Ha MOXET BbITb CNPOeKTUpOBaHa TakuM 06pasoMm, 4TOBbI K ropsiunMm
KaMepaM MOXXHO ObII0 NOAOUTM U3 APYroro NoOMeLLeHUs, He ABNALLErocs K4UCTbIM MOMELLEHUEMD .

Bo Bpems npurotosneHusa PO B Y4CTOM NnomMe e HAM 4OSMKHbI NPUCYTCTBOBaTL TOMBKO NnLa, Henocpea-
CTBEHHO Y4acTBYIOLLME B MpoLiecce NpUroToBNEHUS.

6.4.8 Acentuueckas paboyas cTaHuuMs 4ommkHa obecneunBaTh Haanexallyto cpegy ¢ Ka4eCTBOM BO3y-
Xa knacca A ans acentudeckux npoueayp. NMpumepamu acentudeckmx pabounx cTaHUMN MOTyT CAY>KUTb NaMu-
HapHbIE U U30NUPYIOLLME CUCTEMBI.

Mpu paboTe B acenTM4ecknx ycrnoBusix AosmkHa 6biTb o6ecneyeHa pagnaumnoHHasn 6e3onacHoCTb onepa-
TopoB. B Tex cnyyasx, korga acentudeckne onepauun BKovaoT B cebst MaHUnynauum ¢ paguoakTUBHbIMA
maTtepuanamu, 4OMKHbI OblTb MCNOMb30BaHbI NoAXoAsLMe cpeacTBa pagnaunoHHON 3awmuTel 6e3 npepbiBa-
HMA NaMUHapPHOro NoToKa.

B 30Hax knacca A 4OMKHbI BbINOSAHATLCA MOHUTOPUHT 4acTULL U MUKPOBUONOrMyeckuin MOHUTOPUHT. MNpur
HeoBX0AMMOCTU MOHUTOPUHT YacTUL, U MUKPOBUONOrMYeCKMA MOHUTOPUHT BINOSIHSIOT Takke B 30HaX ¢ Apyru-
MW Kraccamu.

[lns oueHKM pucka goskeH 6blTb MCnonNb3oBaH oTHop NPob Bo3dyxa ns pabounx cTaHL WA U X Uccredo-
BaHWe Ha PaaMoakTUBHOCTb. BO3MOXHbBIM MOAX0A0M ANA OLEHKN KayecTBa Bo3AyXa No CoAepXaHMIo YacTuLL
MUKPOBUOIOTMYECKOro KauecTBa BO3ayxa B pabounx cTaHUMAX MoeT 6biTb c6op MHopmaLm 0 B3BELEHHbIX
yacTumuax npyM MogenMpoBaHnm onepawunii (B OTCYTCTBUE PaaUOaKTUBHOCTH).

6.4.9 [JononHWUTenbHO A7s1 MUKPOBUOMOrMyeckoro MOHMTOPUHIa BO BPeMS MPUroTOBEHNUS UM KPUTU-
YecKMX 3TaroB NPUroToBNEeHUs AOMKHbI ObITb UCNOMNb30BaHbI CeAMMEHTaLMOHHbIE NNACTUHLI. [ina 3Toro Ha
OCHOBaHUW pe3ynbTaToB OLEHKN pUcka AoSKeH ObiTb paspaboTaH nnaH oTbopa npob 1 ux uccnegosaHui, B
KOTOPOM A0SKHbI GbITb onpeaeneHbl 06beM U NePUOANYHOCT b MUKPOBUONOrMYECKOrO MOHUTOPUHTA.

6.4.10 Ons Bcex NoMeLlleHU, YCTaHOBOK U 0BopyaoBaHUs, KOTOpbIEe UCMOMb3YIOT B NPUroTOBNEHUN
P®rT, Bkrtovas paboyune cTaHL UM ¢ BbICOKOIMDEKTUBHBIMU DUMbTPamMmn ToHKoM odncTku (HEPA-punbTp*) u
npeaBapuUTenbHBIMA PULTPAMKU, AOMKHBI BbINOMHATLCS NporpamMmmel NpodunaktTnieckoro o6Cny>XnaHus,
KannMbpoBKA N OLEHOYHBIX MCMbITaHWA. PekomMeHayeTcs npoBOANTb OLEHOYHbIE WUCMbITAHWS (MCNbITaHWe
HagexHocTn HEPA-tunbTpa) acentuyeckomn paboyeil cTaHLMM cpasy nocrne MoHTaxa 1 B AanbHenweM noBTo-
PATb UCMLITAHUSA HE PEeXe OAHOro pasa B rof ¢ Lienbio obecneyeHuns xxenaeMoro ka4ecTsa Bo3ayxa. bonee vac-
Tble UCMbITAHNA HeoOXoAWMMbl B TOM Criydae, eCnvM YCTaHOBMEHO, YTO Ka4yecTBO BO3gyxa sBnseTcs
HegonycTUMbIM (Hanpumep, NPU paccnegoBaHnM HapyweHust ctepurnbHocTM PO unn npu obHapyxeHun
YTEUKUN UM CHKEHWUS ONTUMAanbHOro NoToka Bosayxa).

6.4.11 JomkHa npoBOAUTLCA nepuoguyeckasl 3ameHa npeasapuTeribHbIX (OUNbTPOB acenTuyYecKkomn
pabo4yeil CTaHUMM B COOTBETCTBUM C AOKYMEHTMPOBaHHOW Mpouedypoi 1 niaHamy npodunakTuyeckoro
obcnyxunsaHus. JanHyto onepauuio 4OMKeH NPOBOANTL KBanMrLMpoBaHHbIA onepaTop.

PekomeHgoBaHo ocHalleHne naMUHapHbBIX BbITSXKEK M3MEePUTENSIMU CTaTUYECKOro AaBreHust ¢ nerko
CYMTLIBAEMbIMM MOKA3aHNSAMU, KOTOPLIE MO3BONSAIOT 3aMETUTb NOBbILLEHWE AABMEHWS B CBS3N C 3arpsisHeHNEM
dunbTpa.

PekoMeHAOBaHO MUHUMU3NPOBATL KONIMYECTBO NPeAMETOB 1 060pyA0BaAHUS B KPUTUYECKON 30HE 1 pas-
MECTUTb X Takum o6pasom, YToObI NTaMUHaPHEIN NOTOK HEe NpepbIBancs.

6.4.12 TpuBxoae B NOMeLLeHNs A npuroToBneHuss PO onepaTtopsl 40MKHbI 6bITh B 0Aexae, cooTee-
TCTBYIOLLEN NpoLeccy v kraccy paboyeri 30Hbl. [epcoHan AomkeH Hagnexalmm obpaszomM NPUMEHsITb acenTu-
YyeckMe nNpuembl B TeyeHWe Bcero BpemeHu obpalleHusi ¢ POM (aTo nogpasymeBaeT WCMONb3oBaHWe
cnevunanbHON ogexabl, CTepUnbHbIX hN1akoHOB, CTEPUMbHbIX LLINPULEB, CTEPUIMbHBIX UM U CTePUbHBIX pasba-
BUTENEN, a Takke Xopollee NnaHnpoBaHue 1 Hagnexallee BbinonHeHne paboThl). He gonyckaeTca BHOCUTL
YIUYHYI0 0AeXay B pasgeBarnkui nepes BXo4oM B 30HbI knaccos C/D.

* HEPA-cunbTp (aHrn. high efficiency particulate air filter) — Bua Bo3gywHbIX OUNbLTPOB BEICOKON 3DDEKTUBHOCTY.
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6.4.13 lMpasuna paboyero pexnma:

- acenTuyeckyto pabodyto cTaHLMio HeobX0ANMO oYMLLaTL Yepes UHTepBarbl BpeMeHU, NpeaycMoTpeH-
Hble HOpMaTWBHOM AOKYMEHTaUMen;

- cpasy nocne acenTuyeckux onepaunii Ha pabounx cTaHUUsIX AoSDKeH BbITb BbINOMHEH MUKpobuonoru-
YeCKMI MOHUTOPUHT. Bo BpeMs cBopKu CTepUnbHbLIX KOMMOHEHTOB AOCTYN B NOMELLeH1e MOCTOPOHHEro nepco-
Hara 3anpeLyeH;

- BHYTPM acenTunyeckoin paboden CTaHUMU ¢ NaMUHAPHBIM BO3AYLIHLIM MOTOKOM AONYCTUMO XpaHUTb
MUHUMarnbHO HeobxoauMbIN Habop NpeaMeTos. MpeaMeThl He AOMKHBI CYLECTBEHHO BIUSATbL Ha BO3AYLLHbIN
MnoToK;

- MaTepuarsbl, BBoAMMbIE B 30HY Knacca A, JOMKHbI BbITb NpeaBapuUTenieHO NoABEPrHY Tl CaHNTapHOM
06paboTke;

- MOBEPXHOCTW HECTEPUIIbHBIX TPEAMETOBR (Hanpumep, WTaTue AN Npobupok, obonoyka Ana cTepunb-
HbIX LLUNPULEB U UNLTPLI) HeMocpeACTBEHHO Nepes NOMELLEHNEM B acenTuyeckyto pabouyto cTaHLmio Aon-
XHbl BbITb NOABEPrHY T CaHUTapHo 06paboTke.

6.5 O6opyanoBsaHue

6.5.1 O6opynoBaHue, npumeHsieMoe npu npurotosneHun PO, KK u pacgacoske PPI1, gomkHO 6biTb
NCMoNb30BaHO B COOTBETCTBUM CO CBOMM Ha3Ha4YeHNeM 1 He NPUBOANTL K KOHTaAMUHALIMK NMPOAYKTa.

MpumeyaHune—Jlioboe obopyaoBaHne NOTEHUMANBHO MOXET BNUATL HA Ka4eCTBO U unctoty PO unu npu-
BOAUTL K OLUMBOYHBIM UM HEBEPHBIM pe3dynbTaTam UCNbITAHUM NPW HENPaBUNBHOM UCNONBL30BaAHNM UMK 06CNYXMBaHWUN.
Mo aTol NpU4NHe KpanHe BaxHo, 4Tobbl 060pyaoBaHNe NCNONBL30BaNOCh B COOTBETCTBUM C HAa3HaYeHneM, 6b1no npaennb-
HO YCTaHOBIEHO, 06CNyXMBaNoCh M NMO3BONSAN0 CTabMNbHO NONy4YaTh HAANEXalWme pe3ynbTaThl.

KoHcTpykumus o6opyaoBaHus gomkHa obecneumsaTb OTCYTCTBUE XUMUYECKON aKTUBHOCTU, KYMYNATUB-
HOCTW 1 COPBUPYIOLLMX CBONCTB MOBEPXHOCTEN, KOTOPLIE MOTYT KOHTaKTUPOBATL C KOMMOHEHTaMU, UCMOSb3ye-
MbIMW NpU MpuroToBneHun PP®I (Hanpumep, ucxogHble MaTtepuansl, peakTusbl, pactsoputenu, POMun . a.),
AN UCKMHOYEHNA BIUAHUS Ha Ka4eCTBO KOHEYHOro NpoaykKTa.

O6opyaoBaHmne AOMKHO BbITb pasmeLLeHo Takum 06pa3om, 4To6bl 061erynTb ero UCNonb3oBaHue, o4nC-
TKY 1 06cnyxuBaHue, a Takke MMHUMU3UPOBaTbL MaHUNYNALUMA C MaTepuanamu, HeobxoaumeiMu Ans paboTsl,
1 C FOTOBBLIM NPOAYKTOM.

6.5.2 [omkHbl 6bITb YCTAHOBMNEHBI U 3a40KYMEHTUMPOBaHLI crieqytowme npoueaypsbl (B 06beme npume-
HUMOCTU K KOHKPETHBIM rnpoLieccamM npurotosneHust POI1):

- dpyHKkuumn npurotosneHna n KK;

- MpoLeaypbl 04NCTKN 060PYAOBaHUS;

- MpoLeaypbl UCMob30BaHUS, KAaNMBPOBKM M 0BCNYXUBaHWSA 41151 K&KA0r0 U3 NpMbOoPOoB ANs NpUroToBre-
Hus, KK 1 pacoku;

- NaHMpoBaHWe KanMbpoBKK 1 0BCNY>KUBAHMSA C YETKUMU YKa3aHUSIMU O NEPUOAUYHOCTU U XapakTepe
BbIMNOMHAEMOro o6 CryxmBaHus 1 KanMbpoBKuy;

- BeJeHWe XypHanoB A4ns Bcex npubopoB., ucnonbayemMbix npu npurotosneHunun, KK u pacoske;

- 3aWmTa 060pYAOBaHNA OT 3arpsA3HEHUsI NPU ero HaxoXAeHUN B HepaboyeM COCTOAHUN.

6.5.3 BHOBb ycTaHOBMeHHoe 06opyaoBaHMe A0 Havana ero UCMonb3oBaHUs B Npoueccax NpurotToene-
HUA PO gomkHO NpoxoanTb UCTIbITaHUS C Lenblo NPOBEpPKA NPaBUIIbHOCTU YCTAHOBKU U HOpManbHol pabo-
TocnocobHoCTW. [laHHble NCnbITaHUsA MOTYT BbITb BbINOMHEHbI OCTaBLUMKOM 060pyaoBaHUA.

Mepea ucnonsb3oBaHvem obopyaosaHusa ans npurotosneHnss POM Heo6xoanMo yaoCTOBEPUTLCS, YTO
obopyaoBaHue npu paboTe B peanbHbIX paboynx yCrnoBUSAX ¢ peanbHbiMW 3agaHHLIMWU NapameTpaMu Unu ¢
ncronb3oBaHMeM BbIbpaHHOro MeToa Mo3BoMseT NoNyvaTb HaAeXHble pesynbTaThl, COOTBETCTBYHOLME yCTa-
HOBMeHHbIM TpeboBaHNAM (aTTecTaLmMsa B MpoLecce aKcnyaTauum).

6.5.4 [ormkHbl 6bITb BHeAPeHb! MiiaHbl NpodnnakTuieckoro 06cnyxmsaHns n KanubpoBKK C YETKUM yKa-
3aHWeM NepuoanYHOCTU AENCTBNIA AN obecneveHns NnpasuisHoW paboTel 060pyaoBaHUA.

Mpy HeobxoAMMOCTU AOMKHA ObIThb BbIMONHEHa kKannbpoBka 060pyAoBaHUS 40 HaYasa ero Ucnosb3oBa-
HWSA Mo HasHA4YeHUIo.

Heobxoaumo cobntogaTb npoLieaypbl M NEPUOANYHOCTb KanMBpoBKX, pEKOMeH10BaHHbIE NOCTaBLUUKOM
obopyaosaHusa, ecnn Tonbko ONP®IM 1 nuuo, oTBeTcTBeHHOe 3a KK, He peluat, uyTo uHas nepuoanyHoOCTb
KannbpoBsKn iBNsieTCsl 6onee Noaxoasiei.

6.5.5 lNocne KpynHBIX PEMOHTOB UNW MOAEPHU3aLMN 060pyA0BaHNA MOTYT NoTpe6oBaTbLCS ero NOBTOp-
Hble ncnblTaHus. HegonycTMmMo ncnone3oBaHue HemcrnpaBHOro UNn HenpaewunbHo paboTatolero obopyaosa-
HUSA.
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Bce npoueaypbl UCTbITaHWIA, KanMBpoBKX U o6CnynBaHWS 4OMKHbI BbiTb Haanexalm o6pasom 3ao-
KYMeHTUPOBaHbI M 3aperucTpupoBaHsl B crnelvansHOM XypHane. B XypHane AomKHbI perucTpuposaThes gata
npoLeaypbl, onvcaHne BbINONHeHHOMW paboTbl, haMUnvs U UMs UN NOANUCh NLA, NPoBOAMBLUErO PaBoTy.

B Tom cnyuvae, ecnu o6opyaoeaHve paspaboTaHo cCaMOCTOATENBHO B CAMOW opraHvMsaumMmn uim ecnm
HeZ4OCTYMNHa AOKYMEHTaLMS OT COOTBETCTBYIOLLEro NocTasLLMKa Ui MPOU3BOANTENS, C LieNblo obecneyeHns
HaZdeXHbIX U HEMPOTUBOPEUYMBLIX pesynbTaToB paboTel 06opyaoBaHUS OOMKHbLI BbITh YCTAHOBMEHBI CBOU
co6CTBEHHbIE NpoLeaypbl UCNONL30BAHNSA, KanMGPOBKA 1 0BCNYXMBaHWSA, a Takke 1X NepuoanvHOCTb.

6.6 [JokymeHTauusA

6.6.1 ObecneveHune kayecTBa OCHOBAHO HA CUCTEME AOKYMEHTaL N, OpraHM30BaHHON B 6yMaXkHOW UM
3M1eKTPOHHOM chopMe, BKNoYatoLLen B cebs niobble gokymeHTsl, COMM iy 3anmcn, OTHOCALLMECS K COOTBETCTBYHO-
LWMM aTanam npouecca npurotosneHns PPM, uenbto koTopbix siBnsieTcs obecneyeHne npocnexmsaemocTu
Bcero npouecca. Bce AokyMeHTbI, oTHOCcALWMeCH K npurotosneHuto PPI, AomkHbl 6bITb NOArOTOBMEHDI, Nepe-
CMOTPEHBI, yTBEp>KAeHbI U pacnpocTpaHeHbl B COOTBETCTBUM C A0KYMEHTUPOBAHHON NpoLedypoi. JoKyMeHTu-
poBaHHble npoueaypbl OOMMKHBEI OXBaThiBaTb BCe acnekTbl npouecca npurotosneHus P®I1, Bkniovas
TEeXHUYeCKVe XapakTepuUCTNK1N MaTeprnanos 1 UX NMPoBepKky, NponasodcTeo 1 npouedypbl KK, obwwme COIM no
obecrneyeHunio KavyecTBa, O4YUCTKY U 0BCcnyxnBaHune, 6e3 orpaHnyeHns.

6.6.2 [okymeHTUpoBaHHbIE NpoLieaypbl AOMKHBI onpeaenaTs 0T6op U KOHTPOIb KaXaoro Marepuana
(KOMMOHEHTBLI, KOHTeHepbl 1 yKynopku). Mpoueaypel AOMKHBI OXBaTbiBaTb KU3HEHHBIN LWKN MaTepuana,
Ha4uHas ¢ ero nony4yeHns N Ao KOHEYHOro NCNONb3oBaHWs. B 3aBUCMOCTN OT 06CTOATENLCTB AOIMKHbI ObITh
paspaboTaHbl U BHEAPEHbI AOKYMEHTUPOBaHHbLIE NpoLieayphbl, ONUCLIBaIOWMNE NONYYeHUe, XpaHeHUe Ha KapaH-
TUHE, BXOAHYIO perucrpauuio, naeHTUdUKauuio, xpaHeHue, obpaboTky, UcnbiTaHWe npeacTaBUTENbHON
BbIBOPKM, AOMNYCK U OTOBpakoBKY KOMMOHEHTOB U paduodapMaLeBTUMECKUX KOHTENHEPOB U YKYMOPOK.

6.6.3 B 3anucax o6 ouncTtke U obcnyxmBaHnmM 0CHOBHOrO 060pya0BaHUA B AONONHeHWe K AaTe, BpeMeHU
nnoanucu nuua, NnpoBoAnBLLEro 3T paboTbl, rae 3T0 NPUMEHUMO, AOMKHBI BbITb OTPaXeHbl HOMep NpoayKTa u
HOMep napTuu.

6.6.4 3anucu HeobxoauMO XpaHUTbL He MeHee roga. MNpu 3ToM Nepuoa XpaHeHUs apxmsa A0IKEH COOT-
BETCTBOBaTb AEMCTBYIOLLEMY 3aKOHOAATENbCTBY.

6.7 BxoaHoM KOHTpONb BellecTB Ans paguocgapmMmaleBTUHECKOro NPpUMeHeHus

6.7.1 Bce BellecTBa (MaTepuansl) Ans paguocapmaueBTUHECKOro NPUMEHEHUs!, UCNIoNb3yemble Ans
npurotosneHust PO, nognexar BXogHOMY KOHTPOSO C LeNbio NoATBEPXKAEHUS UX COOTBETCTBUSl yCTAHOBNEH-
HbIM XapaKTepUCTUKaM U CPOKY rOAHOCTW.

6.7.2 YcTaHOBeHWe COOTBETCTBUA CPOKY rOAHOCTU NPOBOASAT BU3yanbHO METOA0M aHanuaa conposo-
AUTeNbHOW AOKYMEHTaLUN.

6.7.3 KoHTponb cooTBETCTBUA MaTepuanos yCTaHOBEHHbIM XapaKkTepucTukam nposogsAT nabopatop-
HbIMW MeToAaMU UCCregoBaHUN CornacHo MeToaam, U3NOXKEHHbIM B HOPMaTUBHO-TEXHUYECKON AOKYMEHTa-
LK Ha KOHKPETHbINA MaTtepuan.

Ecnu HopMaTUBHO-TeXHUYeCcKas AOKYMEHTaUNUA OTCYTCTBYET UM COAEPXUT HEAOCTaTOYHOE KoNu4ecT-
BO CBeEeHWUIA, BXOAHO KOHTPOMNb MaTepuanos NPonsBoasaT cornacHo pa3paboTaHHbIM UHCTPYKLUUSM (NpoLie-
Aypam).

6.7.4 He ponyckaeTcsa npumeHeHue B npouecce npurotosneHuss PPl KoNnoHOK ¢ pagvoHyknugamu
(reHepaToOpOB paAMOHYKNNAOB) U NPEKYPCOPOB NPU OTCYTCTBUN HOPMATUBHO-TEXHUYECKON JOKYMEHTaLMW Unn
B CNy4ae npeacTaBneHus B 4aHHON AOKYMEHTaLUWU HeAoCTaTOMHOro KonuyecTsa cBeAeHun aAns obecneveHus
NpoBeaeHUsl BXOAHOro KOHTpons n 6esonacHocT paboT.

6.8 UsroTtoBneHue PPN

6.8.1 UsrotoBneHue PPI Heobxoaumo NpoBoanTb NO YTBEPXKAECHHOMY PErnameHTy U MHOMY KOM-
NNeKTy TEXHOOrM4ecKo JOKyMeHTauumn (TexHonormdeckue nHCTpykummn, COMunp.).

6.8.2 KomnnekT TeXHONOrM4eckon AOKYMeHTaunM AOMKEH NOSIHOCTLIO OnuckiBaTk NPoLLeCce NpUroTos-
neHust POI. B gokyMeHTauum A0MKHBI 6bITb yKa3aHbl:

- HeobxoaMMoe 0bopyaoBaHMe ANA KaXXA0W cTaguy npurotosnexHus POIT;

- NopsifoK 1 06bEeM NPoBOAUMBIX ONepaLni;

- KBanuduKaums n KoM4eCTBO NepcoHana;

- Tpebyemoe cbipbe, A0NOMHUTENbHBIE MaTepuanbl U peareHThbl;

- KOHTPOJbHbIE TOUYKA B NPOLECCe U3rOTOBNEHUA U MeTOAbl KOHTPONS;

- Mepbl 6esonacHoCTY;

- obpasytolymecs oTxoabl.
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6.8.3 TeXHOJ'IOI'l/NeCKYIO AOKyMeHTauuo pa3pa6aTb| BalOT uHAMBMAyanbHO ANA KaXXAoro KOHKpeTHOro
npoussoactea PPl c y4yeToMm ob6bemMa npousBoacTBa, MecTa pacnosnoXeHus, BO3MOXHOCTEN NOCTaBKU ChiPbsl,
MaTtepunanos U peareHToB 1 KonundecTea n KBaI'M(bVIKaLWIVI nepcoHana.

6.9 KoHtponb usroroeneHHoro POI1

6.9.1 UsrotoeneHHble PPIT gomxHbl 6bITb NOABEPrHYTH KOHTPOMIO Ha COOTBETCTBUE 3asiBIIEHHBLIM
XapaKkTepucTnkam. AHanuTU4eckne MeToabl KOHTPONA A0MKHEI COOTBETCTBOBATL KpUTEPUSIM, OnpeaeneHHbIM
B cneuuanbHbIX MoHorpadusax MocyaapctseHHon hapmakonen Poccuitckon deaepaumm, ecriv 310 NpUMeHuU-
mo. Ecnu Takaa cneuunanbHaa MoHorpadusi oTCyTCTBYET, aHanNMTUYeCKMe MeToAbl AOMKHbI MPOUTU NOMHYHO
Banuaauuno. C y4eToM XxapakTepuUcTUK AeTEKTOPOB paAnoakTUBHOCTU MOXET OKa3aTbCA HEBO3MOXKHBIM NPO-
BECTU BanuMaauuio aHanuTUIeCcKUx MeToA0B onpeaeneHna paguoxXuMnYeckon U paguoHyKIMaHON YACTOTHI U,
cnegoBaTtenbHO, MOXeT OKa3aTbCsl 3aTPYAHUTENbHBIM YAOBNETBOPUTL BCEM KPUTEPUAM NpUueMkun. B Takmx
cny4yasx Banngauusa Metoda MoxXeT BbiTb orpaHnuyeHa onpeaeneHnem BocnpoussoanMoCTy, JIMHENHOCTU 1
n3bupaTtenbHOCTU.

6.9.2 AHanuTtuieckue MeToabl AOMKHbI ObITb MOBTOPHO BaMAUPOBaHbI NPU BHECEHWUU CYLLIECTBEHHbIX
U3MeHeHWUI B aHanuUTU4eckyto npolieaypy. NMpumepbl Takux UsMeHeHU BkovatoT B cebs 3ameHy aetekTopa u
mMoauduKaumnio npoueaypbl pagoXMMUYECcKoro cuHTesa. lNokasatenn TOYHOCTU, YyBCTBUTENbHOCTU, U3bupa-
TeNnbHOCTU U BOCMPOU3BOANMOCTM METOAOB UCTbITaHWUI A0MKHBI ObITb 33A0KYMEHTUPOBaHbI. POl ¢ KOPOTKUM
rnepuoaom nonypacnaaa (Hanpumep, aMmnak ¢ 13N) MoryT 6bITh NPUroTOBAEHBI B BUAE HECKOMBKUX CyBnapTuii
B TeyeHune ogHoro aHA. MoryT 6biTb NpoBeAeHbl UCMbLITAaHUA HavanbHOM cyBnapTumM KOHEYHOro NPoAYKTa Npu
yCMnoBUW, 4TO Ha A4OCTaTOMHOM KOMMYecTBe cybnapTuil NpoAeMOHCTPUPOBAHO, YTO BINYCKAaeMbIA NPOoAYKT
COOTBETCTBYET YyCTaHOBINEHHbIM KpUTEPUSAIM.

6.9.3 B Tom cniyyae, ecnu naptus P®I He cooTBeTCTBYET KpUTEPUAM Npremkun, PO moxeT GbiTb Noa-
BePrHyT NOBTOpHOM 06paboTke, Mpu yCroBUM CneaoBaHns yCTaHOBRNEHHBIM Npoueaypam (BbipaboTku npoayk-
Ta W KOHTPONA npouecca) U COOTBETCTBUA KOHEYHOro npoaykTa neped OKOHYaTeSbHbIM BbIMNYCKOM
yCTaHOBMIEHHbIM XapakTepucTukam. MNpy ucnonb3oBaHUM BapuaHTa NOBTOPHON 06paboTku pekomeHayeTcs
3a0KyMEHTUPOBaTh AaHHOe cOBbITUE U ONUcaTb BCE YCMOBUSA B OTHETE 06 OTKNMOHEHUN.

MprMepamu NOBTOPHON 06paboTKN MOTYT CNYXXUTb NOBTOPHLIN NPOrOH Yepes KONOHKY OUMUCTKU ANA yaa-
MeHna NPUMEeCU NN MOBTOPHOE NPOXoXAEHNE Yepe3 hunbTp, ecnv nepebin hunbTp He Bblaepkan ucneliTaHue
Ha LLefToCTHOCTb.

LilenecoobpasHo onpeaenuts 1 BBECTU B AeMCTBUE MEXaHU3M MHCPOPMUPOBaHUS OTBETCTBEHHOTO KNk-
HUUMCTa 0 HecooTBeTCTBUN POl NnpeabsasnsieMbiM TpeboBaHUAM, HAaNpUMep, No Ka4eCTBY U YUCTOTE.

6.9.4 POl gomxeH 6bITb CTabUNBHBIM NpU XpaHeHUW. [JomkHbl 6bITb onpeaeneHbl noaxoasailme napa-
MeTpbl 4115 yCTaHOBNEHUS U AOKYMEHTUPOBaHUs cTabunbHocTu POI npu npegnonaraemelixX YCroBUsIX XpaHe-
HUs. Mpumepamn napameTpoB CTabUNLHOCTU MOTYT CIYXUTb paaMoXUMUYeckast MOANMHHOCTb U YUCTOTa
(BKMIOYast yPOBHU paguoOXMMNYECKUX NpuMecein), BHeLHWI BUA, pH, achdekTMBHOCTL cTabunusaTtopa unm KoH-
cepBaHTa, XMundeckas yncrora. Heobxoammo npuMeHsiTe MeToabl MHAMKALMN CTabUnbHOCTH, MOCPEACTBOM
KOTOPbBIX MOXXHO pasnunyathb NpoAyKThl Aerpagauun u npumecn. Ucnoitannsa PPI Ha cTtabunbHocTe Heobxoau-
MO NPOBOANTL MPU CaMbIX BbICOKUX KOHLEHTpaLNsIX paanoakTuBHocTu. Heobxoanmo npoBecTy nccriegoBaHune
He MeHee Tpex MapTUil KOHEYHOTo NPOAYKTA NPU HAUXYALUNX YCIIOBUAX XPaHEHUs B TEUEHWe Nepuoaa, paBHoro
yCTaHOBMNEHHOMY CPOKY XpaHeHuss POr1.

6.9.5 [na npoBeaeHns 6ONbWIMHCTBA UCMBbITAHUI UCMOMb3YIOT cTaHaAapTHble oBpasLbl. CTaHaapTHble
06pasLibl 40MKHbI BbITb ONpeaeneHbl B npoLieaype aHanusa, COMN nnu onucaHbl B oapmMakonee.

6.9.6 NcnblTaHne Ha CTEPUNbHOCTb OOMKHO BbITh HAYaTO cpasy Nnocre 3aBepLUeHUs NPUroTOBNEHUs
P®r1. B ToM cnyyae, ecniv o6paseL, Ans UCTNbITaHUS Ha CTEPUINBHOCTb XPaHUTCA ANUTeNbHOe Bpemsl, Heobxoau-
MO MPO4EMOHCTPUPOBATD, YTO Mepuoa XpaHeHNs He OKasblBaeT HeraTUBHOIo BINSIHWSA Ha pesyribTaThl UCMbITa-
HUA.

PekomMeHO0BaHO UCMbITAHWUS Ha CTEPUITBHOCTbL MPOBOAUTL BO BHELLHEN NTabopaTopun.

Mpu NcnbITaHUAX Ha CTePUNBLHOCTb AOSKHA BbITh NPUMEHeHa acenTuieckas MeToaunka, COOTBETCTBYHO-
Wwasn MocyaapcTeeHHoN hapmakonen Poccuiickon Pegepaumn.

6.9.7 UcnbiTaHne Ha GakTepuanbHblid 3HAOTOKCUH AOMKHO GbiTh BLINONHEHO ANSA CTepUnbHBIX PO,
npegHasHavyeHHbIX 4N8 UHBbEKUNA. [laHHoe ucnbiTaHne A0MKHO ObiTb BbINOMHEHO C MOMOLUbLIO refb-TPOMO
MeTogda unu 6eicTporo hoToMeTpUYEeCcKoro MeToaa nsMepeHus SHA0TOKCHHA. [JocTaska NpoayKTa MoXeT 6biTh
npousseaeHa cpasy nocre Havana ncnbliTaHWs Ha 3HAOTOKCUH MO MeToAy, pekoMeHAoBaHHOMY chapmakoneeii.
Mpv 3TOM pesyrbTaThl UCTbITAHNIA Ha 6akTepuanbHbIN 3HAOTOKCUH AOMKHBI BbITb NOMyYeHbl 40 BBEAEHUS NPO-
AyKTa YenoBeKy U COOTBETCTBOBATb pa3paboTaHHbIM KpUTEPUAM.

Ecnu pesynbTathl N060ro McnbiTaHns Ha 9HAOTOKCUMH NPEBLILIAKOT A0NYCTUMBbIA Npeaen U ecrm UCrbl-
TaHWA Ha CTEPUIbHOCTL ABMAIOTCA NONOXUTENbHbBIMU MO POCTY MUKPOBOB, HEMeANeHHO A0KHO BbIT NpoBe-
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AeHO nonHoe paccnegoBaHne, a ero pesynbtatbl QOJDKHbI 6bITb 3a40KyMeHTNpOoBaHbl. Cne,qyeT
He3amMeanuTenbHO NPUHATL KOPPEKTUpPYoLne Mepbl, OCHOBaHHLIE Ha pe3yrbTaTaX paccrnegoBaHUA.

6.10 MapkupoBka uynakoBka PP

6.10.1 MapkupoBka MOXeT 6blTb BbINOMHEHA NeYaTHbIM cnocoboM (Hanpumep, NocpPeacTBOM Nepco-
HanbHOro KOMMNbloTEPa W NPUHTEPA) NN BbITb PYKONUCHON. B cBA3M ¢ acnekTamMun, CBA3aHHbIMW C BO3MOXHbLIM
o6 nyyeHunem, obulel NpakTUKo ABNAETCA NOAroToBKa Gonblueil YacT MapKUPOBKM 3a6NnaroBpeMeHHo.

6.10.2 Tpunobomcnocobe HaHeceHNst MapKUPOBKM MHGOPMaLIUA Ha 3TUKETKE A0MKHA BbITb 4OCTYNHA.

6.10.3 [omkHa 6bITb BLINOMHEHA 3aBepLualoLlan NpoBepKa Hannuusi Ha KOHTelHepe 1 paauaunoHHON
3alUMTe 3TUKETKWN, coaepKallieit MpaBUMbHYIO U MOMNHY0 HopMaLmio.

6.10.4 Ynakoska P®I1 gomkHa 6b1Tb NpoBeeHa B COOTBETCTBUM ¢ NpaBuniamu 6esonacHocTu [6].

Kak npasuno, cprnakoHbl ¢ PP nomewatoT B cTaHAapTHbIE 3alUUTHBIE CBUHLOBLIE KOHTEMHEPHI, KOTopble
ynakoBbIBaOT B repMeTUYHYI0 MeTannunyeckyto 6aHKy 1 (pukcupyioT BkaablLLiamy M3 NeHononnueTupona.

B cnyyae Heo6x0QMMOCTU TPaHCMOPTUPOBAHUS 3aLLUTHBIN KOHTEAHEP, YCTAHOBMNEHHbIA B FepMEeTUYHYIO
MeTannuyeckyto 6aHky, NoMellaoT B OXpaHHyo Tapy, NpeacTaBnsioLlyo cobo Kopobky U3 NATUCNOWHOro
rohpMpoBaHHOro KapToHa, U YAEPXXUBAIOT B LIEHTPEe aMopTU3aTopaMin U3 kapToHa. CHapyxu kopobka aomkHa
6bITb NOKPbLITa BNaroHenpoHULAEeMOW NIIEHKON.

6.11 XpaHeHue U TpaHcnopTUpOBaHUe

6.11.1 [ns xpaHeHus npurotoBneHHbix POl gomkHo 6biTb NCMONL30BaHO OTAENbLHOE NOMeLLeHne.

6.11.2 XpaHeHue npuroTosrneHHbIX PP BLINOMHAIOT B 3aLUTHOM YNaKoBKe.

6.11.3 TMpuroToBneHHble PO Heobxoanmo xpaHuTb B ceiicpe ¢ UCKMOYEHMEM AOCTyNa NOCTOPOHHUX
nmu,

6.11.4 B cny4ae xpaHeHusi B 04HOM ceiicdbe pasnuiHblx POI gomkHa 6biTh paspaboTaHa cxema pasme-

LeHus PPI Bo BHyTpeHHeM NpocTpaHcTBe celda.

6.11.5 BxogHasi ABepb B MOMeLLeHNe 41 XpaHeHWsl A0MKHA MMEeTb CTanbHYo 0BLIMBKY, 3aMOK 1 ObITb
060pyaoBaHa OXpaHHO cUrHanusaume ¢ BbIXO4OM CUrHana Ha LleHTparbHbIA NyNbT OXpaHbl OpraHnsaumn.

6.11.6 TpaHcnopTupoBaHWe MPUroTOBMNEHHbIX PPl BLIMOMHAT B TPAHCMOPTHON YNakoBKe B COOTBE-
TCTBMU ¢ NpaBunamu 6esonacHocTn [6].

12



[1

[2
13

[4

5

[6

]

]

[}

_ =

CaHuTapHble npaBuna

1 HOpMaTWBSI

CaHnlluH 2.6.1.3288-15
MeToanyeckve ykasaHus
MY 2.6.1.1892-04

CaHuTapHble npaBuna

W HOpMaTUBbI
Chn2.6.1.2612-10
CaHuTapHble NnpaBuna
Cln2.6.6.1168-02
degepanbHbli 3aKkOH

071 10.01.2002r. Ne 7-$3
degepanbHble HOPMbI

v npaBuna B o6nactu
MCMNONb30BaHUSA aTOMHON
aHeprum HIM 053-16

rOCT P 57496—2017

Bubnuorpadua

MrneHuyveckne TpeboBaHKsi No obecneveHnio pagmaumoHHon 6e3onacHoCTU Npu Noa-
rOTOBKE U NPOBEAEHUMN MNO3NTPOHHO SMUCCUOHHOW TOMOorpadmm

MrneHuyeckne TpeboBaHKsi No o6ecneveHnio paanaLMoHHON 6e30NacHOCTU NPW NPo-
BEeAEHUM PAAVOHYKIMAHOW AMArHOCTUKM C MOMOLLBI0 paguodapMnpenapaTos

OCHOBHble CcaHMTapHble npaBuna obecneveHus pagvaunoHHol 6e3onacHoCcTy
(OCMNOPB-99/2010)

CaHuTtapHble npasuna obpalleHus ¢ paamoakTuBHbIMy oTxogamm (CNOPO—2002)
06 oxpaHe oKpyxatoLei cpeabl

Mpaeuna 6e3onacHOCTU NPW TPAHCNOPTUPOBaHNMKN Paan0aKTUBHLIX MaTepuarnos
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