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MNpepgncnoBne

1 PA3BPABEOTAH ®epepasibHbiM rocyapCTBEHHbIM aBTOHOMHbIM 06pa3oBaTesfibHbIM YUpexaeHnem
Bbiclwero o6pasoBaHus NepBblli MOCKOBCKMIT rOCYyAapCTBEHHbI MeANLUHCKWI yHuBepcuteT umeHn U.M. Ce-
yeHoBa MwuHuUcTepcTBa 34paBooxpaHeHus Poccuiickoin ®egepauun (CevyeHOBCKWI YHMBepCUTET)

2 BHECEH TexHuyeckum KoMuTeToM Mo ctaHgapTtusaumm TK 458 «Pa3paboTka, NMponM3BOACTBO U KOH-
TPO/Nb KayecTBa /1IeKapCTBEHHbIX CpeaCcTB»

3 YTBEPX/AEH ¥ BBEJEH B JENCTBWE Mpukazom ®efepasbHOro areHTCTBa No TEXHUYECKOMY pe-
rynnuposaHuio n metponoruu ot 10 uong 2024 r. Ne 910-ct

4 BSBAMEH TOCT P 57298—2016, TOCT P 57496—2017

MpaBuna NpUMEHeHUs HacTOSIWEro craHgapTa ycTaHoB/eHbl B cTaTbe 26 defgepanbHOro 3akoHa
0T 29 moHa 2015 r. Ne 162-®3 «O cTaHjapTusaunm B Poccuiickoin depepauynm». NHpopmaunsa o6 us-
MEHEHUAX K HacTosLLeMy cTaHAapTy Ny6nnkyeTCca B €XXerofHoM (Mo COCTOSIHUI0 Ha 1siHBapsa TeKyLlero
roga) MHOPMaLNOHHOM yKasaTene «HauuoHanbHble CTaHAapThl», a oulManbHblii TEKCT WM3MEHEeHUN
MW NONpaBoOK — B €XeMeCAYHOM WH(OPMaLMOHHOM yKasaTene «HauvoHanbHble cTaHjapTbi». B cnyvae
nepecmoTpa (3aMeHbl) UK OTMEHbI HACTOSALWEro cTaHgapTa CooTBeTCTBYyKLee yBegomneHne byaeT
ony6/MKoBaHO B 6nmkaiilleM BbINYCKE €XEeMEeCAYHOro WH(OPMaLMOHHOIO ykKasaTens «HaumoHasnbHble
cTaHgapTbi». CooTBeTCTBYyWLWasas nHpopmaumns, ysegoMneHme U TEKCThbl pasMew,aloTCcsd TakkKe B UH-
dhopMaLMOHHOI cucTeme 06LWETr0 NONb30BaHNA — Ha ohuLManbHOM caiTe defepanbHOro areHTcTBa no
T EexXHUYEeCKOMY PETY/INPOBaHNIO U METPO/IOrnnU B ceTu MHTepHeT (Www.rst.gov.ru)

© OdopmneHue. ®rbY «NHCTUTYT cTaHgapTusaumm», 2024

HacTosiwuii ctaHAapT He MOXeT 6biTb MOJIHOCTbLIO MM YaCTMYHO BOCMPOU3BEAEH, TUPAXMPOBaH U pac-
npocTpaHeH B KauyecTBe OMLMANBbHOTO M3faHusa 6e3 paspelleHns defepanbHOro areHTcTBa No TEXHUYECKO-
My PerysimpoBaHuio 1 MeTpoJsiorim
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BBepgeHne

PapgnocapmayeBTnyeckne nekapcTBeHHble npenapatbl (P®JIM) oTHOCATCS K 0co60i rpynne nekap-
CTBEHHbIX MpenapaTtoB, 4YTO OOYC/OB/IEHO HaAMYMeM B WX COCTaBe pafuoHyknauga, HeboNbwuM 06beMOM
cepun 1 0COBEHHOCTAMU rOCYyAapCTBEHHOIO pPerysimpoBaHus.

[aHHble nekapcTBeHHble npenapaTbl MOTYT NPOU3BOAUTLCA NPeAnpUATUAMU MO NPOU3BOACTBY Nekap-
CTBEHHbIX CpPeACTB B COOTBETCTBUM C NIMLEH3NE HA NPOU3BOACTBO, BKoYaa TpeboBaHUA Hagnexawel npo-
N3BOACTBEHHON MPaKTWKX, W MPOXOAUTbL Mpouefypy rocyfapCTBEHHOW perucrpauuu. Takke 3TW npenapaTtbl
MOTYT M3roTaB/nBaTbCA B MeAULUHCKNX OpraHn3aumsax B COOTBETCTBUM C Tpeb6oBaHUAMU, YCTAHOB/IEHHBIMUN B
[1] v [2], v He nognexaTb Npouenype rocyfapCTBEHHOW perncrpayunu.

Tem He MeHee CyLlecTBYHOT 06WEeNPUHATbLIE MeXAYHapoAHble NOAX0Abl K OpraHu3auum 3Toin aestenb-
HOCTMW, ONUCaHHbIe B AOKyMeHTax MexayHapoaHOro areHTcTea no atomHol aHeprun (MAFAT3) n BcemupHoii
opraHusauuy 3gpasooxpaHeHns (BO3), ocHOBaHHble Ha 06LWMX NpUHLMNAax 3awnTbl NaumeHToB oT Hegobpo-
KauyeCTBEHHbIX Hebe30nacHbIX NeKapCTBEHHbIX CPeACTB.

3a Bpewms, npowegjlee ¢ gatbl U3gaHvua npegblaylieid sepcum ctaHgapTa, Npousowwnn 3HauYnTesbHble
U3MEHEHNS B 3aKOHOAATeNbCTBE, Perynupylolwem sekapcTBeHHble CPeAcTBa, KOTOpble OblIM yuTeHbl B Ha-
cTosueM cTaHgapTe.
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HALUWOHANbHbBIN CTAHAOAPT POCCUWCKOW SEALEPALUNMN

PAONODPAPMALIEEBTUYECKUE NNEKAPCTBEHHBIE TMPEMNAPATDI

O6uwme npaBuia NPoVU3BOACTBA N N3rOTOBJIEHUA

Radiopharmaceuticals. General guidelines for production and preparation

Jata BBepeHuna — 2025—03—01

1 O6nactb NpPUMeHeHUs!

HacTosAwwmii cTaHAapT COLEPXUT pekoMmeHaauunn no cobageHnio 06Wwmux NPUHLUMNOB 1 NpaBua M3roTos-
nexHunsa (npomsBoacTBa) pagunodapmaleBTUYECKUX NeKapCTBEHHbIX npenapaTtoB (P®J/1M) B HE6ONLLWMKX KOAU-
yecTBax, Kacawuimeca [eATeNIbHOCTU M0 NMPUOBPETEHUI0 UCXOAHbIX MaTepuanoB W NPOAYKTOB, MX MpUEMKe
N XPaHeHWI0, BbINOSIHEHUIO TEXHOMOrMYecknx onepauuii no nonyyenunto PP/ n ero ynakoBbiBaHWIO B nep-
BUYHYIO YNaKOBKY, NPOBEAEHMI0 KOHTPOA KayecTBa, paspeLlleHnto Ha OTNYCK, XpaHeHWIo roTOBON NpoAyKuuK,
nocTaBKe U CONMYTCTBYIOLEMY MOHUTOPUHTY.

Mpu BbINO/IHEHMW MOJIOXEHMWI HACTOALWEro ctaHgapTa Heobxoammo cobnogatb obs3atesibHble Tpebo-
BaHus K nsrotosneHuto PP/, yctaHoBneHHble B [1], [2].

Mpownssoacteo P®JIM ocywecTensgeTca npoussogutensamu (B Tom uncne MNI3T-ueHTpamu) B COOTBET-
CTBUM C yCTaHOB/EHHbIMUK TpeboBaHuaMU [3], [4].

Takxe MOryT MPUMEHATLCA MOJIOXEHUA HACTOSALWEro cTaHfapTa, ec/iM OHM He NMpoTMBOpeYaT Bbllleyka-
3aHHbIM TpeboBaHUAM.

JeAaTenbHOCTb MeANLUHCKMX paboTHNKOB NO NPUrOTOBMEHWIO UHAMBMAYaNbHOW Ao3bl P®JIM nepes He-
nocpeacTBEHHbIM NMPUMEHeHnem (Hanpumep, U3 MHOro4030BOr0 (p/iakoHa) He BXOAUT B 06/1aCTb MPUMEHEHMUS
HacTosLero craHgapra.

2 TepMUHbI U onpeaesieHns

B HacToswWeM cTaHgapTe NpMMeEHeHbl cnepyloume TepMrUHbl C COOTBETCTBYIOLWMMY OnpefesnieHUuAMN:

2.1 roToBbIi NPOAYKT (NPOAYKLUMSA): JlekapCTBEHHbI npenapaT, KOTOPbIA Npolen Bce CTagnum TEXHO-
NorMyeckoro npouecca, Bk/1oYasa ynakoBblBaHWe B OKOHYaTEsNIbHYH YMNaKOBKY W MapKMpOBKY, KOHTPO/b Kaye-
cTBa Y Bbljayy paspeLleHns Ha oTnyck.

2.2 KOoppekTupyluwme 1 npegynpexagarouwme genctems; CAPA: [leiicTBuUsl, HanpaBneHHble Ha ycTpa-
HEHVWEe MPWYUHbI BbISIBIEHHbIX W MOTEHLMWAs/IbHbIX HECOOTBETCTBUIA WU LPYrUX HexenaTefbHblX cuTyauuid,
BK/Il0YAsA OTK/IOHEHWSA, pe3ynbTaTtbl (TPeHAbl), BbIXOoAAlME 3a paMku cneundukaymii, 3ameyaHns, caenaHHble
npu aygutax kayectsa (Bkatoyaa caMoOUHCNEKLUN).

MpumMmeyaHne — HecooTBETCTBMA HEOOXOAMMO paccrnefoBaTh A8 BbISAB/IEHUS OCHOBHbIX MPUYMH KX NosiBMe-
HVA. MeTogonorva naaHMpoBaHusa 1 BbinonHeHns CAPA [o/hKHa NPUBOAMTL K Yy4LIEHWO NPOoAyKTa W npouecca, pac-
LUIMPEHWIO 3HAHUIA O HUX.

2.3 Habop A4/ NpPUroToBJ/IEHMS pajnodapMaleBTUHYECKOro JiekapCTBEHHOro npenapara; Ha6op
ans POJMN: NlekapcTBeHHbI npenapaT, KOTopblii NOA/IeXUT BOCCTAHOBIEHWNID UM XUMUYECKOMY CBSI3blBAHUIO
C pagvoHyKIMaamu Afs NosiydYeHUs TroTOBOTO K NMPUMEHEeHU paanodapMaleBTUYECKOTO SIEKAPCTBEHHOIO
npenapara, Kak npasusio, Nepes ero Ucrosib30BaHNEM.

MpumeyaHne — PagnodapmaueBTMUecknii Habop CoAePXUT HEOOXO0AVMbIE KOMNOHEHTbI /151 NPUrOTOB/IEHNS
P®/1M 3a nckoyeHnem paguvoHykavaa.

M3gaHne opuuynanbHoe
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2.4 OTBETCTBEHHOE MU0 3a pagnodapmanleBTUYECKNI NeKapCTBEHHbIN npenapart: Cneunanuct c
BbICLUMM WAN CPeAHMM npodheccrMoHanbHbiM 0b6pa3oBaHmeM, obnagarwmnii 4OCTaTOYHbIMU 3HAHUSAMMW U OnNbl-
TOM B 06nacTu pagnodpapMaueBTUKM U CMEXHbIX 06nacTsax.

MpumeyaHunsa
1 Tpe6oBaHus, nNpeabsaBseMble K CneuuanucTam, ycraHoB/eHb! B [5], [6].
2 PekomeHayeTcsl Hamume TPyA0BOro ctaxka B 06/1acT NPov3BOACTBA UM M3roToBieHns PO/,

2.5 pagunoHyKNugHbIi reHepaTtop: Jllo6ass cuctema, cofepxawas (UKCUPOBAHHbLIA MNepBUYHbIA
pagvoHYKNnA, 13 KOTOporo o6pasylTcss BTOPUYHbIE PaAWOHYKIUAbLI, W3B/IEYEHUE KOTOPbLIX OCYyLlecTBAseTCH
nyTem 3/I0MPOBaHUA WM APYTMM CNOCO60M UM KOTOpble MCMO/b3YITCA B pagnodapmaneBTMHeckoM nekap-
CTBEHHOM npenapare.

2.6 pagMoHYKNUAHbIA npeAlwecTBEHHUK: PajnoakTUBHOE BeLecTBO, NpegHasHauyeHHoe A1s BBe-
[eHVs pajuoHyknuaa B ApYroe BeLlecTBO C Lesblo NOoAyyYeHus pagunodapmaueBTUYeCcKOro 1eKapCcTBEHHOro
npenaparta.

2.7 paguochapmaleBTUYECKUIA NeKAPCTBEHHbIN npenapart; P®/IM: /lekapcTBeHHbI/i npenapar, Co-
Jepxawuin B roToBOM ANA MPUMEHEHUS COCTOSHUW OAWH WM HECKONbKO PafuoHYKNMAO0B (pajnoakTUBHbIX
M30TOMNOB) B KayecTBe AeiiCTBYHOLEro BewecTsa UM B COCTaBe AeCTBYHOLWErO BewecTsa.

MpumeyaHus

1 POJIMN ncnonb3ytoT ANn8 AMarHOCTUYECKUX WK TepaneBTUYeCKUX Lesei, B TOM yucie 415 NO3UTPOHHO-3MUCCH-
OHHOW Tomorpacmu (M3T), NonyyarT C UCNOb30BaHWEM PAAMOHYKIMAHBIX TEHEePATOPOB, LMKIOTPOHOB, HAbopoB A/1A
NPUroToBNEHNS paguodapMaleBTUYeCcKUX MNpenaparos, PacTBOPOB PAaAUOHYKIMAOB, XUMUYECKUX W PafUOHYKIUAHBIX
npeawecTBeHHNKOB.

2 PO/, npovsBogumMble (M3roTaB/MBaemble) B HEGOMbLUMX KonuyecTBax, — 3T0 P®JIM pa3Horo HasHayeHus [ons
M3T, 04HOOTOHHOV 3MUCCUOHHOM KOMMNbIOTEPHOM ToMorpadun (OP3IKT) nnm ana tepaneBTUUECKUX Lieneld], He npeaHa-
3HaYeHHble A1 KOMMEPYECKOro NMpUMEHEHWS, B TOM YUC/IE 3KCTEMMNOPa/ILHOTO U3rOTOB/IEHUS, MOJlyYaemble C UCNosb30-
BaHVEM reHepaTopoB M HAbopPOB, aBTOMATM3MPOBAaHHbLIX MOAy eli CMHTe3a.

2.8 pagunochapmaLeBTUHECKNIA NEeKapCTBEHHbIV npenapat 3KCTEMMNOPasbHONO U3roTOB/IEHUS:
PagvnochapmaneBTuyecknini nekapcTBEHHbIW npenapaTt, W3roTOBMEHHbI B UHAMBMAYANbHOW A03MPOBKE AN
MHOAUBUAYANbHbIX NaLMeHTOB MO MeAWLWHCKUM NOKa3aHUAM COr/lacHO TpeboBaHUAM MeLULUHCKUX OpraHu-
3auunii.

2.9 pesynbTaTtbl, BbIXogsdwme 3a pamkm crneymdukaymm; OOS-pesynbTatbl: Pe3ynbTaTbl, HE COOT-
BETCTBYIOLLIME KPUTEPUAM MPUEMIEMOCTU UM HOPMaM, YCTaHOB/IEHHbIM B cneyudukaumnax.

2.10 XMmunyeckune npealecTBeHHUKN: BelectBa CUHTETUYECKOTO WX NPUPOLHOTO NPOUCXOXAEHUSA,
KOTOpble NOcC/ie MeYeHWUs pPaguMoHYKIUAOM NpefcTaBnsalT co60il Monekysnbl, KOTOpble CAMOCTOATE/IbHO WK
B pe3ynbTaTe Nocneaylwmnx XumMmmyecknx npespalieHmnii obecneumBaloT 4OCTaBKY pagMoHykauga K LenesbiM
KneTKamM-MULLEHAM.

3 O6uMe NOJsIoXKEHNSA NO U3roToBMEHUIO PP/

3.1 ®apmaueBTUYECKad cuctema kadyectsa PN

3.1.1 [nA rapaHTuy KayecTBa BbiNyCKaemol NpoAyKuum opraHusauunn Heob6xogumo paspabortatb u obe-
CMeynTb HaJexHoe PYHKLMOHMpOBaHWe hapmaleBTUYECKOl cucTtembl kadectsa POJIN (@CK POJIM), BkAtO-
yawluleli npouecc ynpassieHms puckamu ans kadectsa. ®CK POJIM BkaoyaeT KOMMNAEKC MEP U MEpPONpUaTui,
obecneynsarowmnx nsrotosneHme PPJIN Hagnexauwiero kayectsa. Macwrtab cuctembl KayecTBa 3aBUCUT OT
o6bema 1 C/I0XKHOCTM npoueayp, BbiMOSHAEMbIX opraHunsauunein (cm. pasgensl 4 n 5), ogHako Bce yCTaHOBJ/IEH-
Hble TpeboBaHUA [A0/IKHbl ObITb BbIMOJ/IHEHDI.

3.1.2 ®CK P®JIM opraHMsaumm fos/XKHa rapaHTuposath:

a) 4To paspaboTka u musrotoBsieHne P®JIN 6a3mpyloTCA Ha akTyaslbHbIX 3HAHWSAX O npoueccax U npo-
AyKTax;

6) onepauuyn Mo U3rOTOBJIEHWIO W KOHTPOJ/IKO KayecTBa onpefesieHbl ¥ COOTBETCTBYIOT YCTAHOB/IEHHbIM
Tpe6oBaHuaM (cMm. [1]—[3]) n TpeboBaHMAM HACTOSALEr0 CTaHOAPTa;

B) npumeHeHue P®JIM y naumeHTa A0 Bbigayn OTBETCTBEHHbIM AuUoM 3a P®JIM paspeweHns Ha oTnycK
He gonyckaeTcs. OTBeTCTBEHHOE Nuuo 3a PPJIM yaocToBepseT, 4To kaxaasa cepus POJIM 6bina M3rotoBsieHa
(nponsBefeHa), NPOKOHTPONMPOBAHA U XpaHUiacb B COOTBETCTBUN C YCTAHOBJ/IEHHLIMU TpeboBaHUAMU 1 Tpe-
60BaHMAMMK HacCTOALLEero ctaHfapTa,;

2
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r NPUHATbIE OpraHu3aumneii mepbl ob6ecneumBaloT kayecTBo P®JIMN B TeyeHne BCero cpoka rogHocTn npu
NX XpaHeHUn n nocrepyowem obpalieHunn.

3.1.3 OTknoHeHud, nsmeHeHusa, OOS-pesynbTaTbl 1 CAPA

3.1.3.1 B opraHusauum Heo6xo4MMO Hanuune OKYMEHTUPOBAHHON npoueaypbl, ycTaHaBAuBalwLein no-
psAAOK paboTbl C OTKNOHEHUAMU. Bce OTK/IOHEHWSA OT NPOTOKO/I0B M3rOTOBJ/IEHUS PErUCTPUPYIOT, YTOObI 0be-
CNneynTb BbiSiB/IEHWE TPEeHAO0B (TeHAeHUuin) n npoBegeHne CAPA.

3.1.3.2 B opraHusaumm gomkHa MyHKUMOHUPOBATb CUCTEMA ynNpaBneHUsa U3MEeHEeHUSAMU, YTOObl UCKI0-
YNTb UX HeraTuBHOe BUAHWE Ha KadyecTBOo P®PJIM, BkawoYaa npoueccbl nsrotossieHna PPN, KOHTpPONA kaye-
cTBa, obopyfoBaHue, nNporpammMHoe obecrneyeHune, yrnpasseHne nocraslyukamu.

3.1.3.3 OpraHusaumm Heob6xoaMMo MMeTb npoueaypbl (Npouecckl) no ynpaesneHnto OOS-pesynbTtaramu
n CAPA.

3.2 TlepcoHan

3.2.1 O6wme TpeboBaHUSA

3.2.1.1 OpraHusauua Jo/mKHa UMeTb AOCTaTOYHOE KOMMYEeCTBO MepcoHasa, uMmeruiero Heobxogmmoe
obpasoBaHue, kBanudukaymo, obyyeHue n onbiT paboTel, a Takke Heob6Xxo4MMbIe pecypchl, BkAYas 060py-
[OBaHVe 1 nomMelleHns, obecneuymBallLme BbINOSIHEHNE NEPCOHANIOM CBOMX 06s3aHHOCTel. Ponb nepcoHana
B OpraHu3auuy OnucbiBaloT, HanpuMmep, B OpraHn3aLnoHHON cxeme.

3.2.1.2 OpraHusauusa fos/hkHa NoAnepXnBaTb B akTyaslbHOM COCTOSIHUM 3aMUCU O KaXXAOM COTPYOHUKe,
3aHATOM B u3rotoBneHun P®JIM, BKkAw4yasd, Hanpumep, pes3loMe COTPYAHUKOB, AO/DKHOCTHbIE WHCTPYKUUK ©
AOKYMeHTbl 06 06pa3oBaHumM, 06yvyeHun, atTectauum M T. n.

OpraHusaumna obecnevynBaeT pagunauoHHy0 6e30nacHOCTb NepcoHana B COOTBETCTBUM C [7].

3.2.1.3 lepcoHan, HenocpeAcTBEHHO 3aHATbIN B M3rotoBneHun POJIM, BkAYas COTPYAHMKOB, OCY-
wecTBasOWMX yOOpKY M TEXHUYECKOe o6CayXmBaHue, Npoxogut obGyyeHue paguaumoHHONn 6e3onacHocTy,
BK/IlOYAsA npaBuia pagnauuMoHHON 3awnTbl, NOPSAOK 06palleHns U XpaHEHUs pafuMoakTUBHbLIX MaTepuasos,
cnocobbl X ge3akTusalum.

3.2.1.4 TMepcoHany, paboTakwlemMy CO CTepPU/IbHbBIMKU MaTepuanamu, Heobxogumo cobngaTb TEXHUKY
acenTnyeckoi paboTbl, BK/KOYAas HOWEHWE COOTBETCTBYOLElN cneynasibHON ofexAabl U UCnosib30BaHue cre-
PUNBHBIX pacXofHbIX Marepuasos.

3.2.2 KnwoueBoi nepcoHan

3.2.2.1 W3roToB/ieHNE N KOHTPONb kavyectBa PPJIMN ocywecTBAAET U KOHTPONMPYET KBaInuumMpoBaH-
HbIi NepcoHan. B opraHuM3auum HasHayaloT OTBETCTBEHHOEe nuuo 3a PO,

3.2.2.2 OTBeTCTBEHHOE NNLO 3a POJINM BbINOMAHAET cnegyoume yHKUNKN:

a) onpefenset npoueaypbl NPOBEPKM M OLEHKU UCXOAHbIX MaTtepuasioB W rapaHTUpyeT, YTo Kaxpjasa ce-
prvs MCXOAHbIX MaTepuanos Gblna NpoBepeHa W OLEeHeHa Ha cooTBeTCTBME TpeboBaHMAM cneuudukaunm no
NCNOo/b30BaHUA:

6) NpoBOAUT NMPOBEPKY 3anuceil 06 U3roToB/IEHUN M KOHTPOJIE KayecTBa ([OCbE Ha Cepui) Ha NpaBu/ib-
HOCTb W MOJIHOTY 3anoO/IHEHWUS W COOTBETCTBMA YCTAHOB/IEHHbIM chneuuukaunam A0 NPUHATUA peLlleHus o
paspeleHnn uamnm oTKAoOHeHun cepun PO/,

B) yTBepxaaeT npoueaypsl, cneundukaymm, npoyeccobl n MeTognku, BKIoYasas COOTBETCTBYHOLWME CTaH-
AapTHble onepaynoHHblie npoueaypbl (COM);

) rapaHTupyeT, 4TO BeCb mMepcoHas Hagnexawum obpasom obyyeH M aTTeCTOBaH;

) paccnegyet oWN6KM (OTKNOHEHUA) U rapaHTupyeT, 4To CAPA 6binn NpeanpuHATBI ANA YCTPaHEHUA U
npefoTBpalleHns nx B byayluiem;

e) rapaHTupyeT, 4to P®JIM cooTBeTCTBYET YCTAHOB/IEHHbIM TPEOGOBAHNAM K KayecTBy.

3.2.2.3 Takxe B opraHusayunn HasHa4vyalT OTBETCTBEHHOIO 3a cucteMy obecneveHus kavyectsa PO/ co
cnefyrwmumMn QyHKLUAMN:

a) ynpasrieHne cuctemoli obecneyveHus kadectsa (PCK Pd/IM);

6) noATBEpPXAEHWE MPaBU/IbLHOCTM ODOPM/IEHUS, BEAEHNSA W yNpaB/eHUs AOKyMeHTauuei;

B) NpoBefeHVe Nepuofnyeckux BHYTPEHHUX ayaMToB KayecTBa (CaMOUHCNEKLNA) AN MOHUTOPUHIa Co-
OTBETCTBUA BbINOSIHAEMbIX AENCTBUI YCTAHOBMEHHbIM Npoueaypam u npasufam;

r) NpoBefEeHNEe MOHUTOPUHra AeATeNIbHOCTU OpraHu3auun, kacawueinca msrotosneHns POMN (Hanpu-
Mep, HecooTBeTCTBME cneundukaunam, obyyeHne nepcoHana, ynpasfeHue paguoakTUBHbIMKU OTXO[amun K
[Ap.) COBMECTHO C APYrMMU OTBETCTBEHHbIMWU NULLAMN.
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Kak npaBnio, oTBETCTBEHHOE N0 3a POJIN 0AHOBPEMEHHO BbINOJHAET (PYHKLMM OTBETCTBEHHOMO 3a
cuctemy obecneuveHus kadectsa PPJIM. B Takux cnyydassx gonyckaeTcs genermposaTtb OTAefIbHble DYHKUMH,
yKa3aHHble B HACTOSALWEM MNYHKTe, APYITUM COTPYAHUKAM WAW KOHTPaKTHON opraHusauuu.

3.2.2.4 [JeatenbHOCTbIO MO n3rotosseHnto PPJIMN B opraHMsaumm 3aHUMMaKTCA HE MEHee [BYX YesfloBek.
OfAMH 13 HUX HEeMoCpeACTBEHHO BOB/IEYEH B AEeATENIbHOCTb MO M3rOTOBMEHUIO NPOAYKTa, BKAKOYAA TEXHOMOIU-
yeckre onepauuy M KOHTPOJIb KavyecTBa, CTPOro cnefys BCEM COOTBETCTBYHOLWMM AOKYMEHTMPOBAHHbLIM MpO-
uefypam. BTopoit coTpyaHuK, Hagnexawmum o6pa3oM 06yUYEHHbIN M aTTeCTOBAHHbIN, OCYLLECTBASIET NPOBEPKY
BCEX pe3y/bTaToB A/19 NOATBEPXAEHUA COOTBETCTBUA M NPUHATNE PELUEHNS O pas3peLlleHnm Ha OTMNYCK roTOBOA
npoaykummn. MpoBepsaoWwmnM MOXeT 6bITb N10601 COTPYAHUK, KOTOPLIM npowen o6yyeHue un cnocobeH OLEeHUTb
COOTBETCTBYKOLME pe3ynbTaTbl UAU AaHHble, MOHMMAET UX 3Ha4YeHWe N Cnoco6eH MoATBEPAUTbL UX MpaBU/b-
HOCTb.

3.2.3 O6yu4eHune

MepcoHan, 3aHATbIA B n3rotoBneHnn POJIM, npoxoguTt obyyeHne nNo BCEM acnektam obecnevyeHus kadve-
cTBa (BkNwYaa npouenypbl usrotosnenna PO/, pagvaunoHHY0 3aWmUTy U TEXHUKY acenTu4yeckon paboThl,
npoueaypbl npurotosneHns PN n nHagnBuayanbHbIX 4O3MPOBOK, KOHTPO/b KavyecTBa, nabopatopHbie Ucnbl-
TaHnsA, NOPSAL0K OLEHKA U3TOTOBJIEHHON cepuu, ynpaB/ieHUue fOoKyMeHTauuen), npasuaam rMrueHbl, acnekram
hapmaueBTUYECKOn MUKPOOBMONOrMn, MUKPOOBMOSIOTMHECKOMY MOHUTOPUHTY, KainbpoBKe W KBanudukauumn
obopyaoBaHusa, ouncTke, 6e3onacHomMy TpaHcnopTupoBaHuto POJ/IM. O6bemM 06yyeHUs 3aBUCUT OT BbIMOJIHS-
eMbIX QYHKLWNA.

3.3 TlomelweHns n obopypoBaHme

3.3.1 MomeweHna n obopygoBaHme Heo6XoA4MMO pacnosiaraTb, NPOEKTMPOBaTb, CTPOUTb, OcHalaTb U
aKcnayaTupoBaTb TakuM 06pa3om, 4YToObl OHM COOTBETCTBOBA/IM MPOBOAMMBLIM onepaunsm. MNnaHMpoBoyHoe
peleHne N KOHCTPYKLUSA AO/DKHbI CBOAUTL K MUHUMYMY PUCK OWNGOK 1 o6ecneynBatb BO3MOXHOCTb 3dphek-
TUBHOM OYMCTKM M O0BCNYXMBaAHUA B LENAX UCK/IIOYEHUS MEPEKPECTHOW KOHTaMuHauuu u nbbix DakTopos,
He6naronpuATHbIX AN KayecTBa NpoAaykuuu, a Takke obecneuyvmBaTb 3aluTy NPOU3BOLCTBEHHON cpefbl K
nepcoHana oT UOHU3UPYIOLLErO U3/TyYeHUs.

3.3.2 PagnoakTmBHble MaTepuanbl HEOGX0ANMO XpaHWUTb, 06pabaTtbiBaTb, YyNakoBbiBaTb U KOHTPOMPO-
BaTb B CNeLuasibHO BblAE/E€HHbIX MOMELEeHUAX, B KOTOPbIX YCTAHOBMEHO TOJ/IbKO HeobxoAuMoe ANSA AaHHbIX
paboT o6opyaoBaHue.

3.3.3 Bxog, B KOHTPO/IMpPYyEMble NMPOM3BOACTBEHHbIE U TabopaTopHbie NOMELLEHNS OCYLLECTBASAIT Yepes
KOMHaTbl 4715 nepeofeBaHus (CaHNPOMYCKHUKN) W AOMNycKaeTca TONbKO AN MepcoHana, UMeNLero npaso
pocTtyna B Hux. lMoceTntenam, TEXHUYECKOMY U CAHUTAPHOMY NepcoHasy Heob6xoAumMo cnefoBaTh AOKYMEH-
TUPOBaHHbIM MpoLeaypaM, yCTaHaBMMBaKLWMM NpaBuia AocTyna B NMOMELeHNs.

3.3.4 lMocne TexHn4YeckKoro 06¢cnyxmBaHnsa 1 pemoHTa NoMelLeHns nojsepraloT O4YNCTKe U COOTBETCTBY-
loweli obpaboTke.

3.3.5 Heobxoanmo NpoBOAUTb MOHUTOPUHI pabo4yMx MeCT M NPOM3BOACTBEHHOW cpedbl B OTHOLIEHWNU
YPOBHA pajuauunmn, KOHUEeHTpauum 4acTul, BMaXHOCTM M MUKpoOpraHu3mMoB. Mopsagok npoBefeHUs MOHUTO-
puHra (4actoTa nNpoBefeHus W AONYCTUMble Npefenbl) ycTaHaBAMBaT B JOKYMEHTUPOBAaHHbIX npoueaypax.

3.3.6 lo/mKHO 6bITb YCTAHOBEHO 060pyAOBaHue AN onpeAesieHus U n3MepeHus pagualnoHHOro BO3-
LelicTBMA Ha nepcoHan.

3.3.7 Pabouve mecTa fO/MKHbI 6bITb aTTECTOBaHbl B COOTBETCTBUM C AEACTBYIOWNM 3aKOHO4ATENIbCTBOM.

3.3.8 Cnegyet nsberaTb BbINOJIHEHUA pa3/INYHbIX OMepayuini B 04HOM NMOMELWEHUN N NPUMEHATb Besfae,
roe BO3MOXHO, UX hu3nyeckoe pasgeneHne. 30Hbl (NOMelLeHnsa) gnsa pasniMuHbiX onepaynin gusnyeckn pas-
LenawT Ana obecnevyeHns HenepecekawlWmXcsa NOTOKOB UCXOAHbIX MaTtepuasioB, NPOMEXYTOUHbIX NPOAYKTOB
M TOTOBOTrO MPOAYKTa M YeTKO UAEHTUULUPYIOT ANA npeaynpexaeHus nepenyTbiBaHWS U HENPEAYCMOTPEH-
HOro Mcnosb3oBaHMA. Hanpumep, TEXHOMNOrMYECKNe onepauumn, KOHTPOb KavyecTsa U fabopaTopHble UCMbl-
TaHusA, XpaHeHne paspelleHHbIX 4718 U3TOTOB/IEHNSA UCXOAHbIX MaTepunasnos (BKIOYas NEePBUYHYHO YNAaKOBKY U
YKYMOpOU4Hble CpeacTBa) criefyeT OCYWeCTBATh B OTAE/bHbIX 30HAX, OTAENEHHbIX OT APYTUX.

3.3.9 HayuHo-nccnegoBatenbckne paboTbl Ha naowiagke, rae usrotosaswT (npoussogat) POJIM, npea-
Ha3HayeHHble A4/ MeAULNHCKOTO NPUMEHEHUs, orpaHnyYnBalT U3MYeckn UaM ¢ NOMOLLbI agMUHUCTPATUB-
HO-OpraHM3auMoHHbIX MEPONPUATUI Tak, YTOObI He OKa3blBaTb BAUAHUA Ha kayecTBo PO,

3.3.10 Cknaackue 30HbI

Bce xpaHswmeca matepmanbl U NPOAYKLNIO MAEHTUMULNPYIOT C ykazaHueMm ux ctatyca (kapaHTuH, ofo-
6peHO unm 3abpakoBaHo) U hU3MUHeckn OTAENAOT APYT OT Apyra.
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3.3.11 NomelweHUs ANnsa N3roToB/IEHNSA CTEPUNBHOM NPOoAYKLUNN

3.3.11.1 AcenTuyeckne onepayunmn BbIMOMHAKT B UMCTOM 30He knacca A (cm. [3], npunoxenune 1). Knacc
YNCTOTbl OKpYXatolield 30Hbl 3aBUCUT OT U30UPYIOLWKUX METOAO0B CTEMEHU pUCcKa MWUKPOOGHOI KOHTaMuHauumn
ANna npenapata, TEXHONIOTUWN U3rOTOBMIEHUSA, CpoKa rogHoctun P®JIM n konnyecTsa efuHUL, NpoAyKTa, noayya-
€MOro 3a TEXHO0rn4yeckuii unkn. Micxogs us aHanusa puUCKOB ANs KadecTBa namuHapbl (6M060KChI) gonycka-
eTcs pasmeliaTb B YNCTOW 30He knacca C, a u30nATopbl — B YNCTOWN 30He knacca D.

MprMepbl acenTuyecknx onepauunin: c6opka CTEPUIbHbIX KOMNOHEHTOB (Wnpuy, urna, duabTp n dna-
KOH) ANA cTepunusyloweln unbTpaunn, noayyeHue anoarta U3 reHeparopa TexHeuua-99, pactBopeHne um
BOCCTaHOB/MeHMe pacTBopa Habopa gnsa POJIM, oT60p CTepunbHbIX 06pasyoB, NpoBedeHNe UCMbITaHUA Ha
CTEPUNIBHOCTbD.

3.3.11.2 MaTepuanbl NOBEPXHOCTWN CTEH, NOTOJIKA, MO/a, CTOI0B U APYroii me6enun B 30Hax NpoBefeHus
TEXHOJIOTMYECKUX onepaumnii 1 KOHTPO/ISA KavyecTBa LOJ/DKHbI NO3BONATL JIETKYH OYUCTKY, Ae3unHdeKuuno n ge-
3aKTuBauuio Mpu nposmee pagnmoakTUBHOIO pacTeopa.

3.3.11.3 OUNCTKYy 1 caHMTapHy 06paboOTKy NMPOBOAAT PErynsipHO B COOTBETCTBMWU C YCTAHOB/IEHHbLIMMU
npouegypamMu n perncTpupyor.

3.3.11.4 B 30He BbINOJ/IHEHWSI TEXHO/IOTMYECKUX OMepaLuii pakoBMHbI OTCYTCTBYHOT.

3.3.11.5 YnakoBblBaHMe BO BTOPUYHYIO YNakKoOBKY (Nayku, KOpoOKM W T. N.) HE AOMyCKaeTCcsa NPoBOAUTHL B
30He TeXHOJI0TMYeCcKMUX onepaumnin 4nas Toro, 4To6bl MUHUMKU3NPOBATL 06pasoBaHne NbiAN U APYTUX YacTuL,.

3.3.11.6 TexHn4yeckas 30Ha (TEXHUYECKUA KOPUAO0P) AO/MKHA (J0/HKEH) obecneynBaTb 4OCTYN B rOpsUyto
Kamepy, MUHYsi YACTble MOMELLEHUS.

3.3.11.7 Opgexpa onepatopoB M ee XapakTepUCTUKWN [OJ/DKHbI COOTBETCTBOBATbL K/1acCy YMCTOTbl pabo-
yeli 30HbI. ACcenTuyeckne mMaHunynauumn cregyeT NPOBOAUTbL B CTEPUSbHbLIX WAWM Nepuoguyeckn aesnHdhpuum-
pyembix nepyatkax (cm. [3], npunoxeHue 1).

Takxe onepaTtopam crefyeT WCMNONb30BaTb AONOJIHATENbHbIE CPeAcTBa WHAMBMAYas/bHOW 3aluThl
(3awWwnTHbIE 04K, BU3OPLI, 3awmuTa ANA pyK) Npy HEO6XOAMMOCTU W B COOTBETCTBMM C TpeboBaHMAMKU pagua-
LLMOHHOW 6€30NacHOCTH.

3.3.11.8 Bo BpemsA narotoneHns POJIMN B noMeLlLeHU MOXeT NPUCYTCTBOBATb TOJ/IbLKO NepcoHasi, Heno-
CpeACTBEHHO yyacTBYHOLWMI B NpoLecce.

3.3.11.9 MomeweHns v obopynoBaHne, NCNOJb3YEMble B aCENTUYECKUX onepaumnax, cnegyet perynspHo
KOHTPO/MIMPOBATb Ha MUKPOGMONOrmyeckne TpeboBaHnsa 1 cogepxaHune vyactul.

3.3.11.10 MaTtepuansl 1 060pyfoBaHMe, NocTynawuime B aCENTUYECKYH 30HY, MOABEprawT CaHUTapHO
06paboTKe B COOTBETCTBMU C AOKYMEHTMPOBAHHOI npoueaypoi. M3onatop cHabxarT MaTepuanbHbiM nepe-
AaTOYHbIM LIIO30M (NOPTOM) C TEPMETUYHO 3aKpblBaKLWUMNCA ABEPSAMU.

3.3.11.11 KonnuyecTBOo 0O6BLEKTOB, BHOCMMbIX B JTaMWHApPHbLIA NOTOK paboyell 30HbI kacca A, Heobxoau-
MO CBECTU K MUHUMYMY U He JOoMnycKaTb HapyLlleHna naMnuHapHOCTU MOTOKa YMCTOro BO3Ayxa.

3.3.12 O6opypoBaHune

3.3.12.1 OcCHOBHOE (KpuTunyeckoe) obopyaoBaHne nofseprarT KBanngukaunm nepen Havyanom akcniy-
aTauum 1 yepes yCTaHOB/IEHHblE BPEMEHHbIE MHTEPBAasbl U TWaTebHO AOKYMEHTUPYOT. YacToTa NOBTOPHON
KBanugukaumnl™*n kKannbpoBkM AO/MKHA O6bITb OCHOBAHa Ha aHa/iM3e PUCKOB2).

OcTanbHoe obopygoBaHune, UCNoNb3yeMoe npu u3rotosnennn P®JIM, Takoe Kak BoAsHble 6aHu, TepMo-
MeTpbl, HarpesaTtesibHoe 060pyAo0BaHNe U T. 4., MPOBEPAIOT Ha NPaBU/IbHOCTb PaboThl, pe3ysbTarbl NPOBEPKU
perncTpupyorT.

O6opypoBaHne, ncnosb3yemoe Ana Bepudurkaunum KpuTUYecknx napameTpos (Hanpumep, TeEpMOMETPSI,
JaTumMKn CKOpPOCTW BO3Ayxa, CYETUMKM YacTuy W T. A.) TEXHOJ/IOTMYECKOro npotecca, n nabopatopHoe obopy-
JoBaHWe nognexar perysisipHoli KanmbpoBke, NepuoLNYHOCTbL KOTOPO OCHOBaHa Ha aHasnunse puckos. [Mpu
KannmbpoBKe MCNOMb3YKT aTTeCTOBaHHble NPOoC/AeXnBaeMble KanmbpoBOYHble CTaHAapThl.

1) MoppobHble pekoMeHZauuMn No Keandukaumn v Banugaumn npu usrotosneHun PO/ B masiom konuyecTse
npviBefeHbl B PykOBOACTBE MO BaMgaumm 1 Ksasmdivkaumm npoLeccoB U onepaumii, cBsi3aHHbIX ¢ paguodhapMaueBTy-
YecKMMK NiekapCTBEHHbIMM Npenapatamy EBponeiickoil accoumaumm agepHoin meguumnHbl (EANM Guidance on validation
and qualification of processes and operations involving radiopharmaceuticals, 2017 [https://doi.org/10.1186/s41181-017-
0025-9]). flaHHas uHdopMauus NpueBedeHa ons yaobcTea nosb3oBaTesiell HaCTOSALLEro cTaHJapTa.

2) MNoapoGHble pekoMeHAALMM MO aHa/I3y PUCKOB MpUBEAEHb! B PyKOBOACTBE MO YNpaB/EHNIO pUCKaMn KadyecTsa
pasavochapMaL,eBTUYECKMX NIEKAPCTBEHHbIX NpenapaToB EBponeiickoii accoumaumm saepHoli MeauumHel (EANM guideline
on quality risk management for radiopharmaceuticals, 2022 [https://doi.org/10.1007/s00259-022-05738-4]). JaHHas WH-
chopmaumsi npuBeAeHa ansa yao6eTea Nosb3oBaTesieil HacTosLEero cTaHaapTa.
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CnepyeT yuntbiBaTb TPE6OBaAHUA K U3MEPUTEIbHOMY 060pyA0BaHN0, YCTaHOB/IEHHbIE B [8]. Moaxoabil)
K opraHusaumu paboTbl ¢ aBTOMATU3NPOBaHHBIMYU MOAYMAMU CUHTE3a U/unu [o3npoBaHusa npuseneHsl B [9].
3.3.12.2 MpumeHsiemasa opraHusaumein cuctema nNaaHMpPoOBaHUA U NPOBEAEHNST TEXHNYECKOTO 0BCNYXM-
BaHWS 1 Ka/MOBPOBKM AO0/KHA ob6ecneunTb Hagsexalwee perynspHoe o6ciyxuBaHne U KanmbpoBKy Npous-
BOACTBEHHbIX CMCTEM M 060PYyA0BaHMSA, UCNOMb3YyEMbIX B U3TOTOBMNEHUN U KOHTposie kadyecTBa P®JIM. 3anucu
N OKypHanbl 4ss Bcero o6opyfoBaHus BeayT BHE 3aBUCUMOCTU OT TOrO, KTO MPOBOAUI TEXHMYECKOE 06CyXu-
BaHWe M KanMbpoBKy: OpraHm3auuns unm nocTaBLUK YCAyr.

3.4 [okymeHTauus

3.4.1 Hapgnexauwiasa npakTuka LOKYMEHTanbHOro oopm/eHns kpaliHe BaxHa Ans obecnevyeHus f[o-
KazaTesibCTBa BbINOSIHEHUS AelCTBUIA, NpeAyCMOTPEHHbLIX npoueaypamu. Ee cobnogeHne Heobxoaumo gns
BCEX COTPYAHMKOB, BeAYyLIMX 3annucyu B pamkax Hagnexauwelh pagmodapmauneBTMyeckoii npaktnuku. B opraHu-
3auun Heob6xoaMMo paspaboTatb M NOAAEPXUBATbL CUCTEMY YyNpaB/ieHUs AOKyMeHTauuen, obecnedynBarLLyto
npocaexnBaemMoCcTb BCEX Npoueayp u onepauynin. [JokymMeHTaumss MOXeT BECTUCb B ByMaXKHOW, 3/1€KTPOHHOM
UM CMelaHHon dopwme.

3.4.2 Ans kax[oi npouenypbl unn onepauun paspabatbiBaloT u yTBepxaaT COIM nnam OKYyMEHTUpo-
BaHHble MHCTPYKUuM. OnucbiBalOT BCe Oonepauun, Kkacawumecss nsrotoeneHnsa POJIM, obecnevyeHnsa kayecTsa
N ynpasneHns aTol AeATeNIbHOCTbIO.

COI cnepyet nepecMaTpmBaTbh He pexe OAHOr0 pasa B [Ba-Tpu rofa, 3a UCKIYEHUEM cryyaes, Tpe-
6yl mMxX HeEMeLNeHHOro nepecmoTpa npoueaypsbl.

3.4.3 Cuctema ynpasneHus AOKYMeHTauuel Ao/kHa obecneymBaTb AOCTYN TONbKO K AEWCTBYHOLLUM
BEPCUSIM [OKYMEHTOB.

3.4.4 OpraHusauymy Heobxo4MMO MMeTb YTBEPXAEHHble B YCTAHOB/IEHHOM nopsfke cneuudukauum Ha
BCE WCXOAHble MaTepuasnbl/Habopbl ANA NPUroTOBNEHMS pagunodapmMmaueBTUYEeCKUX npenapaToB M roTOBYH
NPOAYKLUMIO.

3.4.5 OpraHusaunn Heo6xo4MMO BECTW 3anucu Mo cnepyrLum AeicTBUAM:

- npuobpeTeHne M BXOAALWMIA KOHTPOSIb BCEX WCXOAHbIX MaTtepuasoB, BCNOMOraTesbHbIX BeLLecTB "
paguoHYKNMAO0B/pagnoHYKINAHbBIX TEHEPATOPOB;

- N3roTOBJIEHME Mnpenaparta: 3anucu 0 cepumn (A0Cbe Ha cepuio), pesyfbTaTbl UCMbITAHUA NPU KOHTpoOse
KayecTBa v pelleHne o6 oTnycke;

- OYNCTKa U TEXHUYECKoe 06CnyXumBaHne NMOMELEHN;

- o4ynucTKa, KannbpoBKa, TEXHMYECKOe 06CNyxXMBaHue, Keanndukauuna v akcnayarauuna obopynosaHus;

- obyyeHue nepcoHana;

- TpaHcnopTupoOBaHue pajnoaKkTUBHOIO Martepuana;

- MOHMWTOPUWHI pPagMoakTMBHOW KOHTaMWHaLUU U obpalleHne ¢ pagnoakTUBHbIMU OTX04aMU;

- MUKPOOBUONOTMYECKNIA MOHUTOPUHT N MOHUTOPUWHT YacTul,;

- MOHMWTOPUHI TeMnepaTtypbl, B YACTHOCTU XOM0AWNIbHUKOB U MOPO3U/bHbLIX KaMep;

- chyyaun gedektoB npenapaTtoB M HecooTBeTCcTBUIl COM (OTKNOHEHUNR);

- MPOTOKO/Ibl U OTYETHLI 0 Banngauun/ksanugukaymm (nomeweHns, obopyaoBaHme, NpoLecchbl 1 aHanm-
TUYECKNE METOAMKN);

- KOHTPOJ1b U3MEHEHMUIA.

3.4.6 llo60e n3MeHeHue, BHOCUMOE B JOKYMEHT, NOANUCHIBAIOT U AaTUpyoT. I3MeHeHne BHOCAT Takum
o6pasom, 4Tobbl 6bIJI0O BO3MOXHO MPOYTEHNE NEepBOHaYasibHON MHpopmaymn. Mpu HEO6XO4MMOCTU YKa3biBa-
0T NPUYNHY U3MEHEHUA.

3.4.7 3anucu cnepyeTt XpaHUTb B TEYEHWE YCTAHOBMIEHHOIO CPOKa XpPaHeHus.

1) MoppobHble pekoMeHaauuy npuBefeHsl B PyKOBOACTBE MO COBPEMEHHON Hag/iexallel pagmodapmalesTuye-
CKOV MpakTuke Mpu W3roToB/IEHUU pagnodapMaLeBTUHECKVX TEKAPCTBEHHbIX NMpPenaparoB B MaslOM KOMMYecTBe C uUc-
No/Ib30BaHWEM aBTOMAaTM3MPOBaHHbLIX Mopyneli EBponeiickoit accoupaummn sgepHoin MeguumHbl (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]). JaHHasa nHopmMaums npveefeHa ans yaobcersa nosb3o-
BaTesieil HacTosLLero ctaHgapTa.
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3.5 MN3rotoBneHue

3.5.1 VicxogHble maTtepuasbl

3.5.1.1 Bce nocTtynawuwmne marepunansl NPOBEPSAIOT HA COOTBETCTBME CAeNaHHOMY 3aka3dy. Takxe nepej
NPMeMKOn NPOBOAAT BU3yasibHYI0 NPOBEPKY LLe/IOCTHOCTU M COCTOAHUA NOJyYaeMblX MaTepuasnos.

3.5.1.2 Begyt 3anucu no BceM MaTtepuanam, UCNosib3yeMbIM Mpu n3rotosneHun POJIM.

Mo BO3MOXHOCTU crefyeT UCNOoNb30BaTh 3aperncTpupoBaHHble UCXOLHbIE MaTepuasbl UM Habopbl.

3.5.2 WzrotoBneHue POJIM opraHu3dyloT TakuMm o6pa3oM, 4To6bl npeaynpexpate NepekpecTHY KOHTa-
MUHaLUMIO.

3.5.3 Ana npuHATUA peweHus 06 oTnycke WU nocregyloueMm MeauuuHCKOM npuMeHeHuu cepuun PO,
0CO6EHHO B crlyyasx, Korga He nosiydeHbl pesynbTaTbl BCEX MCMbITAHWMA, KpaHe BaXHbl pe3ynbTaTbl Banuja-
LUun npoueccos, BHYTPUNPOU3BOACTBEHHOIO KOHTPO/IA W MOHUTOPUHIa napameTpoB npouecca U nNpousBOA-
CTBEHHOI cpefbl.

3.5.4 Ha Bce ynakoBku gnsa P®JIM (Bkaoyas WNpULLbl) HAHOCAT MapKUpoBKY. MapKupoBKY HaHOCAT Ta-
KMM o6pa3om, 4YToObl 06ecneyYnTb ee YMTaemMOoCTb, COXPAHHOCTb YMTAEeMOCTU W CTOMKOCTb Npu 06paboTKe,
XpaHeHuu, obpalleHuu, TpaHcnopTupoBaHun/nepegayvye n npuMmeHeHun POIM.

Bcneacteue pucka pagvmaunoHHOro BO34eNCTBMA, Kak NpasBuio, 3TUKETKM neyatalwT 3apaHee.

3.5.5 MNpenapart roToBAT MHANBUAYANbHO A1 KaXA0ro nauneHTa, Ha BCce LWNPULlbl HAHOCAT MapKUPOBKY,
cofepxallyo nHopmaLuio o HaumeHoBaHu PP/ 1 akTUBHOCTU, C yKa3aHMeM BPEMEHU ee onpejeneHuns.

3.5.6 KOHCTpyKLMS ynakoBKW M TPAHCMOPTHLIX YNaKOBOYHbLIX KOMMIEKTOB A0/XHa obecrneynBaTb 3alu-
Ty nMepcoHasna oT paguauun n npofykTa npu XpaHeHuu, TpaHCcnopTuposaHun 1 obpatieHmmn [10].

3.5.7 CnepyeT usberatb 06bIX OTKIOHEHU OT YTBEPXAEHHbIX npouenyp. MNMnaHupyemble OTKNOHEHUS
Heob6xo4MMO perncTpmpoBaTb W COrNacoBbiBaTb C OTBETCTBEHHbIM SINLOM. BbiiBNE€HHble HecornacoBaHHble
OTKNOHEHNS [0/DKHbI paccrefoBaTbCs, NPY HEOOXOANMOCTU.

3.6 KoHTpo/sib KauecTBa

3.6.1 labopaTopus, NnpoBogsLLas KOHTpoNb kayectsa P®JIMM, BbINOMHAET BCe HEOOXOAUMbIE UCMbITAHUSA
N OKYMEHTUPYET pes3y/nbTaTbl B COOTBETCTBUN C AOKYMEHTMPOBAHHbLIMU Npoueaypamu.

3.6.2 MNepcoHan nabopatopuu obecneymBaeT NOJHbIE 3aNUCU BCEX UCMbITAHWA, HEO6XOAUMBIX ANA NOA-
TBEPXAEHNS COOTBETCTBMA YCTAHOBNEHHbIM TpebOoBaHMAM K Ka4yecTBY, BKIOYasA KOMIMYECTBEHHOE onpejene-
HWe n gpyrue nokasaTesin KayecTsa.

3.6.3 labopartopua ncnonb3yeT Hay4Ho 060CHOBaHHYIO npoueaypy otbéopa nNpobd n aHannTMYecKme Mme-
ToAuKn, pa3paboTaHHble A1 NOATBEPXAEHMS cooTBeTCcTBUA POJ/INM cneundukaymsam.

3.6.4 NlabopaTopHble aHanNUTU4YeCKne MeTOAMKN LOOJ/IKHbI ObiTb MPUrOAHbLI ANA WX NpefHasHayeHus wu
6bITb Hagnexawmm obpa3om YyBCTBUTENbHLIMU, CNELUPUYHBIMU, NPaBUNbHLIMU 1N BOCNPOU3BOAMMbIMUL).

3.6.5 Ha Bce npurotoBneHHble B nabopatopuy pacTBOPbl HAHOCAT MapKMpPOBKY, NO3BONAOLW YO onpeje-
NINTb UX MPOUCXOXLEHNE N COCTAB.

3.6.6 labopaTopHoe o6opyaoBaHue [0/KHO COOTBETCTBOBATL npefnosiaraeMoMy Ha3HayeHuto 1 6biTb
CNOCO6HLIM 06ecneunBaTtb BanuiHble pe3ynbTaTbl. HE06X04MMO Hanuume AO0KYMEHTUPOBAHHOW npoueaypsl,
onpegenswwen nopagok NpoBeeHNs PerynaTopHOro TEXHUYECKOro 06CnyXMBaHns, KannbpoBKN 1 kBanugu-
Kauum, KoTopble HE06X04MMO AOKYMEHTUPOBATD.

3.6.7 Cneuundmkaumun n MeToaukn ucnbitTaHnii ansa 60NbLWNMHCTBA UCNOMb3yeMblX B npaktuke POM onun-
caHbl B hapmakonesnx v ob6Liein xapakTepucTmke fekapcTeeHHoro npenaparta (OX/IM), noctaBnsemoli BMecTe
C 3aperncTpupoBaHHbIM NpenapaTom.

Takxe gonyckaeTcsi UCNONb30BaTb METOAMKN, pa3paboTaHHble opraHu3aumneli, Npu ycaoBUM UX Hay4HOW
o6ocHOBaHHOCTY, Banngaunnl) n cooTsetcTena apmakonee.

3.6.8 B nabopatopum Heo6X0AMMO Ha/Mune [OKYMEHTUPOBAHHbLIX Npoueayp, AeTaslbHO OMNUChIBalOLWNX
P®/IN » ucnbiTaHWsa, KOTOpble AO/DKHbI OblITb COGMOAEHBI MPU MPUHATUWN PELUEHUA O paspelleHun ero me-
OAVLMHCKOTO NpUMeHeHusa (cneuudukaumm Ha MOMEHT Bbinycka cepuu). Takke HeobxXxoAMMO Hanuyue npo-
Lueaypbl, onucbiBawleli 4eiicTBUA OTBETCTBEHHOro 3a P®JIM B cnyyae, ecnn 6yayT NosyvyeHbl pesysnbTarthbl,
BbIXoAfAWMe 3a pamku cneyndukaunm (OOS-pesynbTarhl).

1) MoppobHble pekoMeHAauun npueegeHsl B PykoBoACTBE NO Ba/mjauuy aHajMTUYECKMX METOAVK ANS pagmo-
(hapmaLeBTUYECKMX JIEKAPCTBEHHbIX NpenapaToB EBponelickoii accoumaummn saepHoii meguumHbl (EANM guideline on the
validation of analytical methods for radiopharmaceuticals [https://doi.org/10.1186/s41181-019-0086-z]). JaHHasa uHdopma-
Lma npuBefeHa ANa yaobcTea nonb3oBaTesieil HacTosLero craHaapTa.
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3.6.9 VcnbITaHMA Ha CTepPUIbHOCTL U codepXXaHue bakTepmasibHbIX 3HAOTOKCMHOB

3.6.9.1 VicnbiTaHNe Ha CTEPUNbHOCTb NPOBOAAT AN Bcex PPJIM, KoTopblie 4O/MKHbI ObiTb CTEPUTBHBIMM.
OpHako 60/bLIO CNEKTP Takux npenapaToB AO/MKEH ObiTb pa3peleH K NPUMEHEHNI0 A0 3aBepLleHns Ucnbl-
TaHWA Ha CTEPUJIBHOCTb.

3.6.9.2 Kak npaBuno, o6pasubl 4715 UCNbITAHWUS HAa CTEPUNBHOCTb XPaHAT A0 MPUEMIEMOr0 CHUXEHUS
aKTUBHOCTU UM TOJIbKO MOTOM NPOBOASAT MUCNbiTaHWE B COGCTBEHHOW MM CTOPOHHEN nabopaTopuun.

MpoBefeHne UCMbITaHNA TOIBKO B COGCTBEHHOW nabopatopuy pekoMeHAyT npoBoauTb y POJIM c ne-
puofom nonypacnaja MeHee 7 4, NPy OTCYTCTBUWM KOHTPaKTHbIX nabopaTopuil, UMeKLWmnX INLEH3UI0 Ha pa-
60Ty C pagMoakTUBHbIMUN BellecTBamMun M 061acTb akkpeauTauuu, BKAKOYAKLWY NpoBeAeHne ucnbiTaHuii Ha
CTEPU/ILHOCTbL B COOTBETCTBUU C hapmakoneei.

3.6.9.3 PekomeHgauun no NpoBEAEHUID WUCMbITAHWIA Ha coAep)XaHue 6GakTepuasbHbIX 3HAOTOKCUHOB
npueeneHbl B 4.6 n 5.7.

3.7 Pa6oThbl, NnepegaHHble A5 BbINO/HEHUS APYFOMY N1Uy (ayTCOPCUHT)

3.7.1 Mo6Gble paboThl, KOTOPble NepefaHbl ApyroMmy nuuy (ayTCOPCUHT), Haasexauimm obpa3om onpe-
[ensioT, cornacylT U KOHTPONMPYHT BO U3bexaHne pasHOUYTEeHWI, CNOCOBHbIX NPUBECTU K HEYA0B/ETBOPU-
Te/IbHOMY KayecTBY MPOAYKUMM WM BbiNOHAEMbIX paboT. CornaweHune (4OroBop) Mexay 3aka3uynkom u uc-
noaHuTEeNneM oopMaSAT B MMCbMEHHOM BUAE C YKA3aHMEM YETKO onpepesieHHbIX 06513aHHOCTEN Kaxaolh 13
CTOpPOH.

Hanpumep, Apyromy nuuy mMoryT 6biTb NepefaHsl cnegytowme paboTbl:

- MOHWTOPWHI NPON3BOACTBEHHOW cpeabl;

- NpoBefeHNe NCNbiTaHW Ha CTEPUNBHOCTD;

- MOHUTOPUHTI CUCTEMbI BO3AYXOMNOATOTOBKMN N €e TeEXHUYECKOe 06CNYyXUBaHNE;

- npoBefeHne oTAeNbHbIX PU3NKO-XMMUNUYECKNX UCMbITAHUA, HANpMMepP MeTOA0M Macc-CnekTpoMeTpuu,
aHanus3 pacTBopuTeneii;

- nepuogunyeckas Bepuukaymsa KanmbpoBaHHbIX pedepeHTHbIX NpnbopoB (Hanpumep, TEPMOMETPOB,
JaT4YnKoB CKOPOCTM BO3AyXa U T. 4.);

- KBanudukauma npnbéoposB M/MAN NHXEHEPHbIX CUCTEM, TakKUX Kak CUCTEMbl hubTpaLunm 1 KOHANLMNO-
HUPOBaHNS BO34YyXa;

- cTepuansaumsa UCXOA4HbIX MaTtepuanoB/o60pyaoBaHuUS;

- ybopka nomeLeHuii.

3.7.2 PaspabaTtbiBaloT CUCTEMY OLEHKN 1 0406peHNs NOCTaBWMKOB ycayr. [N BKAOUYEHUSA B NepeyeHb
04,06pEHHbIX MOCTaBLMKOB MOXET ObITb NPOBEAEH ayaunT.

3.8 lMpeTeH3nn n oT3bIB NPOAYKLUNN

3.8.1 OpraHu3aunn Heob6XoANMMO YCTaHOBUTb AOKYMEHTUPOBAHHYIO Npoueaypy no nosyvyeHuo n padorte
CO BCEMU MPETeH3UaAMN B OTHOWeEeHuUn POJIT.

3.8.2 Mpoueaypa npegycmaTpuBaeT NpoBefeHMe COOTBETCTBYHLWEro paccnefoBaHus, c6opa uHdop-
Mauun, onpeneneHns OCHOBHOW MPUYMHBI TaKOro HECOOTBETCTBMSA U BbiNnonHeHne CAPA.

3.8.3 Heobxogumo paspaboTtatb npouenypy no oT3biBY NpoAyKLUMN.

3.9 CamouHcnekuus

3.9.1 NopgpasgeneHve no obecnevyeHuto kavyectsa Wi, Hanpumep, OoTBETCTBEHHoe nnyo 3a PO/ ne-
prnoanyeckn NPoOBEPSAIOT OCYLLECTBASAEMYIO AeATe/IbHOCTb Ha cooTBeTcTBUe ®CK PPN nytem nposBepeHus
BHYTPEHHUX NPOBEPOK (CAMOUHCNEKLUMNN).

3.9.2 CaMOMHCNEKLUUI0 NPOBOAAT B (POPME BHYTPEHHUX ayAMTOB MO onpejesieHHbIM obnactam (Hanpwu-
Mep, nepcoHan, obopyzoBaHue, AOCbE HA CEPUID), NO3BONAKLWMNX BbIABUTb HECOOTBETCTBUA.

3.9.3 /ltobble HECOOTBETCTBUA HEOOXOAMMO AOKYMEHTaNbHO OPOPMAATb, BKAKOYAS COOTBETCTBYOLME
MeponpuAaTMa No ux yctpaHeHuio. MpeanpuHaTele CAPA oueHnBaloT B Xofe nocnegytouielii CaMONHCNeKLMN.

3.9.4 CamounHcnekymMn MOryT ObiTb NpoOBefeHbl nogpasfesieHreM Nno KkayecTBy BCell opraHusaumm unm c
npuMBneYEeHNEM He3aBUCUMbIX KOHCY/IbTAHTOB.

3.9.5 Heo6xo4nmo BECTU 3anvcu O NPOBEAEHUN CaAMOUHCMEKLNIA.
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4  W3roTtoBrieHue P®JIM ¢ ncnosnb3oBaHEM PaAUOHYKIUAHbLIX reHepaTtopoB
N3 PagnNoOHYKINAHBIX NPealecTBEHHNKOB U HabopoB ana PO/

4.1 ®apmaleBTnyeckaa cucrtema kayecrtsa PPDJIM

TpeboBaHua K hapmaLeBTMyeckoin cucteme kayectsa POJIMN npusepeHsl B 3.1.

4.2 MNepcoHan

TpeboBaHMS K NepCcOHany npmMBeaeHsl B 3.2.

4.3 MomeweHnsa n obopygoBaHue

4.3.1 NomeweHns n obopyaoBaHne crieqyeT NPOEKTUPOBaTb M 3KCM/yaTupoBaTb B COOTBETCTBUU C Tpe-
60BaHMAMKN K acenTUyeckum npoueccam U pagnaunoHHON 6e3onacHOCTU (Hanpumep, 3auimta pagnoHyknng-
HbIX reHepaTopoB ¥ rotosoro P®JIM).

4.3.2 30HbI ANA W3rOTOB/IEHMSA, OTMNYCKA, KOHTPOA KayecTBa U T. N. pasfensaoT npMuemseMbiM CNoco6om.

4.3.3 TOBEPXHOCTb CBWHLLOBOWN 3aliuTbl 3KPaAHWPYIOT ANA NpeaynpexaeHus BO3AelcTBUA MeTannia u
npefynpexaeHus BblAe/IEHUA CBUHLOBOWN Mbl/IM B MPOU3BOACTBEHHYI cpedy (Hanpumep, NOKpaleHa U no-
KpbiTa aslloMUHUEM, NOIMMEPHOW DOBLIOK UMM HepXaBewLeli cTanblo).

4.3.4 CnepyeTt TwatenbHO co6a04aTb MHCTPYKUUM NPOU3BOAUTENSA NPU BbINOSHEHUN acenTuyecknx ma-
HUNYNAUWIA C reHepaTopamMu.

4.4 [NoKymeHTauus

4.4.1 HeobxoaumMo BecTu BCe 3anncu, ykasaHHble B 3.4.
4.4.2 Bce TexHosiOrMyeckne onepauum u KOHTPO/Ib KayecTBa BbIMOJIHAOT B CTPOrOM COOTBETCTBUU C
YyTBEPXAEHHbIMW MpoLeaypaMn 1 perncTpupyior.

4.5 N3rotoBneHue

45.1 TexHonorumyeckMe onepayumn [OKHbI CTPOrO COOTBETCTBOBATb WHCTPYKUMAM MpousBoauTenei
paguoHyKNMAHbIX reHepaTopoB U HabopoB No NpurotoBaeHuto POJIM.

OTK/IOHEHUSA OT OKYMEHTUPOBAHHbIX npoueayp Heob6Xo4MMO BbISABNATb, UX NPUUYUHBI — paccriefoBaTb.

4.5.2 Bce npo6ku, BkAwYas nNpobkum gns nakoHOB ANs 3awarta, obpabdaTbiBalOT CTEPUIbHbIM AEe3UH-
runpyrowMmM pacTBOpoM A0 Npokosa urnoii. CnegyeT AoXAaTbCA NOSTHOTO UCNAPEHUA AE3UHAULUPYHOLWETO
pacTBopa A0 BbIMOJIHEHUSA MaHUNyNALUKW, Tak Kak ero nonagaHve B npenapart (Habop) MOXeT okasaTb Hera-
TUBHOE BO3f4eicTBME Ha KayecTBo POJIM.

4.5.3 PaanaunoHHylo 3aluTy anarta, p1akoHOB U WNPULLOB A0 UCMOMb30BaHNUSA MPOBEPSAIOT Ha KOHTa-
MUHaLMIO 1 o6pabaTbiBAlOT CHaAPYXM U U3HYTpU, Hanpumep, 70 %-HbiIM pacTBOPOM 3TaHOJ/I0BOrO WU/AX U30MNpo-
nua0BOro cnupTa.

4.5.4 Ana nony4vyeHus gonycka Ha BbIMOSIHEHUE acenTUYeCKUX MaHUMynsuuin BHOBb NMOCTYMUBLUWIA nep-
coHan [O0/DKEH YCNEeLWHO BbINOMHUTL UMUTALUI0O acenTUYecKkoro npouecca € UCMOSIb30BaHNEM MNUTaTesbHbIX
cpef. Becb nepcoHan, y4acTBYWOLWMWA B aCENTUYECKUX TEXHONOMMYECKUX ONnepaunax, peryaspHo noaTesepxaa-
eT BNlafleHne TeEXHUKO acenTuyeckux pabor.

4.5.5 B ogHOW paboyein 30He He gonyckaeTcs u3rotaBauBaTb (MPOM3BOAMTL) HECKO/IbKO NMPOAYKTOB OA-
HOBPEMEHHO, YTOObl MCKAIUYUTL PUCK NepenyTbiBaHUSA NPOAYKTOB.

4.5.6 Ana MMHUMKU3aLUN BO3AENCTBMS paguauumn cnegyeT NCNoAb30BaTh pagMauoHHY0 3alnTy U Haj-
nexatuiee njaHMpoBaHue onepayuini No o6palleHnio ¢ pagmoakTUBHbIMM BeLLEeCTBAMMU.

FeHepaTopbl Bcerga HeobxoaMmo cHabxaTb pagualuMoHHON 3alWKUTOn C y4eToM nepuoga nosypacnaga
poAMTENbCKUX N AOYEPHUX pafgUoHYKINMAOB. PaAnoakTVBHble pacTBOpPbl HEOO6XOA4MMO XpaHWTb B UHOUBUAY-
anbHbIX 3alUTHbIX YNakoBKax C COOTBETCTBYHLLE MapKUPOBKOW.

TpaHcnopTupoBaHuWe 3/110aTOB 1 NpenapaTtos BHYTPU nofpasfeneHna oCyL ecTB/AT B yNakoBKe C pa-
AVAaLNOHHONM 3alWunTon.

4.6 KOHTpONnb KayectBa

4.6.1 Mpoueaypbl N0 KOHTPO/IO kayecTBa P®J/IM A0MXKHbI COOTBETCTBOBATbL UHCTPYKUUSIM MO NpUMeHe-
Huio (OXJ1M) reHepaTopoB M Ha6OPOB W BLINOMHATLCSA, Kak MUHUMYM, A5 KaXA0W HOBOW cepuu.

JonyckaeTcsi Ucnosib3oBaHve afibTePHATUBHbLIX NpoLeAyp, ec/iv OHW HayyHO 0GOCHOBaHbI 1 BaNUANpPO-
BaHbl.
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[JononHuTeNnbHble WCNbITAHUA, He yKa3aHHble B WHCTPYKUMW MO NPUMEHEHUK reHepaTopoB, MOryT
BKNOYaTh:

- 3hhEKTUBHOCTb 3IKOLMN KaXKAOro aaTta,;

- HanuMune poauUTeNIbCKOro paguoHykIuaa B NMepBOM 3siloate OT KaxAoro reHepartopa u ero onpegene-
Hue B nocsiefywLwnx afirarax B yCTAHOB/IEHHbIE BPEMEHHbIE TOUKN.

4.6.2 'padomk NpoBeAEeHNSA UCNbITAHWIA Ha CTEPUIBHOCTL M 6GakTepuanbHbie 3HAOTOKCUHBbI P®JIM gomkeH
COOTBETCTBOBATbL MOJIOXEHUAM [8]. PekomeHayeTca peryssspHoO NoATBepXAaTb cO6M0AeHNe TEXHUKN acenTu-
Yeckux onepauuii, HanpuMep, C NOMOLLbI0 MMUTALUN NpoLecca C UCNO/b30BaHWEM NUTaTesbHbIX Cpes,.

4.6.3 Pa3pelueHue Ha oTnyck cepun P®JIM

OTBeTCcTBEHHOE NnUo 3a P®JIM rapaHTupyeT, UTO npenapaTbl U3roToBNeHbl (NMPOU3BEeAEHbI) B COOTBET-
CTBUUN C YTBEPXAEHHbIMM NpoueaypamMmyu 1 4To paspelleHne Ha OTMyCK JaeTcsa ToNbKo cepuun P®JIM, cooTBeT-
cTBylOLWEero cneyudukaynam.

OTU rapaHTuy gocTuralT nyTeM Hafnexauwiero obydyeHuss nepcoHasna, yrnpabBneHUs CUCTEMbl AOKYMEH-
TauMn, KOHTPO/IA KayecTBa M MOHUTOPUHIa TEXHO/IOTMYECKOro npoLecca 1 y4yacTBYHOLWEro B HeM nepcoHarna.

4.7 Pa6oTbl, nepefiaHHble A1 BbINOMHEHUS APYTOMY ULy (ayTCOPCUHT)

Pab6oTbl, KOTOpble NnepegaHbl Apyromy nuyy (ayTcopcuHr), — no 3.7.

4.8 MNpeTeH3un 1 OT3bIB NMPOAYKLUN

Mpoueaypa no nonyvyeHuo n pabote c NpeTeH3MaMU 1 0T3bIBAMU NPOAYyKUUM npusepeHa B 3.8.

4.9 CamonHcneKkuus

TpeboBaHMA K NPOBELEHUI0 CAMOMHCNEKUUM npuBeseHbl B 3.9.

5 M3rotoBneHmne PP/ 13 XxmuMmnyeckmnx npeglecTtBeHHNKOB
1 PagNOHYKNUAHbLIX NpeALlecTBeHHNKOB

5.1 [laHHble peKkOMeHaauun Takxe NpuMMeHNMbl B TEX C/lyyasx, Korga Heo6xoAuMo OTK/IOHEHMe OT npo-
ueayp, onucaHHbIxX B pasgene 4.

5.2 dapmaueBTUYecKkasa cuctema kadyectsa PPJIM

5.2.1 PekomeHAyeTCcA MMeTb B CTPYKType oOpraHusauuu nogpasgenieHve no obecneyvyeHuio kayecTtBa,
B (byHKLMN KOTOpOro 6yaeT BXOAWTb aHanv3 AeATesIbHOCTU Mo u3rotoBneHuto POJIN gna obecneyeHns no-
Ny4yeHus npoaykta Hajgnexauwero kadectBsa. Ecnu opraHusaums oTAeNbHOro nojpasfenieHnust HEBO3MOXHa
BC/NeACTBME HEeAO0CTaTOYHOro KOAMyecTBa COTPYAHUKOB, 3TM (DyHKUMWU cnefyeT BbINOSIHATbL OTBETCTBEHHOMY
3a Po/IM.

5.2.2 MopgpasgeneHve no obecnevyeHnto KayecTBa BbIMOMHAET cregyolme pyHKLMn:

a) yTBepxpaeT (04006psAeT) uam OTKNOHAET mpoueaypbl U cneyndukaunm, noboe naaHupyemoe mame-
HeHue crneuyudukaynii, B MeTogax, npoyeccax uam npouegypax, KoTopble MOryT oka3aTb HeraTMBHOE BO3aeil-
CTBME Ha nokasaTtenun kKayectsa P®JIM;

6) oueHuBaeT MOTPEOHOCTbL B MOBTOPHONM KBanugukauum wn/vam sanugauum nocne cpenaHHbiX ume-
HEHUN;

B) MPOBEPSET 3anncu Mo TEXHOSIOTUYECKMM OnepauusM U KOHTPOJII0 KayecTBa A1 BbIABNEHUS BO3MOX-
HbIX OLWNBOK;

r) obecneunBaeT NpoBeAeHNE TWATENbLHOIO pacc/nefoBaHMUs OWNWOOK N HECOOTBETCTBMI cneuundguka-
umn u BbinosiHeHne CAPA.

5.3 TlepcoHan

531 Momnmo OTBETCTBEHHOro nuua 3a P®JIM B opraHm3aumm Heo6XoAUMO Hanuyue Pyroro Kiwye-
BOro rnepcoHasia — PyKOBOAMTENS MPOM3BOACTBEHHOrO noApasfesieHnss u pyKoBoauTena nogpasfeneHus no
KOHTPO/II0 KayecTBa, W B3aMMOLENCTBUE MEXAY HAMU OO/HKHO OGbliTb ONUCAHO.

Kak nmpaBuno, yHKUMW AaHHbIX pyKOBOAMTENEel BbINOJSIHAKT pas3Hble COTPyAHMKM. HO B HebOonblinx
opraHusaumsax OTBETCTBEHHOCTb 3a MPOM3BOACTBO WM KOHTPOJIb KayecTBa MOXET OblTb BO3/I0XEHA Ha OT-
BETCTBEHHOro 3a P®JIM. PacnpegesieHne ykasaHHbIX PYHKUNA YETKO ONUCLIBAKOT B OpPraHn3aLnoHHOW cxeme
(opraHurpamme).

10
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5.3.2 OCHOBHble 0683aHHOCTN PYKOBOAUTENSA NMPOM3BOACTBEHHOIO NoApasfenieHns BKAKYaT:

a) obecneyeHne M3rotToBaeHUs n xpaHeHns P®JIM B COOTBETCTBMU C YCTAHOBJ/IEHHOIW AOKyMeHTauue
no ob6ecnevyeHNto KayecTBa BbiMyCKaemMon NpPoAyKuunm;

6) yTBEpXAEHMNEe AOKYMEHTUPOBAHHbLIX MHCTPYKUMIA (npouenyp), kacawwmxcs onepayuini no n3rotosre-
Huto POJIM, n obecneyeHne nx CTPOroro BbIMOSTHEHWS;

B) obecrneyeHne OUEHKM U corsiacoBaHusa 3anucein 06 narotossieHun PO/ HasHaYeHHbIM OTBETCTBEH-
HbIM NIMLOM;

r) obecneyeHne NpoBeAeHUs KBanuuKaumm n TEXHUYECKOTO 06CNYXMBAHNSA NMOMELWEeHNA N NPON3BOA-
CTBEHHOro 060pyaoBaHus;

4) obecneyeHue BbIMNOMIHEHNS Ba/ngaLUun TEXHONOIMYECKNX MPOLECCOB;

e) obecneyeHne NPOXOXAEHWUSA NepcoHasoM nogpasfeneHns NepBMYHOro N NepnoanYeckoro obyyeHms
M ero agantaunm K Tekywum notpebHocTAM B 06yYeHuu.

5.3.3 OCHOBHble 0683aHHOCT PYKOBOAUTENSA NoApasfesieHUs Mo KOHTPOJIK0 KayecTBa BK/IOYAKOT:

a) ogo6peHne WM OTK/IOHEHWE MCXOAHbIX M YNaKoOBOYHbLIX MaTepuasioB; NonynpoaykToB, Hepacdaco-
BaHHbIX N roToBbIX P®JIT;

6) obecneyeHne NpoBeAEHUs BCEX HEOBXOAUMBIX UCMbITAHUIA U OL,EHKM BCEX MOJTYYEHHbIX PE3y/bTaTOB;

B) yTBeEpXAeHue cneyndukaumnii, MHCTPYKUMiA no oTéopy npob, MeToAuK UCMbITAHUA 1 APYTUX Npoueayp
No KOHTPOJIKO Ka4yecTBa,

r) o406GpEHUE U KOHTPO/b BCEX PabOT, BbINOMHAEMbIX KOHTPaKTHbIMU abopaTopusimu;

h) obecneyeHne NpoBeAeHUs KBanuuKaumm m TEXHMYECKOro obcnyxmeaHua nabopatopHoro obopy-
[0BaHus;

€) obecneyeHne Banugauun aHaIUTUYECKUX METOAUK;

X) obecneuyeHne NPOXOXAEHWUs NepcoHasnoM nogpasfesneHns NepBuYHOro u NepuoanvYeckoro obyyeHus
M ero agantaunm K Tekywum notpebHocTAM B 06yYeHuu.

5.4 MomeweHnsa n obopyagoBaHue

5.4.1 MNomeweHna n obopygosaHne HeobxogmMmo pacnosaraTb U yctaHaBnmBaTb (C y4eTOM TpeboBaHuUi
pagnaunoHHoli 6e3onacHocTn) Takum obpa3om, 4YTob6bl paboyne 30Hbl ObIIM SIETKO AOCTYMHbI B XO04€ PYTUH-
HOW paboTbl. MNMomeleHNss, B KOTOPbIX OCYLLECTBASAKT CBA3aHHble paboThl, cnegyeT naaHMpoBaTb M pacno-
naratb pAAoOM APYr C ApYyrom B Lensx obecnevyeHns adhheKTUBHOCTU Onepauuini U UCKIYEHNUS OWMBOK npu
N3rOTOBJIEHUN N UX MOHUTOpPUHTE.

5.4.2 N3roTtoBneHue PPJIM n3 pagnoHYKINLHBIX U XUMUYECKUX NPeaLlecTBEHHUKOB, Kak npasuio, ocy-
WeCTBNAKT C UCNONb30BAHNEM aBTOMATU3MPOBAHHbLIX CUCTEM, YCTAHOBJ/IEHHbIX B 3allMLEHHbIX Hagnexa-
WM obpasom ropsiuMx kamepax, No KpaliHei mepe, B YMCTbIX 30Hax knacca C v C npunerawwein 4ucTomn
30HOW Knacca D.

5.4.3 CTepunusauuno 1 HanosiHeHne cnepyeT NPoOBOAUTL B YMCTOM 30He knacca A. [onyckaeTcs npo-
BOAUTb (DMHULLIHYIO CTEPUIN3YIOLLYH (bunbTpauuo B NPOU3BOACTBEHHON 30He knacca C, ec/ivi KOMMNOHEHTHI,
BK/Il0YAsA CTEPUIN3YHOLWNIA PUILTP, cobupatoT B YACTOM 30He knacca A.

5.5 lokymeHTauud

5.5.1 O6uwure pekomeHpauum npueeseHol B 3.4.

5.5.2 B 4OKYMEHTUPOBaHHbIX NpoLeaypax OnucbIBaOT NOPSALOK BbIGOpa 1 KOHTPOIA BCEX UCXOAHbIX Ma-
Tepnanos (KOMNOHEHTOB, KOHTENHEPOB M YKYNOPOUHbIX CpeAcTB). Mpoueaypbl OXBaTbiBAOT BECb XU3HEHHbIN
LUUKN mMaTtepuana oT NoNyYeHUs A0 OKOHYATEe/IbHOT0 UCMO/Ib30BaHUSA.

5.5.3 Heobxogumo paspaboTaTb MacTep-gocbe Ha ceputo PO/, koTopoe npeactaBnsier coboin wa-
6110H (3anonHAemMy0 opMy) AN BCEX U3rOTOBASEMbIX CeEpuii Npoaykta u obecneuymBaeT JOKYMeHTa/bHOe
othopmneHne npouecca M3roTOBMNEHUA M KOHTPOASA kavyecTBa cepuun. Cneynduueckne COI goONonHAKT ma-
cTep-A0Cbe AeTanbHbIM OnucaHMem Bcex npoueccoB. OTBeTCTBEHHOE nnLo 3a PP/ yTBepxgaetr macTep-
[OCbe Ha ceputo 1 obble U3SMEHEHNA K HEMY [0 UX BHELpPEHNS.

5.5.4 B macTtep-A0oCbe Ha Cepuo pekoMeHAyeTCAa BK/4YaTb onucaHwe npouecca n3rotossieHns POJIN
n cneundukaumm Ha Kputmyeckne atanbl (KOHTPOJSbHbIE TOYKWM), TakuMm obpa3om pgononHsas COIM no n3rotos-
nenno P®JIM. OnucaHne BKNOYaeT aTanbl npolecca, yCNoBUsA BEAEHUA npouecca Wan gpyrme cooTBeTCTBY-
Iolne napameTpbl C NpeABapuUTeNbHO ONpeAeNIEHHbIMU KPUTEPUAMU MPUEMNEMOCTU, COBNIOAEHNE KOTOPbLIX
obecneunBaeT nosiyyeHMe nNpoaykTa, COOTBETCTBYWLWee cneuudukaunn. OnucaHme npouecca BKIHOYaET,
ecniM npuemsaemo, TakMe pasfefbl, Kak aKcnayaTauus LMKNoTpoHa, paguoXMMUYEecKnii CUHTEe3, aTanbl O4YUCT-
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KW, MPUroTOB/IEHME TOTOBOrO COCTaBa M KOHTPOJ/Ib kayecTBa. Heob6xoammo ykaszaHue ccbijiok Ha COI, onucobl-
BawlLlime oTaesibHble 3Tanbl.

5.5.5 3anucyu 06 N3roTOB/IEHUN CEPUM PETUCTPUPYIOT KaXKAYI 3HAYMMYK onepauuto B Xo4e U3rotosne-
HUS 1 KOHTpoNsa kadectBa P®JIM (TexHonornyeckme n aHanMTUYeckne sanucu). 3anmcu AO/DKHbI COogepXaTb
BPEMA WX perncrpaymm n npoBOAUTLCS HEMOCPEACTBEHHO MOC/ME BbINOJIHEHUS AelcTBUA (AeiCTBUA perun-
CTPUPYHOT B NOPSAAKE WX BbINOJIHEHUA). Kaxpoe 3ano/siHEHHOEe A0Cbe MNPOBEpSAlT M 0406pAT ANA OKOHYa-
TENbHOTO PELIEHUS O NPUMEHEHUN CEPUMN.

5.5.6 Jjocbe Ha ceputo PDJIM 40/HKHO cogepXaTb Kak MUHUMYM cnegytouiee:

a) TexXHosiormyeckue sanucu:

1) HanmeHoBaHue P®JIM, HOMep cepuun, 06LLY0 aKTUBHOCTb, 06bEM, CPOK FOA4HOCTU 1 AaTy U3roToB-
neHus;

2) HaMMeHOBaHWe M KoNM4ecTBO (Maccy Manm 06bEM) KaKAOro akTMBHOrO KOMMOHEHTA,;

3) nepeyeHb BCEX KOMMNOHEHTOB M 060pyA0BaHNS, UCNOb30BaBLUMXCA B U3rOTOB/IEHUN CEPUMN C yKa-
3aHMEM MOEHTUPUKALNOHHbBIX KOAOB UM HAMMEHOBAHUI ([OCTAaTOUYHbIX AN UX MAEeHTudukaumn);

4) HOMepa cepuii BCeX NCMOMb30BaHHbIX KOMMOHEHTOB (C yKazaHMeM cpoka rogHocTu, npu Heobxo-
AnmocTn);

5) paHHble (MHMUWanbl AW NOAMNUCK) NIAL, OCYLLEeCTBASAILWNX KaXKAY0 OCHOBHYI0O TEXHO/1I0TUYECKYIO
onepaumio, a Takke nuy, NPOBEPSAOLWNX KXY U3 3TUX onepauuii, n 0 NPOBEAEHHbIX pacciefoBaHNsAX;

6) 3anucy o0 BCeX NPOBEAEHHbIX MPOBEPKax M TecTax NpPUrogHocCTy;

7) BbIXOf4 NPOAYKUMU, MaKCUMasibHbIA U MUHUMabHbIV NPOLEHTbLl DakTUYEeCKoro Bbixoga, nNpu npe-
BbILLEHNN KOTOPbIX TpebyeTcsa npoBefeHne paccrnefoBaHus;

8) onucaHue NbbIX OTKIOHEHU OT AOKYMEHTUPOBAHHbLIX NpoLeayp;

6) aHanMTU4Yeckne 3anucu:

1) onucaHne obpasua, 0OTO6pPaHHOro AS1I9 UCNbITAHWA, C yKa3aHMEeM €ero MpPOoOUCXOXAEHUS, HOMepa
cepuu nnn napTuu, Aatbl U BpEMEHM 0T6opa o6pasua;

2) paHHble (UHMUManbl UNU NOANWCK) MWL, BbINOSHUBLWKX MUCMNbITaHME, AaTy W BPEMS BbINOIHEHUSA
NCNbITaHUA, N1, NPOBEPUBLLUMX NPOBEeAEHNE UCNbITaAHW U pacyeToB (NpM HEOB6X0AUMOCTHN);

3) onucaHume MeTOAMK NPOBEAEHUA UCMbITAHWIA (CCbIJIKA HAa LOKYMEHTUPOBAHHYO Npouenypy);

4) HaBeckn (06beM) NPo6, MCMOMb30BAHHbLIX A1 KaXA0ro UcnbiTaHusa (Npy HeobxoAaMmocTwn);

5) pe3ynbTaTbl BCEX UCMbITAHUNA, BKAOYASA rpaduku, XxpoMaTorpammMbl M CNEKTPbl, COOTBETCTBYHOLLUM
obpasom naeHTUUUMpYyLW e OCHOBHOM KOMMOHEHT (pagunoHyknua), noaynpoaykt wam POJIN, ansa kaxpoh
cepuu;

6) 3anucy BCex pacyeToB MO BCEM MNPOBEAEHHbIM UCMbITAHUAM;

7) 3anucy o0 BCeX NPOBEAEHHbIX NPOBEpPKax 060pyA0OBaHNS U TecTax NPUrogHoCTH;

8) nosyyeHHble pe3ynbTaTbl U UX COOTBETCTBME YCTAHOB/IEHHbIM KPUTEPUAM;

9) OTKNOHEHMWS OT LOKYMEHTUPOBAHHbLIX Npoueayp;

10) ofHO3HA4YHOE 3ak/l0YEHME O Bblgaye paspelleHus Ha OTNYCK WM OTKIOHEHUU NPOAYKLUMMK, AaTy
N BpeEMSA NPUHATUA pelleHns, NoANUCb OTBETCTBEHHOIO Nuua.

5.6 WN3roTtoBneHue

5.6.1 OpraHuszaums U3roToB/EHUS N KOHTPONS KavyecTBa Ao/mkKHA obecneyuBatb nonydeHne POJIM, co-
OTBETCTBYIOLWEro papmMakoneHbiM TpeboBaHMsaM K kayecTBy P®JIM. Ha cooTBETCTBYHOLNX TEXHONOTNYECKUX
aTanax M mectax NpoBOAUT MOHUTOPUHI BCEX U3MepPAEeMbIX MapamMeTpoB, BkAKYas Aas/ieHue, Temnepartypy,
YpPOBEHb aKTUBHOCTW, CKOPOCTU MOTOKOB rasoB M XuakocTeli. B opraHnsaumm Heo6Xxo4nMO Hannuve fOKYMeH-
TUPOBAaHHbIX NpoLeayp No U3roTOBIEHUIO U KOHTPO/IO KadyecTBa P®JINN, 3anuceil focbe Ha cepuio, No Banuaa-
Ly NPON3BOACTBEHHbLIX NPOLECCOB U KOHTPO/EA.

5.6.2 Ha kaxayw vn3rotaB/inBaemMyl ceputo HeobXxo4MMO HanuMumMe [O0Cbe Ha Cepuio, cofepxalliee WH-
dopmaumno 06 M3roToB/IEHMN U KOHTPO/SIE KayecTBa cornacHo 5.5.6.

5.6.3 lMpouecchbl M3roTOBAEHUSA U KOHTPONA Kaxgoro P®JIM BanuaupyeTtl) B COOTBETCTBUU C YCTaHOB-
NeHHbIMUM npouepypaMmun 1 yTBepxaaeT OTBETCTBEHHOE Nnuyo 3a POJIN.

1) MogpobHble pekomMeHZauuy Mo KBasMukauum 1 Banugauum npu U3rotosneHun PO/ B MasioM KonnyecTse
npvBegeHbl B PykOBOACTBE MO BaMgauun 1 KBandmkaumm npoLeccoB 1 onepaumii, CBsi3aHHbIX C pagumodapMaueBTy-
4YeckMMU NeKapCTBEHHbIMM NpenapaTtamyn EBponelickoil accoumaummn agepHoin meguumHbl (EANM Guidance on validation
and qualification of processes and operations involving radiopharmaceuticals, 2017 [https://doi.org/10.1186/s41181-017-
0025-9]). JaHHas MHJOpMauus nNpuBeaeHa A1s yaobcTea nosb3oBaTtesieli HacToAWEro cTaHaapTa.
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5.6.4 AcenTunyeckume onepauun n ctepunusyrowian puabTpauns

5.6.4.1 lMpun acenTuyeckom m3rotoBneHun POJIM TpebyeTcs npoBegeHUEe MUKPOOMOIOTMYECKOrO MOHMU-
TOPVHIa COOTBETCTBYIOLWLMX KOMMNOHEHTOB.

5.6.4.2 1ns CHMWXEHNSA PUCKOB MUKPOOHOI KOHTaMuUHaLWUU criefyeT BbibupaTb HafeXHbIX NOCTaBLLIMKOB
N BbICOKOKAYeCTBEHHble martepuasbl. PEeKOMeHAyeTCs UCNosb30BaTb CTepPUsibHble O4HOPa30Bble KOMMOHEH-
Tbl. KOMNOHEHTbLI C PUCKOM POCTa MUKPOOPraHU3MOB B MPOLLECCe XPaHEHUA XPaHAT B KOHTPONUPYEMbIX YCNo-
BUSAX M MEPUOANYECKN NMPOBEPSAIOT Ha HAMUYME MUKPOOHON KOHTaMUHaLMKM 1/uam pocta MUKPOOPraHU3MoB.

5.6.4.3 K BbINO/IHEHMIO acenTuyeckMx onepaumnii MoxeT ObiTb fOMNYLEH TO/IbKO NepCcoHas, NpoLleaLni
obyyeHne Nno TEXHMKE acenTuyeckux paboT M NOATBEPAMBLUNI CBOK KBanndukauu B Xxoge mmutaymmn acen-
TUYecKoro npouecca ¢ MCNoMb30BaHNEM MUTaTEsIbHbIX Cpea.

5.6.4.4 AcenTtuyeckue onepaymm npu msrotosneHnn PPN 13 He3aperucTpupoBaHHbIX KOMMOHEHTOB,
Kak MpaBui0, BKAKYAKT acenTuyeckyto COOPKY ynakOBOUHOW cucTeMbl (Wwnpuy, urna, dunbTp 1 dakoH) um
cTepunusyouwyto dunstpauntio POAM. Ao npoxoxaeHna depes punbtp PPN He cuuTaeTcss CTEPUSIbHbBIM.
®unbTp AOMKEH O6bITb COBMECTUM C MPOAYKTOM.

Ecnu ctepunusytowan dunbTpaums He MOXeT O6biTb npoBefeHa BcneacTBume ocobeHHocTe POJIM,
MUKpoGMosiormyeckas KOHTamMuHaums UCXO4HbIX MaTepuasioB U roTOBOro NPOAyKTa CTPOro KOHTpPOo/MpyeTcs.

5.6.4.5 KOHTPO/b LENOCTHOCTM (hUNbTPOB crefyeT NPOBOAUTL C ydeTOM TpeboBaHUii pagnaloHHOWR
6e30MacHOCTN HeNocpeaCcTBEHHO nocne uabTpauum n 4o MeguuUMHCKOro npumeHenns POJIM. Ona KoHTpons
LEeNI0CTHOCTM QUIbTPOB crieAyeT NPUMEHATb METOA «To4yka My3blpbka» WM UCNbITaHWe nog fasneHuem. Uc-
NblTaHWe MPOBOAST C UCNO/Ib30BAHMEM KannbpoBaHHOro 060pyA0BaHMA WAWM C UCMOIb30BaHUEM BCTPOEHHOM
nporpamMmmMmbl aBTOMaTM3UPOBAHHOIO MOAY/A CUHTe3a.

5.6.4.6 Hapagy c MMKPOGMOMOrMYECKMM KOHTPO/MIEM KOMMOHEHTOB cr/iegyeT MPOBOAUTb MMWKPOGMOMO-
rTMYECKUiAi MOHUTOPUHT TEXHONOIMYECKOTO 06OpPYAOBAHMA U KPUTUYECKMX ITanoB (CM. pekoMeHjauuu B Ta-
6nuuye 1).

Ta6bnunya 1— PekomeHgauuy no MMKPOGMOMNOrMYecKOMY MOHUTOPVHIY TEXHOTOTMYECKOTO 060pyA0BaHMS U KpUTH4e-
CKMX 3TarnoB n3rotosneHus PO/

O6BLEKTLI, NnoAnexatime

MUKPOBMOI10TMYECKOMY MOHUTOPUHTY MosicHeusa

CoeguHsilowpme Kanunnspel, CoepgyHsilolWwye Kanuaaspbl, NPUMEHSIEMble ANS CUHTE3a W Mojayn pacTBOpu-
KanaHbl U CUCTEMbI Teneil WM NPOAYKTOB, Kak NpaBw/io, MPOU3BOAAT U3 YCTONYMBOTO NOSIMMEPHOIO
BbICOKO3(hhEKTNBHOI mMaTtepvania 1 ga1si MHOropasoBoro npuvMeHeHusi. MpepynpexaeHne MUKPOOHONA
XWAKOCTHOW XxpomaTorpadmm KOHTaMVHaumMn obecnevmBaeTcsi MyTeM COOTBETCTBYHOLLEN OYMCTKM C UCMOMb30-
(BIXKX) BaHMEM BOAbl A1 UHBEKUMIA, AE3UH(DEKTAHTOB, OMOMIACKMBAHNEM OpPraHN4ecKu-

MW pacTBopuTeNs MU (3TaHO/, aueToH Npy OMHULLHOM OMOJIACKMBAHWM) U BbICY-
LUMBaHNEM WHEPTHbIM ra3oMm (@30T, resnii, aprox).

Mpwu narotoBneHun PO/ ¢ o4eHb KOpOTkUM nepuogom nonypacnaga ([150] soga
1 [13N] aMMOHWMiA) AonyckaeTcs UCMosib30BaHME AMHHbIX COeAMHEHWIA AN nepe-
Jaun HecCKOJIbKUX Cepuii B OTAEMbHYHO 30HY A1 NOC/eAyoWwmxX onepauyii.
Mcnonb3yemas npolegypa O4MCTKM AO/MKHA OblTb Ba/MgMpoBaHa U obecneun-
BaTb MOJIHYH OUYNCTKY KOMMOHEHTOB, WX CTEPU/IBHOCTb U anUpOreHHOCTb

MonumepHble 1 opyrue KONoHKU MonvMepHbie KOSTOHKM NPEACTaBNsAT CO60M NOTEHUMasbHbIA UCTOYHUK MUKPO-
OpraHmM3MoB ¥ 6GakTeprasibHbIX 3HAOTOKCMHOB. PekoMeHayeTcs WCnosib30BaTb
KOJIOHKW C COCTaBOM, CHVXatOLLM PUCKN MUKPOBHOW KOHTamMmmMHaLum 1 pocta Mu-
KpoopraHm3moB. Matepuvasibl NO/IMMEPHbIX KOJIOHOK crefyeT obpabarsiBaTb CO-
OTBETCTBYHOLLMM 06pa3oM U onosackmBatb G0MbLUMM KOMIMYECTBOM CTEPUIBHONM
BOIbl /1 UHBEKUMIA ANA CBEAEHUS K MUHUMYMY PUCKOB MUKPOGHOI KOHTamMuHa-
upmn. XpaHeHne KoMoHoK npu Temneparype ot 2 °C o 8 °C Takke CHUXaeT pu-
CKM MUKPOGHOIM KOHTaMMHaumu. He pekoMeHAyeTCs XpaHWUTb BfIaXHbIE KOMOHKU
B TEYEHUE MPOAO/MKUTEILHOrO BpemMeHn. Heobxoaumo npoBoAMTb MOHUTOPUHE
B3XXX-K0MOHOK, NpuMeHsAemMbIX Ans o4ncTkn PO 1 BbIXOAHbLIX Kanuiisapos, Ha
Ha/M4yne MUKPOGHOIM KOHTaMUHAaUMKN 1 PeryisipHo obpabatsiBaTb Ae3udmuypyto-
LM pacTBopoM, Hanpumep 70 %-HbIM pacTBOPOM 3TaHosa

BogHble pacTBopb! Bo BCeX BO3MOXHbIX C/lyyasx CfieflyeT MCrnosib3oBaTb BOAy A/ WHBEKLWIA.
BCKpbITbIli KOHTEHEpP € BOAOI A1 WHBLEKUMIA AOMYyCKaeTCcsl UCMOo/b30BaTh B Te-
yeHue CyToK

13



FOCT P 57298—2024

OkoHuaHve Tabnuupl 1

O6BLEKTLI, NoAnexatime

MosicHeHusA
MMKPOBMOIOTMYECKOMY MOHUTOPUHIY

NabopartopHas nocyga Bo Bcex BO3MOXHbIX Cryyasx cfiegyeT MCnosb30BaTb OAHOPAa3oBylo abopa-
TOPHYI nocydy. PeakunoHHble cocyfbl (hNakoHbl) MOAyNs CUHTE3a A1 MHOro-
KpaTHOrO MCNOMb30BaHNA CrefyeT o4WaTh C MPUMEHEHWEM Ba/IMAMPOBAHHOM
npoueaypsl. MNpoueaypbl OYNCTKN HE [O/MKHbI OKa3blBaTb HEraTVBHOIO B/INAHUSA
Ha kadecTBo P®JIM. PekomeHayeTcs BbiCyLUMBATbL W AenNnporeHn3npoBarb siabo-
paTopHyI0 NOCyay B BO3AYLUHOM CYLUMNBHOM LUKady

5.7 KoHTposnb KayecTtBa

5.7.1 3anucy 0 KOHTPO/e KavyecTBa LOJ/IKHbI COAEpXaTbh BCE UCMbITaHUSA, He06XxoAMMbIe A5 NOATBEPX-
OEeHNA COOTBETCTBUSA YCTAHOB/IEHHbIM cneyndukaumsam n papmakoneiHbiMm ctatbsM (cMm. 5.5.6).

5.7.2 AHanuTu4yeckue MeToAuKN BanMAMpYT, €C/in OHW He BK/HOUYEHbI B COOTBETCTBYIOLULYIO hapmMako-
nerHyto ctatblo Ha POJIMN. CTtaHfapTHble MaTtepuansl paspabartbiBaloT 45 BanMjaunm u pyTUHHOTO KOHTPO-
na. na KOHTpPoONsa kavecTBa cnefyeT WCMOMb30BaTb MaTtepuasnsbl, peakTuBbl W CTaHAapTHble 06pasubl COOT-
BETCTBYOLWEro KayecTBa (rae npumeHnmo). Mpu HeobXoAMMOCTU cneayeT YyCTaHOBUTb MOPSA0K NPOBEAEHUS
MCNbITAHUIA Ha NOAJ/IMHHOCTb U APYIMX UCMbITAHWI UCXOAHbLIX MatepuanoB A0 Havana U3rotosseHma POJIM.

5.7.3 KOHTPO/b NCXO4HbLIX MaTepuanioB

5.7.3.1 WcxogHble maTepuasbl U KpUTUYECKME KOMMOHEHTbl NMOCTAaB/ST TOMIbKO 0f06pEeHHble NocTaB-
Wwukn. Ofgo6peHne NOCTaBLNKOB MOXHO NPOBOAUTL HA OCHOBAHUN pPe3ynbTaToB ayAuTOB WM aHKeTUPOBaHUS
nocTaBlinKka nogpasgesieHnemM no obecneyeHnto kayecTsa UM Ha OCHOBAHUWM ONbiTa paboTbl C NOCTaBLLUKOM
(Hanpumep, 60nbHUYHAS anTeka). Heo6xoAMMo Hanuune 3anucein 06 0g06peHNN NOCTABLLUKOB.

5.7.3.2 Kaxayto nocTaBky NpoOBePSIOT Ha LEesI0OCTHOCTb YyNakoBKM U COOTBETCTBME CBELEHWUM, YKa3aHHbIX
B Hak/MagHoOl 1 COOTBETCTBYHOLEM 3akase. KaxAayl nocTaBKy AOKYMeHTaslbHO OQQOPM/ISIIOT C NPUCBOEHMEM
YHUKaNbHOrO MAEHTU(NKALMOHHOIO koga. BHocMasn B 3anMcu MHGopMauma AoskHa 6biTb AOCTAaTOUYHON Ans
ob6ecneyeHns MPOC/EXMBAEMOCTN KaxAOW NocTaBku. PekoMeHAyeTCs pas3fensaTb UCXOAHble maTepuasnbl Mo
BblAEe/IEHHbIM rpynnamM (KaTeropusiM) U XpaHuUTb B CMeLnasibHO BblAe/IEHHOW 30HE KapaHTUHA MapKMPOBaHHbI-
MW C yKasaHueMm ctatyca «KapaHTUH» A0 NoNyYyeHus paspelleHnss Ha Ucnosib3oBaHue.

5.7.3.3 Ha ucxogHble maTepuasnbl paspabartbiBaloT cneyudukaLmm ¢ ykasaHmem gonycTumbiX npenenos
Kaxgoro nokasatens. Ceptudukatbl aHanMsa NPoOn3BOAUTENEN NCXOLHbIX MaTepuasioB c/lefyeT NpoBepsiTb
Ha COOTBETCTBME 3TUX cneunukaynii. JONoNHUTENBHO PeEKOMeHAyeTcAa NpeaycMOTPeTb MPOBEPKY MapKu-
POBKM KPUTUUYECKUX UCXOAHbIX MatepuanoB (Habop peakTUBOB AJ/151 KACCETHbIX aBTOMAaTU3MPOBAaHHbLIX CUCTEM
W T. N.) C NOC/eAyLWMM KOHTPOSIEM KayecTBa.

5.7.3.4 PykoBoAUTENb NOAPA3LENEHMA NO KOHTPOO KayecTBa BblAaeT paspelleHnss Ha UCNo/b30BaHue
BCEX Marepuasnios, yAoOBMeTBOpPALWNX TpeboBaHMAM cneundukaumnii opraHusaumm. BegyTtca 3anvcu o Bbl-
Jadve TakMx paspelueHuil, NpoBeAeHUN UCNbITaHWIA, faTe UCMbITaHWI 1 Bblgaye paspelleHus. Takue 3anucu
MOryT BECTUCb B BMAE XYpHana BXOAHOIO0 KOHTPO/IS MO KaXAOMY KOMMOHEHTY W BKAKOYATb:

- [paTty npuemMkKu KOMMOHEHTa,;

- KO/IN4ecTBO;

- HauMeHOBaHWe MOCTaBLLUKA,

- HOMep cepun (napTtun);

- [faTy UCTeYeHUsT cpoka rofgHOCTH;

- pesynbTaTbl NPOBEAEHHbLIX UCMbITAHWIA;

- MoANWCb LA, OTBETCTBEHHOrO 3a Bblgady paspeLueHuid.

Ha paspelleHHble maTepuasbl MOXeT OblTb HaHEeCeHa MapknpoBka co ctatycoM «Opo6peHO» C ykasa-
HUEM MAEHTUUKALMOHHOTO KoAa/HOMepa, YC/TIOBUSIMU XpPaHEHUS W faTol UCTEYEeHUA CpoKa roAHOCTH.

5.7.3.5 Of06peHHble K NCNOMb30BaHWIO MaTepuasnbl criefyeT XpaHUTb B 30HE, BbIAENEHHON AN Takux
mMaTepuasnoB, U obecneunBaTb Hag/exalline yc/ioBUA XpPaHEHUs, NpU KOTOPbIX UCKIOYEHO pas3fioxeHne npo-
AYKTa WM ero KoHTaMuHaums.

Ecnu maTepuan OTKNOHEH W ero UCNofib30BaHMe He 0406peHO, TO ero XpaHsAT OTAENbHO C HAHECEHHOA
MapKMpPOBKOI CO cTatycoM «OTK/OHEHO» U yAansioT U3 XpaHeHUs NOAXOASLLMM CNoCo60oM.

Bce feiicTBMA no obpalleHuto ¢ maTepuanamu cneayet opopMaaTb A4OKYMEHTaNbHO.
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5.7.4 Banngauna aHanUTUYeCKUX MeToANK

AHanutnyeckne mMeToAuKW, He onucaHHble B (hapmakonee, AO/MKHbI 6bITb BaANMANPOBaHbIl).

5.7.5 CtaHgapTHble o6pasubl

Bo MHOrmx ucnbiTaHMAX UCMNOJb3YKT cTaHAapTHble obpasubl. PekoMmeHAyeTCcs MUCMNoNb30BaTb arTecTo-
BaHHble CTaHAapTHble 06paslbl, Yka3aHHble B AOKYMEHTUPOBaHHbIX npouegypax (MeToaukax WMChbITaHwuit)
unm B papmakoneiiHbix ctatbsX. Mpu aTTecTaymm CO6CTBEHHbIX CTaH4AaPTHbLIX 06pas3uoB cieayeT NoATBEPX-
4aTb MNOANMHHOCTL M YACTOTY Martepuana, AaHHble perncTpupytoT. JonyckaeTcs ucnosb3oBath pedpepeHTHble
CNEeKTPbl UAW Apyrve AaHHble 0 NOAJIMHHOCTU M YACTOTE CTaHAapTHbIX 06pa3uoB, npejocTaBnsemMbie nNocTas-
LLLMKOM.

B kauecTBe cTaHAapTHbIX 06pa3LOoB A4J19 UCNbITAHUA aKTUBHOCTU C UCNOJIb30BaHUEM KannbépaTtopoBs 03
N UCMbITaHNA PafUOHYKINAHON YACTOTbI cnefyeT NCNOb30BaTb KanmbpoBaHHble PaAN0aKTUBHbIE NCTOUYHUKN.

5.7.6 NcnbiTaHua ctabunbHoctn PO/

McnbiTaHns ctabunbHOCTU M3roTaBanBaeMbix POJIN Heo6xo4MMO NMPOBOAUTL B MpejfiaraemMbiX OpraHu-
3aumein ycnoBuax xpaHeHus. VcnbiTaHns cregyet NpoBOAMTbL COrNacHO AOKYMEHTMPOBAHHbIM Mnpoueaypam,
AaHHble ncnbiTaHWn pernctpupytoT. Cneyndurkaymna Ha PPJIMN B TeyeHMe cpoka rogHOCTM MOXET OT/AndaTbCs
OoT cneundukaumMm Ha MOMEHT pas3pelleHuns npenapara Ha OTnyckK.

B ncnbiTaHnAX cTabuabHOCTU MPOBEPSAIOT, HaNpUMep, pagmoXMMUYEecKyr YUCTOTY (BkAYas pajnoxu-
Muyeckue npumecu), onucavne, pH, adPeKTUBHOCTL CTAbUIN3aTOPOB UM KOHCEPBAHTOB U XMMMWUYECKYH Yu-
CTOTY.

MpumeHaeMble MEeTOAUKN UCMbITAHWA [OMKHbI ObiTb CNOCO6HbLI BbIABUTb CTAOUABHOCTb XUMUYECKOTO U
pagnoxuMuyeckoro coctasa (NPOAYKTbl PasfioXeHUs 1 NpuMecH).

VcnbiTaHnsa ctabunbHoctn POJIM cnepgyeT npoBoAnTb Npy HaMbBObLWINX 3HAYEHUAX aKTUBHOCTY.

NcnbiTaHna cTabuibHOCTU FOTOBOM NPOAYKUMM NPOBOAAT HA NPOTSHXKEHUUN 3a8B/IEHHOIO CPOKa ro4HOCTM
P®/IM B ycNnoBUAX «Hauxyfllero caydyas», nepuognyHocTb UCMbITaHUi — cM. [8].

Mocnepywuwme M3MeHeHNs cpoka rofHoOCTW, cocTaBa MPoAyKTa WM YPOBHA aKTUBHOCTU AonycKaeTcs
OCYLLECTBNATb MOC/E BbINO/IHEHUSA BblEeNPUBEAEHHbIX UCNbITAHUA CTABUIBHOCTH.

5.7.7 NpoBegeHne NcnbiTaHWA TOTOBOWM NPOAYKLUM U pa3peLleHne Ha oTnyck cepumn PO/

5.7.7.1 Kaxayto ceputo P®JII KOHTPONUPYIOT HA COOTBETCTBME YTBEPXAEHHOW cneyndukaymnu.

Cneuundukaumsa Ha PO/ gonxHa copepxatb nokasatenu noA/IMHHOCTW, KOMIMYECTBEHHOINO cogepxa-
HUS (KOMYECTBEHHOE onpejesieHne AeCTBYHOLUMX BEWECTB N aKTUBHOCTb) M YMCTOTY, Kak yCTaHOBMEHO B [8].

MpoBefeHUe MCNbiITaHWA Ha COOTBETCTBME CEPUM MO OTAENbHbIM MOKasaTessaMm cneyundgukauum nocne
BblAaun paspeweHns Ha otnyck P®JIM gomkHO ObiTb 060CHOBAHO pes3ynbTaTaMu aHann3a pUCKOB A8 Ka-
yecTBa, €C/AM He NpefycMOTPEHO COOTBETCTBYHOLWElN (hapmakoneiiHOW cTaTbeli (Hanpumep, UCMbITaHMe Ha
CTEPU/IbHOCTD).

5.7.7.2 Mpn nonyvyeHun Heckonbkux POJIM ¢ oyeHb KOpPOTKMM nepuogom nonypacnaga (Hanpumep,
[13Na] aMMOHWKi1) B TeyeHne O[HOro paboyero AHSA AonyckaeTcsi MPoOBeAeHWe UCMbITaHuii TOMbKO NepBOi ”
nocnejHein cepuii Npy ycnoBuu YCMELWHON Banugauum NpoueccoB, NOATBEPXAAKLWeNn KX yCTOWYMBOCTb B
TeueHne pabouero gHA. VcnbiTaHWsA OCTanbHbIX Cepuii, NPON3BELEHHbIX B TEYEHME 3TOr0 AHA, AONycKaeTcs
He NMpoBOAWTL B MOSIHOM O6bEME.

5.7.7.3 Pa3pelieHne Ha oTnyck cepun P®JIM BbigaloT Npy BbIMOMHEHUU CriefywWnX TpeboBaHwnii:

- Heobxoaumble nabopaTopHble UCMNbITAHUA NPOBEAEHbI U CEPUA COOTBETCTBYET cneuudukalnu;

- [aHHble N0 U3rOTOBMEHUID N UCNbITAHUAM LaHHOW Cepun OOKYMEHTUPOBaHblI U NPOBEPEHbI;

- cepus 6blna M3roToBfeHa B COOTBETCTBMY C YCTAHOBJ/IEHHbIMUM NpoLeaypamMu.

PaspeweHne nognucoiBaet oTBETCTBEHHOE NNLO0 3a PP/ ¢ ykazaHMeM gaTbl €ro Bblgaun.

B oTAenbHbIX 060CHOBAHHbLIX CllydYaax AonyckaeTcs OTK/IOHEHWE OT ykas3aHHOro nopsgka (Hanpumep, B
c/lydyae CpPOYHOro TpaHCNOpTUPOBaHUA), HO 3TV AEeACTBMA He0bXoAMMO 3aBeplUTb A0 BBeAEeHUS npenapara
nauueHTy.

5.7.8 leicTBUA Npu MOSTyHYEHUN Pe3ynbTaToB, BbIXOASAWMX 3a pamMKi cneundunkaumn

5.7.8.1 Mpu nonyyeHun pe3ynbTaTOB UCObITAHUIA, BbIXOAAWMX 3a paMKM cneuudgukaymm
(OOS-pe3ynbTaTOB), NPOAYKT CefyeT NOMeCTUTb B OTAE/IbHOE MECTO U HAHECTU Ha HEero COOTBETCTBYIOLLYIO

1) MoppobHble pekoMeHAauun npueegeHsl B PykoBoACTBE NO Ba/mjauuy aHajMTUYECKMX METOAVK ANS pagmo-
(hapmaLieBTUYECKMX JIEKAPCTBEHHbIX NpenapaToB EBponeiickoii accoumaummn saepHoii meguumHbl (EANM guideline on the
validation of analytical methods for radiopharmaceuticals [https://doi.org/10.1186/s41181-019-0086-z]). JaHHasa uHopma-
Lma npuBegeHa Ana yaobcTea nonb3oBaresieil HacTosLero craHgapTa.
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MapKMPOBKY C COOTBETCTBYHLIMM CTaTycOM A/1S NpeaynpexneHns nepenyTbiBaHUS, YBEAOMUTb OTBETCTBEH-
Hoe Nuuyo 3a PPN n XxpaHnTb 40 NPUHATMA COOTBETCTBYIOLWEINO peLleHus.

JelictBusa npu nonydyeHum OOS-pe3ynbTaTtoB ONUCHLIBAOT B COOTBETCTBYIOLWLEA [OKYMEHTMPOBAHHON
npoueaype, npeaycmaTpuBaklleli NpoBeAeHMe paccnefoBaHUs U BbIACHEHME MPUYUH TakMx pe3y/bTaToB
(Hanpumep, B BUAe ApeBa MNPUHATUSA pelleHunid). Takoe paccrefoBaHue BK/IOYaAET, Kak MUHUMYM, U3y4YeHue
npoueccos, onepauunii, 3anuceil, NpPeTeH3nin n BCcex APYrUX UCTOYHMKOB MHGOPMaUUM U LOKYMEHTUpPYyeTCs.
Mocnegywuwmne feicTBNA BKIKYAKT KOPPEKTUPYOLIME AEACTBUSA B OTHOLEHUN BbISAB/IEHHbIX Npo6seM Ans
npeaynpexaeHns nNoBTOPEHUS M3rOTOB/IEHMA Hef06pOoKavyecTBEHHOro NpoAykTa.

5.7.8.2 B 0co6bix cnyyasx cepus MoXeT ObiTb MOBTOPHO 06paboTaHa, ecnun BbINOIHAKTCSA YCTAHOB/IEH-
Hble npoueaypbl U3roTOBJ/IEHNS U KOHTPOA npouecca v rotoBass NpoAyKLMs COOTBETCTBYET crneyudukaunam
00 BbINyCKaWLWEro KoOHTpons. [leicTBmMsa No NOBTOPHOW 06paboTke AOKYMEHTUPYIOT, a YCN0BUA NPOBeAeHUs
yKas3blBalOT B 0TYEeTEe 00 OTK/IOHEHUN. K NOBTOPHOW 06paboTke OTHOCAT, Hanpumep, NOBTOPHYK dinnbTpaumto
yepe3 pasfenuTesibHyl KOJIOHKY WM MOBTOPHYIO CTEPUN3YKLWY (uabTpauuto npu HeyaoBNETBOPUTENb-
HbIX pe3yfnbTarax Ha LesIoOCTHOCTb MCMOJ/Ib30BAHHOTO nepej 3aTuM hunbTpa.

5.7.9 NcnbiTaHUa cTepuibHbIX PO/ Ha CTepu/IbHOCTb N HakTepuasibHble 3HAOTOKCUHbI

5.7.9.1 VcnbiTaHue Ha CTEPUSILHOCTb CMeAyeT HauyuHaTb Kak MOXHO GbicTpee mocsie 3aBeplueHus Tex-
HOIOTNUYEeCcKoro ymkna. McnoltTaHme NpoBOASAT B COOTBETCTBUM C hapMakoneliHoW cTaTbeli C MCNO/Ib30BaHNEM
acenTuyeckol TexHuku. Ecnum ucnbiTaHne Ha CTEpPUIbHOCTb NepefaHo AN BbINOMHEHUS APYTMM ULOM, TO
TpaHcnopTUpoBaHue o6pasyoB OCYLLECTBASAKT NOC/E MOMHOIO UCYE3HOBEHUSA aKTUBHOCTU, 3a UCK/IKUYEHUEM
cnyvaesB, kKorga npuHumarowas nabopatopus umeeTt ANLEH3NIO HA paboTy C pagnoakTUBHbIMW BeLLeCTBaMU.
Onsa noaTteBepxaeHus ctepunbHoctn PN ¢ 6onee gnutenbHbIM NepruogoMm nosaypacnaga (Korga oxugaHue
HENpPMEMNIEMO) MOryT ObiTb MPUMEHEHbI anbTepHaTMBHbIE MOAXOAbl, HANpMMEp MMUTaLUsa npouecca ¢ uc-
nosib30BaHMEM MuUTaTeNIbHbIX Cpes, C MCMOIb30BaHWEM BCEX UCXOAHbIX MaTepuasnoB, 3a UCKIYeHeM paano-
HYKTNL,0B.

5.7.9.2 MpofoNXNTENbHOCTb KNACCUYECKOTO WCMbITAHWS Ha COfepXaHue GakTepuasibHbIX 3HOAOTOKCU-
HOB cocTaBndeT NMpPMMepHo 1 4, a XpPOMOreHHOro KMHeTUyeckoro tecta — npumepHo 15 muH. MoaTomy 3TO
UCnbiTaHWe MNPOBOAAT A0 PEeLeHUs O NPUMEHEHUU MPOAYKTa, B YACTHOCTMW, NpW NONYYEHUU PafUOHYKINLOB
C UCMONb30BaHWEM LMKIOTPOHA (Ha 3TW onMepauun He pacnpocTpaHsalTca TpeboBaHWs, NpuBefeHHbIe B [3],
npunoxexHune 3), €cAN UCNOMb3YIOT KOMMNOHEHTbI A/15 MHOTOKPATHOrO NPYMEHEHUA WKW eCNn TeEXHOMornyeckas
cxema BK/loYaeT 3Tan OYMCTKM C UCNOSIb30BAHMEM MOJIMMEPHON KOTOHKM.

5.7.9.3 Ecnn copgepxaHne 6akTepuasibHbIX 3HAOTOKCUMHOB MpeBblAET yCTAHOB/IEHHbIE Mpeaensl unm
NPOLYKT He BblAepXas UCNbITaHNe Ha CTEPUNbHOCTb, HEMEA/IEHHO UHULUMPYIOT NOMTHOE paccnefoBaHne npu-
YMH 6paka. PekomeHgyeTcsi GbICTPOE BbIMOSIHEHNE KOPPEKTUPYIOLWNX U Npegynpexaarnwmnx genctemin, onpe-
LE€NEeHHbIX Ha OCHOBaHUM pe3ysibTaToB pacciefoBaHus.

5.7.10 ApxnBHble 06pasubl

ApxuBHble 0bpasLbl XPaHAT He MeHee 1 Mec C AaTbl 3aBepLleHUs BCex NCNbITaHWn UM He meHee 1 mec
nocne UCTEYEHNSA cpoka rOAHOCTM npenapaTa, B 3aBUCMMOCTM OT TOrO, Kakoil CPOK JO/bLIe.

Mpu oTnycke ogHOro dpyiakoHa apxvBHble 06pasLbl MOryT OTCYTCTBOBaTh, pelleHne 06 3TOM NpUHUMAKT
Ha OCHOBaHWW aHanm3a PUCKOB.

5.8 Pa6oTbl, NepefaHHble AN BbINOSIHEHUS APYTrOMY ULy (ayTCOPCUHT)

Pab6oTbl, KOTOpble NnepedaHbl Apyromy nuuy (ayTcopcuHr), — no 3.7.

5.9 lMpeTeH3nn n oT3bIB NPOAYKLUNN

Mpoueaypa no nonyyeHMo 1 paboTe € NpeTeH3nsAMU U 0T3biBaMX NPOAYKLUN NpuBefeHa B 3.8.

5.10 CamounHcnekymna

TpeboBaHMA K NPOBEAEHNIO CAMOWHCNEKUMY NpuBeAeHbl B 3.9.
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Bubnnorpadus

Mpvka3 MuH3gpaBa Poccum ot 12 Hos6pst 2020 1. Ne 1218H «O6 yTBEpXAEeHUM Nopsiaka U3roToB/ieHUs paguodap-
MaLeBTUYECKUX JIEKAPCTBEHHbIX MpenapaToB HENOCPEACTBEHHO B MEANLIMHCKUX OpraHn3aumsax»

Mpvka3 MuHucTepcTBa 34paBooxpaHeHnst Poccuiickoii ®enepaunm ot 22 mas 2023 1. Ne 249-H «O6 yTBEpXAEeHUN
npasw/ U3rOTOB/IEHNA U OTMYCKa SIEKAPCTBEHHLIX Npenaparos A1 MeAULMHCKOTO NPUMEHEHNS anTeYHbIMU OpraHu-
3aunsaMK, MEIOLLIMMU NINLIEH3NI0 Ha dhapMaLleBTUYECKYO AesATENbHOCTb

PeweHne CoseTta EBpaswiickoii 3kKOHOMUYECKOA komuccumn oT 3 Hos6ps 2016 1. Ne 77 «O6 yTBepxaeHun Mpasun
Hag/exalleinl Npon3BOACTBEHHONM NPakTkM EBpPasuniickoro 3KOHOMUYECKOTO CO3a»

PeweHne CoeTa EBpasuiickoin 3KOHOMUYECKOW kommuccum oT 3 Hosiops 2016 T. Ne 78 «O lMpaBunax perucrpauum un
3KCNEPTM3bl JIEKAPCTBEHHbIX CPEACTB A1 MEAULIMHCKOrO NPUMEHEHNSA>

MocTtaHoBneHne MpaBuTenscTBa Poccuiickoin depgepaunn ot 31 mapta 2022 1. Ne 547 «O6 yTBEepxaeHun Monoxe-
HUS1 O NNLLEH3MPOBaHNM hapMaLleBTUYECKOA AeATeNbHOCTU»

Mpuka3s MuH3gpasa Poccum ot 12 sHBaps 2021 1. 7-H «O6 yTBEPXAEHUN NepeyHs AOKYMEHTOB, NpeAcTaB/isseMbIX
aTTecTyembiM YNO/THOMOYEHHbIM SIMLOM NPOM3BOAUTENS NEKAPCTBEHHbIX CPEACTB rocygapcTea — yneHa EBpasuii-
CKOro 3KOHOMWYECKOro COH3a, 3TarnoB nNpoueaypbl U Nopsiaka NPUHATUAA PeLueHnin 06 aTTecTauum YnosTHOMOYEHHbIX
N, NPOn3BOAMTENEN NEKAPCTBEHHbIX CPEACTB ANs MEAULMHCKOrO NMPUMEHEHUs B COOTBETCTBUM C [lopsiakom aT-
TecTaumm ynosIHOMOYEHHbIX /ML, NPOM3BOAUTENEN NTIEKAPCTBEHHbIX CPEACTB, YTBEPXKAEHHbIM pelleHnem CoseTa
EBpasuniickoin akoHommyeckoi kommnceun ot 3 Hosbps 2016 . Ne 73 «O Mopsagke aTTectaummn ynosIHOMOUYEHHbIX /WL,
nNpou3BoANTENEN NeKapCTBEHHbIX CPeaCcTB»

MocTaHoBNeHMe MNaBHOrO caHUTapHoro Bpadva Poccuiickoii degepauun ot 26 anpens 2010 r. Ne 40 «O6 yTBepxae-
Hn CIM 2.6.1.2612-10 «OCHOBHbIE CaHUTapHble NpaBuia obecnevyeHnss pagvaunoHHoi 6esonacHoctn (OCMNOPB
99/2010)»

locypapctBeHHas dhapmakones Poccuiickoii ®epepauun. XV nsgaHne. OPC.1.11.0001. PagnodapmaneBTnyeckmie
NleKapcTBeHHble npenapartbl

locypapctBeHHasn dhapmakones Poccuiickoii ®epepauun. XV nsgaHne. OPC.1.11.0004. PagnodapmaneBTmyeckmie
NleKapcTBeHHble npenaparbl 3KCTEMMOPaUILHOMO U3roTOBEHNSA

Mpvikas dPepepasibHOl CnyXObl MO 3KONOrMYECKOMY, TEXHO/TIOTMYECKOMY M aTOMHOMY Haa30py OT 15 ceHTabpsa 2016 T.
Ne 388 «O6 yTBEpXAEHNM (hedepasibHbIX HOPM ¥ NpaBua B 061aCTU UCMO/Ib30BaHNSA aTOMHOW 3Heprun «[pasuna
6e30MacHOCTV Npy TPaHCNOPTUPOBAHNN PAAMOAKTUBHBLIX MaTepuaioB»
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KnioueBble cnoa: paguocapmaleBTnyeckme iekapcTBeHHbie npenapatbl, POJIM, Hagnexawaa paguodap-
MaleBTMYecKas npakTuka
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