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Mpeancnoeue

1 PASBPABEOTAH ®epnepanbHbiM rocyqapcTBEHHbBIM aBTOHOMHLIM 00pa3oBaTenbHLIM YUpEXOEHUEM
Bbiclero obpasoraHus MNepBbin MoCKOBCKWUA rocyqapCTBEHHbIA MeauLMHCKUiA yHuBepcuteT umeHu .M. Ce-
yeHoBa MuHWcTepcTBa 3gpaBooxpaHeHus Poccuickon Pepgepaumn (Ce4eHOBCKUI YHMBEPCUTET)

2 BHECEH TexHW4eckrm KoMUTETOM no cTaHaapTtusaumm TK 458 «PaspaboTka, Npon3BOACTBO U KOH-
TpOnb KayecTBa NIEKapPCTBEHHbIX CPpeacTB»

3 YTBEPX/EH W BBEAEH B AEVCTBWE Mpukasom defepansHOro areHTCTea Mo TEXHUYECKOMY pe-
rynupoBaHunio U metponorin ot 10 uons 2024 r. Ne 910-ct

4 BSAMEH IOCT P 57298—2016, NOCT P 57496—2017

lNpasuna npumeHeHUss HacmosAweao cmaHdapma ycmaHoeneHbl 8 cmambse 26 @edepanbHO20 3aKoHa
om 29 uroHsa 2015 a. Ne 162-03 «0O cmandapmu3sauyuu e Pocculickoll ®@edepayuu». VMHgopmayusa ob us3-
MeHeHUaX K HacmosuweMy cmaHdapmy nybriukyemcs 8 exez00HOM (0 COCMOSAHUK Ha 1 AHeaps meKyuwieao
200a) uHghopMayUOHHOM ykazamene «HayuoHansHsle cmandapmeiy, a oguyuanbHbil mekcm uamMeHeHul
U ONPasoKk — 8 EXEeMEeCHAYHOM UHGOPMaUUOHHOM ykazamene «HayuoHanbHele cmaHdapmel». B cnyyae
rnepecMmompa (3aMeHbl) unu omMeHbl Hacmosueao cmaH@apma coomeemcmayouwee ygedomneHue bydem
onybnukosaHo 8 bnuxaluwieMm 8bInycKe eXeMecgyHo20 UHPOPMayUoHHO20 ykaszamesns «HayuoHanbHble
cmaHOapmbi». Coomeemcemayoujasa UHGopmayus, yeedoMeHUe U MeKcmbl pa3Mewalomcs makxe 8 UH-
hopmayUoHHOU cucmeme obuje20 noib3o8aHus — Ha oguluansHoM catime @edepanbHo20 azeHmemea no
MexHUYEeCcKOMYy peaynuposaHuro U Memponoauu 8 cemu MHmepHem (www.rst.gov.ru)

© OdpopmneHue. ®IBY «UMHcTUTYT cTaHgapTuzayumny», 2024

HacToawwmin ctaHgapT He MOXeT ObITb MOMHOCTLIO MMM YACTUYHO BOCMNpPOU3BEOEH, TUPaXXMNPOBaAH U pac-
NMPpOCTpaHeH B Ka4vecTBe OCbMLI,I/‘IElJ'IbHOFO n3naHua bes pa3peleHunsa G)e,qepaanoro dreHTCcTBa no TeXxHNn4ecko-
MYy perynmpoBaHvMi 1 METPOJIOTUA
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BeegeHue

PagvodapmaueBTnyeckme nekapcTeeHHble npenapatsl (POMM) oTHocaTcs k ocoboi rpynne nekap-
CTBEHHBLIX MpenapaToB, YTo 00yCnoBNeHo HanM4yMeM B WX COCTaBe pagWoHyknuaa, Hebomnbwum obbeMom
cepun 1 0COBEHHOCTAMMW rOCYAaPCTBEHHOMO PerynmpoBaHns.

[aHHble nekapcTBeHHbIe NpenapaTbl MOryT Npou3BoAUTLCA NPeanpUATUAMUK MO NPOU3BOACTBY Nekap-
CTBEHHbIX CPEACTB B COOTBETCTBUM C NMULLEH3NEWN Ha NPOW3BOACTBO, BKNtoYas TpeboBaHUa Hagnexallel npo-
W3BOACTBEHHOW MPAaKTUKKU, U NPOXOAUThL MPOLEeAypY rocyqapCTBEHHON pernctpauuu. Takke 3TW npenaparts
MOrYT M3roTaBMNMBaTLCS B MEOULMHCKUX OpraHM3aumnax B COOTBETCTBUU ¢ TpeBOBaHMAMM, YCTAHOBNEHHBIMU B
[1] n [2], v He nognexaTb NpoLefype rocygapCcTBEHHON perncrpaumu.

TeM He MeHee CyLLecTBYIOT OBLWenpuHATLEIE MeXayHapoaHble NOAXOAb!l K OpraHu3auMn 3ToW AesTenb-
HOCTH, ONUCaHHbIe B JOKyMeHTax MexayHapodHoro areHTcTBa no atoMHou aHeprinv (MAFATI) n BcemupHom
opraHusaumv 3gpaBooxpaHeHus (BO3), oCHOBaHHble Ha ODLLMX NPMHLUMNAX 3alMThI NauMeHToB oT Henobpo-
KayeCTBEHHbIX Hebe3onacHbIX NekapCTBEHHLIX CPeacTB.

3a Bpewms, npolleflliee ¢ AaTkl M30aHWA NpegblayLled Bepcun cTaHaapTa, NPON3oLLIKA 3HAYUTENbHbIE
W3MEHEHMWS B 3aKOHOOATENbLCTBE, PETYNUPYIOLLEM NEKApCTBEHHBIE CPeACTBa, KOTOphLle BbiNM yUTEHBLI B Ha-
cToslllem cTaHgapTe.

v
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HAUMWOHANBbHBIA CTAHOAPT POCCUUCKON OEOEPALUMN

PAOVODPAPMALEEBTUYECKUME NEKAPCTBEHHbLIE NMPEMAPATDI

OGLI.I,H& npaBuna npouw3BoacTBa U U3roToBNeHUA

Radiopharmaceuticals. General guidelines for production and preparation

Oata BeepeHusa — 2025—03—01

1 O6nacTb NnpUMeHeHus

HacToqawumi ctaHgapT cooepuT pekoMeHgauum no cobrogeruo 061X NPUHLKMIOB W MPaBuI U3roToB-
neHuns (Npom3soacTea) paguodapMaLeBTUYECKUX NeKkapCcTBReHHbIX npenapaTtos (POIM) B HeGonbLuvx Konm-
YyecTBax, Kacawlwmecs OesATENbHOCTU Mo NPUOBPETEHUIO UCXOOHBIX MaTepPUanoB W NPOaYKTOB, UX NPUEMKE
M XpPaHEeHWI0, BbIMOMHEHUIO TEXHONOIMYEeCcKMX onepauui no nonydexnutio POJIMN 1 ero ynakoebiBaHWIO B Mep-
BUYHYIO YNAKOBKY, NPOBEAEHWUIO KOHTPOMNA Ka4ecTBa, paspeLleHuto Ha OTNYCK, XPaHEHWI roTOBOWM NPOAYKUNM,
NOCTaBKe U COMYTCTBYHOLLEMY MOHUTOPUHIY.

[Mpy BbINOMHEHWW MOMNOXEHUIN HACTOSALLErO cTaHAapTa Heobxoaumo cobniogate obasatensHele Tpebo-
BaHusA K uarotosneHuto PO, yctaHoeneHHble B [1], [2].

Mpownzeogcteo POJM ocywecTenaeTcs npoussoautensamu (B ToMm yucne N3 T-ueHTpamu) B COOTBET-
CTBWMW C yCcTaHOBNEHHbIMK TpeboBaHuamu [3], [4].

TakKe MOryT NPUMEHATLCSH NOMOXEHUA HACTOSALWEro cTaHgapTa, ecri OHU He NPOoTUBOpeYaT BbllleyKa-
3aHHbIM TpeboBaHUsAM.

[eatenbHOCTL MEAWULMHCKMX pABOTHUKOB MO MPUIroTOBNEHUIO MHAMBMAYansHoW Ao3sl POI nepeq He-
NnocpeacTBEHHBIM MPUMEHEHWEM (HANPUMED, U3 MHOrO4030BOr0 (hnakoHa) He BXoAuT B obnacTe NpuMeHeHnust
HacTosALlero cTaHgapTa.

2 TepmMuHbI 1 onpeaeneHns

B HacToslwem cTaHgapTe NpUMeHeHbl cregyoume TepMyUHbl C COOTBETCTBYOLWUMK onpefeneHUsiMi:

2.1 roToBbIA NPOAYKT (NpoAyKuMA): llekapcTBeHHbIM Npenapart, KOTOpbIA NPOoLLen Bce CTagun TeXHO-
NOrM4yeckoro rnpoLecca, BKIKYas ynakoBbiBaHWe B OKOHYATENbHY YNaKkoBKY M MapKMPOBKY, KOHTPOMb Kade-
CTBa U BbiJa4y pa3peLleHns Ha OTNyCK.

2.2 koppekTupyowme U npegynpexgarwme gencteuna; CAPA: [lencTeud, HanpaBneHHLIE HAa yCTpa-
HEHWE MPUYUHBLI BbISIBMEHHBLIX U MOTEHLUMAaNbHLIX HECOOTBETCTBUIA UMW OPYIUX HEXEeNaTerbHbIX CUTyauui,
BKITHOYas OTKMOHEHWS, pe3ynbsTaTthl (TPeHOb!), BLIXOASLWME 32 paMK/ cnelMdukaumi, 3amedanns, caenaHHble
npy ayguTax kavyecTBa (BKIOYast CaMOMHCIeKUnn).

n pumedyaHne — HecooTteeTtcTBUSA HEOGXO,D,VIMD paccnenoBaTte AnA BeIABNEHWA OCHOBHBIX MPUYKH UX NOABNe-
HWUA. METO,D,OJ'IOI'MH NNaHWpPoOBaHA 1 BbINOMHEHWA CAPA A0IKHA NPUBOOUTE K yNy4dlWEeHWK NpoaykTa 1 npouecca, pac-
LWNPEHNIO 3HAHUW O HUX.

2.3 HaBop ANA NPUroToBneHUsA paguodapMaLeBTUYECKOro NekapcTBeHHOro npenapara; Habop
Ana PONM: llekapcTBEHHLIM Npenapart, KOTOPbIi NOANEXKUT BOCCTAHOBMEHUIO UMM XMMUYECKOMY CBA3LIBAHUIO
C pagWoHYKNMAAMW AN MofydYeHUs roTOBOro K NMpUMEHEeHWo pagvodapmMaleBTUYeckoro NekapcTBEHHOo
npenapara, kak NpaBuro, nepea ero UCnonbL3oBaHUeM.

MpumevyaHue — PagvodapmauesTuyeckuii Habop coaepXuUT HeobXxoaAMMbIEe KOMMOHEHTbI ANA NPUrOTOBNEHNS
P®JIIN 3a ncknoyeHnem paguoHyknuaa.

MapaHune ochbuumnansHoe
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2.4 oTBeTCTBEHHOE NUUO 3a paguodapMaleBTMYECKUN NeKapcTBeHHbIW npenapat: Cneunannct ¢
BbICLUMM UMW cpeaHUM npodeccruoHanbHbIM obpasoBaHuem, obnagallnii 40CTaTOYHbIMKY 3HAHUAMK U ONbl-
ToM B 06nacTu paguodapMaLeBTUKKM U CMeXHbIX oBnacTax.

MpumeyvaHus
1 TpeboBaHnus, NpegbsensaeMble K crieuuanicTamM, yctaHoeneHsl B [5], [6].
2 PekomeHgyeTca Hanu4yve TpyOoBOro ctaxa B obrnact NpomM3BoAcTBa Unu uarotosneHns POJMT.

2.5 pagMoHyKnuaHbIW reHepatop: [liobas cuctema, cogepxawas (HUKCUPOBAHHBLIA MEpPBUYHbIN
paguoHyKnua, u3 koToporo 06pasyloTcs BTOPUYHbIE PagMOHYKIWAbI, U3BNEYeHWe KOTOPbIX OCYLLECTBMAETCS
nyTem 3MHUPOBAHWA MU ApYrMM cnocoboM 1 KOTOpble UCMOMb3YTCA B pagnodapmMaleBTMHeckom nekap-
CTBEHHOM Mpenapare.

2.6 pagvMoOHYKNUAHLIA NpefllecTBEHHUK: PagvoakTUBHOe BeLlecTBO, NMpefHasHaudeHHoe Ans BBe-
OEeHUs paguvoHYKNuaa B Apyroe BeLecTBO C Lenbio nonyydyeHust paguodapMaLeBTU4YecKoro NekapcTBEHHOMO
npenapara.

2.7 paguodhapmaueBTUYECKUNA NeKapcTBeHHbIN npenapart; PO llekapcTBeHHbIN Npenapar, co-
LepXalnii B roTOBOM Ansl NPUMEHEHWS COCTOSHWM OOWH UMW HECKONbKO PadMOHYKMWAOB (pagvoakTUBHBLIX
M30TOMOB) B Ka4ecTBe AeNCTBYIOLLEro BelecTBa Unv B coCTaBe AENCTBYIOLLErO BeLLeCTBa.

MpumeyvaHus

1 PONIM ncnonb3aykT ONA OUArHOCTUYECKUX MW TepaneBTUYecKUX Lenein, B TOM Yucne Ansa nosmTpoHHO-3MUCCU-
oHHoW Tomorpachum (M3T), nonyyakwT ¢ NCNoNb30BaHUEM PadMOHYKNMMAHLIX reHepaTopoB, LUMKIOTPOHOB, HabopoB ana
NMpUroTOBNeHWsa pagvodapMaleBTUHEecKUX NpenapatoB, PacTBOPOB PagVOHYKNWAOB, XMMWYECKMX W pPagUuoHYKMUOHLIX
npeaLwecTBEHHMKOB.

2 POIM, nponseoguMmele (M3roTaBnueaemsle) B HeBoMNbLUMX KonnyecTeax, — 3710 POJI pazHoro HazHayeHus [ans
M3T, oAHOOTOHHOW SMUCCUOHHOW KOMMbOTEPHOW ToMorpadumn (OPIKT) unun ana TepaneBTUHECKUX Lienei), He npegHa-
3Ha4YeHHbIE ONA KOMMEPYECKOTO NPUMEHEHWS, B TOM YMCIE 3KCTEMNOPAanbHOMO U3rOTOBMNEHUS, NOMyYaeMble C UCMONbL30-
BaHWEM reHepaTopoB U HAabopoB, aBTOMaTU3MPOBAHHLIX MOAYNEN CUHTE3A.

2.8 papuodhapMaLeBTUYECKMA NeKapcTBEHHbIW npenapaTr 3KCTEMNOpPanbHOMo WM3roToBNeHUA:
PagvodhapmaueBTUyecknii nekapcTBeHHbIA Mpenapat, W3roTOBMEeHHbIA B MHAMBMAYanbHOW 0O3WPOBKE AMA
WHOMBUAYaNbHbLIX MAaLWeHTOB MO MEOULMHCKMM NOKa3aHWsIM COrnacHo TpeboBaHUSAM MegWLMHCKUX OpraHu-
3auun.

2.9 pe3ynbraThl, BbiXxogswue 3a pamku cneuudmkauymnm; OOS-pesynstaThl: PesynstaThl, HE COOT-
BETCTBYIOLLME KpUTEPMAM NPUEMINEMOCTI MMM HOPMaM, YCTaHOBIEHHbIM B creuunduKaunsax.

2.10 xumMu4eckne npegllecTBeHHUKU: BellecTBa CUHTETUYECKOTO UMM NPUPOAHOIO MPOUCXOXKOEHUS,
KOTOpbIE MOocne MeYeHWst paguoHYKNMMOOM NpeacTaBnsaoT coboi MOMeKynbl, KOTOpble CaMOCTOATENBHO WK
B pesynbraTe NocneaynLlmMx XMMUYEeCcKUX nNpespalleHnin obecnevvBaloT OCTaBKY pagvMOoHYKNMaa K LeneBbiM
KNeTkaM-MULLIEHAM.

3 Obwme nonoxeHusa no narorosneHnro POJIN

3.1 ®apmaueBTMyecKkana cuctema kadectea PPN

3.1.1 Ina rapaHTUM Ka4yecTBa BbIMyCKAaeMON NpoayKLUK opraHM3auumM Heobxogmmo paspaboTats v obe-
CMeYnTb HagexXHoe PYHKLWOHWPOBaHMe dhapMaLeBTUYeCcKon cuctemMbl kadectea PO (®PCK POJIM), Bknto-
yalLlen npolecc ynpaeneHus puckamu ans kadectea. PCK PO BkitoyaeT KOMMAMEKS Mep U MeponpUATHM,
obecnevnBaoWwux narotosneHre POJIMN Hagnexaulero kadectea. MacwTtab cucTeMbl KayecTea 3aBUCKUT OT
06bema 1 CNOXHOCTW NPOLIEAYP, BLIMOMNHAEMbIX OpraHu3almen (cM. pasgens! 4 1 5), ogHako Bce yCTaHOBIMEH-
Hble TpeboBaHUA OOMKHbI ObITh BbIMOMHEHDI.

3.1.2 ®CK POJIN opraHusayum 4omkHa rapaHTUpoBarh:

a) 4To paspaboTka u marotoBneHne PP 6asnpyloTca Ha akTyanbHbIX 3HAHWAX O Mpoleccax U npo-
OyKTax;

0) onepauuu No M3rOTOBIEHUID N KOHTPOIID Ka4yecTBa onpefenieHbl M COOTBETCTBYIOT YCTAHOBMEHHbLIM
TpeboBaHuam (cMm. [1]—[3]) n TpeboBaHUAM HacTOALLErO CTaHOapTa;

B) npumeHeHue POJM y naumeHTa 4o BblAa4YM OTBETCTBEHHEIM NuuomM 3a POIIT pa3spelueHns Ha oTnyck
He ponyckaetca. OTBeTcTBEHHOE nuLo 3a POJIN yonocTorepser, uto kaxaasa cepusa POJN 6eina uarotoenexHa
(Mpou3BegeHa), NPOKOHTPONMPOBaHa U XpaHunach B COOTBETCTBUM C YCTAHOBNEHHbIMW TpeboBaHMAMM U Tpe-
BoBaHUAMK HacToSLLEero cTaHaapTa;

2
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r) NpuUHATBIE opraHu3auuen mepsl obecnedvmBaioT kadecTBo POJIIN B TeueHne Bcero cpoka roaHoCcTy npu
MX XpaHeHWU W nocnegyrolem obpaleHun.

3.1.3 OTknoHeHus, u3aMmeHeHua, 00S-pezynkTathl U CAPA

3.1.3.1 B opraHusaymm HeobxoanmMo HanuuMe LOKYMeHTUPOBaAHHOW NPoLeaypbl, yCTaHABMMBAOLLEN NO-
psSOOK paboThl C OTKMOHEHUAMWU. Bce OTKIMOHEHWS OT NPOTOKOMOB M3rOTOBMNEHUS PErMCTPUPYIOT, UTODEI 0be-
CreYnTh BbisiBNeHWe TpeHaoB (TeHaeHumin) n nposegeHne CAPA.

3.1.3.2 B opraH1saunm 4ormkHa (hyHKLMOHMPOBaTL CMCTEMa YNpaBreHnss U3MeHEeHUsIMK, YTODbI NCKNio-
YWTb UX HeraTUBHOE BNUAHME Ha KadecTBo POJINM, Bknioyas npouecck! narotoBnedusa PO, koHTpona kade-
cTBa, obopynoBaHue, NnporpaMmHoe obecrneveHne, ynpasneHne NocTaBLLIMKaAMMU.

3.1.3.3 OpraHuzauuum HeobxoomMmo MMeTk Npouenypbl (Npouecckl) no ynpaeneduio OO0S-pesynsrataMmu
n CAPA.

3.2 [epcoHan

3.2.1 O6wme TpeboBaHunA

3.2.1.1 OpraHnzauus OomkHa UMeTb AOCTaToYHOEe KOMMYEecTBO MepcoHana, uMmerwero Heobxogumoe
obpasoBaHue, kBanudukauu, obydyeHne 1 onbIT paboTel, a Takke HeobXxoauMbIE pecypchl, BKMYasa obopy-
[OoBaHWe 1 nomelleHns, obecneymBaloLlLne BbINOMHEHWE NEepCOHaNnoM CBOMX 0baA3aHHOCTeR. Ponb nepcoHana
B OpraHu3aLMy ONUCLIBaKOT, HanpuMmep, B OpraHM3aunoHHON CXeMe.

3.2.1.2 OpraHunsauusa gormkHa NoagepKUBaTh B akTyarnbHOM COCTOSIHMKM 3aMUCK O K2XO0M COTPYLHUKE,
3aHATOM B u3rotoBneHun PO, Bknovas, HanpuMmep, pestoMe COTPYLHWKOB, AOMMKHOCTHbIE MHCTPYKUUKN 1
DOKyMeHTbl 06 0bpazoBaHum, obydyeHun, atTecTauum U T. n.

OpraHu3auua obecnevmBaeT paguaunoHHy 6e3onacHoCcTs NepcoHana B COOTBETCTBUM ¢ [7].

3.2.1.3 lepcoHan, HenocpeACTBEHHO 3aHATLIA B u3rotoBrneHun POJIM, Bknwo4aa coTpyOoHUKOB, OCY-
WwecTenawWMx yBopky n TexHuyeckoe obcnyxmuBaHvue, Npoxogut obydeHue pagvauuoHHon 6e30nacHocCTu,
BKMNHOYas npasMna pagnauMoHHORN 3alnTbl, NOpsaok obpalleHna K XpaHeHUs pagMoakTUBHbBIX MaTepuanos,
cnocobbl UX ge3akTuBaluu.

3.2.1.4 MepcoHany, paboTarLleMy CO CTEPUNBbHBIMU MaTepuanamu, HeobxoaumMo cobrofaTs TEXHUKY
acenTuyeckoil paboThl, BKITOYAsA HOLLEHWE COOTBETCTBYHOLLLEN cnelmnansHoM ofexabl U MCNonb30BaHne cre-
PUNBHLIX pacXogHbIX MaTepuanos.

3.2.2 Kno4yeBoy nepcoHan

3.2.2.1 UsrotoBrneHne v KoHTporb kadectBa PP ocyllecTBAsEeT U KOHTPONUPYeT KBanudguumposaH-
HbIA NepcoHan. B opraHnzauuM Ha3Ha4awT oTBeTCTBeHHoe nuuo 3a POJIM.

3.2.2.2 OteeTcTBEHHOE N 3a POJM BeINONHAET cnegytowme @yHKUUK:

a) onpenenseT Npoueaypbl NPOBEPKU U OLEHKM UCXOOHBLIX MaTepuarnoB U rapaHTUpYeT, YTO Kaxaasa ce-
pUs UCXOAHLIX MaTepuanos Obina NPOBEepeHa 1 oLeHeHa Ha COOTBETCTBMe TpeboBaHMaM cneyudurKauumn go
MCMNONb30BaHUS;

6) NpoBoAWT NpoBEpPKY 3anucer 06 M3roTOBNEHMN M KOHTPONE KavyecTBa (AOCLE Ha CEPUI0) Ha NpaBuib-
HOCTb W MOMHOTY 3anONIHEHWA U COOTBETCTBUSA YCTAHOBIEHHbIM CNEeLUpUKaLNAM 0O MPUHATUA pelleHnus o
paspeLleHu Unu oTKNoHeHun cepun PO,

B) yTBepxXOaeT npolueaypbl, cneuundukaumm, NnpoLeccsl U METOOAUKK, BKIHOYAs COOTBETCTBYIOLLME CTaH-
JapTHble onepauuoHHble npouenypsl (COMM);

r) rapaHTWUpyeT, 4TO BECb NepcoHarn Hagnexawmum obpasom oby4eH n aTTecToBaH;

L) paccnegyet ownbkM (OTKNOHEHWRA) U rapaHTupyeT, 4To CAPA Bbinn npeanpuHATLl 4158 YCTPaHeHUs 1
npenoTepalleHus nx B byayuiem;

e) rapaHTupyet, 4To POJII1 cooTBETCTBYET YyCTAHOBMNEHHBIM TPEBOBaHWAM K KauecTRy.

3.2.2.3 Takke B opraHv3aaLMu Ha3Ha4arT OTBETCTBEHHOIO 3a cUCTeMy obecnedveHus kadecTsa POJIMM co
cnenyrowmMn yHKUUSMA:

a) ynpaeneHue cucteMon obecrnedeHmns kadectsa (PCK POIIN);

6) nogTBEpXKOEHME NPaBUNbHOCTN OOPMIIEHUS, BEAEHUS W yNpaBneHns JOKYyMeHTaumen;

B) npoBeAeHWEe NepuognYecknX BHyTPEHHWX ayAMTOB KadecTBa (CaMOWHCNEKLMIA) ANA MOHUTOPMHTIA CO-
OTBETCTBUS BLIMOMHAEMbIX AEACTBUIA YCTAHOBMNEHHEIM MpoLeaypaM U Npasmnam;

r) NpoRefeHMEe MOHUTOPUHIa OeATENBHOCTU OpraHu3auum, kacawllencs narotosneHua PO (Hanpu-
Mep, HECOOTBETCTBME crneuudukaunam, obyyeHue nepcoHana, yrnpaeneHue paguoakTUBHBIMKU OTXO4AaMU U
Ap.) COBMECTHO € APYrMMK OTBETCTBEHHLIMW NULaMMU.
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Kak npaBuno, otBeTcTBeHHoe nuuo 3a PPJI ogHoBpeMeHHO BbINOMHAET PyHKLMW OTBETCTBEHHOMO 3a
cucTemy obecneveHus kadectea PPJIM. B Takux cnydasx gonyckaeTcs AenernpoBaTb OTAemNbHble yHKUUK,
yKa3aHHbIe B HACTOSILLEM MyHKTEe, APYTMM COTPYAHUKAM UITM KOHTPaKTHOW opraHuM3aunu.

3.2.2.4 NleaTenbHOCTLIO NO n3roToBneHuo POJIM B opraHn3aumMm 3aHUMalTcs He MeHee OBYX YENoBeK.
OavH 13 HUX HENOCPELACTBEHHO BOBMEYEH B AeATENBHOCTb N0 U3rOTOBNEHUIO MPOAYKTA, BKITOYas TEXHOMOMM-
Yyeckue onepauni U KOHTPOINb KadyecTsa, CTPOro criegys BCeM COOTBETCTBYIOLUMM AOKYMEHTUPOBAaHHbLIM Npo-
ueaypam. Bropown cotpyaHuk, Hagnexawmm obpaszoM oOy4eHHbIM M aTTeCTOBaHHbIA, OCYLLECTBNAET NPOBEPKY
BCEX Pe3ynbLTaTtoB And NOATBEPKAEHWA COOTBETCTBUA U NPUHATUE PeLUEeHNsA O pa3peLleHr Ha OTMYCK rOTOBOK
npoaykuuu. MpoeepsoLwmnM MoXeT BbiTb NMOOR COTPYAHMK, KOTOPLIW NpoLLen oby4YeHne U cnocobeH OLEHUTL
COOTBETCTBYHOLLME pe3ynsTaThl UMW AaHHbIE, MOHUMAaEeT UX 3HAYeHne M cnocobeH NoATBepAuTL WX NpaBUMb-
HOCTb.

3.2.3 Oby4eHue

MepcoHan, 3aHATbIN B naroToBnennu PEIM, npoxoguT obyyeHne no Bcem acnektam obecneyeHns Kadve-
cTBa (BkNtoYas npoueaypbl MarotosneHns POJM, pagnaunoHHyo 3anTy U TEXHWUKY acenTudeckor paboTel,
npouenypsl npurotoneHus PONM 1 nHouBuayansHbIX A03MPOBOK, KOHTPOMbL KayecTBa, NabopaTtopHble UCMbI-
TaHWs, NOPsIA0K OLIEHKN M3rOTOBNEHHOW CEpUK, YNIpaBNeHne JOKYMEHTaLWen), NpaBunamM rurmeHsl, acnekram
chapmaLeBTUYEeCKON MUKpoBuonornn, MUKpobUONOrMYecKkoMy MOHUTOPWHIY, KanubpoBke M KBanudgukauuu
obopynoBaHus, o4mcTke, besonacHomy TpaHcnopTupoeaHuio POIIMN. O6bem obyveHns 3aBUCUT OT BbIMOMHSA-
eMbIX PYHKLKUA.

3.3 NomeweHuns n obopygoBaHue

3.3.1 NomeLeHna 1n obopygoBaHMe HeobXoaMMO pacrnonaratb, MPOEKTUPOBaTh, CTPOUTL, OCHAaLLATb U
3KcnnyaTupoBaTb TakMM 0Bpa3om, YToOkl OHKM COOTBETCTBOBANM NPOBOAUMbLIM onepauusM. [naHnpoBodYHoe
peLUEeHNE U KOHCTPYKLWS JOMKHbI CBOAWTL K MUHUMYMY PUCK OLWIKMBOK 1 obecneunBaTh BO3MOXHOCTb adhdek-
TUBHOW O4YMCTKM U 0BCNYXMBaHUA B LENAX UCKMIDYEHUA NepeKkpecTHON KOHTaMuHauum 1 niobbix dakTopos,
HebnaronpusiTHLIX ANsi KadecTBa Npoaykumu, a Tawke obecneymBaTb 3alluTy MPOW3BOACTBEHHOW cpeabl W
nepcoHana oT UOHU3UPYHOLLEro U3nydeHus.

3.3.2 PagnoakTuBHblie Matepuanksl HeoBXxoaMMo XpaHuTh, obpabaTeiBaTh, YNAKOBLIBATL U KOHTPONUPO-
BaTb B CNeuuansHO BbIAENEHHbIX MOMELLEHUAX, B KOTOPLIX YCTAHOBINEHO TOMLKO HEOBXOOUMOE ANa OaHHbIX
paboT obopynosaHue.

3.3.3 Bxog B KOHTpONUpyeMble NPpon3BOLCTBEHHbIE M NabopaTopHble NOMELLEHWS OCYLLECTBSAT Yepes
KOMHaTbl [fs nepeofeBaHns (CaHnponycKHWKN) U LOMYCKaeTCA TOMbKO ANA nepcoHana, MMeloLero npaso
gocTtyna B HuX. MNoceTutenam, TEXHUYECKOMY M CaHUTApHOMY nepcoHany HeobxoguMo cnefoBaTh OOKYMEH-
TUPOBaHHLIM NpouedypaM, yCTaHaBMMBAKLWIWM NpaBuna JocTyna B NOMeELLEHWS.

3.3.4 Nocne TexHU4Yeckoro obCnyKMBaHWsl 1 pEMOHTA NOMELLIEHWS NOABEPrakdT OYUCTKE U COOTBETCTRY-
touen obpaboTke.

3.3.5 Heobxogumo nNpoBoanUTb MOHWUTOPUHT pabo4ymMx MecT U NPoU3BOACTBEHHOW cpelbl B OTHOLUEHUW
YPOBHS paguauWy, KOHLEeHTpauun 4acTuy, BMaXxHOCTH M MUKpoopraHuamoB. Nopagok npoBegeHus MOHUTO-
puWHra (4actoTa NpoBefeHUs U OONYyCTMMbIe Npefenbl) yCTaHaBMMBAKT B AOKYMEHTUPOBAHHLIX NpoLeaypax.

3.3.6 JonxHo BbITh ycTaHOBNEHO 0bopyaoBaHWe AN onpefeneHns N MaMepeHus pagnauuoHHoOro Bo3s-
OelCTBKUSA Ha nepcoHan.

3.3.7 Pabo4mne mecTta [oMmKHbl OblTh aTTECTOBAHLI B COOTBETCTBUM C A€NCTBYIOLLMM 3aKOHO4ATENBLCTBOM.

3.3.8 CnepyeT m3beraTb BbINONHEHMA PasnMYHbIX Oonepauni B O4GHOM NOMELLEHWW W NPUMEHSTL Besge,
roe BO3MOXHO, X husnyeckoe pazgeneHune. 3oHbl (MOMEeLLEeHWs) Ans pasnnyHblX onepauuin hruanveckn pas-
OensoT Ans obecnedyeHns HeNepeceKarLuxca NOTOKOB UCXOAHLIX MaTepManoB, NPOMEeXYTOUYHbIX MPOAYKTOB
W rOTOBOIO MPOAYKTa U YETKO UOEHTUULMPYIOT ANA NpeaynpexaeHus nepenyTbiBaHWSA U HENPeOyCMOTpeH-
HOro Mcnonb3oBaHWA. Hanpumep, TexHonorMyeckme onepaumnmn, KOHTPOrb KadecTBa WM nabopaTopHble UCbi-
TaHWsl, XpaHeHWe paspeLleHHbIX ANA M3rOTOBNEHMA UCXOAHbBIX MaTepManos (BKMYas NEPBUYHYIO YNaKOBKY W
YKYMOPO4YHbIE CPEACTBA) CredyeT OCYLEeCTBNATL B OTAENbHbIX 30HaX, OTAENEHHbIX OT APYIMX.

3.3.9 Hay4yHo-nccnegoBaTtenbsckMe paboTbl Ha Nnollajake, rae M3rotoenstoT (npouaeoaaT) POJINM, npea-
HasHa4YeHHble ONA MeAULMHCKOrO NPUMEHEHUSA, OTPaHUUYMBAOT HU3UYECKN I C MOMOLLBI agMUHUCTPATUB-
HO-OPraHM3aLUMOHHLIX MEpPONPUATUIA Tak, YTODObI HE OKa3biBaTb BNMSHWUSA Ha kadyecTeo PO,

3.3.10 Cknaackue 30HbI

Bce xpaHawmecs maTepuansl U NPOOYKUMIO MOEHTUMULMPYIOT C yKaszaHMeM Ux cTatyca (KapaHTuH, 040-
BpeHo 1nu 3abpakoBaHo) M HU3NYECKW OTOENSIOT APYr OT Apyra.
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3.3.11 NomeweHnA AnA U3roTOBNIEHUA CTEPUNBHOW NPOOYKLUKU

3.3.11.1 AcenTunyeckue onepavumn BbINOMHSAKOT B YACTOW 30He Knacca A (cm. [3], npunoxenue 1). Knacc
UMCTOThI OKPYKaKLel 30Hbl 3aBUCUT OT U3OMUPYIOLLNX METOLOB CTENEeHU pUcKa MUKPODHOW KOHTaMUHALMK
Ansa npenapaTa, TEXHONOrMU U3roTOBMEHUS, CpoKa rogHocTy PO u KonuyecTBa equHUL, NpoayKTa, nony4va-
€MOro 3a TEXHOMOIMYECKUIA LMK, MIcXoas U3 aHanusa puckoB AN kadecTBa NnamuHapsbl (6Mobokekl) gonycka-
eTcs pasmellaTth B YMCTOW 30He knacca C, a u3onatopbl — B YACTON 30He Knacca D.

Mpumepbl acenTUHecknx onepauui: cbopka cTepunbHbIX KOMMNOHEHTOB (Wnpuu, urna, hunstp 1 dna-
KOH) Ona cTepunuayLwein dunsTpayumn, nonyvyeHne antaTa u3 reHepartopa TexHeuuns-99, pactsopeHue unm
BOCCTaHOBMNeHMe pacteopa Habopa ansa PO, otbop cTepunbHbiXx 06pasuUoB, NpoBedeHWe UCMbITAHWUA Ha
CTEPUNBLHOCTB.

3.3.11.2 MaTepuansl NOBEPXHOCTU CTEH, NOTOMKA, NMona, CToNoB W Apyroi mebenu B 3oHax NpoBedeHnus!
TEXHOMOMMYECKMX ONepaLnii U KOHTPOMNSA Ka4ecTBa OOIMKHbI NO3BONATL METKYH 0YMCTKY, Oe3UHMEKLNO U Je-
3aKTMBaLWK NPW NPONMBE pagnoakTUBHOMO pacTeopa.

3.3.11.3 OuncTky 1 caHuTapHyto 06paboTKy NPOBOAST PEryNsipHO B COOTBETCTBUW C YCTAHOBEHHbBIMM
npoLeaypamu U perucTpupytoT.

3.3.11.4 B 30He BbINOMHEHUA TEXHONOIMMYECKUX Onepauui pakoBUHbI OTCYTCTBYIOT.

3.3.11.5 ¥YnakoBbIBaHWE BO BTOPUYHYH YNaKOBKY (Madku, KOPOOKU U T. N.) He JonycKaeTcsa NpoBoAWTL B
30HE TeXHOMOrMYECKMX onepauni ans Toro, 4Tobbl MUHUMKU3MpOoBaTe 0Opa3oBaHme MNbifv U APYTMX YacTuL.

3.3.11.6 TexHnyeckas 30Ha (TEXHWUYECKNIA KOPUAOP) AOMKHA (JomKeH) obecnedynBaTh LOCTYN B rOpsYyto
Kamepy, MMHYS YMCTble NOMeLleHNns.

3.3.11.7 Opexpoa onepaTopOB U ee XapakKTepPUCTMKN OOIKHLI COOTBETCTBOBATL KNaccy YUCTOThl pabo-
yen 30HbI. AcenTUyeckue MaHUNyNAUUK cneayeT NpoBOAUTE B CTEPUIbHBIX UMW NMEpUoOUYEcKU Ae3nHPDULM-
pyeMbix nep4yatkax (cm. [3], npunoxeHue 1).

Tawke onepatopam crnegyeT WCMONb30BaTb AOMNOMHWUTENbHbIE CpeacTBa WHAMBUAYaNbHOW 3aLlWThb
(3aLLMTHbIE OYKM, BM3OPBI, 3alMTa AnA pyK) Npy HeoOXoouMOCTM M B COOTBETCTBUKM ¢ TpeboBaHusMu pagva-
LWOHHON BeaonacHoCTH.

3.3.11.8 Bo Bpems usrotoeneHus PO B noMeLLeHnn MOXET NPUCYTCTBOBATEL TOMBKO NepcoHarn, Hemno-
CPEeACTBEHHO YYaCTBYHOLLMIA B MPOLECCE.

3.3.11.9 MNomeLLeHns 1 obopygoBaHWe, UCMOMbL3yeMEIE B aCENTUYECKUX onepauunsax, crneqyeT perynsapHo
KOHTpOMMpOBaTh Ha MUKpoBMonoruyeckue TpeboBaHUa U cogepKaHue YyacTuu.

3.3.11.10 Martepuansl 1 obopyaoBaHMe, NOCTyNaKLWMe B acenTUYECKY0 30HY, NOABEPraloT CaHUTapPHON
06paboTke B COOTBETCTBUM C JOKYMEHTHMPOBAHHOWN Npoueaypoil. M3onsatop cHabxaloT MaTepyanbHbiM nepe-
OATOYHBIM LUMK30M (MOPTOM) C FePMETUYHO 3aKPbIBAKLLNMMUCH ABEPAMM.

3.3.11.11 KonnyecTBo 0OLEKTOB, BHOCMMbIX B NMaMUHAapPHLIA NOTOK paboyen 30HbI knacca A, Heobxoaun-
MO CBECTU K MMHUMYMY W HE OOMYCKaTb HApPYLUEHWUs MaMUHAPHOCTU NOTOKA YACTOrO BO3A4YXa.

3.3.12 ObopypoBaHue

3.3.12.1 OcHoBHoe (kpuTu4yeckoe) obopyaoBaHWe NoABepralT KBanupukauum nepes Ha4anom akcnny-
aTauumn 1 Yyepes yCcTaHOBMNEHHbIE BpeMeHHble MHTepBans! U TLaTelbHo JOKYMEeHTUPYHOT. YacToTa NoOBTOPHON
KBanmcanau,wM” M KanmbpoBKK AomKHA BbITe OCHOBAHA Ha aHanuae pI/ICKOBZ).

OcrtansHoe obopynoeaHue, ucnons3ayemoe npu narotoenexuu POJM, Takoe kak BogsHele BaHu, Tepmo-
MeTpbl, HarpeeaTternsHoe obopyaoBaHWe U T. 4., NPOBEPSAIOT HA NPaBUIMLHOCTbL paboThl, pe3ynsTaThl MPOBEPKY
pPEerncTpupyHoT.

O6opynoBaHue, ucnons3yemoe Ans BepurKauum KpUTMHeCcKnx napameTpoB (HanpMmep, TEpMOMETPGI,
AaT4yMKK CKOPOCTW BO34yXa, CYETYMKKM YacTuL, M T. 4.) TeXHOMOrM4eckoro npouecca, U nabopatopHoe obopy-
JOBaHWE noanexar perynapHon KanubpoBke, NepUOAMYHOCTL KOTOPOW OCHOBAaHa Ha aHanuie puckor. [pu
KannubpoBKe MCMONb3YT aTTECTOBAHHLIE NPOCNEXNBaeMble KAanMBpoBoYHbLIE CTAHOAPTHI.

1) Nopgpo6Hele pekoMeHaaLMM No KBAaNUMUKALMW M BaNUAALMA Npu MaroToeneHnn PO B manom konuyecTse
npuBeneHbl B PykoBoAcTBe NO BanvgauMu v Ksanuukaumm npoLeccos M onepauuii, CBA3aHHbIX C paguodapmauesTu-
YeCcKMMW NnekapcTBeHHbIMU Npenapatamu EBponeiickol accounaumm agepHon megumumbel (EANM Guidance on validation
and qualification of processes and operations involving radiopharmaceuticals, 2017 [https://doi.org/10.1186/s41181-017-
0025-9]). JanHaa nHdopmauma npuBedeHa aAns ygqobeTeBa nonb3oBaTenell HACTOALLEro cTaHaapTa.

2) NoppobHble pekoMeHaaLMN N0 aHaNN3y PUCKOB NpuBeaeHsl B PYKOBOACTBE MO YNPaBMeHUIo pUckami KadecTea
pagunodapmMaleBTUHECKMX NekapcTBEHHbIX NpenapaTtoB EBponeiickon accoumnaunm agepHon meguunHel (EANM guideline
on quality risk management for radiopharmaceuticals, 2022 [https://doi.org/10.1007/s00259-022-05738-4]). JaHHaa vH-
dopmauma npuBedeHa Ang yaobcTea nonk3oBarenel HacToALWero cTaHaapTa.
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Cnepyet yuutbiBaTth TpeboBaHMA K U3MepuTensHoMy 060pya0BaHu1Io, yCTaHOBIEHHbIE B [8]. Moaxogb ')
K opraHusauum paboTbl C aBTOMATU3MPOBAHHBIMU MOLYNAMW CUHTE3a W/UN 003MPOBaHWUs NpuBeaeHs B [9].

3.3.12.2 MNpumeHsiemasa opraHu3aLlnein cucTeMa NnaHpoBaHUs U NPOBeOEHUA TEXHUYECKOTO 0DCyXKu-
BaHWS W KanubpoBKKM OoIMKHA obecneunTh Haanexallee perynspHoe obcnyKMBaHWe 1 KanubpoBKy Mpouns-
BOACTBEHHLIX CUCTEM M 0BOPYOOBaHWSA, UCMONb3YyeMbIX B U3rOTOBNEHUNU U KOHTpone kadecTBa POJIMN. 3anucu
W KypHansl Ans Bcero obopynoBaHusa BeQyT BHE 3aBMCMMOCTM OT TOMO, KTO MPOBOAUN TEXHMUYeckoe obcnyxu-
BaHWe ¥ KanMbpoBKY: OpraHM3auns Unm NocTaBLUMK YCRYT.

3.4 NokymeHTauunnA

3.4.1 Hagnexalwasa npakTuka OOKYMeHTanbHOro odpOpMIeHMs KpaHe BaxHa Ana obecneuyeHusa Oo-
KasaTernbCcTBa BLINOMNHEHUS OeACTBUIA, NpeayCcMOTpeHHbIX Npolenypamu. Ee cobnwogeHne Heobxoammo Ans
BCEX COTPYAHWKOB, BEAyLUMX 3anucK B paMkax Haanexalwen paguodapmaueBTn4eckon npakTukn. B opraHu-
3aummn Heobxogumo paspaboTaTtbh U NogAepPKMBaTL CUCTEMY YNpaBMNeHWs JOKYMeHTaunen, obecnednsatoLyo
NpOCNeXMBaeMOCTb BCEX Npoueayp v onepauni. [JokymeHTaunsa MOXET BECTUCh B ByMarkHOW, 3NeKTPOHHOW
UNU cMmeLlaHHon dopme.

3.4.2 ina kaxgoi npouenypsl UNu onepauun paspabateiBatoT u yTepxaaT COMN unu 4oKyMeHTUpo-
BaHHbIe MHCTPYKUMK. ONKMCLIBAKOT BCE OMNepaLlun, Kacawllineca narotorneHus PO, obecneyeHusa kayecTsa
W yNpaBneHus 3TON OeATenbHOCTLIO.

COIl cnegyeT nepecmaTpuBaTb HE pexe O4HOro pasa B ABa-TPW rofa, 3a UCKITKYEeHWeM Cryyaes, Tpe-
ByloLMX HeEMeONeHHOro NepecmMoTpa nNpoueaypsbl.

3.4.3 Cuctema ynpaeneHus OOKyMeHTauuen OomkHa obecnednBaTbh AOCTYN TOMbKO K AENCTBYHOLLMM
BEpPCUSM JOKYMEHTOB.

3.4.4 OpraHn3auum HeobXoAUMO UMETh YTBEPKAEHHbIE B YCTAHOBNEHHOM MOPSAAKE cneuudukaunn Ha
BCE MCXOOHble MaTtepuanbi/Habopbl NS NPUrOTOBNEHWS paguodapmaleBTUYeckux npenaparoB U roTOBYH
NpoaYKUMIO.

3.4.5 OpraHu3saumm HeobxogUMMO BECTK 3anMcy No cregylownm encTBUAM:

- npuobpeTeHne U BXOAALNA KOHTPOMb BCEX MCXOOHLIX MaTepuanoB, BCMOMOraTenbHbIX BELLECTB U
pagvoHYKNUO0B/pagUOHYKNUAHBIX reHepaTopoE;

- WM3roTOBMNEHUe Npenapara: 3anucy o cepun (0ocke Ha CEpUID), pe3ynbTaThl UCMBITAHUIA NPU KOHTpONe
Ka4ecTBa M pelleHne o6 oTnycke;

- OYMCTKa U TexHu4eckoe obcny)KrBaHWe NoMeLLeHW;

- 04MCTKa, KanubpoBKa, TexHUYeckoe obcnykmBaHue, kBanudukauus 1 akcnnyatauns o6opyaoBaHns;

- oby4yeHune nepcoHana;

- TpaHcrnopTUpoBRaHWe paguoOaKTUBHOIO MaTepuana;

- MOHWTOPWHI PaAMOaKTUBHOW KOHTaMUHaLUKU 1 obpallleHne ¢ paguoakTUBHBIMW OTXO4aMU;

- MUKPOBWMONOrM4eckMin MOHUTOPUHT M MOHWUTOPMWHT YacTuL;

- MOHWTOPWHI TEMMEPaTypbl, B HACTHOCTU XONOAWMNBHUKOB M MOPO3UNbHbBIX Kamep;

- cny4aun gedektoB npenapatoB U HecooTeeTcTBUIA COlM (OTKNOHEHWIA);

- MpOTOKOMLI U OTYETLI 0 BanMaaunu/keanudukalmm (nomelleHus, odbopynoBaHue, NpoLecchkl U aHanu-
TUYecKue MeTOANKN);

- KOHTPONb U3MEHEHUN.

3.4.6 Jlioboe nameHeHne, BHOCMMOE B JOKYMEHT, NOAMMCLIBAKT U AaTUPYIOT. M3MeHeHne BHOCAT Takum
obpa3zom, 4To6bl ObINO BO3MOKHO NPOYTEHWE NEpPBOHaYarbHON nHhopmauun. INpru HeobxogMMoCTK yKasbiBa-
0T NPUYUHY N3MEHEHKSA.

3.4.7 3anucy cnenyeT XpaHUTL B TEYEHWE YCTAHOBIIEHHOIO CPOKa XpaHEeHWs.

1) Mogpo6Hele pekomeHaaLun npusedeHsl B PykoBoAcTBe No COBPEMEHHOI Haanexallei pagwodapmalesTiye-
CKOW MpakTUKE MpU M3roTOBMEHWM paavodapmaLeBTUYECKNX NEKAapCTBEHHLIX NPenapaToB B ManomM KONuW4ecTBe € WUC-
MonbL30BaHWEM aBTOMAaTM3UPOBaHHLIX Mogynen EBponeilckoil accoumaummn sgepHord meauuuHbel (EANM Guidance on
current good radiopharmacy practice for the small-scale preparation of radiopharmaceuticals using automated modules: a
European perspective, 2021 [https://doi.org/10.1002/jlcr.3227]). JaHHaa uHdopMaums npueeneHa ansa yoobcTea nonb3o-
BaTenei HacToALLEro cTaHgapTa.
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3.5 U3roTtoBneHue

3.5.1 UcxogHble maTtepuanbl

3.5.1.1 Bce nocTtynawwuwe matepuans NPOBEPAIOT HA COOTBETCTBUE CAENaHHOMY 3akasy. Takke nepeq
NPUEMKOWN NPOBOOAT BM3yarnbHYH NPOBEPKY LLEeNOCTHOCTU KM COCTOSIHUSA NonyYaemblX MaTtepuanos.

3.5.1.2 BegyT 3anvcy No BCEM MaTepuanam, UCNosfb3yeMbiM Npu n3rotoenexHum POJIMM.

Mo BO3MOXKHOCTM CriegyeT MCMoNb30BaTh 3aperucTpMpoBaHHbIe MCXO4HbBIE MaTepuansl Unu Habop.l.

3.5.2 NarotoeneHue P®JII opraHnaytoT Takum obpasom, 4Tobbl Nnpeaynpexnatb NePEKPECTHYH0 KOHTa-
MUHaLMIO.

3.5.3 [Ina npuHATUA peweHna ob oTnycke v nocneayrlemM MeguLMHCKOM npuMeHeHuu cepuu POJITT,
0CODEHHO B crny4vasx, Korga He nosflyYyeHbl pesyneTaThl BCEX MCMbITaHWIA, KpaiHe BaKHbI pe3yfbTaThl Bannga-
LWKM nNpoueccos, BHYTPUMNPOMU3BOACTBEHHOTO KOHTPOMSA U MOHUTOPUHIa napamMeTpoB npouecca U Npou3Bos-
CTBEHHON cpefbl.

3.5.4 Ha Bce ynakoBku ana P®JI (Bknoyasa Wwnpuubl) HAHOCAT MapKUpoBKy. MapKMpoBKy HaHOCAT Ta-
KnMm oBpasom, 4Tobbl 06ecnevymTb ee YNTAeMOCTb, COXPAHHOCTbL YATAEMOCTM M CTOMKOCTb Npu obpaboTke,
XpaHeHun, obpalleHn, TpaHCcnopTUpoBaHMu/nepeaayde M npuMeHedn POJIM.

BcnencTteue pucka pagvalMoHHOIO BO30eNCTBUA, KaKk MPaBuIio, 3STUKETKK MevyaTtatoT 3apaHee.

3.5.5 MNpenapat roToBAT MHAVBUAYANLHO ONSA KAXKA0ro NauveHTa, Ha Bce LNpULLI HAHOCSAT MapKUpPOBKY,
cofepxallyr nHdopmauui o HaumeHoBaHuy POJIM v akTMBHOCTHY, C yKasaHneM BpeMeHu ee onpegeneHus.

3.5.6 KoHCTpYKUMS yNaKOBKN U TPAHCMOPTHbIX YNaKOBOYHbLIX KOMNIEKTOB A0MkKHa obecneynBaTth 3awim-
Ty NepcoHana oT paguauumn u NpoayKTa npyu XpaHeHWu, TpaHcnopTMposanumn n obpawerHmn [10].

3.5.7 Cnenyet n3beratb nobbix OTKMOHEHWIA OT YTBEPXKAEHHbBIX Npoueayp. NnaHnpyemble OTKNOHEHNUS
HeobXoOMMO perncTprupoBaThk U COMMacoBbIBATE C OTBETCTBEHHBLIM NMULOM. BbISIBNEHHbIE HECOTMACOBaHHbIE
OTKITOHEHUSA OOIDKHBLI paccnefoBaThbcs, NPU HEOOXOAUMOCTMU.

3.6 KoHTponb KayectBa

3.6.1 [lTabopaTopws, NnpoBoasLLas KOHTponb Kadectea PPJI, BbinonHsaeT Bce HeobXxoaMmble UCTbITaHWS
N JOKYMEHTUPYET pesynbTaTbl B COOTBETCTBUM C JOKYMEHTUPOBaHHLIMU NpoLeaypamu.

3.6.2 MNepcoHan nabopatopun obecneynBaeT NoMHble 3anMcn BCex UCMbITaHWIA, HeobxoauMbIX AnA nog-
TBEPKAEHMA COOTBETCTBUS YyCTAHOBMNEHHLIM TpeboBaHWAM K Ka4yecTBY, BKIOYasa KonM4YecTBeHHOe onpegerne-
HWe 1 apyrve nokasarenu Ka4ecTsa.

3.6.3 NNabopaTopus ncnone3yeT Hay4HO oBocHoBaHHYy Npouenypy otbopa npob n aHanuTu4eckue me-
TOAMKK, paspaboTaHHble Ans nogTeepXaeHns cooteetcTena PO cneyndmkaunam.

3.6.4 JlabopaTopHble aHanuMTUYeckne MeTOAMKM AOMKHbI ObiTb NPUrogHbl ANS MX NpegHasHa4YeHus u
ObITb Hagnexawmm odpas3omM YyBCTBUTENBHBIMK, CNELUDUYHBIMWA, MPaBUIbHBIMW U Bocnponasoaumbimu).

3.6.5 Ha Bce npurotoBneHHble B nabopatopuy pacTBOpbl HAHOCHAT MapKMPOBKY, MO3BONSKILLYI0 onpefe-
NUTb UX NPOUCXOXOEHWNE N COCTaB.

3.6.6 JlaBopaTopHoe obopynoBaHWe OOMKHO COOTBETCTBOBATL NMpeanonaraeMoMy Ha3HadyeHulo 1 BbiTb
cnocobHbiM obecnedunBaTtb BanuaHble pedynsratel. HeobxoomMMmo HanuyWe 4OKYMEHTMPOBaAHHOW Mpouenyphl,
onpefensAwLLEer NOPSA0K NPOBEOEHWA PErYNATOPHOrO TEXHMYeckoro obcnyxusaHus, kannbposkn 1 kBanudm-
Kauuu, KoTopble HeoBX0AMMO AOKYMEHTUPOBATb.

3.6.7 Cneyudmkaymm n MeTogukM ucneliTaHuin 4nsa BonbWWMHCTBA NCNONMb3yeMblx B npakTuke POMNM onu-
caHbl B hapmakonesx 1 obLei xapakTepucTUKe nekapcTBeHHoro npenapata (OXJIM), noctaensiemoi BMecTe
C 3aperncTpMpoBaHHbIM NpenapaTom.

Takke gonyckaeTcst ICNONb30BaTh METOAMKM, pa3paboTaHHble opraHu3auuen, npy ycrnoBumu X Hay4HOR
oBocHoBaHHoCTH, Banuaauuu?) n cooTBeTCcTBYS thapmakonee.

3.6.8 B nabopatopuun HeobxogumMo Hanuyme OOKYMEeHTUPOBaHHbIX Npoueayp, AeTanbHO ONMChIBAKOLLMX
P®IM 1 ucnbiTaHUA, KOTOpblE OOMKHbI ObITe cobnAeHbl NPU NPUHATAN PeLUeHMs O paspelleHUn ero me-
OWLUKMHCKOro NMpyvMeHeHus (cneundukayum Ha MOMEHT BbiMycka cepuu). Takke HeoBxogumo Hanmvyue npo-
Leaypbl, ONMCbIBaKLWEN AeNCTBUA OTBETCTBEHHOro 3a P®JIM B cnyyae, ecnu ByayT nonyyeHbl pe3ynsraThl,
BbIxoAsime 3a pamku cneumdukayum (OOS-pesynbsrarht).

1) MogpoBHele pekomeHaauMn NpyeeneHLl B PykoBoacTee Mo BanuWgaLUMM aHaNUTUHMECKMX METOAVK ANS paano-
dapmaLeBTVUYeCKMX NekapcTBeHHbIX NpenapatoB EBponeiickon accounaumm agepHon meguumnHesl (EANM guideline on the
validation of analytical methods for radiopharmaceuticals [https://doi.org/10.1186/s41181-019-0086-z]). JaHHasa nHdopma-
umsa npuBedeHa Ansa ygobcTea Nonbk3oBarenel HacTodwero ctaHgapTa.
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3.6.9 UcnbiTaHWA Ha CTEePUITBHOCTL U cogepXaHue BakTepuanbHbIX 3HOOTOKCUHOB

3.6.9.1 McnbiTaHMe Ha cTepunbHOCTb NpoBoAaT Ans Bcex PO, KoTopble AOMKHbI ObITb CTEPUMNBHBIMM.
OpaHako GonbLUOKA CNeKTp Taknx NpenapaToB OOMXKeH ObiTh paspelleH K NPUMEHEHUD A0 3aBepLUEHWUs UCMbl-
TaHUSA Ha CTEPUNBHOCTb.

3.6.9.2 Kak npaBuno, obpasubl ANA UCMbITAHUSA Ha CTEPUNBHOCTE XPaHAT A0 NMPUEMITEMOrO CHUKEHWUSA
AKTUBHOCTW U TOMbLKO NMOTOM NPOBOAAT UCTbITAHWE B CODCTBEHHOM UMK CTOPOHHEN nabopaTopuu.

MpoBeaeHne UcrblTaHWusA TorbKo B cobCcTBeHHOM nabopaTtopun pekoMeHayoT nposoanTts y POJIN ¢ ne-
puoZom nornypacnaga MeHee 7 Y, NpW OTCYTCTBMM KOHTPaKTHbIX NabopaTopuil, MMeoLWw X NMLEH3NI0 Ha pa-
BoTy Cc paguoaKkTUMBHEIMK BeLLEecTBaMU U 0bnacTb akkpeauTaluuy, BKMKYaKLLY NpoBedeHWe UCNBITaHWUA Ha
CTEPUNBHOCTbL B COOTBETCTBUM C hapMakoneen.

3.6.9.3 PekomeHgauMM No NpPOBeOEHMI0 UCMBLITAHWA Ha cogepxaHwe OGakTepuanbHbIX 3HAOTOKCHMHOB
npueeneHsl B 4.6 n 5.7.

3.7 Pa6othl, NnepegaHHbie AN BbINONHEHUA OPYroMy nuuy (ayTCOPCUHT)

3.7.1 NMobble paboThl, KOTOpbIE MepefaHbl ApyroMy nuuy (ayTCopcuHr), HaanexalwumM obpa3om onpe-
LensaoT, COrnacytoT U KOHTPONMPYIOT BO U3BexaHue pa3HOYTEeHUR, CnocOBHEIX NMPUBECTU K HeYLOBNETBOPU-
TenbHOMY KayecTBY NPOAYKLMM UMK BbinonHaeMbix pabot. CornawieHue (4OroBOp) Mexay 3akaszdMkoM U uc-
nonHuTenem oopMnaT B MMCbLMEHHOM BUAE C YKasaHWEM YETKO OnpeaeneHHblX 00A3aHHOCTEN Kaxaon 13
CTOPOH.

Hanpumep, gpyromy nuuy moryT BbiTe nepedaHbl criegyrowmne paboTol:

- MOHUWTOPUWHI NPOU3BOACTBEHHOW cpeab;

- MpoBeAeHWe UCNBITAHUIA Ha CTePUITBHOCTL;

- MOHUTOPUHI CUCTEMBI BO3AYXOMNOLrOTOBKM U ee TeEXHUYecKkoe oBcnyxmBaHue;

- NpoBeAeHWEe OTAENbHbIX (PU3NKO-XMMUYECKUX UCMbITAaHWIA, HanpUMep METOLOM MacC-CneKkTPOMETPUH,
aHanus pacTBOpUTENEN;

- nepwopmMyeckas Bepucukauns kanmbpoBaHHbIX pedhepeHTHbIX NpMbopoB (HanpumMep, TEPMOMETPOB,
LaTUMKOB CKOPOCTM BO3Ayxa U T. 4.);

- KBanucukauma npubopoB U/MNKU MHXEHEPHLIX CUCTEM, TaKUX Kak cucTeMbl UNbTPaLMU U KOHAULMO-
HUPOBaHWS BO3OYXa;

- CTEPUNU3aLMA UCXOOHbLIX MaTepuanos/obopynoBaHns;

- ybopka nomeLyeHun.

3.7.2 PaspabatbiBaloT cMCcTEMY OLEHKM 1 ofobpeHns nocTaBLMKoB yenyr. [Ans BKMAOYEHWs B NepeyeHb
0006pEeHHbIX MOCTABLLMKOB MOXET BbITh NPoBeaeH ayauT.

3.8 NpeTeHanK 1 OT3bLIB NPOOYKLUN

3.8.1 OpraHn3aumn HeobxoaMMO YCTaHOBWTL AOKYMEHTMPOBAHHYIO NPOLEdypy No nony4yeHuo n paborte
CO BCEMW NMpeTeH3ussMn B OTHoweHun PPJIMM.

3.8.2 MNpouenypa npefycmaTpuBaeT NpoBefeHue COOTBETCTBYIOLLEro paccnenoBaHusi, cbopa wHgop-
MaLMu, onpeaeneHus OCHOBHOW MPUYUHBI TAKOTO HECOOTBETCTBUSA 1 BhinonHeHne CAPA.

3.8.3 Heobxogumo paspaboTtaTk npolenypy No OT3bIBY NPOAYKLIUN.

3.9 CamounHcnekuua

3.9.1 NopgpasneneHune no obecnevyeHUo Ka4yecTsa Unu, HanpyMmMep, OTBETCTBEHHOE nuuo 3a POJIN ne-
pruoanyeCcKn NMPOBEPSAT OCYLLECTRMASEMYIO OeATenbHOCTb Ha cooTBeTcTBUE PCK PPII nyTem npoBeneHus
BHYTPEHHUX NPOBEPOK (CaMOWHCNEKLAN).

3.9.2 CamMouHCNeKLM0 NpoBOAAT B (POpMe BHYTPEHHUX ayaUTOB MO onpegeneHHbiM obnactam (Hanpu-
Mep, NnepcoHan, obopyaoBRaHWe, JOCLE Ha CEPUID), MO3BOMNAKLLNX BbIABUTL HECOOTBETCTBUSA.

3.9.3 Jliobble HecooTBEeTCTBUS HEOBXOOMMO AOKYyMEHTanbHO 0hOpMIAThL, BKNKOYas COOTBETCTBYHOLLME
MeponpuATAA Mo MX ycTpaHeHuw. MNMpeanpuHaTeie CAPA oueHMBaKT B X04e NocnenyioLlen caMoVHCNEKLMN.

3.9.4 CamouHcnekuun MoryT BbiTb NpoBeAeHbl NoApasaeneHnem Nno Ka4yecTBy BCEW OpraHu3aunm UM c
npuerevYeHneM He3aBUCUMbIX KOHCYNbETaHTOB.

3.9.5 Heobxogumo BecTM 3anncK O NPOBEAEHUUN CAMOWMHCTIEKLMNA.
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4 UarotoBneHue PPJIIMN c ucnonb3oBaHnem paguoHYKNMUAHbIX reHepaTopoB
M3 paguUOHYKNUAHbIX NpeglecTBeHHUKOB 1 Habopos ana POIIIN

4.1 ®apmaueBTUYecKasa cuctema Kadectsa POIN

TpeboBaHusa Kk dpapmaueBTUHeckon cucteme Kadectea PPJIM npueegeHsl B 3.1.

4.2 MepcoHan

TpeboBaHua kK nepcoHany npuBeaeHbl B 3.2.

4.3 NomelwweHUA 1 obopyaoBaHue

4.3.1 NomeweHunsa n 0bopyaoBaHue crnefyeT NPOEKTUPOBaTh U IKCMNyaTupoBaTs B COOTBETCTBUU C Tpe-
BoBaHMAMMK K acenTuYeckum npoleccam U pagualnoHHon 6e3onacHoCcT (HanpuMep, 3allnta paganuoHyKnua-
HbIX reHepaTopoB K rotosoro POIIM).

4.3.2 30HbI ANSA N3rOTOBMNEHWS, OTNYCKa, KOHTPOS Ka4yecTBa W T. N. pas3gensioT npuemMnemMsiM cnocobom.

4.3.3 lNoBepXHOCTL CBMHLIOBOW 3aLLWUThlI SKPAHUPYIOT NS NpeaynpexieHns BO3LencTBMA MeTanna v
npenynpexaeHus BblAeNeHWsl CBUHLIOBOW MbiNM B NPOU3BOACTBEHHYH Cpedy (Hanpumep, nokpalleHa W no-
KpbiTa antoMUHUEM, NONMMEPHORN (hONLION UMW HEPXKaBEIOLLER CTANbIO).

4.3.4 Cnepyert TWwaTtensHo cobniogath MHCTPYKLMM NPOU3BOAMTENS NPU BLINONHEHUN acenTUYecKnX Ma-
HUNYNALWIA C reHepaTopamMu.

4.4 NokymeHTauusA

4.4.1 HeobxogMMo BeCTM BCE 3anucK, ykasaHHble B 3.4.
4.4.2 Bce TeXHOMOTMYecKMe onepaumn U KOHTPOMb KavyecTBa BbIMOMHSAKT B CTPOTOM COOTBETCTBUM C
YTBEPXKAEHHLIMU MPOLefypaMu U PErMCTPUPYIOT.

4.5 NarotoBneHune

4.5.1 TexHonorn4yeckue onepaumu OOMKHbI CTPOro COOTBETCTBOBATbL WMHCTPYKLMAM NpoussBoguTenei
PagWOHYKIMWAHbIX TeHepaTopoB M HabopoB Mo npuroToBneHnto PN,

OTKNOHEHWS OT LOKYMEHTUPOBAHHLIX NpoLedyp HEOBXOANMO BLIABMNATL, UX MPUYNHBI — paccnefoBaThb.

4.5.2 Bce npobku, Bknoyaa npobku ans dpnakoHOB Ans anwaTta, obpabaTtbiBaloT cTEPUIbHBIM OE3WUH-
duuMpyoLWKM pacTBOPOM A0 Npokona urnon. Cneayet AoXaaTbCs MOMHOMO MCnapeHnsa Ae3nHULMPYOLLETO
pacTBOpa [0 BbIMOMIHEHWS MaHUNyNAUWKM, Tak Kak ero nonagaHue B npenapart (Habop) MOXeT oka3aTb Hera-
TUBHOE BO34eWCcTBUEe Ha KadecTBo POJII.

4.5.3 PaguaunoHHyr 3alluTy antarta, ornakoHOB W LWNPULOB A0 UCMNOMb30BaHMUSA NPOBEPSIOT HA KOHTa-
MUHaLMIO 1 obpabaTbiBalOT CHAPYXW U U3HYTPW, Hanpumep, 70 %-HbIM pacTBOPOM 3TAHOMOBOMO UMK U30MPOo-
NUIoOBOro cnupTa.

4.5.4 [Ina nony4YeHWa Qonycka Ha BbINOMHEHWE acenTUHeckMx MaHunynsunMin BHOBb NOCTYNUBLUWIA Nep-
COHan [0SMKeH yCrnelHo BbINONMHUTL MMUTaLMI acenTUYecKoro npoLecca ¢ UCMosb30BaHMeM MuTaTenbHbIX
cpend. Becb nepcoHar, y4acTByHOLWMIA B acENTUYECKUX TEXHONOMMYeCKMX onepaumnsax, perynsapHo noaTeepxaa-
eT BNnajeHne TEXHUKOM acenTuyeckux pabor.

4.5.5 B ogHon paboder 30He He JONYCKAETCA M3roTaBNMBaTh (MPOWM3BOANTL) HECKOILKO NMPOAYKTOB 0f-
HOBPEMEHHO, YTOBbI UCKMYNTE PUCK NEPEenyTbIBAHWSA NPOAYKTOB.

4.5.6 na MmMHMMM3aLM BO3OENCTBMA pagnaunm cnegyeT MCNonb30BaTh pagvMaLMoHHY0 3alUTY U Hag-
nexatlee nnaHMpoBaHWe onepauuii No obpalleHno ¢ paguoakTUBHbIMIA BeLLLECTBAMU,

leHepaTopbl BCerga HeobxoaMmo cHabXaTb pagvauMoHHOW 3aluTon ¢ y4eToM nepuoga nonypacnaga
POAMTENBCKMX U OOYEPHUX pPagvMOHYKNMAoB. PagnoakTvBHble pacTBopbl HEODX0AUMMO XpaHWTb B MHAMBUAY-
anbHbIX 3aLNTHBIX YNAaKOBKax C COOTBETCTBYKLLEN MapKUPOBKOW.

TpaHcnopTMpOBaHWE 3MHAaToB M NpenapaToB BHYTPW NoAgpa3feneHns OCyLLEeCTBAKT B YNakoBKe C pa-
AWNaUMOHHOW 3aLlMTOoN.

4.6 KoHTponb KavecTBa

4.6.1 MNMpouenypsbl No koHTpont kavecTtea PN gonKHbl COOTBETCTBOBATL MHCTPYKLUMSM NO NMpUMEHe-
Huto (OXJIM) reHepaTopoB M HABOPOB 1 BbIMNOMHATLCHA, KAK MUHUMYM, OIS KaKA0W HOBOW CEpPUMN.

[onyckaeTcsa ncnonb3oBaHKWe anbTepHaTMBHbIX MPOLEAYP, €CW OHM HAay4YHO ODOCHOBaHbLI M Banuaupo-
BaHbI.
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JononHuTenbHble WCMbITAHWA, HE YKa3aHHble B WHCTPYKUMW MO MPUMEHEHWK reHepaTopoB, MOryT
BKMKHOYaTb:

- 3(bheKTUBHOCTL IMNOLKUK KAXO0ro akara;

- Hanuyue poguTENbCKOro paavoHyKnuaa B NepBOM anaTte oT KaxX[4oro reHepaTtopa W ero onpegene-
HWEe B NocneayrLmMx anaTax B YCTaHOBMEHHbIE BPEMEHHbIE TOUKU.

4.6.2 padhuk npoBegeHNsa UCTILITAHWIA HA CTePUNbHOCTL U BakTepuanbHble aHA0ToKCUMHbI PO gomkeH
COOTBETCTBOBaThL NonoxeHmsam [8]. PekomeHZyeTcs peryrnsipHo nogTeepxaate cobniogeHne TeXHUKM acenTu-
YEeCKNX onepauyn, Hanpumep, ¢ MNOMOLLbIO MMUTaLMM NpoLecca C MCMNOoMb30BaHMEM NMUTaTeNbHbIX cpesq,.

4.6.3 PazpeweHune Ha oTnyck cepuu POIIIN

OTBeTcTBEHHOE NuUo 3a POJIM rapaHTupyeT, 4To NpenapaTtkl U3rOTORMNEHLI (MPOU3BEAEHBI) B COOTBET-
CTBUW C YTBEPXKAEHHLIMM NpoLUeaypamMu U YTO paspelleHue Ha OTNycK AaeTcd Tonbko cepun POIM, cooTBeT-
CTBYIOLLErO crneundurkalmsm.

3TV rapaHTuMK gOCTMIaloT NyTem Hagnexallero obyvyeHns nepcoHana, ynpasneHUsa CUCTEMbI JOKYMEH-
Tauuu, KOHTPOMsA Ka4yecTBa U MOHUTOPUWHIa TEXHOMOMMYECKOro npouecca W y4acTBYIOLWEero B HeM nepcoHana.

4.7 Pa6oTbl, nepegaHHble Ans BbINOMHEHUS APYroMy nuuy (ayTCOPCUHT)

PaboThkl, KOTOpLle NepedaHbl ApyroMy nuuy (aytcopcuHr), — no 3.7.

4.8 MNpeTeH3MKn U OT3bIB NPOOYKLUN

I'Ipoue,qypa no Nony4YeHuw m pa60Te C NpeTeH3ndaMn 1 oT3biBamMu NpoaYyKUWKW NpUBegeHa B 3.8.

4.9 CamouHcnekums

TpebGoBaHUs K NPOBEAEHUIO CAMOWHCNEKLUMKU NpuBedeHsl B 3.9.

5 NarotoBnenune POJIN 3 xumuyeckux npeaeCTBEHHMKOB
W paguoOHYKNUAHbIX NPeALecTBeHHUKOB

5.1 [laHHble pekoMeHOaUuy Takke NPUMeHNMbI B Tex cryvasax, korga HeobxoaMMo OTKMOHeHWe OT Mpo-
Lueayp, oNMcaHHbIX B pasdene 4.

5.2 ®apmaueBTMYecKkana cuctema Kadectea PPN

5.2.1 PexkomeHayeTcsi UMeTb B CTPYKTYpPE OpraHusauun rnogpasfeneHue no obecrnevyeHud KavecTBa,
B (byHKUMW KOTOpOro OyOeT BXoOoWTL aHanu3 AesATernsHocTW no uarotoeneHuo POJIN ona obecneveHns no-
NydeHWs nNpoaykTa Haanexallero Kkadecrtsa. Ecnn opraHusaumsa oTaensbHoro nofapasfeneHns HeBO3MOXKHA
BCNeAcTBUEe HeJOCTAaTOYHOIO KONMWYecTBa COTPYAHWKOB, STU (hYHKUUKW criefyeT BbIMOMHATL OTBETCTBEHHOMY
3a POJIMM.

5.2.2 MNoppasgeneHue no obecnevyeHWo Ka4ecTBa BLINOMHSAET Creayolmne yHKLUNN:

a) yTeepxgaeT (ogobpAaeT) unu OTKNOHAET npouenypel U cneundukalmm, noboe nnaHupyeMoe name-
HeHuwe cneyunduKkalun, B MeTogax, npoueccax unm npouenypax, KoTopble MOryT Oka3aTb HeraTuBHOe BO34el-
CTBME Ha nokasartenu kadectea PO,

6) oueHmBaeT NOTPeOHOCTL B MOBTOPHOM KBanuukaumm U/unv Banuaauny nocne CAenaHHbIX naMme-
HEeHWHN;

B) MpPOBEPSAET 3anuCu No TEXHONMOMMYECKNM ONepaumsM U KOHTPOIK KayecTBa ANs BbIABNEHWUS BO3MOX-
HbIX OLMOOK;

r) obecneuMBaeT NpoBeAeHWe TLATENBLHOIO paccnefoBaHWs OWKnBoK M HECOOTBETCTBUW cneuunduka-
U1K 1 BbinonHeHue CAPA.

5.3 NepcoHan

5.3.1 Momumo oTeeTcTBEHHOrO Nuua 3a POJIN B opraHM3aunm HeoBXOOMMO HanNUuMe OPYroro Krwude-
BOrO MepcoHana — pyKoBoOMTENs NPOU3BOLCTBEHHOIO NoApa3sfeneHns U pyKOBOAUTENA nogpasgeneHuns no
KOHTPOMIO Ka4ecTBa, U B3aMMOAEeNCTBUE MEXOY HUMUK OOMKHO BbiTe onmncaHo.

Kak npaBuno, dyHKLUUW OaHHbIX PYKOBOAMTENEN BBIMOMHAIOT pasHble cOTpyaHUkM. Ho B Hebonblimx
OopraHu3aumnax OTBETCTBEHHOCTbL 3a MPOWM3BOACTBO MMKW KOHTPOMb KadyecTBa MOXKET ObiTb BO3NOXeHa Ha oT-
BeTcTBeHHoro 3a P®JIlN. PacnpegeneHue ykaszaHHbIX YHKLUWA YETKO ONWUCLIBAKOT B OpPraHM3aLnoHHON cxeme
(opraHurpamme).
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5.3.2 OcHoBHble 06513aHHOCTH PYKOBOOMTENSA NPOM3BOACTBEHHOMO NoAPa3geneHns BKITHYatoT:

a) obecnevyeHne M3roToBNeHUsa U xpaHeHua POJIT B cOOTBETCTBUM C YCTAHOBMEHHOW AOKYMEHTaLUENR
no obecneyeHno Ka4ecTBa BbIMyCKaeMon NpoayKLum;

0) yTBepxaeHWe OOKYMEHTMPOBAHHBLIX MHCTPYKUMWIA (Npoueayp), KacatwLlwmnxca onepayuia no M3rotoene-
Huto POJIM, n obecneyeHre UX CTPOTOro BbIMOMHEHWS;

B) obecneyeHne OUEHKW 1 cornacoBaHus 3anncein o6 narotoenedmn POJIT Ha3zHa4YeHHbIM OTBETCTBEH-
HbIM MULOM;

r) obecnevyeHne NpoBeAeHUs KBanuuKauum 1 TEXHNYEeCKoro o6CcnyKMBaHMA NOMELLEHUA U NPOU3BOA-
CTBEHHOro obopyaoBaHus;

) obecnevyeHue BbINOMHEHWSA BanuaaL MM TEXHONOTMYECKUX NPOLECCOB;

e) obecneyeHre NPOXOXOEHWA NEePCOHANoM NoApasfeneHus nNepBUYHOro U NepuognYeckoro obydyeHus
¥ ero aganTtauum K TeKyLw MM noTpebHocTaM B 0BydeHuu.

5.3.3 OcHoBHble 06513aHHOCTU PYKOBOAWTENS NOAPAa3AeneHns no KOHTPOK KavecTBa BKMOYaloT:

a) ogobpeHne unu OTKNOHEHWE MCXOLHbLIX M YNaKOBOYHbLIX Matepuarnos; NonynpoaykToB, Hepacdaco-
BaHHbIX 1 rotoBbix PO,

6) obecnedeHue NpoBefeHWst BCEX HEOOXOOMMbIX UCTIbITAHWUA U OLIEHKW BCEX MOMYYEHHLIX PE3YNbTaToB;

B) yTBepxXaeHue cneungukaLuin, UHCTPYKLKUIA No oTbopy Npob, MeToauK UCNLITAHUIA U ApYTUX Npolenyp
Nno KOHTPOMK Ka4ecTsa;

r) ogobpeHune n KOHTPONb Beex paboT, BbIMOMHAEMbIX KOHTPaKTHbIMKU nabopaTtopuamu;

L) obecnedyeHwe npoBeneHWs KBanuukauum u TexHu4eckoro obenyxmneaHusa nabopatopHoro obopy-
OO0BaHuWA;

e) obecneyeHre BanuaaluMM aHaNUTUYECKUX METOAMK,;

X) obecneuyeHune NPOXOXKOEHUA NEpPCOHanom Noapa3sfeneHus NepBUYHOro U NepuoguYecKoro odyyeHus
¥ ero aganTauum K TeKyLw MM noTpebHocTaM B 0BydeHuu.

5.4 MomeweHus n obopyaoBaHue

5.4.1 MomelLeHns n obopyaoBaHne HeobxooMMo pacnonaraTe U YCTaHaBnmeaTh (C y4eToM TpeboBaHuiA
pagvaunoHHol B6e3onacHoOCTW) TakuM obpa3om, YTobbl paboune 30HLI ObINKU NMEerko AOCTYMNHbI B XOO4e PYTUH-
HOW paboTel. [oMeLLeHUs, B KOTOPLIX OCYLLECTBAAT CBA3aHHble paboTkl, cnegyeT nNnaHWpoBaTk W pacno-
narate paoom Apyr ¢ Apyrom B Lensx obecnedveHnss ahpekTMBHOCTU onepauyi U UCKNYeHUs owmnbok npu
W3roTOBMEHUM N UX MOHUTOPUHTE,

5.4.2 NarotoBnenune PPN 13 pagMoHyKNMAHBIX U XMMUYECKUX NPEeLLecTBEHHUKOB, Kak NpaBunio, ocy-
LLeCTBMASAKT C UCMONb30BAHWEM aBTOMAaTWU3UPOBaHHLIX CUCTEM, YCTAHOBMEHHLIX B 3aLUMLLEHHbIX Haanexa-
WuM obpazom ropsaymx Kkamepax, no KpanHen mepe, B YMCTbIX 30HaxX knacca C v ¢ npunerawLlen YucToin
30HOW Knacca D.

5.4.3 CTepunusaunio 1 HanonHeHWe cregyeT NPoBOAMTE B YACTOM 30HEe knacca A. [JonyckaeTcs npo-
BOAUTE (DUHULLHYH CTEPUNU3YIOLWLYI0 (hUNbTPaLKUIo B MPOU3BOLCTBEHHON 30He knacca C, ecrniv KOMMAOHEHThI,
BKIIHOYasA CTEpUM3yoWmnin munbtp, cobupatoT B YNCTOM 30He knacca A.

5.5 JokymeHTauusa

5.5.1 ObLwme pekoMeHgaUnK npueeaeHsl B 3.4.

5.5.2 B nokymMeHTMpOBaHHbIX NPOoLeaypax onuchbiBatT NOPSAA0K BbiGOpa U KOHTPONSA BCEX MCXOOHbIX Ma-
TepuanoB (KOMMNOHEHTOB, KOHTEMHEPOB W YKYNOPOYHbIX cpeacTB). [NMpouenypbl OXBaTbIBAT BECh XU3HEHHbINA
LWKIT MaTepuarna oT Nony4YeHWUsi 10 OKOHYaTeNbHOro UCNOMNb30BaHWS.

5.5.3 Heobxogumo paspaboTaTb MacTep-gocke Ha ceputo POJIM, koTopoe npeacTtaenaet coboi wa-
©rnoH (3anonHaemyto copmy) ANs BCEX M3rOTOBMSIEMbIX CEPUI MPOAYKTa U obecnedYnBaeT JOKyMeHTanbHoe
ochopmneHue nNpouecca M3roTOBNeHUa U KOHTpons kavyectea cepun. Cneuundudeckne COM gononHAKT Ma-
cTep-4ocbe AeTanbHbiM onucaHMemM Bcex npoueccoB. OTBeTcTBeHHOe nuuo 3a POJIN yTBepxoaeT macrtep-
JOCbe Ha Cepulo W Nnobble M3MEHEHWA K HEMY [0 UX BHEOPEHWUS.

5.5.4 B MacTep-0oCbe Ha CEPUK PEKOMEHYETCS BKIOYaTh OnMcaHue npouecca marotosneHus POJIMN
U cneuMdurKaL MM Ha KpUTUYECKe aTanbl (KOHTPOmbHbIE TOYKK), TakuM obpa3om gononHaa COlM no narotoe-
nexHuro POIM. OnucaHure BKMHOYAET 3Tanbl NpoLecca, yCnoBus BegeHUs npoLlecca Wnu pyrue cCooTBETCTBY-
lolWKe napameTpbl C NpeaBapuTenbHO onpeaeneHHbIMU KpUTepuaMn npuemMnemMocTu, cobniogeHne KOTopbix
obecne4ynBaeTt nonyYeHwe nNpoaykta, CooTBeTcTBytowee crneumndukaumn. OnvcaHMe npouecca BKINKYaerT,
ecnu NnpuemMnemo, Takve pasfenbl, Kak 3KCnnyaTauusa LMKNOTpoHa, paguoXMMUYEcKUA CUHTES, STanbl OYUCT-
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KW, NPUrOTOBRMEHME FOTOBOIO COCTaBa W KOHTPOMb KavecTBa. Heobxogumo ykasaHue ccbinok Ha COrl, onuchkl-
BalLLWE OTAENbHbIE 3TanNbI.

5.5.5 3anucu 06 M3roTOBMEHWUM CEPUN PETUCTPUPYIOT KXy 3HAYMMYH onepauuvio B Xo4e W3roToBne-
HWA U KOHTpons KadecTBa PO (TexHonorvyeckne U aHanuTUYeckMe 3anucu). 3anucu OOMKHbl COAepXaTb
BpeMs UX perucrpauun U NpoBOAUTLCA HEMOCPEACTBEHHO MOCMEe BLIMONMHEHU OeWCTBUS (OeNCTBUS peru-
CTPUPYIOT B NOpsiAke ux BbiNonHeHus). Kaxgoe 3anornHeHHoe [0Cbe MpoBepsioT M o0obpstoT Ans OKoHYa-
TENbHOrO peLleHnsa 0 NPUMEHEHUN CEPUN.

5.5.6 [locke Ha cepuo POJIN gomkHO cogepxaTh Kak MUHUMYM crnegylollee:

a) TexHomnorudeckue 3anucu:

1) HaumeHoBaHue PO, Homep cepun, oBLLYH aKTUBHOCTL, 06LEM, CPOK TOAHOCTU U 0aTy U3roToB-
neHus;

2) HaMMeHOBaHMWe W KONM4ecTBo (Maccy Unm obbem) Ka4oro akTMBHOMO KOMMOHEHTA;

3) nepeyeHb BCEX KOMMOHEHTOB U 060pyA0BaHWUS, UCTONB30BABLUMXCS B U3rOTOBIIEHMM CEPUN C yKa-
3aHWeM MAEHTUUKALMOHHBIX KOLOB MM HAMMEHOBAHMIA (LOCTATOYHBIX ANS UX MAEHTUMKauun);

4) HoMepa cepuii BCEX MCMOMb30BaHHbIX KOMMOHEHTOB (C yKasaHueM cpoka rogHocTu, npu Heobxo-
OUMOCTK);

5) paHHble (MHULKMANLI UMK NOANUCH) MWL, OCYLLIECTBASHLMNX KaXaYK OCHOBHYH TEXHONOTUYECKYH
onepauuio, a Takke NuL, NPOBEPSKILINX KaXKAYI0 U3 3TUX Onepalvi, U 0 NPOBEAEHHbLIX PACCNefoBaHUNAX;

6) 3anucuK o BCEX NPOBeOEeHHbIX NPOBEPKax W TecTax NpUroaHoCcTy;

7) BbIXOZ NPOOYKLUWKU, MakCMMarnbHbIN U MUHUMAanbHBIA NPOLEHTbl hakTUYeCKoro Bbixoda, npv npe-
BbILLIEHWUU KOTOPLIX TpebyeTcsa NpoBefeHWe paccnefOBaHNS;

8) onucaHue NBbLIX OTKIOHEHUI OT JOKYMEHTUPOBAHHLIX NpoLeayp;

B) aHanuTU4eckue 3anucu:

1) onucaHue obpasua, oTo6paHHOro ANS UCMbITAHWA, C YKasaHWEM €ro NMpOMCXOXAEHWSA, HOMepa
cepwuun Unu napTum, aathl U BpemeHu oTbopa obpasua;

2) paHHble (MHWUManbl UAW NOAMMCK) NI, BbIMOMHUBLUMX WCMbITaHWe, ATy U BPEMA BbINOMHEHUS
WCMBITaHWUS, NUL, NPOBEPUBLLMX NPOBEAEHWNE UCMBITAHUA WU pac4eToB (Npy HEOBXOOUMOCTH);

3) onucaHue MeTOOUK NPOBEAEHUSA UCMbITAHWIA (CChiNKa Ha LOKYMEHTUPOBAHHYIO Npouenypy);

4) HaBecku (06bem) Npob, UCNoNb30BaHHLIX AN KAXA0r0 UCBITaHUA (NpyM HeOBXOAUMOCTH);

5) pesynbTaThl BCEX UCTILITAHWIA, BKMOYas rpachnku, XpOMaTorpaMmbl U CMEKTPbl, COOTBETCTBYIOLLM
obpazomM UOeHTUULNPYIOLLME OCHOBHOW KOMMOHEHT (PaguoHyknua), nonynpoaykt unu PO, ons kaxgon
cepuu;

6) 3anucuK Bcex pacyeToB Mo BCEM NPOBEAEHHBIM UCMLITAHWAM;

7) 3anucuK o BCcex NPOBEAEHHLIX NPOBepKax 0bopyaoBaHUA U TeCTax NPUrogHOCTH;

8) nonyuyeHHble pe3ynkTaThl MU UX COOTBETCTBUE YCTAHOBMNEHHBIM KPUTEPUAM;

9) OTKNOHEHWs OT JOKYMEHTUPOBAaHHbLIX NPOLeayp;

10) omHO3HAYHOE 3aKMioYeHWe O Bblgavye paspeLleHus Ha OTNYCK WM OTKMOHEHUKU NpoayKUNK, AaTy
W BpEMS NPUHATUSA peLleHns, NoAnMck OTBETCTBEHHOIO nuua.

5.6 U3rotoBnexnune

5.6.1 OpraHu13auus M3roTOBMEHUA U KOHTPOMSA KadecTBa JomkHa obecneunBath nonydveHue POJI, co-
OTBETCTBYIOLLErD thapmakonenHelM TpeboBaHusM k kadecTBy PPIIMN. Ha cooTBETCTBYOLWNX TEXHONOMMYECKNX
aTanax U MecTax NpoBoOUT MOHWTOPUHI BCEX U3MepPsieMbiX NapaMeTpoB, BKMOYaA OaBreHMe, TeMneparypy,
YpOBEHb aKTUBHOCTM, CKOPOCTU NOTOKOB ra3oB W »kuakocTen. B opraHuzaumm Heobxogumo Hanmyine 4OKyMeH-
TUPOBaHHbLIX NpOLIeAYP NO MATOTOBMEHWK W KOHTpOIto kadecTBa POJIM, 3anvcein gocke Ha cepuio, No Banuja-
LMK NPON3BOLACTBEHHbLIX NPOLECCOB U KOHTPOMNeHn.

5.6.2 Ha kaxgyl M3rotaBnmMBaemMyo cepud HeobxooMMO HanuuMe O0Cbe Ha CEPURD, COAEpXallee UH-
cdopmaLnio 06 U3roTOBMNEHWUM M KOHTPOIE KayecTBa cornacHo 5.5.6.

5.6.3 Mpouecchl N3roToOBMNEHUA W KOHTponsa Kaxaoro PO Banm,qmpyeT” B COOTBETCTBUM C YCTAHOB-
JNIEHHbLIMKW NpoLeaypamMu 1 yTBepKaaeT OTBeTCTBEeHHOe nuuo 3a POJIMN.

1) MNogpo6BHele pekomeHaaLMK MO KBanMUKaLMN 1M BANUAALMK NpU usroToeneHun POJIM B manom konuyecTee
npueeaeHsl B PykoBoacTBe No Banugauvy U kBanvduKauuy npoueccoB W onepaunii, CBA3aHHbIX ¢ pagvodapmMauesTu-
YecKMMK NekapcTBEHHBIMUW NpenapaTtaMu EBponelickon accoumaumu agepHori meamumHel (EANM Guidance on validation
and qualification of processes and operations involving radiopharmaceuticals, 2017 [https://doi.org/10.1186/s41181-017-
0025-9]). fanHasa nHdpopMaums npueefeHa Ana yoobcTea nonb3oBaTenail HAaCTOALLEro cTaHaapTa.
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5.6.4 AcenTuyeckne onepayuu n ctepunusyrwas punsrpayma

5.6.4.1 MNpu acenTtnyeckom narotoeneHnn PP Tpebyetca npoeegeHMe MUKPOBMONOrM4ecKoro MoHK-
TOPWUHra COOTBETCTBYIOLLNX KOMNOHEHTOB.

5.6.4.2 1N CHMXEHUA PUCKOB MUKPOOHOM KOHTaMWHAaLMK crieayeT BelOMpaTh HAL4EXHbIX MOCTABLLUKOB
M BbICOKOKa4YeCTBeHHble MaTepuansl. PekomeHayeTcs MCNONb30BaTh CTEPUIIbHBIE OQHOPA30BLIe KOMMOHEH-
Thl. KOMNOHEHTbI C PUCKOM pPOCTa MUKPOOPraHW3MOB B NPOUECcce XPaHeHUA XPaHAT B KOHTPONUPYEMbIX yCro-
BMUSIX U NEPUOONYECKM NPOBEPSAIOT Ha Hann4Me MUKpOOHOW KOHTaMMHaLMWM WM pocTa MUKPOOPraHM3MoB.

5.6.4.3 K BbINONHEHWUID acenTUYecknx onepaumini MoxeT OblTe AONYLLEH TONBKO NEpPCcoHan, npoweawmni
oby4yeHune No TEXHUKe acenTU4eckux paboT 1 NOATBEPAMBLLMI CBOK KBANUMUKALIMIO B X04e MMUTaLUK acer-
TUYECKOro npouecca ¢ UCnonbL30BaHWeM NUTaTenbHbIX Cpes.

5.6.4.4 AcenTtudeckue onepauuu npu marotoeneHnm PO 13 HezaperncTpupoBaHHbIX KOMMOHEHTOR,
Kak npaBuno, BKHOYAT acenTuyeckyto cOopKy ynakoBOYHOW cucTembl (LWnpul, urna, ounstp U drakoH) n
cTepunuayrowyo punstpauyuo PONMN. Jo npoxoxaeHusa dYepes dunetp POJII He cymnTaeTcs cTepunbHbIM.
®unbTp gormKeH BbiTb COBMECTUM C NMPOAYKTOM.

Ecnn ctepunuayowaa punsrpauua He MoxeT ObiTh NpoBefeHa Bcneacteue ocobeHHocTen POIM,
MUKpoBUonormyeckasl KOHTaMMHaLKUS UCXOOHLIX MaTepuanoB U roTOBOr0 NPoAyKTa CTPOro KOHTPOMNMPYeTCS.

5.6.4.5 KoHTponb uenocTtHoCcTU QMNETPOB criefyeT NpPOBOAWUTL C ydeToM TpeboBaHWW pagnaluoHHOR
©e3onacHOCTM HenocpeacTBEeHHO nocne MuUnbTpaumMy U A0 MeguuMHcKoro npumeHenusa PO, Ona koHTpons
LEenoCTHOCTW (OUMLTPOB CNedyeT NMPUMEHSTL METO «TOYKa Ny3bipbKa» UMNKU UCNbITaHWe rnof AasneHueM. Mc-
nblTaHKWe NPOBOAAT C MCMNONb3oBaHWeM kannbposaHHoro obopynoBaHMs UMK C UCTONb30BaAHWEM BCTPOEHHON
nporpaMmmel aBTOMaTU3UPOBAHHOIO MOAYIS CUHTEe3a.

5.6.4.6 Hapagy ¢ MuUKpoBuonormyeckMM KOHTpPonem KOMMOHEHTOB crneyeT NPOBOAWUTbL MUKpobuono-
TMYECKUA MOHUTOPUHI TEXHOMOTMYeckoro obopyaoBaHUA U KPUTUYECKUX 3TanoB (CM. peKoMeHOauuu B Ta-
Enuue 1).

Tabnuya 1— PekomeHgauun no MUKPOOMONOTMYECKOMY MOHUTOPWHIY TEXHOMOrMYecKoro obopyaoBaHms U Kputuye-
CKUX aTanoB narotoBrneHus POIMN

OObeKkThl, nognexawme

MUKPOBMONOrMYECKOMY MOHUTOPUHIY [pacticHan

CoeauHaoLwmMe Kanunnsapbl, CoegunHAlLMe Kanunnsapbl, NpUMeHseMble AN CMHTE3a WM MOAa4vM pacTBOpM-
KnanaHbl U cucTeMbl Tenei UNu NPoAYKTOB, KaK NpPaBuno, NPoM3BOAAT U3 YCTOWYMBOIO NOMMMEPHOTO
BbICOKO3MMhEeKTUBHON MaTtepvana v Ans MHOropasoBoro npumeHeHus. NpegynpexageHwe MUKpoBGHOM
KUOKOCTHOM XpomMaTtorpadum KOHTaMMHaLMK obecneynBaeTca NyTemM COOTBETCTBYHOLLENH OYMCTKU C UCNONL30-
(BIXKX) BaHWeM BOAbl ANS UHBbEKUWA, 0e3MHEKTaHTOB, 0NoNacknBaHWeM OpraHUYecKu-

MW pacTBOpMTENSMK (3TaHoM, aueToH Npyv OUMHULLHOM OMONackWBaHWK) U BbICY-
LWMBaHUEM MHEPTHBIM ra3oM (a30T, renui, aprox).

Mpu naroToBneHuK PO ¢ o4eHb KOpoTkMM NepuodoM nonypacnaga (['°0] sopa
1 [13N] aMMoHWi?) JonycKaeTes UCNONb30BaHUE ANMHHBLIX COEAMHEHWIA NS nepe-
Aa4n HeCKONbKMX Cepuii B OTAEMbHYI0 30HY AN NocneayLyx onepaumi.
Mcnone3yemas npoueaypa o4McTkM forkHa GelTe BanuauposBaHa v obecneyu-
BaTb MOMHYI0 OYUCTKY KOMMOHEHTOB, WX CTEPUMBHOCTL M anpPOreHHOCTb

MonumepHble U ApyrMe KONMoHKK MonnmepHbIe KONMOHKW NpeacTaBnArT cobo NoTeHUMarnbHbIA MCTOYHUK MUKPO-
OpraHu3moB 1 BGakTepuanbHbIX 3HAOTOKCUMHOB. PekomMeHZayeTcs Mcnonb3oBaTtb
KOIMOHKM C COCTaBOM, CHUXKAIOLMM PUCKM MUKPOBHOWM KOHTaMWHALWKM 1 POCTa MU-
KpoopraHuamoB. MaTepuankl nonMMepHbIX KONOHOK cneayet obpabateiBaTe Cco-
OTBETCTBYHOLIMM 006pa3omM 1 ononackueaTts HOMbLINMM KONMYECTBOM CTEPUITBHON
BOAbI ANA MHBEKUMA ANA CBEAEHUSA K MUHUMYMY PUCKOB MUKPOBHOI KOHTaMWHa-
umKn. XpaHeHne KOMOHOK npu Temnepatype oT 2 °C go 8 °C TarKe CHWXaeT pu-
CK MUKPODHOW KOHTaMuHaLMn. He pekoMeHayeTcs XpaHuTe BNaXHbIE KONOHKM
B TEYEHWE NPOAOIMKMTENBHOrO BpemeHu. Heobxoaoumo npoBoaWMTb MOHUTOPWHT
B3 X-konoHokK, NnprMeHsaeMblx Ans o4ucTkU PO v BLIXOAHBIX KanWUnmnsapoBs, Ha
Hanu4yve MukpoBHOM KOHTaMUHaUWMK 1 perynapHo obpabaTteiBaTe Ae3nduumpyto-
LWyM pacTeopoM, Hanpumep 70 %-HbiM pacTBOPOM 3TaHona

BogHble pacTeopbl Bo Bcex BO3MOMHbBIX Crnyvasx CcriegyeT MCMonb3oBaTbk BOAY ANS MHBEKLUWA.
BCKpbITEIN KOHTEWHEP C BOAOW ONA UHbLEeKLMIA OOMYCKaeTCs UCMNonb3oBaTth B Te-
YEHME CYTOK
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OkoHYaHue mabnuuysi 1

ObObeKkTbl, Noanexalme

MosicHeHuA
MUKPOBMONOrMYeCKOMY MOHUTOPWHTY

Na6opaTopHas nocyna Bo Bcex BO3MOMHbLIX Cly4asx criegyeT MCMonb3oBaTb ofHopasosyk nabopa-
TOpHYto nocyay. PeakuuoHHble cocyabl (hnakoHsl) MOgyna cMHTe3a OnsS MHOro-
KparHoOro WUCrnonb30BaHWs CReayeT OYMLLaTh C NPUMEHEHWEM BanuaoupoOBaHHOW
npouenypsl. Mpouenypbl OYUCTKM HE OOMKHbI OKa3bIBaTb HErATMBHOMO BMWSHKUSA
Ha kadyecTBo POJIM. PekomeHayeTca BbICYLLMBATE M AENMPOreHM3npoBaTe nabo-
PaTOpHYIO MOCYaAY B BO34YLUHOM CYLUMIBHOM LUKadpy

5.7 KoHTponb kavecTBa

5.7.1 3anucu o KOHTpOne KadecTBa JOMKHb!I CoAepXaTb BCe UCMbITaHWUA, Heobxoaumble ANnA NoaTBepX-
OEHUS COOTBETCTBUS YCTAHOBMEHHLIM CNeLNgUKaunam n hapmakonenHsiM ctateam (cM. 5.5.6).

5.7.2 AHanuTuyeckve MeTOOWKW BanuaupyHT, eCcni OHW He BKIHYEHbl B COOTBETCTBYHOLLYIO hapmako-
nenHyro ctatbio Ha PO, CtaHgapTHele maTepvansl paspabaTbiBaloT Ang Banugaunum U pyTUHHOTO KOHTPO-
ns. [Ins KOHTpONs KayecTBa criefyeT MCMofb3oBaTb MaTepuansl, peakTuBbl U CTaHgapTHble obpasybl cooT-
BETCTBYIOLLEro KadecTBa (rge npumeHumo). MNpu HeobXxogMMOoCTK cnefyeT yCTaHOBUTE MOPSACK NPOBeaeHNs
WCMbITaHWA Ha NOANUHHOCTL U APYTMX UCMbITAHWA UCXOL4HBLIX MaTepuanos 4o Hadyana uarotosneHunsa POJIM.

5.7.3 KoHTponb UCXOOHLIX MaTepuanoB

5.7.3.1 WcxogHble Matepuanbl U KPUTMHYECKUE KOMMOHEHTbl NOCTaBMAT TOMNbKO ogobpeHHbIe noctas-
wukn. OnobpeHne NOCTaBLLWMKOB MOXHO NPOBOAWTL HA OCHOBaHUWN pPe3ynsLTaToB ayauMTOB UMK aHKeTUPOBaHWA
nocTasLUMKa noapasaeneHem no obecnevyeHmnio ka4ecTsa UNM Ha OCHOBAHWK OMbiTa paboTbl C NOCTABLUMKOM
(Hanpumep, 6onbHMYHas anteka). Heobxognmo Hanuyme 3anucen 06 ogoOpeHnn NocTaBLLMKOB.

5.7.3.2 Kaxay nocTaBKy NpoBepsAloT Ha LEeNoOCTHOCTb YNaKkoBKW M COOTBETCTBUE CBELEHWUN, YKa3aHHbIX
B HakNagHoOW 1 COOTBETCTBYHLLEM 3aka3ze. Kaxayl nocTaBKy OOKYMEHTanbHO ohopMIISaOT C NPUCBOEHUEM
YHMKaNbHOMo naeHTudrkaunoHHoro koga. BHocumas B 3anucn nHdopMaums AomkHa ObiTb 4OCTATOYHOW ANA
obecrnevyeHns NPOCMNEeXNBaeMOCTU KaX0W NnocTaBki. PekomeHOyeTca pa3gensiTe UCXOAHbIE Marepuvansl no
BblAENEeHHbIM rpynnam (KaTeropmMsiM) M XpaHuTb B cneunanbHO BblAENEeHHOW 30HE KapaHTHa MapKUpPOBaHHbI-
MW C yKa3aHuem ctaTyca «KapaHTuH» [0 NonyYeHus paspelleHns Ha UCMOoMb30BaHuWeE.

5.7.3.3 Ha ncxoaHble maTepwarnsl paspabartbiBatoT cneuudmrkalum ¢ ykasaHneM 4ONyCTUMbIX NMpedenoB
Kaxgoro nokasatensa. CepTudpmkaTtsl aHannaa npov3BoANTENEN UCXOAHbIX MaTtepyManoB cneayert NpoBepsaTh
Ha COOTBETCTBUE 3TUX cneuudukaumid. [JononHUTENLHO PEKOMEHAYETCA NPeaycMOTPETb NPOBEPKY MapKu-
POBKW KPUTUYECKUX UCXOAHBIX Matepvanoe (Habop peakTUBOB A5 KACCETHbLIX aBTOMaTU3NPOBAHHbIX CUCTEM
W T. N.) C NOCNeyoWnM KOHTpOIemM KayecTsa.

5.7.3.4 PykoBoguTens nogpasgeneHust No KOHTPOr KavecTBa BblAaeT paspelleHns Ha UCMomMb3oBaHue
BCEX MaTepuanoBs, y4oBNeTBOpPAKLNX TpeboBaHaM cneundukaumii opraHnsaumn. Begytca sanvcm o Bbl-
Jade TakMx paspelleHuin, NnpoBegeHun UCNbITaHWA, AaTe MCNbITaHWA W Bbla4ve paspelleHns. Takue sanucu
MOryT BECTMCb B BUJE KYpHana BXOLHOIO KOHTPOMS MO KaXAOMY KOMMOHEHTY W BKIOYaTh:

- AaTty NpUeMKU KOMMOHEHTA;

- KONMM4YecTBO;

- HaMMeHOoBaHWe NocTaBLIMKa;

- HOmep cepuu (NapTun);

- AaTy UCTEeYEHUA CpoKa roAHOCTH;

- pesynbTaThi MPOBEAEHHbLIX UCTbITAHWA;

- nognuch nvua, OTBETCTBEHHOIO 3a Bbia4vy paspeLueHuni.

Ha paspelweHHble maTepuansl MOXeT BbiTh HAHeCEeHa MapKUMpoBKa co ctatycom «OgobpeHo» ¢ ykasa-
HUeM naeHTUUKaLMOHHOrO Koga/HomMepa, YCNoBUSMW XpaHeHUsi U 0aTol MCTeYeHWs cpokKa rogHOCTH.

5.7.3.5 OgobpeHHble K UCMONb30BaHWIO Matepuanel criefyeT XpaHWTb B 30HE, BbiAENEHHON ANs Takux
MaTtepuanos, 1 obecneynBaTb HagNexallMe yCroBus XpaHeHWsl, MPY KOTOPbLIX UCKIKYEHO pa3noxeHue npo-
OYKTa U1 ero KOHTaMUHaLMs.

Ecnun matepuan OTKNOHEH M ero UCNonb30BaHue He ogobpeHo, TO ero XpaHAT OTAeNbHO C HAHECEeHHOW
MapKMpOBKOW co cTaTycoM «OTKMOHEHO» W yoansoT U3 XpaHeHus nogxo4awmmM cnocobom.

Bce geictBra no obpalleHno ¢ MaTepvanamMmu cnegyeT o@opMasTe 4OKYMeHTanbHo.
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5.7.4 Banngauusa aHanuTU4YecKMX MeToamnK

AHanuTMyeckne METOAMKM, He onucaHHble B hapmakonee, JorkHbI GbiTh BanuauposaHs: '),

5.7.5 CtaHpgapTHbie obpasubl

Bo MHOrMx McnbITaHUAX UCMOMb3YIOT CTaHOapTHele 0bpa3ubl. PekoMeHOyeTcs MCNonb30BaTh aTTecTo-
BaHHble CTaHOapTHble 00Opasubl, YKasaHHble B JOKYMEHTUPOBAHHLIX Mpolenypax (MeTooukax WCNbITaHWRA)
Unu B chapmakoneiHblx ctatbax. [1py aTTectaumMm coGCTBEHHBIX CTaHAapTHbIX 06pasLoB cnefyeT NoaTBEPX-
4aTtb NOAMUHHOCTbL U YUCTOTY Marepuana, AaHHble perucTpupytoT. [onyckaeTcsl MCnonb3oBaTh pedepeHTHbIe
CMeKTPbl UMK Apyrve AaHHbIe O NOASTIMHHOCTH M YACTOTE CTaHgapTHbix 0bpasyoBs, npeaocTaBnsaemMble NocTas-
LLIMKOM.

B kauecTBe cTaHaapTHEIX 06pa3LoB AN UCNLITAHWUSA aKTUBHOCTU C UCMONb30BaHWeM KanmbpaTopor 403
U MCMbITAHUA PALUOHYKNUAHON YNCTOTLI CNedyeT UCNOoNb30BaTh KANMBpoBaHHbIE PaAUN0AKTUBHLIE UCTOUHWKU.

5.7.6 UcnbiTaHuA ctabunsHocTu POJIN

WecnbiTanma ctabunbHocTn n3rotaenmeaembix PO Heobxogvmo NpoBoAUTh B NpeanaraemblX OpraHm-
3auuMen yCnoBusX XpaHeHus. McnbiTaHna cnefyeT NpoBOAWTL COTMACHO OOKYMEHTUPOBAHHbLIM MpoLesypam,
OaHHble NcnbiTaHuin pernctpupyoT. Cneyudukauua Ha PO B TeueHre cpoKa roqHOCTU MOXET OTNMYaThCs
OT crneunduKalmMM Ha MOMEHT paspeLleHus npenapara Ha OTMyCK.

B ucnbiTaHnax cTabunsHOCTU NPOBEPSIOT, HANPUMeEpP, PaaNOXUMUYECKYH YUCTOTY (BKMHOYAs paguoxm-
MUYeckue npumecu), onucaHue, pH, addekTMBHOCTL cTabrMnM3aTopoB MW KOHCEPBAHTOB M XMMUYECKYHD YN-
CTOTY.

MpuMMeHsieMble METOAWMKN NCNBITAHUIA AOMKHbI BbiTe CNOCOBHBI BEIABMTL CTAOUMBHOCTE XMMUYECKOTO 1
paguoXMMUYECKOro cocTaBa (MPoayKThl PA3NOXEHUS U MPUMECH ).

WcnbiTanua ctabunsHocT PO cnenyeT npoBoAuTe NPY HAMBONbLLUMX 3HAYEHUAX aKTUBHOCTH.

WMcnbiTanua cTabunbHOCTM roTOBONM NPOAYKLMKM MPOBOAAT Ha NPOTSXEHUN 3aSiBNIEHHONO CPOKa rogHOCTU
P®IM B ycnoBusax «HaMXyLLWEro cny4vasy, NepMoanyHoCcTb UCMbITaHWMn — cM. [8].

MocnegywlumMe M3MeHeHWs cpoka rogHoCTu, cocTaBa NPOAYKTa UIMM YPOBHS akTUBHOCTWU AOMYyCKAETCs
OCYLLECTBMATL NOCME BbINOMHEHWS BbIlLENPUBEAEHHbIX UCNBITAHNA CTabMNBHOCTW.

5.7.7 NMpoBepeHue UCNbITAHWWA MOTOBOW NPOOYKLUWK U pa3pelleHWe Ha oTnyck cepuu PO

5.7.7.1 Kaxgyro ceputo POJI KOHTpONMpyOT Ha COOTBETCTBUE YTREPKAEHHOW crneunduKaumn.

Cneuudmkauna Ha POJN gomkHa cogepxaTbk Nokasatenu NoANUMHHOCTUW, KONMMYEeCTBEHHOMO CodepKa-
HWS (KONMMYeCTBEHHOE onpeaeneHne eNCTBYOLWNX BELLECTB U akTUBHOCTb) U YUCTOTY, Kak ycTaHOBMNeHo B [8].

lMpoBeaeHue UCNbLITAHUA Ha COOTBETCTBUE Cepun MO OTAEeNbHbIM MoKa3aTensiM cneuudukauun nocrne
BbloayM paspeweHns Ha otnyck P®JIN pnomkHo BbiTe 060CHOBaHO pesynbTaTamu aHanusa pUCKoB ANA Ka-
yecTBa, eCnu He NpedycMOTPEHO COOTBETCTBYKOLLEN dhapMakonelHoW cTaTbel (Hanpumep, UCnbiTaHWe Ha
CTEPWUNBHOCTSL).

5.7.7.2 Mpu nonydyeHun Heckonbkux POIN ¢ o4yeHb KOpPOTKMM MepwodoMm nonypacnaga (Hanpumep,
[13Na] aMMOHMIA) B TedeHWe ogHoro paboyero gHA OonycKaeTcs NpoBeAeHWe UCTbITaHWA TONBKO NepBoi U
nocrnefgHen cepui npy ycnoBUKM yCnewHoW Banuaauuu npoLeccoB, NOATBepKOaKLWen UX yCTOMYMBOCTL B
TeyeHue pabodero AHg. McnblTaHWa ocTanbHbBIX CEpUii, MPOM3BEAEHHbIX B T@4eHUe 3TOro OHA, AONYyCKaeTcs
He NPOBOAUTL B NONMHOM 0bbeMe.

5.7.7.3 Pa3pelueHue Ha oTtnyck cepuun POJINM BbIga0T Npy BEINONHEHUW CNeayrLWuX TpeboBaHuii:

- Heobxogumble nabopaTopHble UCNBLITAHUA NPOBEAEHLI U CEPUS COOTBETCTBYET cneyuundukayum;

- OaHHble N0 U3roTOBMEHUIO U UCMNbITAHWAM OJaHHOW Cepun JOKYMEHTUPOBAHLI U NPOBEPEHbI;

- cepwus Oblfa M3roToBfieHa B COOTBETCTBUM C YCTAHOBMEHHbLIMM NpoLeaypamu.

PaspelueHue nognuceiBaeT OTBETCTBEHHOE NMLo 3a PRSI ¢ ykasaHvem gatbl ero Bbigaqu.

B otoenbHbIXx 060CHOBaHHLIX Cry4vasx OOMYCKAeTCa OTKIOHEHWE OT yKa3aHHOro nopsigka (Hanpumep, B
cny4yae Cpo4YHOro TPaHCMNOPTUPOBAHWA), HO 3TU OeACTBUA HEOBXOAMMO 3aBeplUnTL 40 BBEAEHWUS Npenapara
NauMneHTY.

5.7.8 dericTBMSA NpU NONYy4YeHUN pe3ynbTaToOB, BbIXOOALWMX 3a PaMKK cneuudukaumum

5.7.8.1 Tlpw nony4eHWn pes3ynbTatoB WCMbITAHUKA, BbLIXOOAWMX 33 paMKum cneyudurkaumnmn
(OOS-pesynbTatoB), NPOAYKT cnegyeT NOMeCcTUTb B OTAEeNbHOe MeCTO U HAHECTM Ha HEro COOTBETCTBYIOLLYIO

1) MogpoBHele pekomeHaauMn NpyeeneHLl B PykoBoacTee Mo BanuWgaLUMM aHaNUTUHMECKMX METOAVK ANS paano-
dapmaLeBTVUYeCKMX NekapcTBeHHbIX NpenapatoB EBponeiickon accounaumm agepHon meguumnHesl (EANM guideline on the
validation of analytical methods for radiopharmaceuticals [https://doi.org/10.1186/s41181-019-0086-z]). JaHHasa nHdopma-
umsa npuBedeHa Ansa ygobcTea Nonbk3oBarenel HacTodwero ctaHgapTa.
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MapKUPOBKY C COOTBETCTBYHOLLMM CTATyCcOM AN NpeaynpexXaeHns nepenyTbiBaHus, yBEeAOMUTb OTBETCTBEH-
Hoe nuuo 3a PPJIM 1 xpaHuTb 40 NPUHATWUSA COOTBETCTBYHLLErO PELUeHUs.

Oeiicteua npu nonydeHun OOS-pe3ynsTaToB OMWUCHLIBAKT B COOTBETCTBYHOLLEN AOKYMEHTUPOBAHHON
npouenype, nNpeaycMarpyBaolLlein NpoBefeHne paccnefoBaHUA U BbIACHEHWE MPUYMH TakuxX pesynsTaToB
(HanpumMep, B BUAE OpeBa NPUHATUA peLueHuin). Takoe paccnefoBaHWe BKMOYAET, KaKk MUHUMYM, U3ydYeHne
npoueccoB, onepawuuvi, 3anucei, NPETEeH3UNn N BCexX APYrux MCTOYHUKOB MHOPMaLUM U OOKYMEHTUPYETCH.
Mocnegywwme AeNCTBUA BKMAOHAKT KOPPeKTUpYIoLWMe 4elCTBMA B OTHOLIEHWMW BbISBNEHHbIX npobnem ana
npegynpexneHnsi NoBTOPEHMA N3rOTOBMNEHWA HeAo6poKa4eCcTBEHHOMO NPOAYKTA.

5.7.8.2 B ocobbIx cny4asx cepus MoxXeT BblTb NOBTOPHO 0bpaboTaHa, ecrnv BbINOMHAKTCS YCTaHOBMNEH-
Hble Npoueaypbl M3roTOBNEHUSA U KOHTPONSA NpoLecca W rotToBas NpoayKLuMs COOTBETCTBYET cneundukaumnsam
00 BbINyCKawLLero KoHTpona. [JeicTBusa no NnoBTopHoN 0b6paboTke OOKYMEHTUPYIOT, a YCNOBUSI NPOBELEHMS
yKasblBaloT B oT4eTe 06 oTknoHeHun. K nosTopHoI 06paboTke OTHOCAT, Hanpumep, NOBTOPHYH hUNbTpaLunio
4Yepes3 pasgenuTenbHY KOMOHKY WM NMOBTOPHYID CTEPUNU3YIOLLYID (PUNbTPauMio Npu HeyaoBNETBOPUTENb-
HbIX pe3ynbTatax Ha LIeNoCTHOCTb UCMOMNb30BaHHOIO nepes sTum cunsrpa.

5.7.9 UcnbiTaHua ctepunbHbix POJN Ha cTepunbHoOCTbL U GakTepuanbHbie 3HOOTOKCHUHbI

5.7.9.1 VcnbiTaHWe Ha CTEPUNBHOCTL CriegyeT HaunHaTh Kak MOXHO BbicTpee nocrne 3aBepLUeHnst Tex-
HoMnoru4eckoro uukna. cneitaHne NpoBoasAT B COOTBETCTBUM ¢ hapMaKonenHon cTaTbell C MCNOMNb30BaHUEM
acenTu4ecKkon TeXHWKA. Ecnun ucnbiTaHve Ha CTepuUnbHOCTbL NepeaaHo AN BbIMOMHEHUA APYruM MNULOM, TO
TpaHcnopTMpoBaHue 0bpasLoB OCYLLECTBAKT NOCME MOMHOT0 MCHE3HOBEHMSA aKTUBHOCTH, 38 UCKIIOHEHUEM
cry4Yaee, korga npuvHumatowan nabopatopus MMeeT NULEH3WIO Ha paboTy C paanoakTUBHLIMU BELLECTBaMM.
Ina noaTeepxaeHus ctepunsHocTy POJIN ¢ Bonee AnuTensHbLIM NEPUOAOM Nonypacnaga (korga oxuwaaHue
Henpuemnemo) MoryT ObiTb NMPUMEHEHbI ankTepHaTMBHbLIE MOOXOAbLI, HANMPMMeEp MMUTaLMS MNpolecca C Uc-
Nnonb30BaHUeM NUTaTeNkbHLIX cpef, C UCNOMbL30BaHUEM BCEX MCXOOHbLIX MaTepUanos, 3a UCKINIoYeHWeM paguo-
HYKITMOOB.

5.7.9.2 MNpogomKnMTenbHOCTb KNacCUYeCcKoro UCMbiTaHUs Ha copepXaHue GakTepuanbHbiX 3HOOTOKCU-
HOB COCTaBnsieT NpMMepHo 1 4, a XPOMOreHHOro KMHeTUYECKOro Tecta — npuMmepHo 15 MuH. MoaTomy 3TO
UCMbITaHWe MPOBOAAT A0 PELUEeHUs O NMPUMEHEeHUU NPOAYKTa, B YACTHOCTU, NMpU NOMNy4YeHUU paguoHYKNMaoB
C MCMOMNb30BaHWEM LIMKNOTPOHA (Ha 3TU onepauuun He pacnpocTpaHsTcea TpeboBaHus, npueeneHHbie B [3],
npunoxeHue 3), ecnu UCMNomnb3yHT KOMNOHEHTLI AN MHOTOKPATHOrO NPUMEHEHUS UMM eCNi TEXHONOrM4Yeckas
cXeMa BKITHYaeT aTan OYUCTKU C UCMOMb30BaHWEM NONMUMEPHON KONOHKK.

5.7.9.3 Ecnu cogepxaHue BakTepuanbHbiX 3HOOTOKCMHOB MPEBLILLAET YCTAHOBMNEHHbIE Npeaensl Uim
NPOAYKT HE BblAepan UCNblTaHWe Ha CTEPUNBHOCTb, HEMeANeHHO UHULUKUPYIOT NONHOe paccnefoBaHue npu-
unH Bpaka. PekomeHOyeTca BLICTPOE BLIMOMHEHWE KOPPEKTUPYIOLWNX 1M Npefynpexaatwmnx eAcTBUI, onpe-
OEeneHHbIX Ha OCHOBAHWMW Pe3ynkTaToB paccnefoBaHus.

5.7.10 ApxuBHble o6pa3ubl

ApxKBHbIe 06pasubl XpaHAT He MeHee 1 Mec ¢ 4aTbl 3aBepLUeHUs BCeX UCMbITaHnii unm He MeHee 1 mec
rnocne UCTe4eHWsi Cpoka rogHoCTU npenapara, B 3aBUCUMMOCTW OT TOr0, KAKOW CPOK Jonblue.

Mpun oTNyCcKe 0gHOro (onlakoHa apXvMBHbIe 00pasupl MOTYT OTCYTCTBOBATL, pelleHne 06 3TOM NpUHUMatoT
Ha OCHOBaHWUW aHanu3a pUCKOoB.

5.8 PaboThkl, NnepeAaHHble AN BbINOMHEHUA APYyroMy nuuy (ayTCOPCHUHT)

Pa6oTbl, KOTOpble NepedaHbl OpYroMy nuuy (ayTcopcuHr), — no 3.7.

5.9 NpeTeH3nK 1 OT3bLIB NPOAYKLNN

I'Ipoue,qypa no Nony4YeHu 1 pa60Te C NpeTeH3ndaMn 1 OT3biBaMu NpoaYyKUKUK NpUBELEHA B 3.8.

5.10 CamoMHCcneKuus

TpeboBaHUA K NPOBEAEHMKD CAMOWHCMNEKLMX NpUBeaeHbl B 3.9.
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Nyl NPOU3BOAUTENEN NeKapCTBEHHbLIX CPEACTRB OANA MeAUUMHCKOro NPUMEHeHWA B cOOTBETCTBUM ¢ MNopagkom at-
TecTaumn ynonHOMOYEHHbIX NWL, MPOWU3BOOMTENEN NekapCTBEHHbIX CPEeACTB, YTBepKAeHHbIM peweHnem Coeeta
EBpasunickoi akoHoMUYecKoi koMuccun oT 3 Hosbps 2016 1. Ne 73 «O lNopsagke atTectauui YnoNnHOMOYEHHbLIX ML,
Npou3BoAMTENen NeKapcTBEeHHbIX CPEACTBY

[71 TMocraHoBneHue MasHoro caHnTapHoro Bpada Poccurickon ®epepauuu ot 26 anpena 2010 r. Ne 40 «O6 yTeepkae-
Hun CI1 2.6.1.2612-10 «OcHoBHble caHuTapHble npasuna obecneveHus paguaunoHHon besonacHocTy (OCIMOPB
99/2010)»

[8] TlocynapctBerHas dbapmakones Poccuickon ®egepauun. XV uznadmne. OPC.1.11.0001. PaguodapmaueBTuyeckue
nekapcTBeHHble npenapartsl

[9] TlocynapcteBerHas dhapmakones Poccuinckon ®egepauunn. XV nagadmne. OPC.1.11.0004. PaguodapmaueBTuyeckne
neKapcTBEHHbIE NpenapaTbl IKCTEMNOPAnbHOMO U3rOTOBNEHNS

[10] [pukas PepgepancHOK cNyGbl NO IKONOTMYECKOMY, TEXHONOMMYECKOMY U aTOMHOMY Hagaopy oT 15 ceHTabpa 2016 .
Ne 388 «O6 yTBepxaeHun ceaepansHbIX HOPM W NpaBvn B 06rnacTy NCrnonbL30BaHUs aToMHoW aHeprum «[pasuna
BezonacHOCTA NpWU TPAHCMOPTUMPOBaHUN PaoUOAKTUBHEIX MaTepuanoB»
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KntoueBble cnosa: pagunodgapMaleBTMYECcKUe NekapCTBEHHbIe Npenapartel, PO, Hagnexawas paguodap-
MaLeBTMYecKas npakTuka

18

Pa3zpaboTka anekTpoHHOWN Bepcun - nopTan GostExpert.ru 22 /24
Crpanuua ookymeHTa - https://GostExpert.ru/gost/gost-57298-2024



https://gostexpert.ru?utm_source=pdf&utm_medium=68830
https://gostexpert.ru/gost/gost-57298-2024?utm_source=pdf&utm_medium=68830&utm_term=page

Pepaktop E.B. Aky6oea
TexHuueckui pepaktop M.E. Yepenkosa
KoppekTtop E.4. dynbHesa
KomneloTepHas BepcTka E.A. KoHOpawosol

CpaHo B Habop 12.07.2024. [ognucaHo B nedatb 19.07.2024. dopmart 60%84%. [apHuTypa Apuan.
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MoAroToBMNEHO Ha OCHOBE 3MEKTPOHHOWM BEPCUM, MPEeAoCcTaBNeHHon paspaboTynkom ctaHgapTa

CoszpgaHo B eguMHM4HOM ucnonHeHun B IBY «MHCTUTYT cTaHgapTraaumu»
ANs KOMNNeKkToBaHua PegepansHOro MHopMaunoHHoro ooHaa cTaHaapToB,
117418 Mockea, Haxumosckuii np-1, 4. 31, k. 2.
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