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rynupoBaHuto U metponorum ot 29 Honabps 2016 r. Ne 1832-ct

4 BBEJEH BMNEPBbIE
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om 29 uwHs 2015 2. Ne 162-03 «O cmandapmu3sayuu e Pocculickoli ®edepayuu». UHopmayus 06 us-
MEHEHUSX K HacmoswemMmy cmaHdapmy nybnukyemcs e exe200HOM (1o cOCmosiHUK Ha 1 aHeaps meKyuiezo
200a) uHopmayUoOHHOM yKaszamene «HayuoHanbHble cmaH0apmbly, a oguyuanbHbill mekem uaMmeHeHull
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cmeyiowas UHgopmMmayus, yeeOOMIIEHUE U MEKCMbI pasmMeuaomes makxe 6 uHgopMayuoHHol cucmeme
06ue20 nonb30eaHuUss — Ha oghuyuanbHoM calime dedeparnbHO20 azeHmemea rno MexHU4eCKoMy peaynupo-
8aHUI0 U Memposiozuu 6 cemu iHmepHem (www.gost.ru)
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BBeaeHue

Llenbto HacTOALLEro CTaHaapTa ABNSAETCA YCTAHOBNEHNWE OOLMX NPUHLIMIMOB M3roTOBNEHUs paanodap-
MaLEeBTUYECKMX NeKapCcTBEHHbIX npenapatos (PPI) B MEAULIMHCKUX OPraHu3aumsx.

P& oTHOCAT Kk 0COGOI rpynne MEAUUMHCKUX NpenapaToB, YTO 0GYCOBMNEHO Hanu4yem B COCTaBe pa-
AMOMETKM, a TaKKE 04EHb KOPOTKMMMU CPOKaMU UCMONb30BaHUS.

OGLwye nNpuHUMNbI Hagnexatuen npom3BoacTBeHHOW npakTukn (GMP), Apyrue HopMaTuBHbIE 4OKYMEH-
Tbl, PErYNMPYIOLLME NPOU3BOLCTBO NEKAPCTBEHHbIX CPEACTB M 0OpaLleHue ¢ pagnoakTUBHLIMU UCTOMHUKAMMU,
OOIMKHbI YYUTBIBATLCA MEAULMHCKMMI OpraHu3auusamm, urotoensawowmmmu PO, Ograko dapmauesTuyeckas
cuctema usrotoeneHuss PO B MeguuuHCKux opraHm3aumsax Oyaer oTnu4aTbCst OT ONMMCAHHOWM B APYrMX HOp-
MaTUBHbIX AOKYMEHTaX Mo CneayLmmM NpuynHaMm:

- 06beM cepumn POI, kak npaBuno, COCTABNSIET OAHY YMAKOBKY U 4aCcTO NPUMEHSIETCA B Te4deHne 12 y
C MOMEHTA W3rOTOBIIEHUS, YTO AENaeT HEBO3MOXHLIM BbINOMHEHWE BCEX NPEAYCMOTPEHHbIX hapmakoneer
UCNbITAHUM A0 €ro NPUMEHEHUS;

= CTEPUNbLHOCTb NpoAyKTa HE MOXET ObITb 00ecnevYeHa TONbKO BbIMONMTHEHMEM UCTbITAHUA HA crepunb-
HOCTb, AOSKHbI ObITb UCMONBL30BaHbI APYrMe METOAbI;

- nsrotoBnAlT POl B MEANLIMHCKUX OpraHn3aumsaX TOMNbKO U3 3aperncTpupoBaHHbIX UCXOAHbIX MaTepu-
anos, Tak Kak npu 3ToM MoryT BbiTb NMONy4Y€Hbl HOBbIE XUMUYECKNE COEANHEHUS.

Hacrosawmin craHpapT pa3paboTaH ¢ y4eTOM NonoxeHuii pykosoacTtea PIC/S «Guide to good practices
for the preparation of medicinal products in healthcare establishments» (npunoxenue 3) [4], pykosoactea UK
Radiopharmacy group «Quality assurance of radiopharmaceuticals» u agpyrux nyénukauuii.



NOMPABKW, BHECEHHbIE B HALIMOHATIbHBIE CTAHAAPTDI
POCCUNCKOWU PEOEPALINUA

01 OBLUME NONOXEHUA. TEPMUHONOINA. CTAHOAPTU3ALUA. OOKYMEHTALMA
OKC 11.020, 11.120.01

Monpaeka k FTOCT P 57298—2016 PagnocapmaueBTUYeCKUe nekapcTBeHHbIe npenaparbl. O6wme Tpe-
60BaHuA K OpraHM3aLumn U3roToBIIeHUA paguodapmaueBTUYECKUX NpPenapaToB B MEOULIMHCKUX opra-
HU3aUUAX

B kakom MecTe HaneuataHo JormkHo 6bITb

C.1 HOata BBegeHuna — 2016—08—01 Hara BBegeHua — 2017—08—01

(MYC Ne 32017r)
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HAUWOHANBbHBIN CTAHOAPT POCCUNCKON GEQEPALUUMN

PAONODPAPMALIEBTUMECKUE NEKAPCTBEHHBIE NMPEMNAPATHI

O6wme TpeGOBAHUA K OpraHU3aLMmn U3rOTOBIIEHMA paauodapMaLeBTUYECKUX NPenapaToB
B MeULIMHCKUX OpraHU3aLmax

Radiopharmaceutical medicinal products. General requirements for organization of production
of radiopharmaceuticals in medical organizations

Hara BBegeHnsa — 2016—08—01

1 ObnactTb NpUMeHeHus

Hacroswmn ctaHaapt coaep>xXuT pekoMeHaaumm no opraHusaumm paboTt no U3roToBneHuto pagmodap-
MaLEeBTUYECKUX NeKapCTBEHHbIX npenapatoB (PPI1) B MeaUUMHCKMX OpraHM3auuax, He npedHasHauYeHHbIX
NS BbINyCKa B rpaXaaHCKUi 000POT, M YTOUHSET OTAENbHbIE MOMNOXEHUA NPABUI HaANEXallen npomseoa-
CTBEHHON NpakTuku, oba3aTensHble U Heoba3aTencHble AN BbIMOMHEHUS OpraHu3auusiMu, OCYLUECTBSAIO-
LLMMK NPOU3BOACTBO U KOHTPOSb kayectsa P®I1. B cnyyae Hanuuus B npasBunax Hagnexatlen npousBoa-
CTBEHHON MPAKTUKW AETanbHOrO U WCYEPNbIBAIOLLEr0 ONUCaHMsA TpeboBaHWN OHM NPUBEAEHbI B HACTOALLEM
cTaHgapTe B MUHMManbHOM O0beme.

Hacroawwmn ctaHgapT NnpUMeHAEeTca BMECTe C npaBuiiaMy Hagnexxawen npou3BoaCcTBEHHOW NPAKTUKN.

2 TepMUHbI N onpeaeneHns

B HacToqwem cTtaHgapTe NpUMEHeHbl TEPMUHbI, MPUHATbIE PegepanbHbiM 3akOHOM [1] M npukasom [2].

YuutbiBas HEKOTOPLIE Pa3nNWMYMsa B OpraHuM3auuu W3roTOBMIEHWS M KOHTPOMS KavyecTBa pasHblX TUMOB
paanochapmaleBTU4ECKUX NeKapCTBEHHLIX Npenaparos, AN Lenen HacToswero craHgapra sce POl pas-
AeneHbl Ha ABe Gonblune rpynnbi:

- Por-Habopbl — npenaparbl, U3roToBnsieMble U3 HAGOPOB NPenapaToB NyTeM BHECEHMS B HUX paauno-
HyKnuaa, antoupoBaHHOIo U3 reHeparopa, unu ¢ nCnonb3oBaHUEM paauOaKTUBHLIX NpeaLleCTBEHHNKOB;

- npenaparkl ANA NO3UTPOHHO-IMUCCUOHHON ToMorpadum (M3T-npenapatbl) — npenapatbl Ana MN3T-
JMarHoCTUKK, a Takke BCe Apyrue paamodapmaLeBTUYECKUE NeKapCTBEHHbIE Npenaparbl, NonyyYaemble He-
NOCPEACTBEHHO HA MeCTeE.

3 OOwme nonoxeHus

3.1 OpraHusauusi 4OMmMKHa OCYLLECTBNATL U3rotoBneHue POl Tak, 4ytoObl rapaHTUpOBaTh MX COOTBET-
CTBME CBOEMY HA3HAYEHUIO, YCTAHOBIEHHbIM TPEOOBAHMAM W UCKITIOUUTb PUCK, CBA3AHHBINA C HEYAOBNETBOPU-
TenbHbIMM 6€30MacHOCTLI0, KAYECTBOM U 3(PEKTUBHOCTLIO.

OTBETCTBEHHOCTb 3a BbINOMNHEHUE 3TUX TPEOOBAHMI HECET PYKOBOACTBO OpraHusauuu. MIx Bbinon-
HeHue TpebyeT HaamneXxallero UCNONMHEHUA CBOMX 00A3aHHOCTEN NePCOHanom pasnuyHelX nogpasaene-
HWUI opraHuMsauuu NPOM3BOAMTENA HA BCEX YPOBHAX. [N AOCTUXKEHUS 9TUX LiEnen opraHnsauns AormkHa
paspabotatb n obecneynTb nNpaBunbHOE (PYHKLUMOHMpPOBAHUE hapMaueBTUYECKOW CUCTEMbI KadyecTBa
(cuctembl obecnevyeHns kadecrtea). OpraHusaymsa AOJMKHA AOKYMEHTanbHO O0pOpMUTL (hapmaueBTuye-
CKYI0 CUCTEMY KQ4yeCTBaA U KOHTPONUPOBATh e aPPeKTUBHOCTb. OCHOBHbLIE NPUHLMMbI YIPABNEeHUs kade-
CTBOM OpraHu3auuu npou3BoACTBA U KOHTPONSA Ka4eCTBa U yNpaBneHus puckamu Ans KayecTBa ABMSTCA
B3aWMOCBSA3aHHbIMU.

M3paHue ocpuuymanbHoe
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3.2 dapmaueBTUYECKasd CUCTEMA KayecTBa, NpegHasHayeHHasn ans usrotosnexdus POr, gomxkHa rapas-
TUPOBATb CreayloLlee:

a) POl paspaboTaHbl U M3roTOBIEHbI C Y4ETOM NOCNEAHUX OCTUKEHUIN HAYKMK,;

6) onepauuy NO U3roTOBIEHUIO U KOHTPOMIO ONpPeAEneHbl U COOTBETCTBYIOT TPEOOBAHMAM HACTOSILLENO
cTaHgapra;

B) npuMmeHeHne PPl y nauneHTa 4o sbigaym ynornHOMOYEHHbIM JIMLIOM pPaspeLUeHns Ha BbIMyCcK He 0-
nyckaercs. YNoNMHOMOYEHHOE NULIO YAOCTOBEPSET, UTO KaKAasA Cepus NeKapCTBEHHOrO CpeacTBa Obina uaro-
TOBIEHa, NMPOKOHTPOSIMPOBAHA U XpaHUNach B COOTBETCTBUM C YCTAHOBIIEHHBIMW TPEGOBaHNAMMY,;

r) NpeanpuHsATbLIE opraHu3auuein mepsl o6ecnevmsaioT kavecTBo POl B Te4eHUe BCEro Cpoka roqHOCTH
npu UX XpaHeHUn 1 nocregyroLem obpatlieHum.

3.3 OpraHuszaumsa gomkHa UMeTb B agMUHUCTPATUBHOW CTPYKTYpe noapasgeneHue no obecneyeHuio
Ka4yecTBa, OCYLLECTBISAIOLLIEE MOHUTOPUHT BCEX CTaaui n3rotosnenus POl ¢ uenbio obecneveHuns ero kadve-
cTBA.

3.4 bonbLIOe 3HAYEeHNEe MMEET Haanexawasa perucrtpaunsa AaHHbIX MOHUTOPUHIA NOMELLEHUIA 1 Npo-
ueccoB. OueHKa 3TUX AaHHbIX SIBMIAETCA YacTblo NPOLECCa BbiNyCcka cepum B ob6paLleHue.

4 MNMepcoHan

4.1 O6wme Tpe6oBaHUA

4.1.1 OpraHusauus 4OMKHA MUMETb 4OCTAaTOMHOE KONMMYECTBO NepPcoHana, uMetowero Heobxoaumoe 06-
pasoBaHue, kBanudukayuo, obydeHne u onbIT paboTel, a TaKkke AOCTATOYHbLIE PECYpPChl, BKNoYas 06opyao-
BaHWE W NOMeLLEeHus, 06ecneynBaloLLne BbINONTHEHNE NEPCOHANOM CBOMX 06A3aHHOCTEN.

4.1.2 MNpUroToBneHWE N KOHTPOMNb KayecTBa paamodapmaueBTUYeCcKux npenapaTos AOMKHbI OCYLLECT-
BNSTbCS U KOHTPONMPOBATLCSA KBANMMULMPOBAHHLIM NEPCOHANOM. [JOMKHOCTHbIE 063aHHOCTU COTPYAHUKOB
JOIMKHBI ObITh U3NOXEHBI B AOMKHOCTHBIX MHCTPYKLIMAX.

4.1.3 MNpwv BbINOMHEHMM BCEX onepaunin (NPUroToBneHue, KOHTPOSb Kadectsa u Bbinyck PPI) ogHum
nMuoM (YNOMHOMOYEHHBIM JIMLOM NO KAYECTBY) B OpraHu3aumm A0smkHbl ObiTb COONIOAEHbLI BCE COOTBETCTBY-
OLMe NMUCbMEHHbIE NPOLEAYPbI, COFMAacHO KOTOPbIM BbIMOMHAIOTCA 3TU AeWCTBUA. ECnu npon3BoACTBEHHbIE
onepauum BbINOMHAOTCA OAHUM COTPYAHUKOM, TO AOIDKEH NMPOBOAMTLCA KOHTPOIb OnepaLuin U NoaTBEmKae-
HWE UX COOTBETCTBMS BTOPbIM HE3aBUCMMbIM CMELMANMCTOM, KOTOPbLIA npoLuen obyyeHue u cnocobeH oue-
HWTb COOTBETCTBYIOLLIME PE3YNbTaThl UMM JaHHbIE, MOHUMAET UX 3HAYEHUE U CMOCOOEH NOATBEPANTL UX Npa-
BUIbHOCTb.

4.1.4 B opraHusauuu, U3rotToBnsIoLLENH ANA CBOUX LEnein Heckonbko PPl Ha oaHoM nnowiaake, peko-
MEeHAYyeTCsl UMETb A0CTaTO4HOE KOMMYECTBO NEpcoHana Ans BbiNOMHEHUS BCEX OnepaLmii o NpoOM3BOACTBY,
KOHTPOSIO KayecTBa M 06ecneyeHunto ka4ecTea AN UCKITIOYEHUS OLUMOOK U NepEeKPEeCTHON KOHTaMUHaLUUN.

4.1.5 [o3a obnyyeHusi nepcoHana AoMmKHa KOHTPONMPOBAaTbLCS C NOMOLLbIO UHAMBUAYATNbHbIX A03UME-
TPOB YTBEMKAEHHOTO TUMNA, MOKA3aHUA KOTOPbIX PErynspHO NPOBEPSIOTCA U perucTpupylorcs. [aHHbii BUA
KOHTPONSA MOXET ObITb AOMOSHEH KOHTPOMEM C MOMOLLBIO 3MEKTPOHHBIX J03UMETPOB, KOXKHBIX I03UMETPOB HA
nanbupl U T.4. MNocne 3aBepLieHns NpurotoeneHnsa POl HeobxoaMMO NPOBECTU KOHTPOIb PaauoaKTUBHOIO
3arpsi3HeHns nepcoHana u pabounx MeCT ¢ NOMOLLIbIO COOTBETCTBYIOLLMX PaaMOMETpPOoB. Jioboe 3arpasHeHne
JOMKHO ObITk YAANEHO HEMEATMEHHO UMM JOIMKHO ObITb OFPAHMYEHO €ro pacrnpoCTpPaHeHue, a A0CTyn B 3a-
TPA3HEHHYIO 30HY JOIKEH ObITh 3anpeLleH A0 TEX Mop, NOoKa paguoakTUBHOCTL HE JOCTUrHET AONYCTUMOIO
YPOBHS.

4.1.6 MNepcoHan, paboTatoLumin Co CTepuribHbIMU Matepuanamu, 4OomkeH cobnioaarb TEXHUKY acentude-
CKOW paboThbl, BKMOYasA HOLUEHWe COOTBETCTBYIOLLEN NPOU3BOACTBEHHON OAEXbl, UCNONb30BAHUE CTEPUIb-
HbIX PACXOAHbLIX MaTepuarnos.

4.2 O6yyeHue

4.2.1 Mepconan, paboTalwuin B 30HaX W3rOTOBNEHUS paaumoapmMaLeBTUHECKUX FEKaPCTBEHHbIX
cpeacTs (BKNIOYAA NepcoHarn, 3aHaThbil YOOPKON U TEXHUYECKUM OOCNY>XMBAHWEM), AOMKEH NPOUTU AONO-
HUTENsHOE 0byyeHne, CBA3aHHOE CO CneLuUKon NpoLIEeCCOB U NPOAYKLUMU. B 4acTHOCTHU, NepcoHan AOMKEH
UMETb CneLmMarnbHyl0 NOATOTOBKY MO paanaLMOHHON 6e30nacHOCTU.

4.2.2 Mepcoxarn, paboTtaowuin B paguodapmaLeBTUHECKMX NogpasaeneHusx, omkeH npontu oby4ye-
HWe No BCeM acnekTaMm obecrnedeHns kKa4ecTBa, BKIOYas W3roTOBIIEHWE, BbIMYCK, KOHTPOMb KadecTBa M na-
6GopaTopHbI€ UCTbITAHUS, OYUCTKY, TPAHCMOPTUPOBaHKE, KanMopoBKy (MoBepKy) 060pya0BaHNUA (B YACTHOCTH,
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CPEeACTB U3MEPEeHUs paguoakTUBHOCTH), NpaBuna nNoBeAeHus B NOMELLEHUSAX NoApa3aeneHusl, NpurotTosne-
HWe UHAMBUAYAaNbHbLIX 403, AOKYMEHTALMIO, TMTUEeHY U ddapMaLEeBTUHECKYIO MUKPOOMONOruio, MUKpObUuonoru-
YECKUN MOHUTOPUHT.

4.2.3 OpraHusauua AormkHa TaKkke NpoBOAUTL Nocreaylowee HenpepbiBHOE 00yyeHue nepcoHana, ne-
pUOAUYECKM OLIEHMBASA €ro NPakTUyYeckyo apdekTnBHOCTL. OByyeHne nepcoHana JomKHO NPOBOAUTLCS NO
y4ebHbIM MporpaMmamM WM nrnaHaM, B TOM YMCre No HOBLIM npoueaypaM u onepauusim, obnacrsim, npea-
CTaBnSALMM 0CODYI0 BaXHOCTh AN kayecTsa npoaykuun. OpraHusaums 00s3aHa XpaHuTb JOKYMEHTALMIO O
nposeaeHun obyveHua (BKMIOYas, Hanpumep, pe3toMe COTPYAHUKOB, KONUKU AUMITOMOB M CBUAETENLCTB, arTe-
CTaToB) ANS KAXA0ro COTPYAHUKA, 3aHATOrO B U3rotosneHnn POrl.

4.3 OTBeTCTBEHHbIW NepPcoHan

4.3.1 JomkHbl ObITb HAa3HAa4YeHbl ABA OTBETCTBEHHbIX NULIA, OCYLLECTBISIOLMX HAaA30p 3a M3roTOBMe-
Huem P®PI1, 0aHO M3 KOTOPbIX AOMKHO COOTBETCTBOBATL TPEOOBAHMAM YNONHOMOYEHHOIO NULA NO Ka4ecCTBy,
BTOpOEe — AO0IMKHO o6naaatb keanudukauyuen ans odbecneveHusi BbIMOMHEHUS MONIOKEHWI HagnexXxaLuen npo-
U3BOJCTBEHHOI NPAKTUKKU, MPUMEHUMbIX B OPraH13aLum.

4.3.2 B 0653aHHOCTM YNONHOMOYEHHOIO NMLA NO KAY€CTBY AOIDKHbI BXOAUTb:

- yCTaHOBneHue npoueayp no NpoBepPKe U OLEHKE NOCTyNaloLmMx MaTepuanos u obecnevyeHune Toro, Yto
Kaxgasa napTusa Takmx martepuanos NpoBepeHa U OLeHeHa Ha COOTBETCTBUE cneuudukauuu nepes Ucnosib-
30BaHUEM;

- npoeepka Aocbe Ha cepuio PPl Ha npaBUNbHOCTL OCPOPMIMEHUs, KOMIMITEKTHOCTb U COOTBETCTBUE
YCTaHOBNEHHbLIM cneuudukaumsaM nepes paspeLleHUeM Ha BbIlyCK UIK 3anpeLLleHneM NPUMEHEHUS;

- corrmacoBaHue npoueayp, cneuudukauui, npouecca m METOAMK, BKMIOYAs BCE B3aUMOCBA3AHHbLIE
NMUCbMEHHbIE MPoLeaypbl;

- obecneyeHne Hagnexawlen NOAroToBKM M KBanudukaLuumn nepcoHana;

- paccriefoBaHue HeCOOTBETCTBUI U obecneyeHue BbINOSIHEHUSI COOTBETCTBYIOLLIUX KOPPEKTUPYIOLLMX
OEenCcTBMI ANa NpeaoTBpaLLEHUSA X NOBTOPEHUS;

- obecneyeHne coorBercTBuss POl no NOANMHHOCTM, KONMUYECTBEHHOMY COAEPKAHUIO (AKTUBHOCTH),
Apyrux nokasaresnemn ka4yecrsa v YNCTOThI.

4.3.3 OcHOBHble 06513aHHOCTM NUUa, oTBe4aloLwero 3a obecneveHue kavecrTea:

- ynpaBneHue cucteMon obecnedenuns kadecrsa (hapMmaueBTUHECKON CUCTEMON KAauecTBa);

- NoaTBepXaeHWe NPaBuIIbHOCTU OPOPMIEHNS, BEAEHUA U YNPABIEHUS AOKYMEHTALUEN;

- NpoBeaeHue nepuoanYecknx CaMOMHCNEKUMIA U ayauTOB KayecTBa ANt MOHUTOPUHIA COOTBETCTBUSA
BbINOMHAEMbIX AENCTBUI YCTAHOBIEHHBIM Npoueaypam;

- MOHWTOPUHI, COBMECTHO C APYFMMU OTBETCTBEHHbLIMM NULIAMMU, 3 AEATENLHOCTLIO MO U3rOTOBIEHUIO
P& (Hanpumep, HECOOTBETCTBUE cneuudukauuam, oGydeHne nepcoHana, ynpaeneHue paguoakTUBHbIMU
oTxoaamu u ap.).

B HeGonbLUMX OpraHn3auusix, OCyLUECTBAAIOLWMX u3rotoneHue PO ana cobCTBEHHbIX HYX, AONyCKa-
€TCsA ANsi NOBbILEHUs 3hEKTUBHOCTU AEATENBHOCTU HAHUMATEL KOHTPAKTHYIO OpPraHM3aumio Ans OKa3aHus
NMOMOLLM YNONMHOMOYEHHOMY MULly N0 BONPOCaM, YKa3aHHbIM B HACTOALLEM NYHKTE.

4.3.4 OcHOBHble 0653aHHOCTM N, OTBEYaloLero 3a usrotosnexdne PPr:

- obecneyeHne pa3paboTku npoueayp, Kacalomxca onepauyuii no u3rotosneHuio POM, u ux TouHoe
BbINOSTHEHUE;

- KOHTpPOJSb paboTbl NOAYMHEHHOTO CTPYKTYPHOIO NOAPa3aeneHus, BbINOSIHEHNE TEXHONOrMYECKUX one-
pauui;

- obecneyeHune OLEHKN, MOANUCAHUA U XPAHEHUA NPOM3BOACTBEHHBIX 3anucen;

- obecneyeHne U3roToBMEHUs U XPaHeHUs uarotosnaemoix PP B COOTBETCTBUM C YCTAHOBIEHHON A0-
KyMeHTaumen ans obecneveHns ka4ecTsa BbinyCkaemon NPoayKLuK;

- KOHTPOJSb COAEPXKaHUsi NOMELLEHUH, IKCNAyaTaumMmn U TEXHMYECKOro obcnyxusaHua ob6opyaoBaHus B
COOTBETCTBUM C YCTAHOBIIEHHO NPOrpamMmoi;

- B3aUMOAEWCTBUE C APYTMMU OTBETCTBEHHLIMU NULIAMW NO BONPOCAM OpraHM3auuu U nposeaeHns oo-
y4YeHuAa nepcoHana.

4.3.5 OCHOBHble 0653aHHOCTM NKULIA, OTBEYAIOLLErO 32 KOHTPOSb kKavecTsa:

- obecneyeHne pa3paboTku Npoueayp, Kacalowmuxca NPoBeAEHUA UCNLITAHWA U APYrMX onepauuin no
KOHTPOSIO KA4YeCTBa, U UX TOYHOE BbIMOSIHEHUE;

- yTBEPXAEHME cneumdukaumm, MHCTPYKUMKU No otbopy Npod, METOAUKM UCTIbITAHMIA M ApYyrue npoueay-
pbl MO KOHTPOIIO KAYeCTBa;
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- ofobpeHue UnNu OTKNOHEHWE UCXOAHBIX U YNAKOBOYHbLIX MaTePUAanoB;

- obecneveHne OLEHKU, NOANUCAHUSA U XPaHEHUS 3anncei U LaHHbIX N0 KOHTPOSIO KavecTBa;

- OLleHKa J0Cbe Ha CEpUIO;

- KOHTPOSb COAepKaHusi nabopaTopHbIX MOMELLEHUN, SKCNyaTauum U TEXHUYECKOro 0BCny>KuBaHUS
naboparopHoro 06opy0BaHNUsl B COOTBETCTBUM C YCTAHOBEHHOW NPOrpaMMol;

- B3aUMOZENCTBME C APYTMMU OTBETCTBEHHbLIMU NULIAMK NO BONPOCAaM OpraHu3auuu U npoBeaeHust 06-
yyYeHusi nepcoHana.

5 NMomeweHus n obopynoBaHue

5.1 O6wme TpeGoBaHUA

5.1.1 NomeweHuna n obopyaoBaHue HeoBXoAMMO pacnonararb, NPOEKTUPOBATb, CTPOUTb, OCHALLATbL U
3KCNyaTMpoBaThk Takum 06pa3omM, YToObl OHM COOTBETCTBOBANM NPOBOAMMbBIM onepauusaM. Mx nnaHmpoBoy-
HOe peLueHWe W KOHCTPYKUMS AOSMKHbI CBOAUTb K MUHMMYMY PUCK OLIMOOK M oBecneynBaTb BO3MOXKHOCTb
3P MEKTUBHON O4NCTKU N 0OCNYXKMBAHUS B LENSX UCKMIOYEHUS NEPEKPECTHOW KOHTAMUHALMM U NIOObIX HeOna-
rONpUSATHbIX (PAKTOPOB ANIA KAYECTBA NPOAYKLMK, A Takke obecneynBaTb 3aLuTy NPOU3BOACTBEHHON Cpeabl
1 nepcoHana oT MOHU3MPYIOLLETO U3NyYeHuUs.

5.1.2 Bce TexHONOrM4yeckne onepauun A0MmKHbI BbINOMHATLCA B CNeLManbHbIX MOMELLEHUAX U Ha cnewm-
anbHOM 000pyA0BaHMK, KOTOPbIE NPeaHasHa4YeHbl UCKMIOYUTENBHO ANA U3rotoBneHnsa POrl.

5.1.3 Heobxoanmo npoBOAUTL MOHUTOPUHT pabounmx MeCT U NPOU3BOACTBEHHON Cpedbl B OTHOLUEHMU
YPOBHS paaguauun, KOHLEHTpauumM 4acTul, 1 MMKpPOOpPraHmamoB. Iopsaok npoBeaeHns MOHUTOPUHIA yCTaHaB-
NMBAETCA NpU KBanudmkaumm sKcnnyarayuu.

5.1.4 Bxoa B NpoM3BOACTBEHHbIE 30HbI JOIMKEH OCYLLUECTBMATLCA Yepes KOMHATbI Ana nepeoaesaHus
(CaHNPONYCKHUKM) M AOMKEH ObITb pa3peLLeH TOMbKO ANA NepcoHana, MMeILero Nnpaso focTyna B Hux. IMo-
CETUTENM Unu He npowleaLume obyyeHne COTPYAHUKMU HE JOIDKHBI AONYCKAaTbCS B NPOU3BOACTBEHHbIE 30HbI U
30Hbl KOHTPONS KayecTea

5.2 NMNomeweHuns ansa usroroerneHus PPl-naéopoe

5.2.1 leHeparop TexHeumnsa 99m u Npon3BOACTBEHHAS 30HA Ang usrotosneHus POl ¢ TexHeynem 99m
JOMXKHbI pacnonararbCsi B KOHTPONUPYEMbIX 30HaX. MNMomeLleHne OmKHO ObiTb arTecToBaHO AnsA paboThl ©
OTKPLITBIMU UCTOYHUKAMU U3NyYeHUs. PacTBOpbI C 3M0aTOM TEXHELMs 99m 1 roTOBLIA NMPOAYKT AOMMKHLI Xpa-
HUTbCS1 B HAAEXKHO 3KPAHMPOBAHHBIX YCNOBUAX.

5.2.2 Heo6x0aMMO NPUHATL Mepbl N0 NPEAOTBPALLEHUIO NEPEKPECTHOW N MUKPOOHON KOHTaMUHaL MK OT
nepcoHana, UCXO0AHOro Cbipbsl, MaTepuanos, paauoHyKNUa0B.

5.2.3 Cneayet n3beraTtb COBMECTHOTO XpaHeHUs1 ¢ BUONOrMYEeCKMMU MaTepuanamm B OAHOM NoMeLle-
HWUK, 32 UCKMIOYEeHNEeM paboT Mo U3roTOBMEHMIO Npenapara u3 BMonorn4eckoro marepuana (Hanpumep, Kom-
NOHEHTLI KPOBU C PpaANOaKTUBHOWM METKOR). A 3TUX Cry4YaeB pEKOMEHAYETCA NCMOMNb30BaTh N30NIMPOBAaHHOE
nomMeLleHune unu BOKC Kracca YucToThl A Ans BBEASHUSA PAaAUOAKTUBHON METKM B BMONOrMYeckuii marepuarn.

5.3 MpousBoacTBO CTEPUISIBHON NPOAYKLUU

CrepunbHble paguodapMaleBTUHeckue nekapcTBeHHbIE Npenapartbl NoApa3aensoTCs Ha ABe rpynmbl:
NeKapCcTBEHHbIE Npenaparbl, BbiMyCkaeMble B aCENTUYECKUX YCNOBUSIX, U NeKapCTBEHHbIe npenapartsl, noa-
nexaiume UHULWHOW cTepunusauun. MNMpu NpoM3BOACTBE AOMKEH NOAAEMKUBATLCH YPOBEHb YNCTOThI NPOU3-
BOACTBEHHOW Cpefbl, COOTBETCTBYIOLUMIA BUAY BbINOMHAEMbIX onepauuin. ACenTuyeckue onepauun AOSKHbI
BbIMOSNHATLCA B 30HE Knacca A.

Mpumepbl acenTuyecknx onepauun ans N3 T-npenapatoB: cOopka CTEPUNbHBIX KOMMNOHEHTOB (LLUNpuUL,
urma, hunsTp u hnakoH) ana crepunusyowen dpunstpauum M3 T-npenapara; 0TOOP CTepUnbHbIX 06pasLoB,
UCMbITAHUE HA CTEPUNLHOCTb.

5.4 O6opyanoBaHue

5.4.1 KOHCTpyKUMSA NPOM3BOACTBEHHOrO 060PYAO0BaHUSI AOMKHA ObITh TaKOW, YTOOLI €r0 MOXHO ObINo
Nerko W TLWaTesbHO OYMuLLaTh, B TOM YUCIIe U NPU PaguoaKkTUBHOM 3arpsisHeHMn. O4YUCTKY He0OX0aUMO NPOBO-
AWTb B COOTBETCTBUM C NOAPOOHLIMU UHCTPYKLUSAMU, YTBEPXKAEHHBIMU NMPOM3BOAUTENEM.

5.4.2 TexHonormyeckoe o60pyaOBaHWE He JOMKHO BIIMATH HA KAyeCTBO NPOAYKUUW U MPeaCcTaBnsThb
ONacHOCTb ANA NPOAyKUMM. YacTu TEXHONOrM4Yeckoro o6opyaoBaHUS, KOHTaKTUPYKOLME C NpPOAYKUMEN,
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He AOIKHbI BCTYNaTb C Hel B XMMUYECKYIO peakuuio, BbigensATe unv abcopbupoBaTth BeLLECTBA, OKa3sbiBato-
LMe BNUSIHNE Ha KAYeCTBO U PagMOXUMUYECKYIO YNCTOTY NPOAYKLMK.

5.4.3 Bce paboTbl N0 KBanuukaummn, TEXHUYECKOMY OBCMYXMBAHUIO, OYUCTKE U AE3UHGEKLUU pErn-
CTpUpYyLOTCS.

5.4.4 MNpoueaypbl N0 04UCTKE U KanMBpoBke 060pyaAOBaHNA AOMKHbI ObITb BaNUANPOBAaHbI.

5.4.5 Ounctky, KanuBpPOBKY M TexHUYeckoe oBCnyKMBaHue crieqyeT NPOBOAUTL B HaAMeXalune UHTep-
Banbl U TWATENbHO AOKYMEHTNPOBATD.

5.5 O6opynoBaHue onsa wsroropneHus PP®l-Ha6opos

5.5.1 Ans CHWXEHMe pucka paguaLmoHHOro obrnyyeHus nepcoHana reHeparop TexHeuuss 99m AOoMmKeH
ObITb COOTBETCTBYIOLLMM 0GPa30OM 9KPAHWPOBAH, CBUHLIOBLIE 3KPaHbl JOSDKHbI ObITb 3aKkpbiThl. Urna (Mrmbl)
reHeparopa gomkHa(bl) ObITb 3awmiieHa(bl) OT KOHTaAMUHALMK B NEPUOS MeEXAY AMOUMSIMU C NOMOLLbIO Crie-
LUnanbHbIX (pﬂaKOHOB NN Konna4vkoB.

lenepatop cnegyert pacnonararb B 30He Knacca A.

5.5.2 Kanubpatop(bl) £03bl 4OMKEH(HbI) ObITb Haanexawmm o6pasom samiLeH(bl) OT BHELLHEro BRUs-
HWSA Ha PaaMOaKTUBHOCTb.

5.5.3 Kanubpatopbl noaseprailoTcs exeaHEeBHON NPOBEPKE G UCMONb30BAHMEM aTTECTOBAHHOIO AONTo-
XXusyLiero paaunoakTuBHOro NCTOMHUKa U He MeHee OQHOro pasa B roa nposepstoT JIMHEWHOCTb A03bI-0TBETA
BO BCEM UCMOMb3YEMOM Auana3oHe 3HadyeHuii. B paboTte no kanubpoBke [03 crneayeT UCNONb3oBaTh CTaH-
JapTHele 06pasLpbl B COOTBETCTBUM C HOPMATUBHBLIMU AOKYMEHTAMM.

5.5.4 NabGopaTtopHoe o6opyaoBaHue, UCNONb3yeMoe B KOHTpone kadectsa PPI, perynsipHo noaeepra-
10T NpoBepKe Ha paboToCNOCOBHOCTL (MMHENHOCTL U NPaBUIILHOCTL U3MEPEHUST), a TAKXEe KaXkabli pa3 nepea
U3MEPEHNEM — MPOBEPKE HA OCTATOYHYIO PaANOaKTUBHOCT.

6 [lokymeHTauus

JloKyMeHTaLumns COCTaBNAET HEOTLEMMEMYIO YacTb (hapMaLieBTUMECKON CUCTEMbI KAa4eCTBA U ABNSAETCA
KIOYEBLIM 9NIEMEHTOM OpraHv3auun u3rotoeneHna PPl B COOTBETCTBMM C HACTOSILLMM CTaHAApTOM. B cu-
CTEeME YNPAaBMEHMs Ka4€CTBOM OpPraHU3aLuMM YETKO YCTaHABNMUBAIOTCA Pa3nMYHbIE BUAbI UCNONb3yeMOW A0-
KYMEHTaLMU U HOCUTENEeN nHdopMaLmm.

OpraHu3auusa AomkHa paspaboraTtb Bce BUAbI JOKYMEHTOB U o6ecneunTb ux cobnioaeHue. TpeboBaHus
NPUMEHAIOTCA B paBHON Mepe KO BCEM TUNMaM Hocutenen nHopMmauuu.

HomkeH ObITb YCTAHOBNEH NOPSIA0K pa3paboTku, 0hopMNeHus, Bblaaum, U3LATUA JOKYMEHTOB U BHECE-
HUS1 B HUX M3MeHeHui. MucbMeHHbIe Npoueaypbl PEKOMEHAYETCA NepecMaTpuBaTh U NepensaaBarb Kaxable
ABa roaa.

Mpu BeaeHun AoKkymeHTauumu cneayer cobniogatb Npasuna Haanexawlero AoKyMeHTansHoro ohopm-
neHwus.

6.1 XpaHeHue AOKyMeHTauum

[lOKyMEHTaLMs U 3anMCu JOIMKHbI XPAHUTLCS B [IOCTYNHOM MecTe. MNpu NpoBeaeHUM MHCNeKumii niobomy
MHCMEKTOPY AOCTYM K HUM A0JDKEH ObITh NPEAOCTaBNEH B NOAXOAALLEE BPEMS.

HeobxoaMmo npeaycMOTPeTb MePbl KOHTPOS, KOTOpblE 06eCneqYnBaloT COXpPaHEHNE 3anucei Ha npo-
TSDKEHWUM BCETO CPOKA UX XPAHEHMUSI.

Bce 3anucu n AOKyMEHTaUMs!, yKa3aHHbIe B HACTOSILLEM CTaHAAPTE, XPaHATCS B TEYEHUE YKa3aHHOIo
nepuoaa BpeMeHU C AaThbl BbiNycka npenapara.

6.2 Cneumndukaumm

OpraHusauusi OfDKHa MMETb COOTBETCTBYIOLLMM 06pa3oM yTBEPXKAEHHbIE CrieLMUKALIMM HA UCXOAHbIE
marepuaribl, yNnakoBoYHbIE MaTepuaribl U rOTOBYIO NPOAYKUMIO C YKa3aHWEM AaTbl YTBEPXAEHUS.

6.3 PernaMeHT U TeXHONMOIrMYeCKne MHCTPYKLUKN

6.3.1 Ha kaxablit nponssoauMblii PO Heo6xoaumo uMeTb NnabopaTopHbIA PErMaMEHT, YTBEPXAEHHbINA
pykoBoAUTENEM NPOU3BOAUTENS NEKAPCTBEHHbIX CPEACTB, U TEXHONOrMYeckue UHCTPYKLMKU, ONUCbIBaKOLLne
BCE CTaMu U3roToBNEeHus npenapara.

6.3.2 MpousBoaCTBEHHAs1 AOKyMeHTauusl paspabaTtbiBaeTca Ha OCHOBE PYKOBOACTBA MPOM3BOAUTENSA
obopyaoBaHua (reHeparopa TexHeumss 99m, LIMKNOTPOHA U T.4.), @ Takke HA OCHOBE MHCTPYKLIUM MO NPUMEHe-
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Huto PMd-Habopa. NMiobble 0TKNOHEHMA OT npoueayp, ONUCaHHbIX Npou3BoaAuTENaMU Habopos u o6opyaosa-
HUS, 8OSDKHbI ObITb BaNMAMPOBAHbLI U YTBEPXKAEHbI B YCTAHOBIEHHOM NOpPSiKe.

6.4 Mucbopmaumsa no nponsBoAcTBY CeEpUn

Ha kaxkayto M3roToBreHHY CEpUI0 COCTABMSAIOT U XPaHST 3anMcu No nNpoueccy NpoM3BOACTBA, KOTOPOe
COOTBETCTBYET perfiaMeHTaM U TEXHONOIMYECKUM UHCTPYKLMSIM, YTO MO3BOJISAET NpocreauTs BCE CTaauu ee
U3rOTOBNEHMUS], @ TAKKE NPOUCXOASILLIME B NPOLIECCE U3TOTOBMEHUS OTKIIOHEHWUS U/UMU APYTUE NPeanpuUHATLIE
MeponpusATHS.

6.5 Mpoueaypkl U 3anucu

6.5.1 Npuemka

B opranm3auum gomkHbl ObiTb YCTAHOBIIEHLI U ONKUCAHbI MPOLEAYPbI MOJNYYEHUS, XPAHEHUSA NPU KapaH-
TUHE, yyeTa, ugeHtTudukaummn, nocneayLero xpaHeHus, obpaLleHus, KOHTPONsa Ka4ecTsa, 0400peHnus unm
OTKITOHEHUS BCEX UCXOAHbIX MaTepuanos, yNakoBOYHbIX MaTepuanos.

[OMmKHbI BECTUCH U XPaHUTbLCA B TEYEHUE YCTAHOBMEHHOMO NEPUOAA BPEMEHN 3aMUCK:

- N0 NPUEeMKe Kaxaon NOCTaBKM KaXaoro Buaa UCXO4HOro Marepuana, ynakoBo4YHbIX MaTtepuanos;

- NpuW NPUMEMKe KaXKaoW NOCTaBKU paguoaKkTUBHbIX MPOAYKTOB.

6.5.2 NpoBeaeHue UcnbITaHUMN

OpraHusauusi 4OrmKHa yTBEpAUTb METOAUKM UCMbITAHWUSA UCXOAHbBIX MaTepuanoB, YNakoOBOUYHbIX MaTepu-
anoB W NPOAYKLUMM Ha PasfMYHbIX CTaausX NPOM3BOACTBA, C YKa3aHUeM UCNOb3yeMbliX METOA0B U 0B6opyao-
BaHus. NpoBeaeHHbIe UCNbITaHUSA 0DOPMIATCH AOKYMEHTAMbLHO.

6.5.3 UHble gencTeus

OpraHusauus fomKHa YTBEPAUTL NPOLEAYPbI, YCTaHABNMBAIOLLME NOPAAOK BbiNycka U 3a0PakoBKu Cbl-
pbsa U NPOAYKLMU, B YACTHOCTU, BblAa4M YNOMHOMOYEHHbIM(K) NMUOM(aMu) paspeLLeHnUs Ha BbiNyCK roTOBOW
npoaykumu. Bee 3anucu gosmkHbl ObITb AOCTYMHbI YNONHOMOYEHHOMY nuuy. [lomkHa GbiTb BHEAPEHA cCUCTEMA
Ans 0603Ha4YeHns cneuuanbHbiX HabMoAEHWIA 1 NOOLIX UBMEHEHUI B OTHOLLEHWUN KPUTUYECKUX AAHHBIX.

OpraHusauus OMmkHa BECTU M COXPAHATL 3annUCu NO OTNYCKY KaXAon cepun Npoaykuuu B Lensx obner-
YEHUs NPOBEAEHUA paccnefoBaHui B cnyvyae HeobxoauMoCTH.

Heob6xoanMo UMETb NMUCbMEHHO U3NMOXKEHHbIE MPUHLUIMBI, NPOLEAYPbI, MNaHbl, OTYETLI U OTHOCALLMECH K
HUM 3annCK NPEANPUHATBIX AEACTBUN UNU CAENAHHbLIX 3aKIMIOYEHUIA, A€ NPUMEHUMO, B OTHOLLIEHUMN:

- Banuaauum u keanudukaummu npoLeccoB, 000PYI0BAHNS U CUCTEM;

- MOHTa)a U KanubpoBku 060PYA0BaAHUS;
nepeHoca TEXHONOMMA;

TEXHUYECKOro 00CNY>XMBAHUA, OYUCTKU U Ae3uHbekLuy;

nepcoHana, Bknoyas uaeHtudukaumio nognuceii, odbydyeHme TpeboBaHUAM HACTOSILLETO CTaHAApTa U
TEXHWYECKMM BONPOCaM, NepeoaeBaHue U rurueHnyeckue TpeboBaHus, a Takke NPoBepKy 3chdeKTUBHOCTH
0byuyeHus;

- MeponpuaTUi, HanpPaBNEHHbIX HA OCYLLIECTBIIEHME KOHTPOSS NOSIBNEHUS U PacnpoCTPaHeHUs Bpeau-
TEneu;

- NPETEH3UN;

- KOHTPOJIA U3MEHEHUIA;

- paccnenoBaHus OTKIIOHEHWI U HECOOTBETCTBUN;

BHYTPEHHErO ayauTa Ka4ecTBa u/unm COOTBETCTBUA TPpeOOBaHUSIM HACTOALLETO CTaHAApPTA,;
OLEHKU, NPOBEJEHHOW B TOM YMCIIE B MECTE OCYLLECTBIIEHUA AEATENLHOCTU NOCTaBLUMKA (aanee —
OLIEHKA NOCTaBLUUKA);

- TPaHCNOPTUPOBAHMS PAAUOAKTUBHOIO Marepuana.

6.5.4 OpraHusaums AOrKHa YTBEPAUTb MHCTPYKUMU NO 9KCnfyaTauuu OCHOBHLIX €AuHUL NPOU3BOA-
CTBEHHOTIO U KOHTPOJbHO-aHANUTUYECKOr0 000PYZI0BaHUS.

6.5.5 OpraHu3sauumsa AOmMKHA BECTU PErMCTPaLMOHHbBIE XXyPHAanbl ANA Haubonee BaXXHOTO UNN KpUTUYE-
CKOTO TEXHONOIMYECKOTO U KOHTPOSIbHO-aHANMMTUYECKOro 060pya0BaHUSA, A TaKXKe ANS NOMELLEHUN, rAe Npoun3-
BOAMMACH NPOAYKLUMSA. B aTUX XXypHanax peructpupyior B XpOHONOrM4eckom nopsiake nio6oe ucnonb3oBaHne
3TUX NOMELLEHNI, 060PYAOBAHUS U METOA0B, NPOBEAEHUE KAanMOPOBKK, TEXHUYECKOTO 06CNY>XMBAHUSA, OUMCT-
KM UNNM PEMOHTA C yKa3aHueM Aat W NUL, BbINONTHUBLUMX PaboThbl.

6.5.6 OpraHusauusi JOMKHA BECTU y4eT JOKYMEHTOB B paMKax CUCTEMbl yNpaBneHUn KavyectBom. 3a-
NUCU PEKOMEHAYETCH XPaHUTb HE MEHee TpeX NeT € AaTtbl otnycka PO nauueHTy.
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7 N3roroBneHue PN

7.1 O6bwme TpebOBaHUA

Ona wsrotoBnenus Pr® MOXHO ucnonb3oBaTb Tonbko PPM-o60pyaoBaHne, 3apeructpuposaHHoe B
Poccuiickoit deaepauum, U matepuansl, ykazaHHblE B PErMCTPaLMOHHOM YA0CTOBEPEHUM; HABOPLI, U3 KO-
TOPbIX M3roToBnAT PPI1, AOMKHEI NPOMTU rOCYAapCTBEHHYIO peructpauuio. Ucnonb3osaHue marepuanos ¢
MCTEKLLMM CPOKOM FrOHOCTU HE A0NYCKAETCS.

TexHonoruyeckue onepaLum OCyLLECTBISAIOTCA N0 YETKO YCTaHOBSIEHHbIM npoLueaypam

OpraHu3aumsa gomkHa obecneuntb NPOBEAEHUE Haanexawero BHYTPUNPOU3BOACTBEHHOrO KOHTPOS
ans obecneyeHUs BbIMONMHEHUA n KOHTPONA BbINONMHEHUA BCEX NPeayCMOTPEHHbIX onepauuﬂ, nonyveHuna He-
06X04MMBIX pa3peLLeHnit U JOKYMEHTUPOBAHUS.

7.2 MpepoTBpaleHue NEPeKPecTHON KOHTaMMHALUKU NPU NPOU3BOACTBE

JomxHa BbITb UCKMIOYEHA KOHTAMUHALMSI UCXOAHOTO CbiPbs UMK NPOAYKLMKU APYTUM UCXOAHBIM CbipbeM
UK NPOAYKLUEN.

7.3 Banupauua

MeponpusaTUsi No Banuaauumn A0SKHbI ObITb OCHOBOW ANA HAAMEXAaLUEn opraHu3auunm U3roTOBNEHUS U
KOHTPOSA KAa4eCTBa NeKapCTBEHHbIX CPEACTB B COOTBETCTBMU C HACTOALLMMU CTaHAAPTOM. OHM 4OMKHBI NPO-
BOAWTLCHA B COOTBETCTBUM C YCTAHOBMEHHBIMU Npoueaypamu. MonyyeHHbie pesynsrartel U BblBOAbI 0¢hopmIst-
IOT MPOTOKOJIOM.

7.4 cxogHble maTtepuanbl

OpraHusauus 3akynaer UCxoaHble MaTepuarnsl, yka3aHHble B COOTBETCTBYIOLLEN cneuudukaumm.

B kaxaoi noctaBke NPOBEPSIOT LIENOCTHOCTb YNAKOBKU U NNOMOG, COOTBETCTBUE YKA3aHHbLIX B HAKNaa-
HO CBEAEHMI STUKETKaM noctaswmka. Marepuan, He COOTBETCTBYIOLUMIA cneuudukayumn, B TOM Yucne no
CPOKY rO4HOCTH, HE CreayeT UCNonb3oBaThb ANs U3rotosneHus POM.

OpraHusaumsa gomkHa yTBepAuTL NPOUEAYPLI UITM MEPbI, rapaHTUpyoLWme NOANUHHOCTL COAEPHUMOTo
KaXkgoro KOHTeHepa NCX04HOro marepuana.

JonyckaeTcst nCNonb3oBaHUe pe3ynbTaToB UCTbLITAHUIA NOCTaBLLMKA UCXOAHbLIX MaTepuanos, Npu ycno-
BUM COOTBETCTBYIOLLIEN BANUAauMm Takow nNpoueaypbl BXOAHOTO KOHTPONA. Takow noaxoa He NpuMeHum ans
BXOZHOTO KOHTPOMSI aKTUBHbIX KOMMNOHEHTOB P®IT M ynakoBOYHbIX MATEPUANoOB B OTHOLLEHMW NPOBEPKN UX
NOANUHHOCTMH.

HomkHo 6bIThb 06ecneyeHo 6e3onacHOe U HAAEXHOE XpaHeHue U obpalleHue ¢ UCXOAHLIMU MaTepua-
namu, ynakoBoYHbIMM Marepuanamu, npeaynpexaatoliee KOHTaMMHaUuMio, nepenyTbiBaHUe Un yxyaLueHue
KayecTBa.

7.5 TexHonoruyeckue onepauum

Mepen Havyanom nio6ol TEXHONOrMYECKON onepauun AOIPKHbI ObITb NPUHATHI MEPbLI, rapaHTUpyioLLue,
yTto pabouas 30Ha u 06OpyaOBaHME O4YULLEHBI U OCBODOXAEHBI OT NIOOOr0 UCXOAHOTO CbipbA, NPOAYKUUM,
OCTaTKOB NPOAYKLMU UMK IOKYMEHTALIUW, HE UMEIOLLIMX OTHOLLIEHMS K 3annaHWPOBaHHOW onepauuu.

AcenTuyeckue onepauum BbIMOMNHAIOT B COOTBETCTBUMM C TPEOOBAHMAMMU Haanexalen npou3BoACTBEH-
HOW NpakTuku. [N NpoAyKTOB, HAMOMHAEMbIX B aCENTUYECKUX YCIIOBUAX, CNeayeT NPOBOANUTL KOHTPOMb Lie-
NOCTHOCTU MeMOpaHHbIX (DUNLTPOB, NPUHMMAs BO BHUMaHUE Heo6XxoauMOCTb obecneveHuns paguaumMoHHOM
6e30nacHOCTU U COXPAHEHUSA CTEPUNBHOCTU (PUNBTPOB.

YuuTbiBas pagvauuoHHYI0 aKTMBHOCTb TOTOBOW NPOAYKLMM, AOMYCKAETCA HAHOCUTb MapKUMPOBKY
Ha NepBUYHYIO YNAKOBKY A0 Hauyana npousBogcTea. Ha crepunbHble NycTbie 3akpbiThie (hnakoHbl MOXeET
ObITb HAHECEHAa MapKUPOBKA C YacTU4YHOW UHOpMAaLMeEN A0 onepauuu HanoMHeHUs, NpU 3TOM CTepUIb-
HOCTb He AOIMkHA ObiTb HAPYLIEHA U He AOIDKHO ObiTb NOMEX ANA BU3yarbHOTO KOHTPOMSA HANONHEHHbIX
¢pnakoHOB.

7.6 Onepauumn nNo ynakoBbIBaHUIO

®opMa U KOHCTPYKLIUSI YNAKOBOYHBLIX KOHTEHHEPOB M HAPYXHBIX 3aLUMTHBLIX KOHTEHHEPOB AN TPaHC-
MOPTUPOBAHNA [I0MKHA 00ECNEUNBaTh 3aLLMTY OT MOBPENIEHNIA UAN YXY/LUEHUS KA4eCTBa MpU XPaHEHUM,
TPAHCMNOPTMPOBAHMM, 0BPALLEHUM U UCNOMNbL30BAHUN.
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Ha nepBuYHyl0 ynakoBky A0 hunbTpaumMu paguoakTUBHOIO MPOAYKTA MOXET OblTb HAHECEHA MapKu-
poBKa, cogepxallasa 4acTb MHpopmaLumn (Hanpumep, HaMMeHOBaHWE NPOAYKTa, HOMep cepun, 4aTy U Bpems
MPUroTOBMNEHUS), @ NOCNE 3aBEPLUEHNA UCMbITAHWUI HA HAPYXXHbIV 3ALUMTHbIN KOHTEWHEP MOXET ObiTb A06aB-
rieHa AOMONHUTENbHAA ITUKETKA ¢ Tpebyemol nHopMauuen (Hanpumep, aKTUBHOCTbIO Npenapara u 4aTtom u
YaCOM UCTEYEHUSA CPOKa roAHOCTH).

Mepea HayanoMm onepauuii MO yNakoBKEe AOMKHbI ObiTb MPEANPUHATLI Mepbl, rapaHTUpPYOLLMe, YTO
paboyast 30Ha, yNakOBOYHbIE MUHMU, NMEYaTHbIE MaLUMHbI U Apyroe oBopyaoBaHUe ABNSIOTCA YUCTBIMUA U HE
cogepxat nodble UCMONb30BaBLUMECH PAHEE NEKAPCTBEHHbIE CPEACTBA, YNAKOBOYHbIE MaTepuansl unu go-
KYMEHTbI, €CniM OHW He TPebyloTca ANna 3annaHupoBaHHOW onepaunn. OYMCTKY NUMHUM NPOBOAAT COrMacHO
YTBEPXAEHHOI npoueaype.

HaHeceHHble Ha ynakoBKY STMKETKM AOMKHbI 00nagath XOpoLIen aare3amBHoOM CnocoGHOCTBLIO U OCTa-
BaTbCA HA KOHTEWHEPe Npu XpaHEeHUU, TPaHCNOPTMPOBAHUU, 0OpaLLEHNN U UCTIONB3OBAHUN.

OGpa3sLbl UCMONL30BAHHOIO NEYaTHOro YNAaKkOBOYHOTO Martepuana, Bkniodas o6pasubl ¢ HAHECEHHbIMU
HOMEpPOM Cepuu, CPOKOM FOAHOCTU U NPOYUMU LOMNONMHUTENBHBIMU MaPKUPOBOYHLIMUA AaHHLIMU, BKNAAbLIBAIOT
B 0CbE Ha Cepuio.

8 KoHTpornb kKauecTBa

8.1 O6wume Tpe6oBaHUA

KoHTponb kayecTBa BKMOYAET B ceba oTbop npol, npoBeaeHUe UCNLITAHWUI U NPOBEPOK HA COOTBETCTBUE
TpeboBaHMAM crieuudmKaL i, UHCTPYKUMIA U APYrMX [OKYMEHTOB, OpraHusaumio paboTbl, AOKYMEHTanbHOe
ochopmMneHne 1 Bbigaqy paspeLueHuin Ha Bbinyck. OCHOBOMONaraloLwmmM NPUHLMNOM AN YAOBIETBOPUTENbLHON pa-
60TbI NoApPa3saeneHnst KOHTPOISA KAa4ecTBa CHUTAETCH ero HE3AaBUCUMOCTb OT NPOU3BOACTBEHHLIX NOAPAa3AENEHUI.

Mpu oLEeHKe Ka4ecTBa roTOBOM NPOAYKLMU paccMaTpuBaloT BCE COOTBETCTBYIOLWME haKkTOpbl, BKMOYas
YCMNoBUS NPOU3BOACTBA, pPe3ynbTaThl KOHTPONSA B MPOLECCe NPOM3BOACTBA, 0630p NPOU3BOACTBEHHOW [OKY-
MeHTauumn (BKNoYas AOKYMEHTaLUuo Ha ynakoBKy), COOTBETCTBUE cneunduKauusam Ha roToByio NPOAYKLUIO U
NPOBEPKY OKOHYATENLHOI YNaKkoBKU FOTOBOI NMPOAYKLMK.

MepcoHan noapasaeneHunsi KOHTPONSA KavecTBa AOMDKEH UMETb A0CTYN B NPOU3BOACTBEHHbIE 30HbI ANS
ot6opa npob 1 NpoBeaeHUsi HEOOXOAUMBIX UCCNEAOBAHMUIA.

MepcoHan, nomelleHus u 06opynoBaHme nabopaTopuit AOMKHBI COOTBETCTBOBAThL BUAY U 06beMy npo-
nssoacrtesa Porl.

Mcnonb3yeMmoe B UCMbITaHUAX 060PYyaOBaHWE PerynsipHo U B COOTBETCTBUM C NMUCbMEHHbLIMU Npoue-
aypamu kanubpyetcs, NnpoBepseTcs, NOBEPSETCH; NPOBOAUTCA €ro TexHuyeckoe obenyxusaHue. 3anucy o6
3TUX AENCTBUAX PErMCTPUPYIOTCA.

8.2 lokymeHTauma

8.2.1 [JokyMeHTaUusi KOHTPONbHbIX nabopaTopuin AomKkHa COOTBETCTBOBAaTb TPEBOBAHUSIM, U3MOXEH-
HbIM B pasgene 6.

8.2.2 B noagpasaeneHunn KOHTPONS KayecTBa AOMKHA ObITb NErko AOCTYNHA Creayowas A0KyMeHTauus:

- cneyndmkaumu;

- npoueaypbl oT6opa npob;

- METOAUKN U JOKYMEHTbI MO NPOBEAEHHbIM UCNbITAHWUSM (B TOM YWCIE, aHaNnMTU4YeCKne onepauuoHHbIe
NUCTbI n/unu nabopaTopHble XKypHarbl);

- aHanuMTnyeckue OTYETbI U/UMU JOKYMEHTbI, MOATBEPXAAIOLIME KAa4YeCTBO;

- pesynsrarbl MOHUTOPWHIA NPOU3BOACTBEHHOI Cpeasl, rae Tpebyercs;
NPOTOKOMbI Banuaauum METOAUK UCTLITAHUA, [A€ NPUMEHUMO;

- npoueaypbl M NPOTOKOMbI KanMBpoBKKM NPUBOPOB U TEXHUYECKOTO 0BCNYXMUBaHUSI 060PYA0BaHMS.

8.2.3 ITiobasa nokyMeHTaLus No KOHTPOMIO KAa4eCTBa, OTHOCALLAACS K 3anMCsM NO NPOU3BOACTBY CEPUN
NPOAYKLMU, AOIMKHA XPaHNUTLCHA B TEYEHUE TPEX NET NOCre UCTEYEHUst CPOoKa rOAHOCTM CEPUM.

8.3 OT60p Npob

Ot60p Npo6 Ans UCNbITAHMI NPOBOAAT B COOTBETCTBUM C YTBEPMHAEHHLIMU Hay4HO OBOCHOBAHHbLIMU
npoueaypamu, 4tobbl 06eCNeYnTs COOTBETCTBME UCMBITYEMbBIX MAaTEPUAaNoB YCTAHOBMNEHHbIM TpeboBaHUAM,
BKIIOYas TpeboBaHUs K MOANIMHHOCTU, KOMTMYECTBEHHOMY COAEMKAHUIO (aKTUBHOCTHU), YNCTOTE U APYIUM MO-
Kasarensim kayecTea.

8



FOCT P 57298—2016

8.4 MposeaeHue ucnbiTaHUN

8.4.1 MeToaMKN KOHTPONSA KavecTBa AOIDKHbI ObITb MPUrOAHBI ANst NPeAHa3HaYeHHOro UCNONb30BaHUS,
Hay4HO 0B60CHOBaHbI, BaNUANPOBAHbI.

8.4.2 MpoBoAUMbIE UCTILITAHWA PETUCTPUPYIOT C yKa3aHWEM B JOKYMEHTaX CreayloLwwmx AaHHbIX:

- OMMcaHus UCNbITyemMoro o6pasua (HaMMeHOBaHUE UCXOAHOTO Marepuana, ynakoBo4HbIX MaTepuanos
UNK NPOAYKLMK), NCTOHHNUKA NONYHEHUSR;

- HOMepa cepuu, NPUCBOEHHOIO NpU Npuemke, U (rae NPUMEHMMO) HOMEpa Cepun NPOM3BOAUTENS, a
TaKke HaMMEHOBaHWUA NPOU3BOAMTENS W/MNKM NOCTaBLUMKA, AaTbl U BPEMEHU nonyyeHus obpasua, ero konu-
YecTBa;

- CCbIfIKM Ha COOTBETCTBYIOLME cneyuduKaLmm u NpoLeaypbl UCTILITAHWIA, ONMCaHUA AEeNCTBUN;

- pesynkTaToB MCNbITAHUIA, B TOM Yncne HAbnioaeHuii, BbIMMCIIEHUI U CCbINIOK HA BCE JAOKYMEHTbI, CO-
JAepxalume pe3ynbTarbl NpoBeAeHHbIX aHanu30B, C ykazaHUuem mMacchl UM konudectsa obpasua, McrnonbL3o-
BaHHOIO ANA KAXA0M0 UCMbITAHUS,;

- AaTbl MPOBEAEHUA UCMBITAHUN;

- haMUnnii U MHALMANOB NuL, NPOBOAUBLUMX UCTIbITAHUE;

- thamMunmii M MHULMAaNoB NuL, NPOBEPUBLUMX NPOBEAEHUE UCTILITAHWUIA W Pe3ynbTaTbl BLIYMCIIEHWH, Ae
NPUMEHUMO;

- OAHO3HaYHOrO 3aKMIOYEHUA O pesyrbTaTax U UX CPABHEHUSI C YCTAHOBIEHHLIMU KPUTEPUSIMU NPUEM-
nemocTy;

- OTKMOHEHWIA, Npu Hanuuuu. JNobble pesynsratbl BHE cneyudmkaumm AOmkHbI ObITb paccnegoBaHbl U
330KyMEHTMPOBAHDI.

8.4.3 Ocoboe BHMMAaHWE HeOGX0AMMO yaenaTh kayecTsy nabopaTopHbIX PeakTUBOB, MEPHOI nabopa-
TOPHOI# MOCYAbI U TUTPOBAHHLIX PACTBOPOB, CTAHAAPTHLIX 06pa3L0B U NUTATENbHLIX cpea. X npurorosnexHue
U NOArOTOBKA AOSKHbI COOTBETCTBOBATb TPEBOBAHUAM YTBEPXKAEHHBIX MHCTPYKLMIA. JTaGopaTopHble pacTBo-
pbl PEaKTMBOB AOSHKHbI UMETb MApPKMPOBKY C YKazaHeM AaTbl NPUFOTOBAEHUS U C NOANUCAMU UCTIOSNIHUTENEN.
Ha atukeTke pomkeH ObiTb ykazaH CPOK FOAHOCTM HECTaBUIbHLIX PEaKTMBOB WM NUTATENbHbIX CPEQ U Che-
LUudU4eCcKMe yCroBusi X XxpaHeHus. [ina TUTPOBaHHbIX pacTBOPOB HEOOXOAMMO yKa3biBaTb 4aTy NOCNEAHEro
YCTAHOBMNEHMWA TUTPA U COOTBETCTBYIOLLMIA NONPABOYHbIN KO3DMDULIUEHT.

8.5 Mporpamma nocrneayrLWEro M3y4eHUA CTabubHOCTU

Mocne Bbinycka B obpalleHne HeobX0AUMMO NMPOBOAUTbL MOHUTOPUHI CTaGMNBHOCTU NEKAapCTBEHHOIO
npenapara B COOTBETCTBUU C MUCbMEHHON NPOrpamMmMon, KOTopas AO0SMKHA BKNKOYATh NMpUemMneMble yCrioBus
XpaHeHMs U HageXHble MHAOPMaTUBHbIE U crieyuduyHblie Ans cTabunNbHOCTU METOAUKM UCTbITaHuiA. B npo-
rpaMMy BKIIIOYAIKOT HE MEHEE TpexX Cepuii NPoAYKLUMK, NPOACIIMUTENLHOCTL UCCNEeA0BaHMS COCTaBISAET BpEMA
nonypacnaga Porl.

MporpammMa nocneaytoLero uay4yeHust ctabunbHOCTU AorpkHa ObiTb 0hopMNeHa 0KyMEHTanbHO B CO-
OTBETCTBUU C TpeOOBAHUSIMU, YCTAHOBINEHHbIMU B pa3aene 6, a pesynsrartbl paboTel — B BUe OT4YEeTa, KO-
TOPbI MOXET ObITb UCMONb30BaH ANS ONpeaeneHns Haanexalmx ycnosuin xpaHenus POI1, cpoka rogHoCTH
(aHu, vacel).

9 KoHTpOnb rotoBOro npoaykra

9.1 PaguodapmaLieBTMUECKME NEKAPCTBEHHbIE Npenaparbl MOryT ObiTb BbINYLLEHbI U UCMONbL30BaHbI
Ha OCHOBE OLIEHKU JOKYMEHTaLMU Ha CEPUIO A0 3aBEPLUEHUS BCEX XMMUYECKMX U MUKPOOMONOrM4ecknux mc-
NbITaHUNA.

9.2 Beinyck PPl ocyecTensieT ynonHOMO4YE€HHOE NULO B COOTBETCTBUM C MUCbMEHHON NPoueaypon,
onpeaensiowen nopsiaok oopmrieHust paspeLLeHusi, nepedeHb nokasatenei KayecTBa, KOTOpble€ AOJDKHbI
6bITb OLIEHEHbI A0 BbiNyCKa, NOPSAOK OLIEHKM 10CbE Ha CEPUIO.

9.3 OchopmneHnue paspeLueHus Ha Bbinyck PPl MoxeT ObiTb BbINONHEHO B ABA U Bonee 3rana 4o u no-
cne 3aBepLUeHNss aHANUTUYECKOTO KOHTPOSA B NOSTHOM 00bEME:

a) OLeHKa YyNONHOMOYEHHbIM NULIOM J0CLe NPOU3BOACTBA CEPUMN, KOTOPOE AOMKHO OXBaTbIBaTh YCNO-
BMSA NPOM3BOACTBA U aHANUTUYECKUI KOHTPOb, NPOBEAEHHbIN 0 MOMEHTA paspeLLeHUs TPAHCNOPTUPOBaHUS
P&l B cTatyce «kapaHTUHY» B KITIMHMYECKOE NoapasaeneHue;

6) ynonHOMOYEHHOE NULO BblAAET pa3pelleHMe Ha BbilyCcK NOCMe NpOBEAEHUst OLUEHKU OKOHYa-
TenbHbIX pe3ynbTaToB aHaNUTUYECKOro KOHTPOSA, BCEX OTKIOHEHUW OT HOPMarnbHOTO Npouecca, KoTopble
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AOIDKHbI ObITb 0POPMNEHbI AOKYMEHTanbHO, 060CHOBaHbI U yTBEpXAeHbl. ECnu HekoTopble pesynbTaThbl
KOHTPOIMSA HEBO3MOXXHO MOSTyYnTh A0 UCNOMb30BAHUA NEKapCTBEHHOro npenapara, T0 YNOSIHOMOYEHHOMY
nuuy cneayet oOpMUTL paspeLueHne Ha Bbinyck P®IN ycnoBHO A0 Hayana ero ucnofib30BaHMA U OKOHYa-
TenbHO 0hOPMUTL paspeLlieHue Ha BbINYCK NEeKapCTBEHHOrOo CpeAcTBa Nocne MonyyYeHus BCEX pesynbra-
TOB KOHTpPOnNA.

9.4 Kak npasuno, nepeyeHb nokasarenemn kauecrsa, N0 KOTOPbIM KOHTPONUPYETCH Npenapar, BKMoYaeT
NOASIMHHOCTb, KONMMYECTBEHHOE onpeaeneHne (aKTMBHOCTb), YUCTOTY U Apyrue r3nKo-XxMMu4eckue nokasa-
Tenu kavecrtsa. lMpu nepenaye npenapara B KNUHUYECKOE NOAPA3AENEHUE B CTATYCE KKAPAHTUHY» BCE UCTbI-
TaHuA npenapara, 3a UCKIII0YEHUEM UCNBITAHUN Ha CTEPUNBHOCTL U MUPOTEHHOCTb, 0MKHbI ObiTh 3aBEPLUEHDI
10 BBEAI€HUA NALMEHTY, M COOTBETCTBYIOLLAA MHAOPMaLMA HanpaBneHa B KNMMHUYECKOE noapasaeneHue. Pas-
pelweHue Ha nepeaady PPl He 4OMKHO BbIAABaTLCA, €CNW HE NPOBEAEHDBI UCTILITAHUSA HA PAANOXMMUYECKYIO
NOASIMHHOCTb M YUCTOTY aKTUBHBLIX KOMNOHEHTOB B PP,

[omkHbl ObITh YCTAHOBMEHBI 3hPEKTUBHAA Npoueaypa HemeaneHHOro MHPOPMUMPOBAHMS KITMHUYECKO-
ro noAapasaeneHusi 0 NoNy4YeHUM HECOOTBETCTBYIOLLIErO pe3ynbTarta u JOKYMEHTMPOBAHUSA NOCIEAYIOLLUX AeK-
CTBUI C TaKUM NpenaparoM.

9.5 PaaguodapmalieBTUyeckue nekapcTBeHHbIe CPeAcTBa, coaepxawiue paguoHyknuabl ¢ OOMbLMM
neprMoaoM nonypacnaga, CreayetT KOHTpPONMpoBaTb Ha COOTBETCTBUE BCeM TpebosaHusM A0 opopMneHus
paspeLLeHns Ha BbiNyCK YNOSIHOMOYEHHbIM NIMLOM.

KoHTponb npo6 MOXeT ObITb NPOBEAEH He cpa3y nocne ux otoopa, uTobbl o6ecneunTb Tpebyemoe CHU-
JKEHWE YPOBHSA aKTUBHOCTU. Bce BMALI KOHTPONSA, BKNIOYASA KOHTPOSb HA CTEPUNBHOCTb, AOMKHLI NPOBOAUTLCA
KaK MOXHO ObiCcTpee.

9.6 MNpoaykuus, He COOTBETCTBYIOLLAA YCTAHOBNEHHbIM TPE6OBaHUAM, A0mMKHA ObiTb OTKNOHEHa. Ecnu
npegycMoTpeHa nepepabotka marepuana, T0 OHa AOIDKHA BbIMOMHATLCA NO 3apaHee yTBEPXAeHHOW npoue-
aype. foToBas npoayKLuusi AOMKHA COOTBETCTBOBATHL YCTAHOBMEHHLIM TPEOOBaHUAM, YTO AOMKHO ObiTh NOA-
TBEPXAEHO 0 ee Bbinycka. He gonyckaercs nepepaboTka BO3BpAaLLEHHOV NPOAyKUWKM, C KOTOPON cneayert
obpallaTbCa Kak C paauoaKTUBHLIMU OTXOAaMMU.

9.7 OTKNOHEeHHasa NPOAYKUUA AOSHKHA UMETb YETKYI0 MApKUPOBKY M XPAHUTLCA pasfefibHO B 30HaX C
OrpaHnyYeHHbIM A0CTYNOM. O HECOOTBETCTBUM AOIMKEH ObITb U3BELLEH oTAEN 06ecnevyeHns KkavecTBa. [JOmKHbI
BECTUCb 3aMnCu 0 AENCTBUAX C OTKNOHEHHOW NPOAYKUMEN.

9.8 OpraHusauma gomkHa yTBepAUTb NPOUEAYPY paccnenoBaHua NPUYMH OTKNIOHEHUI, npeanonara-
eMbIX AedEKTOB NPOAYKUUN. Takoe paccneaoBaHUe BKMIOHYAET, HO He OrpaHWM4MBAET, U3ydYEeHUe NPoLEeCcCoB,
onepauui, 3annmcen, NPeTeH3uni u Apyrix COOTBETCTBYIOLUX MCTOYHUKOB MHGOPMaLMK O AehEeKTHON NpoaykK-
uuu. Mo pesynsratamM paccneaoBaHus ONpeaensaiTca U NPeanPUHUMAlOTCA COOTBETCTBYIOLLME KOPPEKTUPYIO-
LMe uunu npeaynpexaarpLime 4eicTBus No NpeaynpeXxaeHnio NOBTOPHLIX Cry4yaes Npobnem ¢ Ka4ecTBoM.

10 OTnNyckK 1 oTrpy3ka npoayKuumn

10.1 OpraHuzaums 4omkHa onpeaenuTb NpPoLeaypy OTnycka u oTrpy3ku npoaykuuu, o6ecneumsaioLLyio
OTMYCK TONBLKO NPOAYKLMM, pa3peLIEHHON YNOHOMOYEHHBIM NIULOM K BbINYCKY, aHanu3 BbiNnonHeHUsA Tpebosa-
HWUIM KNUHUYECKUX NoApasaeneHuin (ecnu NPUMEHUMO) U OTCYTCTBUE HETaTUBHOTO BAMAHUA NPOLIECca OTrPy3Ku
Ha KayecTBO NPOAYKUUK.

10.2 3anucy No OTrpy3ke AOIMKHbI CoAepXaTb AOCTAaTOUHYIO MHOPMAaUMIO O NoMydaTensax NPoAyKLUUK
(HaumeHoBaHusA, agpeca, HoMmepa TenedoHOB u/unu akcos B paboyee u Hepabouee Bpemsi, HOMepa Cepun
1 06bEMbI NOCTABOK, MHAYOPMALMIO O Ha3HAYEHUW NALMUEHTY UMK KAKOW-TO MAEHTU(PMKALMOHHDLIA KOA, AaTy U
BpEMSs OTIPY3KH).

11 Pabota ¢ npeTeH3usAMHn

11.1 OpraHusauusi 4OMmKHa YCTAHOBUTb MUCbMEHHYIO NMPOUEAypy NO nonyvyeHuto U pabore co BCceMu
npeTeH3naMn B OTHoLeHuu POIT.

11.2 Mpoueaypa AomkHa npeaycmaTpuBaTh NPOBEAEHME aHanNU3a KaXxaon NnpeTeH3nn nogpasaeneHmem
no obecneyeHnto Ka4ecTBa C Lienbio onpeaeneHns BO3MOXHOro HecooTBeTcTBuA POl cneumdukauyum u npo-
BEJleHNSA COOTBETCTBYIOLLErO paccneaoBaHus U noucka npuynHbl Takoro HECOOTBETCTBUA.

11.3 3anncu paccMoOTPEeHUsI NPETEH3UI AOMKHbI XPAHUTLCS B COOTBETCTBYIOLLENH Nanke Ans npeteHsun
B OTHOLIEeHUM PO 1 BKNnovaTb: HaumeHoBaHue u 4oy PP, Homep cepuun, pamunuio, MMA, OTYECTBO NULA,
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HanpaBUBLLErO NPETEH3NIO, AATY MONYYEHUS NPETEH3UMN, XapaKTeP NPETEH3UN U PELLEHNS U MEPbI, NPUHATbLIE
no pesynsrataMm pacCMOTPEHUS NPETEH3UN.

11.4 Bo3BpaLlleHHas B CBA3U C NPeTEeH3NeN NPoaYKUUSA HE NOANEXUT nepepaboTke U 4oMmkHa ObITb YHNY-
TOXeHa.

12 CamouHcnekuus

CyLLEeCTBYIOLLYIO B OpraHu3auum cucteMy obecrnedyeHusi kauecTBa CreayeT He pexxe OAHOro-ABYX pas B
roZl NPOBEPsITb HA COOTBETCTBUE YCTAHOBIEHHLIM TPeBOBaHUSAM.

BHYTpeHHSAS NpoBepKa NepcoHana npoBOAUTCA ANt BHOBb NPUHATbLIX COTPYAHUKOB Yepe3 KOPOTKOE Bpe-
Msi NOCMNe Jonycka K caMocTosiTenbHON paboTte, Aanee nNpoBOASATCS PaHAOMU3UPOBAHHbLIE NPOBEPKU NEPCO-
Hana.
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