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INEPEJIMOBA

PagiodapmarieBTHUHI TTperapat — 1ie 0COO/IMBHM BU/ TiIKapChKUX 3aC00iB,
1110 MICTATh PaZlioaKTHBHI 130TONU. BOHU IIIMPOKO 3aCTOCOBYOTHCS Y BCbOMY CBiTi
[/ Tepamil 3/I0SKiCHUX HOBOYTBOpEHb Vy Trajy3i OHKOJIOTiI, a TakKoX JJIs
JIarHOCTUKU OHKOJIOTIYHUX, KapZiOJIOTIYHMX, HEBPOJIOTIUHUX Ta IHIIUX BUJIB
3aXBOpIOBaHb. BiAMoBifAHO, BacHe TOTy)KHe BUPOOHUIITBO LIMX TperapaTiB
3/aTHe TIO3UTHMBHO BIUIMHYTA Ha /AWHAaMIKy IIOKa3HUKIB pPaHHLOI'O BUSBJIEHHS
OHKO03aXxBOPIOBaHb Ta e()eKTUBHOCTI IX JIiIKyBaHHS.

N TOBCSK/IeHHi M K/IiHIYHIN TPaKTULIL A€ pPHOI MeTULUHU
BUKOPHCTOBYIOTHCSA pafiioapMarieBTUUHI TIperapaty, ki abo 3aKyIMOBYIOTLCSA Y
30BHIILIHIX KOMepI[itHUX MOCTaua/JbHUKIB, ab0 rOTYHOTbCSA BIACHUMH CHTIAMU JIJIs
HeravHOro BUKOpUCTaHHA. (OcTaHHi, $K 0OpaBWIO, € HEKOMepLiMHUMU
rpenapataMy, IO CTaHOBJATb OCHOBHE [pKepeso pafiodapMaLieBTUUHHX
rperiapaTiB /Jjid OCHOBHMX PYTMHHUX T[pOLeAyp $[epHOI MeAULMHU $K ¥
JIarHOCTMYHUX, TakK 1 B TepaneBTUYHMUX LisAX. BigMoBiAHO [0 €BpOMNenChbKOro
3aKOHOJaBcTBa, a came JgupektuBd 2001/83/€C [4], pagiodapmalieBTUUHI
TriperaparT, 10 PO3NOBCHO/KYIOThCS B KOMEPLIIMHUX LIi/IsIX, TOBMHHI MaTU J103BiJ
Ha J[lep)KaBHY peecTpaljifo [/ BUIIYCKY Ha PUHOK. [IOCTYIHICTH TaKOro TUITY
rOTOBUX PpafioapMalleBTUUHUX TIperapariB 3  /Iep)KaBHOK  peecTpaLji€ro,
MIPUJATHUX [T 3aCTOCYBAHHS, € 0OME)KeHO 3 Pi3HUX TPUUMH: OJHI€I0 3 HUX €
Jy’kKe KOPOTKWU Tepiof HamiBpo3masy abo TepMiH TPUATHOCTI, 110 0OMeXxye
MOCTaBKA LMX pafiodapMalleBTUUHMX TperapariB i3 30BHILIHIX pkepen. Kpim
TOrO, PUHKOBUM  TMOTeHIlial  pafAiodapmMalleBTUUHUX  IIperapaTiB, 110
BUKOPUCTOBYIOTHCS 3a PIAKICHUMU K/IIHIYHUMHU I[10Ka3aHHAMU, € HeJOCTaTHIM,
06 6yt (hiHaHCOBO NpUBaOIMBUM /I (hapMal|eBTUYHOI IIPOMHC/IOBOCTI, i TOMY
KibKiCTh 3afIBOK Ha [Jiep)KaBHY peecTpaliito s pajiodapMalieBTUUHUX
TiperiaparTiB € He3HauHOl0.

€Bpornenceke 3aKOHO/IaBCTBO TO-iHIIOMY CTaBUTHCA 10
pazsioapMalleBTUUHMX  TpernapariB, [0 BHUKOPHUCTOBYIOTbCA Y  TpOLIeCi

BUTOTOBJIEHHsI pafiioapMalieBTUUHUX TIperapariB, MOPiBHSIHO 3 iHIIMMH, TOOTO
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Hepa/lioaKTUBHUMHU (hapMal|eBTUUHKMMHU TiperiapaTaMy, BUMaraluud OTPUMaHHS
[lep)KkaBHOI ~ peecTpanjii He Juile i T[OTOBUX [0  BUKOPUCTaHHSA
pagiodapMalleBTUUHUX MpeTiapariB, 1[0 MalOTh OYTH BUITYIIeHi Ha PUHOK, a ¥ JJis
BUXIJHUX MaTepiajiiB, TaKuUX $K T[eHepaToOpu paJiOHYK/IiJiB, IIPeKypCcopu
paflioHyK/Ii[iB Ta HAbOpH.

Y UbOMY [AOKYMEHTI OMNMCaHO TO3WI[iI0 Ta MIATPUMKY EBpOMenchKol
acorjianii sgepHoi MeaunuHu (EANM) 11100 HeKOMepLiHHOTO BHYTPIllIHbOTO
BUTOTOBJIEHH  pajiiobapMalleBTUUYHUX  TIperapartiB  ajig  Ge3mocepeiHBOTO
BUKODUCTAHHS BIJIOBIIHO [0 €BPOINEWCHKUX Ta Hal[iOHAJbHUX HOPMAaTUBHUX
BUMOT, BKJ/IFOYAOUU «KOMITOHYBaHHS» 3 BUKOPUCTAHHAM
3apeeCTpPOBaHUX//MIL[eH30BaHUX  BUXIJHUX  MaTepiasiB (3  [03BOJIOM Ha
BUKODUCTAHHS PpaJ[i0OaKTUBHUX pEUOBWH), TakKuX SK Habopu, TreHepaTopiB
pPaflioHyKJIiZIiB  ab0 TIPeKypcopiB pajlioHYK/ifiB, a TaK0XX BUTOTOBJIEHHS
piarHoctuyHux (I[IET ta O®PEKT) Ta TepaneBTUUHMX pajiodapMarieBTUUHUX
rpernapariBe i3 3acTocyBaHHSM Oi/BIIT CKIAZHUX METOZIB Ta, $K IPaBUIO,
He3apeeCcTPOBAHUX/HeJTilleH30BaHUX BUXiJHUX MaTepiasiB (6e3 /103Bo/y Ha 006ir).

MeToauuHi peKoMeHallil {0710 Ha/lle)KHOT pajiioapMal|eBTUUHOI MPaKTHUKU
(GRPP) ans mpibHOCepiiiHOrO BHUPOOHMIITBA pafiiodapMarieBTUUHUX TIperiapaTiB
BifjoOpaxkatoTh Touky 30py EANM [19]. BoHu mpu3HaveHi AJisi HeKOMepLiHHUX
00’€KTiB, TakKuX sK JiKapHAHI pajgiodapMalleBTUUHi 3aK/IaH, BifgisieHHs saepHOi
MeJuIMHU, AocigHulbKi 1leHTpu [TET Ta 3arasom Oyzab-siKi 3ak/iajyd OXOPOHU
3J0POB’s. Y TIepPIIOMY pO3AiJi 0OrOBOPIOIOTHCA 3arajbHi  acreKkTH, II[0
3aCTOCOBYIOTBCSI 10 BCIX PIiBHIB Jis/IBHOCTI. Y [OPYroMy pPO3Zijii pO3IJIsAaceTbCs
TIPUrOTYyBaHHsl ApibHOCepiiiHMX pagiodapmalieBTUuHuX TMpernapaTiB (SSRP) 3
BUKOPUCTAHHAM 3apeeCTPOBAHUX/JIILIEH30BaHUX TeHepaToOpiB Ta KOMILIEKTIB.
Hapemri, TpeTiii po3ain po3rasigae Oiblll cKmafgHe TpuroTyBaHHs SSRP 3
He3apeeCTPOBAaHUX/HEJIIL[eH30BaHUX BUXIJHUX MarepiaiiB, 110 YaCcTO BUMAarae
eTany OYMILIeHHS Ta CTepWIbHOI (isibTpariii.

MeToauuHi  pekomeHJallii  BiAMOBial0Th  CTPYKTYpi  peKOMeHjallii

€sporeiicbkoro Coro3y (€C) o0 HamexkHoi BUpobHUYOI mpaktuku (GMP) i



OXOIUIIOIOTh AK TPaKTUKY TIPUTOTYBaHHS riperiaparis i3
3apeeCcTpPOBaHUX//iI[eH30BaHNX HAOOpiB Ta reHepaTropiB, Tak i IpoleaypH, II0
repe[0aUalOTh BUKOPHUCTAHHS Oi/IBII CK/IQJHUX METOJiB, sSKi BHUK/IaZIeHO B
OKpeMHUX pO3/ijiax.

[Ii MeToguuHi pekoOMeHJaLlii TpU3HaueHl [Jigd HaJaHHSg [JOIOMOTU
pagiodapMalleBTUYHUM  3aK/jaZilaM Y  TIPUTOTYBaHHI  [iarHOCTUUHUX  Ta

TepaneBTHUHUX SSRP, Ge3reuHux /151 3aCTOCYBaHHS JTFOAUHOIO.



AD]

[IET
BET
CAPA

GRPP

EANM

GMP

HEPA
filter

HPLC
(BEPX)

LAFW

LAL
00S
00T
Ph. Eur.
QA

QC

QP

RPR

INEPEJIIK YMOBHUMNX CKOPOYEHD

Active pharmaceutical ingredient (akTvBHUI (papmal|eBTUUHMI
iHrpeJieHT)

[To3uTpoHHO-eMiciliHa ToMorpagis
Bacterial endotoxin test (TecT Ha OakTepiabHUM €H/JOTOKCHH)

Corrective and preventative action (KopuryBasibHi Ta 3aro0i>kHi
3aX0/K)

Good radiopharmacy practice (HasnexHa pafiodapmMalieBTUUHA
MPaKTHKA)

European association of nuclear medicine (€Bpomneiicbka
acoljiaiist saepHol MeIUL[HN )

Good manufacturing practice (Hane>xHa BUpoO6HMUa TpaKTHKA)

High efficiency particulate air filter (BHCOKOedheKTUBHUI
MOBITPSAHUM (iJIBTP YaCTUHOK)

High performance liquid chromatography (BucokoedbekTrBHa
pianHHa Xpomartorpadis)

Laminar air flow workbench (naminapHa miacda 3 moTokom
TMOBITPS)

Limulus amoebocyte lysate (y1i3aT ame6orutiB Limulus)
Out of specification (Bigxunenns Bij cnerudikariii)
Out of Trend (BiaxuneHHs BiJ| TpeH 1iB/TeHAEHLIi)
European pharmacopoeia (€Bpornelicbka papmakories)
Quality assurance (3abe3mneueHHsI IKOCTi)

Quality control (KOHTpOJ/Ib SIKOCTI)

Qualified Person (kBasicdikoBaHa ocoba)

Responsible person for radiopharmaceuticals (BignosiganpHa
ocoba 3a paziohapMalleBTHUHI TTpeTiapaTH)
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SOP

SmPC

SSRP

PIC/S

Standard operating procedure (cTaHgapTHa oriepailiiiHa
mporeaypa)

Summary of product characteristics (KkopoTka xapakTepHUCTUKa
riperiapary)

Small-scale radiopharmaceutical (apibHOCepikiHMIA
paziiodapMalieBTUYHUH Tperiapar)

Pharmaceutical Inspection Cooperation Scheme (Cucrema
criBpobiTHULITBA (hapMal|eBTUUHUX iHCTIeKI]ii)
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TEPMIHU TA BUBHAYEHHSA

Corrective and preventative action (CAPA) (kopuzyeanbHi ma 3ano0GixcHi
3axoou).

IMTporjec CAPA — 1je giticHuii cmiocib BIpOBaKeHHS BiAMIOBiTHUX KOPUTYBA/TbHUX
Ta 3arno0i’>KHUX 3aX0/iB 3 METOI YCYHEHHs MPUUUH HEBiJMOBiTHOCTeH, TaKUX siK
BigxunenHs, OOT, HenoJiki BUsB/IEHI MiJ] yac ayAuTiB Ta iHII ckapru. Ilepen
rmouatkoM mporiecy CAPA HeBiAmoBigHocTi MawoTh OyTH CHCTEMaTHUHO
JoC/i/pKeHi, 100 BU3HAUUTKM IX mepuionpuurMHy. Metogonorisi CAPA mae
IpU3BeCTH [0 TIOKpAll[eHHS T[IPOAYKTYy Ta TIIpoLiecy, a TaKOX [0 Kpaljoro
PO3YMiHHS IPOAYKTY Ta IIpPOL{ecy.

EU guidance Guidances (kepieHi npunyunu €C).

KepiBHi mnpuHIMIA He € 0OOB’SI3KOBHMMH, aje € PeKOMEeHZAI[iIMA B OisIbIl
KOHKpeTHil i seTanbHill popmi Asis1 eheKTHBHOTO BUKOHAHHSI AUPEKTHUB KpaiHaMu-
YyjleHaMH.

KepiBHi mpunimmu €C He € 00O0B’SI3KOBUMH, ajieé € pPEeKOMeHAAIisIMU JJisl
e(heKTUBHOTO BITPOBA/I)KeHHsI/BUKOHaHHS AupeKTUB €C KpaiHaMU-usieHaMHu.

European directives (€gponeticbKi oupekmueu).

€BpOMNenCchKi JUpPeKTUBM — Lie MpaBwWia, azpecoBaHi Kowicieto €C kpaiHam-
yjieHaM $IKi MatoTh OyTH Tiepek/aZieHi y Bi/iNOBiZiHe HallioHa/bHe 3aKOHOJABCTBO
Ta e()eKTUBHO iMIlJIeMeHTOBaHi. JIMpeKTHBU € 000B’I3KOBUMU /10 BUKOHAHHSI.

European regulations (Eeponelicbki npasua).
€BporneiicbKi mpaBwia € 000B’SI3KOBUMH B yCiX KpaiHaX i 3aCTOCOBYHOTHCS
6e3nocepeiHLO 63 3MiH y HallioHaTbHOMY 3aKOHO/]aBCTBRI.

Extemporaneously prepared radiopharmaceutical preparations
(ekcmemnopaabHO euzomoe/neHi  padiogpapmayesmuuni npenapamuy).
EKcTemMrniopa/ibHO ~ BWUTOTOB/IEHI  pafiioapmarieBTHUHi — Mperapatd —  Iie

paziodapMalleBTUUHUIM MperniapaT, BUTOTOB/IEHUW y BUIJISA/I iHAWBiAyaJbHUX 03
JUTSI KiIbKOX TIALli€HTIB BiJITTOBIZIHO 10 KOHKPETHUX K/TiHIYHUX MTOTpeO.

Finished product (2omoeuti npenapam).

['oToBUII Tipemapar — 1ie JiiKapCbKuM 3acib, sKWii TpOMIIOB ycCi crafii
BUpOOHMIITBA, BK/MOUHO 3 QC Ta BUITYCKOM Cepil/TpoAyKiiii, IMMakyBaHHSIM B
KIiHL[eBY YITaKOBKY Ta HaJ/Ie)KHMM MapKyBaHHSIM.

Good radiopharmacy practice (HanexcHa padiopapmayeemuyHa npakmuka).

HanexxHa pagiodapmalieBTUUHa MpakTUKa orvcaHa B «KepiBHMIITBI 3 cydacHOi
HaneXxHoi pasiodapmaiieBTUUHOI rpakTuku (CGRPP)», Buganomy EANM.
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Kit (radiolabelling kit) (padioHyknioHuii Habip).

PapmioHykmigauii Habip — OyAb-AKWii JTiKapChKU 3aci0, KUt Ma€e OyTH TTO€[HAHUM
abo 3MimaHW 3 pafiioHyK/IilaMd B TOTOBOMY pafiioapMaljeBTHUHOMY
miKkapcbKoMy 3acobi, SIK ITpaBwIIO, Iepej MOTo 3aCTOCyBaHHSM.

Labeling precursor (npeKypcop mapkyeaHHsi).
IIpekypcop MapKyBaHHSI — 1le HepaJiOakTMBHAa peuOBUHA, fKa pearye 3
PaZliOHYKJTiTHUM TIPEKYPCOPOM 3 YTBOPEHHSIM paziiohapMalieBTUUHOTO TIpernapary.

Out of specification (OOS) (8ioxu1enHs ¢id cneyudgpikayii) (00S)).
Pe3ynbTaT BUMPOOYBaHHS, TKWM BUXOUTDH 3a MeXKi BCTAHOBJIEHUX CITelidikarrii
abo KpuTepiiB MPUMUHSITHOCTI.

Preparation (npuzomyeaHHs).

Yci omepariii i3 npuabaHHsS MaTepianiB Ta MPOAYKILii, BUpOOHHUIITBA, KOHTPOJIIO
SKOCTi, BUITyCKY, 30epiraHHs, JOCTaBKM JliKapCbKUX 3ac00iB Ta MOB’S3aHOTO 3 I[UM
KOHTpo/mo. Binbip mo3 maijieHTa A1 HeraHOTO 3aCTOCYyBaHHS (HampUK/Iaz, 3
Gararoo3oBoro  ¢iakoHa) He  BBA)KAEThCSI ~ YAaCTUHOK)  MPUTOTYBaHHS
paziohapMaLieBTUUHKX MpenapariB, a € YaCTUHOIO K/TiHIYHOI TTPAaKTHKH.

Production (8upob6Huymeo; mexHo.102iuHuti npoyec).

YactuHa migrotoBku. OXOMUIrOE BCI MpoLjecd Ta omepalii 3 MigrOTOBKU
nmikapcbkKoro 3aco0y, TOuMHAOUM Bif oOTpuUMaHHS MarepianiB, 00pobku Ta
MaKyBaHHS, 1 3aKIHUYOUYM OTPUMAaHHSM I'OTOBOIO TIPOAYKTY/TIpernapary.

Radionuclide generator (2zeHepamop padioHyknidie).

['eHepaTop PpafioOHYKIiAiB — Oyab-siKa cuUcTeMa, 1[0 MiCTUTh (DiKCoBaHUM
0aTbKiBCHKUM PaliOHYK/Ii/l, 3 SIKOTO BUPOOJISETHCS AOUipHIM pafiioHYK/Iif, 1[0
OTPUMYETHCS IIIJIIXOM  €JIfOl0BaHHS abo OyJp-KMM iHIIMM MeTOJOM Ta
BUKOPUCTOBYETHCSA y pafiiopapmalieBTUMHOMY Iperapari.

Radionuclide precursor (npekypcop padioHyknidy).
PafiioHyK/TiIHUM TIPEKYpCOPOM € Oy[b-AKWi paZlioOHyK/iJl, BUPOOJEHUM s
pPaZiioaKTUBHOI'O MiUueHHs 1HILIOI PeYOBUHU Tepe/ BBeJEHHSIM.

Radiopharmaceutical (padio¢papmayeemuunuii npenapam).
PagiodapmarieBTHUHMI mperapaT — Ije Oyab-sIKUM JTiKapChbKHM 3aci0, sKuil y
TOTOBOMY [0 BUKOPHMCTAHHSI BUIJI[i MiCTUTh OJWH ab0 JeKinmbKa paflioHyK/Ii/liB
(pafioaKTUBHUX i30TOIIB), BK/IFOYEHUX 3 TeParieBTUYHOK) MEeTOH0.

Responsible person for radiopharmaceuticals (RPR) (sionogidaibHa ocoba 3a
padiogpapmayeemuuHi npenapamu (RPR)).

BiamnosigankHa ocoba 3a pazsiodapmaiieBTruHi miperiapatd (RPR) — 11e ocoba 3
aKaJIeMiuHOK OCBiTOIO, €KBiBaJIeHTHOIO OCBiTi KBastiikoBaHoi ocobu (QP), sika
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Ma€  IlOHaWMeHIIIe 2  PpOKM  TIPaKTUYHOrO  [OCBily  pobotm 3
paziiohapMalieBTUUHUMM TIperiapaTaMu, Ma€ JOCTaTHIO HayKOBO-TEXHiIUHY OCBITy
Ta JOCBiZ, poboTH y pagiodapMalleBTUUHIN TPaKTULli Ta CYMiDKHUX Tamy3sX.
KsaricdikoBaHa ocoba — 1ie JiilleH30BaHui apmaiieBT, Oionor abo ximik (abo
ocoba 3 iHITIOIO ZI03BOJIEHOIO aKa/eMiuHOI KBasiikaljiero), sika CK/ana iCruTH,
110 MiATBePPKYHOTh ii 3HaHHS [4].

The EANM syllabus on radiopharmacy (nHasuaibHa npozpama EANM 3
paodiogpapmauii).

HaBuasnbHa mnporpama EANM 3 pagiodapmailii 0XOIUIIOE OCHOBHI aCHeKTU
HeoOXigHux 3HaHb. RPR HecyTb TMOBHY BiAIOBiZjaMbHICTE 3a BCi  acCmekTH
TPUrOTYBaHHS paziiodapMalieBTHUHUX riperiaparis y MaJIiX
paziiodbapMalleBTUUHHX yCTaHOBaX, 30KpeMa BHITyCK I[MX TMperapariB, SKIIO
MiclieBi abo Hal[ioHa/IbHI HOPMHU He BUMararoTh iHIIOI KBasmidikariii.

Small-scale radiopharmaceutical (dpi6HocepitliHuli padio¢papmayeemuunuti
npenapam).

NpibHocepitinuii  pagiodapmalieBTHUHM  mpemapaT — e OyAb-AKui
paziodapMalleBTUUHMI Mperapar B/aCHOTO BUPOOHHMIITBA, He MpU3HAYEHWM [
KoMmepijiiHoro BukopuctaHHs (ans  [IET, O®EKT abo TepamneBTUYHUX
3aCTOCYyBaHb), 30KpeMa eKCTeMIIOpa/bHi IperapaTd Ha OCHOBi reHepaTopiB Ta
KOMIUIEKTiB, pafiodapmalieBTMuHi  1miperiapatd a1 [IET, BurortorneHi
aBTOMaTU30BaHWM CHHTE30M, Ta MPOCTi KOMIIJIEKTH [Jisi TIPUTOTYBaHHSI Ha OCHOBI
SPC.

Small-scale radiopharmacy (dpiéHocepitinuii padiogpapmayesmuuHuti 3aK1ao).
NpibHocepitinuii pajiodapMalleBTUUHWM 3aK/iafi — 1ie 3ak/aajl, Je 3/idCHIOEThCS
ApibHOCepiliHe BUPOOHHUIITBO pafiiodapMalieBTUUHUX TIperapariB BiJOBiIHO [0
HallioHa/ibHUX HOpM. TepmiH «apiGHOCepiliHul pafiodapmalleBTUUHUN 3aK/iaz»
He TOB’s3aHUM 3 (QI3MYHMMHM pO3MipamMu 3akiajy, a Jidie 3 BHJOM
paziodapMalieBTUUHOTO BUPOOHUIITBA, 1110 BUKOHYEThCS.

Starting material (uxioHuti mamepian).

Buxignuii maTepian — Oy/jb-sIka peuoBHMHa, 1[0 BUKOPHUCTOBYETHCS Y BUPOOHUIITBI
JiKapcbKoro 3aco0y, 3a BUHSATKOM TaKyBa/JIbHAX MaTepiasiB.
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BCTYII

[IpurotyBaHHsi Ta BUKOPUCTAaHHSI pajiioapMalieBTUUHUX TMperapariB y
€BponerickkoMy Coro3i  perysroeTbCs  JUPEKTHBaMM, perjaMeHTaMu Ta
TpaBUIaMH, NPUMHATAMU KpaiHamu-uwieHamu. LlIBuAKicTe, cTafil mpUMHATTA Ta
IHTepripeTaLii AUPEKTUB PI3HATHCA MiXK KpaiHaMH, I KOXXKHa KpaiHa-ujieH MOxKe
BHOCUTA 3MiHM 3a yMOBHM 30epe>keHHs1 3arajibHOI cdepu 3acTOCyBaHHS Ta
oOMekeHb KOXKHOT iupekTrBU. OKpeMi CTaTTi CTOCYHOThCs pasiiodapMalieBTUUHUX
mperapaTiB  SKi MalOTh OTpPUMAaTH [I03Bi/ Ha Jiep)KaBHy peecTparjifo abo
BUTOTOBJ/ISIFOTBCS ~ HA  OCHOBL  3apeeCcTpOBaHUX//IlLIeH30BaHUX  IIperaparis
(reHepaTOpy paliOHYK/i/[iB, Habopu Ta TpPeKypcopu pafioHykiAiB). OpgHak
paziodapmMalleBTUUHI MperapaTd TaKOXX MOXKYTh BUTOTOBSATHCS 0e3 oTpuMaHHS
JI03BOJIy Ha Jlep>KaBHY peecTpaljito abo BUKOPUCTOBYBATUCS 3a MeXKaMU TOKa3aHb,
[ SKUX BOHU Oynu 3apeectpoBaHi. Takum uuHOM, [ApibHOMaciITabHe
BUPOOHUIITBO HAa HEKOMepI[iHUX 00’ €KTax € BayKTIMBUM CETMEHTOM.

KepiBHi npuHLMNM 3 HanexxHoi pafiodapmarieBTUHOI npakTuku (GRPP),
BU/laHI €Bpomnelicbkoro acorfiaijiero sgepHoi meauiau (EANM) [6]), cramu
KOPHCHHUM JIP)KepPesioM /IJisi BCTAaHOBJIEHHSI CTaH/IapTiB SIKOCTi it ApibHOCepiiiHOTO
BUPOOHUIITBA pafiiohapMarieBTUUHUX TIperapaTiB Ta iX HepaJioaKTHBHUX
TpeKypcopiB  yia  MapkKyBaHHs. [lisnime Oyau  omy6sikoBaHi  #moAaTKoBi
KepiBHHUIITBA, 1110 CTOCYHOTbCS  pajiodapMalleBTUUHUX TIperapaTiB /s
no3uTpoHHO-emicittHoi Tomorpadii (ITET) [7]. OpHak 3a MUHY/ pOKU BigOymics
3MiHHM, 0CO0/IMBO B PETy/ISTOPHUX acleKTax Ta iHImX KepiBHUITBaX EANM, 1110
3poOWI0 CBOEUACHUM BUJAHHS TIE€PErVISHYTOTO KepiBHUITBA. [IpoTsAroM ocTaHHiX
JIBOX JIeCATWJIITh CIIOCTepiraBcs BIUIMB BIPOBaJyKeHHSI EBPOMNeNChKOl JUPEKTHUBH 3
K/IiHiyHUX BunpobyBanb [9] 3 Bumorow 1jos0 JgoTpuMaHHs GMP npu
BUI'OTOBJIEHHI pafiio)apMaLleBTUUHKX TpernapaTiB [/l BAKOPUCTaHHS B KJTiIHIUHHX
BuripoOyBaHHsiX. PersameHT (EC) Ne 536/2014 €Bporeticbkoro [lapiameHTy Ta
Pagu Bim 16 kBiTHA 2014 poKy Mpo K/iHiuHi BUMTPOOYBaHHS JIiKapChKUX 3aco0iB

JJIsT BUKOPUCTaHHS JroAuHOI0 [11], Brepiiie BU3HAe 0COOMMBI XapaKTepUCTHUKU
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paziiodapMalleBTUUHHX TIperapaTiB Ta IIOM’sIKIIye feski Bumord GMP s
JIOCJTiHKYBaHUX JIiIKapChKUX 3aco0iB [8] y BUMagKy BUPOOHUI[TBA (BUTOTOBJIEHHS)
[IiarHOCTUYHUX pafiioapMalleBTUYHUX MpenapariB y CTaljioHapHUX ymoBax. Lleu
repersisi TakKOX  BPaxOBY€  [JOKYMEHTHU, 110 CTOCYKOTbCS  HaJeXXHOI
pasiohapMalleBTMUHOI ~ TIPAaKTHUKM, TakKi sgK  KepiBHuureo  CucreMu
CIIiBpOOITHUIITBA (apMalleBTUUYHUX iHcIeKIli (PIC/S) 3 HamexHoi
MPAKTHUKM BUPOOHHIITBA JIiKAPCHKMX 3aco0iB y 3aK/aafiaXx OXOPOHU 3/I0pOB’s, 3
JofaTkoM 3, 110 onucye pajiodapmMalieBTUuUHiI mpenapatu [20], Ta BiamoBigHi
po3zinmu €Bpomneiicbkoi dapmakoriei [13, 14]. Kpim Toro, Oynu omy6mikoBaHi
nokymeHtTd EANM wmogo GRPP, Taki ik KepiBHUL[TBA 0[O0 aBTOMAaTHM30BaHUX
cucreM [2], Banigariii mporjeciB Ta meToAiB [22, 15] Ta o1[iHKM pU3UKiB [5].

B HarfioHaTbHOMY 3aKOHOZIABCTBi BUMOTH I0 BUPOOHUIITBA (BUTOTOBJIEHHS)
Ta 3abesreueHHs $KOCTI pafiodapMalleBTUUHUX JTiKapChKUX 3acobiB, 1110
BUPOOJISIOTHCS (BUTOTOBJISIFOTLCS) B anTekaxX HaBefleHi B [IpaBuiax BUpPOOHMIITBA
(BUTOTOB/IEHHSI) Ta KOHTPOJIIO SIKOCTi J/iKapchbKMX 3acobiB B anTekax,
3aTBepyKeHnXx Haka3oM MO3 Ykpainu Big 17.10.2012 Ne 812 [1].

Peectpalliss He BUMaraetbcsi AJig pafiiohapMalleBTUYHOTO mpenapary, sSKUi
TOTyeTbCs Oe3rocepeHRO Tepefi 3aCTOCyBaHHSAM 0C000r0 abo yCTaHOBOIO,
YIIOBHOBa)KEHOIO Bi/MOBIZIHO 10 HAL[IOHA/ILHOTO 3aKOHO/ABCTBA BUKOPUCTOBYBATH
Taki JKapcbki 3aco0u B 3aTBePIKEHOMY MeAWYHOMY 3aK/a/ii BUK/IIOUHO 3
JI03BO/IEHUX  T'eHepaTopiB  pafioHyK/iJiB, HabopiB  pafioHykmigiB  abo
ToTiepeTHYKIB Pa/lioHYKJ/IiZIiB BiAMOBiAHO [0 iHCTPyKIiki BUpPOOHWKa (cTaTTs 7
Directive 2001/83/EC [4]).

3arasbHU  (hopMaT MeTOAMYHMX peKOMeHJallikl BiAIoBizae CTPyKTypi
kepiBaulTBa €C mogao GMP, Buknagenoro y Tomi 4 Eudralex [10]. MetoguuHi
peKoMeH/Jalfil 3aCTOCOBYIOTLCA /10 OyAb-aKuX pafiodapmarieBTUUHHX TIperapariB
BJIaCHOTO BUPOOHMIITBA, 1[0 He TpU3HaueHi /i/isi KOMepILiiHOro BUKOPHUCTaHHS, i
MOJUIAIOTLCA Ha TPU PO3AUIH. Y po3aiil 1 po3risfaroTeCs 3arajibHi MATAHHS, 1110
CTOCYIOTbCSI BCiX THIIB pafiioapmalleBTUUHUX MpenapariB Ajsl AiarHOCTUYHOTO

Ta TeparieBTUYHOTO BUKOPUCTaHHA. Po3zin 2  oxommoe  ApibHOcepikHi
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pagiodapmarieBTiuHi  miperapatd  (SSRP) 3 3apeecTpoBaHUX/milleH30BaHUX
reHepaTopiB abo paflioHYK/IiIHUX TPEKypCcopiB Ta HAOOpiB i TIPUTOTYBaHHS.
Po3nin 3 crocyerbess npurotyBaHHsa SSRP 3 He3apeeCcTpoBaHUX/HeJIiLIeH30BaHUX
BUXiAHUX MaTepiasiB. L]i MeToauuHi pekomeHzaLlil 3aMiHOOTE BCi Bepcii GRPP,

onyb6iikoBaHi panime EANM [6, 7].
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PO3/I1/T 1. 3AT' AJIbHI PEKOMEH/JAIIII

1.1. ®apmaneBTHYHA cHCcTeMa 3a0e3nmeueHHs AKOCTI

J7ist IOCTIMHOTO Ta HaJ[iHHOTO BUPOOHUIITBA JIIKaPCHKUX 3acO0iB HaseKHOT
AKOCTi HeoOXiJHO MaTH KOMILIEKCHO po3po0/ieHy Ta MpaBWUIbHO BITPOBAKEHY
cuctemy 3abe3neueHHss sikocTi (QA) sikapcbkux 3aco6iB. Cucrema QA Mae
BK/IFOYATU CUCTeMaTUUHUW Mpoliec yrnpasiiHHg pusukamu [18]. QA mpencrasiisie
co0010 CYKYIHICTh yCiX OpraHi3oBaHMX 3aXO/IiB, CIIPSIMOBAaHHX Ha 3a0e3reueHHs
AKOCTI JTiKapChbKUX 3aco0iB, He0OXiHOI A1 11i/TboBOTO TTpU3HaueHHs [20, 10].

Ob6car cuctemun QA 3amexaTMme Bif Maciutaby Ta  CK/IafHOCTI
3[IiIICHIOBAHUX oOMepaljid, i TomMy BifIpi3HATHUMeTbCA MK yacthHamu II Ta IIIL.
OfHak KO)KHa CuUCTeMa Ma€ Ha BIJAMOBIZHOMY piBHI OXOIUIIOBAaTHA BCi HaBe[eHI
HIKJe po3ginu. [piOHocepitinuii pafioapMarieBTUUHUM 3aK/iaj, TTIOBUHEH MaTH
BifmoBifzanbHy ocoOy 3a pagiodapmaiieBTvuHi miperiapatd (RPR) 3 Takumwu

000B’sI3KaMU:

BCTAHOBUTM TIpOLIEAYPU AJI1 TIEPeBIPKM Ta OLIHKWA BXIJHUX MarepiasiB i

3abe3neunTy, 1100 KOXKHA cepisi/mapTisi BXigHOTO Marepiany Oysa

repeBipeHa Ta OlliHeHa Ha BiJMOBiAHICTL crienMdikallisgsM mepes

BUKOPHUCTAHHSM;

~ T[epeBipUTHM  NPOTOKOJU  IMIATOTOBKKA  cepii/mapTii Ta  IPOTOKO/IU
nabopaTOpHOr0 KOHTPOJIFO Ha TOYHICTh, TIOBHOTY Ta BiAMOBiHICTE
BCTaHOB/JIEHMM creludikallisiM Tmepes TUM, $SK HajgaTd [03Bi1 Ha
OCTaTOYHMM BUITyCK a00 BifgxuneHHs mapTii abo cepii SSRP;

~ 3aTBeppKyBaTu MpoLeaypy, crieljudikallii, mporecy Ta MeTOAH, BKIHOYHO 3
BiINOBIHUMU CTaHAAPTHUMU onepaliiHiMu npoueaypamu (COIT);

~ 3abe3meunTH Ha/IeXXHY TTiATOTOBKY Ta KBasidiKallito BCbOro IepcoHany;

~ po3ciigyBaTH  TIOMWJIKM Ta  3a0e3rneudTd  BXKUTTS  BiJTOBiHUX

KOPUT'YBAJIbBHUX 38XO,£[iB AJIA 3aro0iraHHg ix IMOBTOPHOI'O BUHUKHEHHS;
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~ 3abe3neunTy, mo6 SSRP Manu Ha/le)KHUM UMHOM BH3HAUeHi ieHTHUHICTb,
MILHICTb, SIKICTb Ta YUCTOTY.
Kpim Toro, ocoba, BiamoBifanbHa 3a cucTeMy 3abe3rneueHHs] SIKOCTi B
paziodapMalleBTUUHOMY 3aK/iafli, Ma€ BUKOHYBATH TakKi 000B’ 13K
— YOpaBJliHHA 3arajbHOI0 cucTtemoro QA;
~ TepeBipKa IMPaBUIbHOCTI HallMCAaHHS Ta BeJleHHs JOKyMeHTallii;
~ TIpOBeJieHHs MepioJAUYHUX ayJWTIiB KOHTPOJIKO JOTPUMaHHS BCTaHOBJIEHUX
TpoLielyp i NpaKkTUK;
~ CHifBHO 3 iHIIMMU CHiBPOOITHUKAMH KOHTPOJIIOBATH 3arajibHe YITPaB/IiHHS
JUsUVIbHICTIO, 110  3[iMCHIOETbCS Yy pafiiodapMalleBTUUHOMY  3aK/afi
(HampuK/IaZ, HaBUaHHS TMEPCOHaNy, TIOBO/PKEHHSI 3 Pa/lioaKTUBHUMU
BiZIX0/lamMu TOII[0).
Hatiuactiime RPR Takox BifmoBiziae 3a cuctemy 3abe3reueHHs IKOCTi. [ljis
OisbIn epeKTUBHOTO YIIPABTiHHSA [JlesiKi 3aBJaHHS 3 3a0e3reueHHs] TKOCTi MOXKYTb
OyTH [eneroBaHi iHIIMM criiBpobiTHMKaM abo mepejaHi Ha ayTCOPCHHT, I1[00

poriomortd RPR KOHTposrOBaTH Ta peasi3oByBaTH BHllje3a3HaueHi HATIPSMKU.

1.2. Bigxunenns, 3mian, OOS Ta CAPA

Marote GyTH p03po0sieHi THUCHMOBI MpoOIeAypy AJisi BUPIIIeHHS THTaHb,
TOB’sI3aHUX 3 BiAXuaeHHsSIMU. BigxusieHHs Biji BUpOOHUUMX TIPOTOKO/IIB MarOTh
OyTH 3aZIOKyMeHTOBaHi SIK [/I1 BUSIBJIEHHS TeHJEHI[il, TakK i /i1 TapaHTyBaHHS
TOro, 10 OyAyTb BXKWUTI KOpUT'yBa/lbHi Ta/abo 3arobikHi 3axogu. Mae Oytu
3arpoBa/pykeHa CMCTeMa YIIpaB/iHHA 3MiHaMM [jil pearyBaHHS Ha BCi 3MiHH, fSKi
MOJKYTb BIUIMHYTH Ha gKicTb SSRP. Lle Bk/touae 3MiHU B MeTOJax MiJATrOTOBKY, a
Tako)k y QC, ob6magHaHHi, mporpaMHOMY 3a0e3reueHHi, BHPOOHMIITBI Ta
rocTava/ibHAKaX. MatoTh OyTH 3arpoBa/KeHi cructeMu /it 0OpOOKY pe3y/bTaTiB
OOS (BigxuneHHs Bif crerudikallii) i KOpUryBambHMX Ta 3aro0iDKHUX 3ax0[[iB

(CAPA).
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1.3. ITepconan

Mae OyTu [gocTaTHSI KiUIbKICTh TIepcoHany 3 HeoOXi/IHOIO OCBiTOIO,
Bi/[TIOBi/IHOTO ITi/[TOTOBKOO Ta JO0CBifioM. PoJii B oprani3ariii MatoTh OyTu orucaHi,
HaMNpUKJ/Ia/l, LIIIXOM CTBOPEHHS OpraHi3aliiiHOI CXeMHU.

[pibHocepiiiHuii pajiodapMalleBTUUHUIM 3aK/iajZi Ma€ BeCTH aKTyasbHY
JOKyMeHTalito, 30kpema pe3tome (CV), mocafoBy IHCTPYKLIiHO Ta BiJMOBiJHI
ceptudikatd (MMpo HaBUaHHS, OCBITy, aBTOPH3allil0 TOIO), /A KOXXHOTO
criBpobiTHUKA.

KifibKicTh TiepcoHany Mae€ BiJITIOBiJjaTH Ais/TbHOCTI pafiioapMalieBTUYHOTO
3aK/ajly, i B ifjeani mMae OyTu IjoHaiiMeHIlle JiBa CIiBPOOITHUKH, OJWH 3 SIKUX €
RPR 3 BiAnoBigHMMHM MMOBHOBa)KeHHsIMU. [Ipyruii — ocoba, sika Mae OyTu mo6pe
HaBueHa mnporeaypam GRPP. fkio Tinkku ogHa ocoba OesrocepesHbo bOepe
y4acTtb y miarorosui SSRP, yci npouenypu, BKIOYHO 3 npurotyBaHHsaM, QC Ta
BUITyCKOM TIPOAYKTY, MOXYTb BUKOHYBaTucCs Iji€to ocoboro (RPR). Y 1pomy
BUITQKy MawTh OyTud 3ampoBamkeHi cyBopi COII, skux cjig CyBopo
JotpumyBatucs. JIpyra ocoba, sika Ma€ BifMoBigHy KBamidikailito Ta MiiroToBKY,
Ma€ TepeBipUTU BCi pe3y/bTaTH, 100 MiATBepAUTH iX BiAnoBigHiCTb. Ll ocoba
MoXe OyTu Oy[b-KMM, XTO TIDOMIIIOB HaBUaHHS 3 TIepeBipKU BiJITIOBiJHUX
pe3y/bTaTiB, pO3yMi€ iX 3HaUeHHH Ta MiATBePA)KYE€ iX MPaBUIbHICTb.

Bech nepconHan (BK/IIOUHO 3 TpaljiBHUKaMH, SIKi 3aiiMaroTbCsl IPUOHMPaHHAM
Ta TeXHIYHMM O0OC/IyrOBYBaHHSM), 3alHATMM Yy 30Hax, Je TIpalflol0Th 3
paJlioaKTUBHUMM TIpOAYKTaMH (TIpalLliBHUKU, SIKi TiJarOTbCSl BIUVIMBY pajiariii),
NoBHHEH OyTH KimacudikoBaHui BigmoBigHO A0 crarTi 40 Ta KOHTPOMIOBATHCS
BiANOBiHO [0 cTaTTi 41 [upekTnBM €BponencbKol Paau mpo OCHOBHI HOpMHU
Oe3meKky Ta CTaHZAPTH (5K Iie repe0aueHo HalliOHATBHUM 3aKOHOZABCTBOM) [12] i
TOBUHEH TPOMTH [0/IJaTKOBe HaBUaHHS, IIJ0 CTOCYEThCSI caMe Iji€l Kareropil

MpOAYKTIiB. 30Kpema, CJ/ifi HajaBaTW JeTajbHy iH(GOpMaLil0 Ta MOPOBECTH
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Bi/ITIOBi/[He HaBUaHHS 3 TTUTaHb 3aKOHOZABCTBA ITPO PajiiariiiiHy Oe3IeKy, 3aXHUCTy
Bij| papiariii, Ae3akTuBallii, MOBOJ)KEHHsS 3 PaJiOaKTUBHUMM MarTepiajaMu Ta IX
30epiraHHs.

Yci crmiBpobiTHUKY, sKi TIpallOIOTh Y pafiodapMalieBTUUHOMY 3aK/iafi,
MaroThb TIPOUTH Bi/ITIOBiiHE HaBUaHHS. [l0 HbOTO BXOJUTh:

— po6oui MpakTUKH B pafiiodapmariii, BKFOUHO 3 aCeNITUUHHUMH TIPOLieZlyPaMH

Ta 3aXUCTOM BiJi pafiariii;

— MiAroToBKa pafiodapMalieBTUUHUX TpernapariB Ta iHAWBiAyanbHUX [03;

— QC Ta aHa/MTAYHI METOMY;

— TIpOLeAlypH BUITYCKY;

— JIOKyMeHTaLlisi;

— ririeHa, dhapmarieBTUUHa MiKpo0iosioTist Ta MiKpo0io/IOTiuHMIT MOHITOPHWHT;
— KasnibpyBaHHs Ta KBamidikailisi o6/1aaHaHHS;

— OUMILLeHHS;

— TPaHCIIOPTYBaHHS pa/lioaKTUBHUX MaTepiasiB [17].

PiBeHb HeoOXigHOI MiATOTOBKU 3ase)kaTuMe BiJ TepeabdauyBaHOTO(MX)
3aBAaHHA(b). ONMC HaBYaHHS Ta 3allyMCHA MPO MOT0 3aBeplIeHHS i mepearecTarfito
MatoTh 30epiratucs. O60B’s13kM MatoTh OyTU BUK/IaZleHi B MOCAI0BUX iHCTPYKIIisfxX
Ta/abo [[03BOJIaX, 3 ypaxyBaHHSM UYiTKOTO DPO3MeKYBaHHS MiK [OCJIiTHUIBKOIO
JISITBHICTIO Ta MiITOTOBKOO 10 K/TIIHIYHOTO BUKOPUCTAHHS.

MeTtanbHe 0OroBOpeHHSI BUMOT [0 ekcriepTa 3 MeauuHoi ¢isuku (MPE)
Ta/abo ekcriepra 3 pagiarniiiHoro 3axucty (RPE) BUK/IaZieHO B HallioOHaTbHUX Ta
€BPOMNENCHKUX HOPDMAaTMBHMX akKTax 1 BUXOJWTb 3a MeXi LUX MeTOLUYHUX

peKoMeH/1aLlil.

1.4. TIpumimeHHs Ta 00/1aAHAHHA

[MpumilijeHHs MaroTb OyTH [JOCTaTHIMU i 3abe3reueHHs Hae>KHOTO
TIOBO/DKEHHsT 3 MarepiaiamMu Ta oOafHaHHSAM, 3amo0iraHHs IUTyTaHWHI Ta

3arnobiranHs 3a6pyaHeHHI0 06/1aHaHHS ab0 TPOAYKI[il peuoBUHAMU, TIepCOHATIOM
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abo yMOBaMM HaBKOJIMIIIHBOTO Cepe/IOBUIIIA, sIKi MO)KYTb HETaTWBHO BIUIMHYTH Ha
AKICTb TIPOAYKLII.

PazioakTiBHa TIPOAYKIfisi Mae 36epiratvcsi, oOpoO/ATHCS, MaKyBaTUCSA Ta
KOHTPOJIFOBATUCA y Crieljia/ibHO BiZjBeleHUX MPUMILLeHHSAX. TaM Ma€e 3HaXOAUTUCS
nuile HeoOXxigHe ob6sazHaHHA. JOCTYI A0 BUPOOHUUYMX 30H Mae 37iMCHIOBATHCS
yepe3 KiMHATy TlepeofsraHHsS 1 Mae€ OyTH [J03BOJIEHUN TiIbKM  [jIsl
YIIOBHOBA)KEHOT'O Ha Iie TepcoHany. BigBimyBaui, mepcoHan 3 mnpuOHpaHHS Ta
TEeXHIYHUM TMepCoHa/ Mae€ [OTPMMYBAaTHCS BiAMNOBIAHWX TIpaBU/I [OCTYIY, SKi
MaloTb OyTH omnMcaHi B THUCBMOBUX IHCTPYKLisX. [licig — TexHiUHOTO
0oOC/TyrOoByBaHHSI Ta PEMOHTY TIPUMIllleHHSI MalTh OYyTH HaJeXHUM UHWHOM
nipuOpaHi Ta Zie3aKTUBOBaHi.

Crig  BXUTH BiJNOBiJHUX 3axofiB A 3amobiraHHs — ITOIIMPEHHIO
Pa/licaKTUBHOCTI 3 KOHTPOJIbOBAHMX 30H Ta /s iX 3aXUCTy BiJ 3a0py/HeHHS
TBEPAMMH YacCTUHKaMU Ta MikpoOamu. Cilifj BXXUTU 3aX0[iB [JjisI MOHITOPHUHTY
K/IFOUOBHX MapaMeTpiB HaBKOJIMIIHBOTO CepefioBUINA (HalpUK/aZ, TeMIepaTypH,
BOJIOTOCTi, piBHSI UaCTUHOK) Ta BM3HAuaTH YacCTOTy BUMIiprOBaHb/OLIHKUA. Ciiif
3a0e3meunT HAsBHICTh BiAmoBigHOro oOjagHAaHHA IS BUSBJEHHA Ta
MOHITOPUHTY IIepCOHa/y Ha IpeJMeT OIPOMIHEeHHS.

Poboui wMicls1, 3anexHO Bif o6crtaBuH, MaroTh OyTu KiaacudikoBaHi Ha
KOHTpPO/IbOBaHi abo 1MiJ HarisiioM 30HU; MaioTh OyTW po3MillleHi 3HaKW, II0
BKa3ylOTb Ha THUII 30HU, XapaKTep [ Kepesi Ta MOB’s13aHi 3 HUMU PU3UKM (CTaTTi 36—
38 [12]).

Crifi yHUKaTh BUKOPUCTAHHS OAHI€l i Ti€l »K 30HU /151 JEKUIbKOX Liijien
OJTHOUaCHO, a TakKOoX, 0 MOXKJIMBOCTi, 3abe3meuyBaTu Qi3uuHe PpO3[ieHHs
BUPOOHMUMX TiporieciB. Pi3Hi BUpoOHWYI 30HM MarOTh OyTH UiTKO BH3HaueHi Ta
BiJIoOKpeM/ieHi, 0COO/IMBO I[0/I0 TIPAMOTO TIOTOKY BUXiJTHUX MaTepiasliB, MPOMiXKHOI
Ta TOTOBOI MPOAYKIIii, 11100 YHUKHYTH TJTyTaHUHHU Ta BUTIAZIKOBOTO BUKOPHUCTaHHS.
Hanpuknazg, migroroBka (pagioximiunuii cuate3), QC Ta sabopaTopHi poboTH

(HaHpI/IKJIa,E[, TeCTYBaHHA BI/IHYCKY) Ta 36epiFaHHH CXBaJIeHUX KOMIIOHEHTIB
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(BK/JIIOUHO 3 KOHTeWHepaMM Ta KpHUILIKaMW) MaloTb BUKOHYBaTHUCS B
BiJJOKpeMJIeHMX 30HaX, fie lie MOXK/IMBO, ab0 OyTH ¢i3UuHO BiflOKpeM/IeHUMHU.

[ MapkyBaHHS K/IITMH KpOBiI C/iJj BUKOPUCTOBYBAaTU CIleLjia/IbHYy
namiHapHy mady 3 motokoM moBiTpsi (LAFW), a kpailje — crieljiajibHe 4uCTe
TIPUMILI|eHHS.

A0 HayKOBO-A0C/IIJHA Ta K/IIHIYHA MiJrOTOBKA MPOBOJAATHCSA B OZHOMY i
TOMY > MiCI{i, BOHH MaloTb OyTu (hi3muHO abo opraHi3ailiiiHo BiJjoKpemJieHi ofiHa
Bi/l 0/1HOI, 11100 HayKOBO-/IOC/iIHA [Iis/IbHICT He BIIMBajia Ha SIKiCTh MperiapaTiB
[JIS1 KIIIHIYHOTO BUKOPUCTaHHS.

Matepiamiu ToBMHHI OyTHM UiTKO TmoO3HaueHi 5K «Ha KapaHTHHI»,
«[lo3BoneHi» abo «HernpugaTHi» i, fie 1ile MOXJIKMBO, (i3UUHO BiZJOKpeMJIeHi.

AcernTiuHi TIpoLjeypy MarOTh TPOBOAUTUCS Y TIpuMileHHi kiacy A. Knac
nipumiltieHHs1 (30HU) Oy/ie 3a7e)KaTy Bijj 3aCTOCOBAHOI CHCTEMU 3aXUCTY, METOy
TIPUrOTYBaHHSI, pU3MKY 3a0py/JHEHHs TIperapary, TepMiHy MMPUAATHOCTI mperaparTy
Ta KiJIbKOCTI OJWHUL[b, BUTOTOBJIEHUX TIii 4yaC npuroryBaHHs. Ilic/ig oOLjiHKU
PU3MKY 3a3BUUali BBa)KA€ThCsl MpUJaTHUM mipuMiliieHHs Kinacy C anst LAFW ab6o
nipumitieHHs knacy D ans i3onsitopis [20]. TlpukiiajaMyd acenTUUHUX MPOLIEAYP €
CKJIaZIlaHHSI CTEPUIbHUX KOMIIOHEHTIB (IUMpuL, Tonka, (ibTp Ta (Py1akoH) AJis
CTepwIbHOI (ibTpalii Ta ynakoBku roroBoro SSRP, emtoroBaHHSI reHeparopa
TexHel[if0-99 m, BifHOB/IeHHsA ab0 po30aBneHHs HabOpy, BUAA/NEHHS 3pa3KiB s
QC Ta nepesipka cTepu/IbHOCTI TOTOBOro SSRP.

Yci noBepxHi, BK/JOYHO 3 CTiHaM, IiJjioraMu, CTe/sIMH, CTOJIaMU Ta
MeOISIMH B 30HaX ITiATOTOBKM pajiodapMal|eBTUUHHX TperapaTiB Ta KOHTPOJIIO
SIKOCTi, MatOTh OyTH BUTOTOBJIEHI 3 MaTepiaiiB, 5IKi JIeTKO UUCTUTH, [ie3aKTHBYBaTH
Ta 3He3apaXyBaTh Y pa3i pajioakTMBHOrO 3abpyaHeHHs. [IpuOupaHHs Ta
Je3iHdekiliss Ma€ BHUKOHYBaTHCS PperyasipHO BiJITOBiHO [0 3aTBep/)KeHUX
mpolielyp Ta JOKyMeHTyBaTucsi [y 3abe3meueHHs  rmioctiiHoro  QC
HaBKOJ/IMIIIHBOTO CepefiOBUIlla. PakOBUHM MarOTh 3HaXOAUTUCSA 110328 30HON0
TIPUrOTYBaHHS. BTOpWHHI MakyBa/ibHI MaTepianiud, Taki sIKk KapTOHHI KOPOOKH Ta

AMWUKHY, HE€ MAI0Tb 3dHOCHUTHCA B 30HY IIpUTIOTYBaHHA, H_[O6 MiHiMiBYBaTI/I
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MOTPAIUISIHHA TMWIy Ta IHIIAX TBepAUWX YaCTUHOK. TexHiuHa 30Ha JJIs
obcyroByBaHHsI (TeXHIUHUN KOPWUOpP) MO)Ke OyTH mMoOymoBaHa TaKUM UHHOM,
00 ZI0CTYN [0 rapsudx KaMmep 3/iiCHIOBAaBCS 3 TPUMIII|eHHs, BiJMiHHOTO Bif
YMCTOI KiIMHaTH.

OrniepaTopy MarOTb HOCUTU CIiellia/lbHUKA OJSr /IS UUCTUX TIPUMIllleHb,
BiITOBiAHMI [0 KjJacy UWCTOTA TPUMIIIIEHHsS, a TaKOXX CTepwIbHi abo
Je3iH(diKoBaHI pyKaBUUKM TIiJ 4YaC TIpOBeJEeHHsS acelTUYHUX TIpoLeAyp.
PekomeHpallii 1110710 BiAMOBIJHOrO OJATy MOKHAa 3HaWTHM B JojaTtky 1 Jo
kepiBHulTBa PIC/S [20]. [domaTKoBuii 3aXUCHUM OfsAr (HarpuK/Iaj, 3axUCHI
OKYJISIpH, IITUTKY Ta HApyKaBHUKH) CJTiJl HOCUTH 3a HeOOXiAHOCTI Ta BiAmoBigHO 10
BUMOr pafialjiiiHoro 3axucrty. [lix uwac mnpuroryBanHs SSRP waroth Oytu
TIPUCYTHIMHU JiuIIle 0CO0H, sIKi 6e3mocepeiHbO 6epPYyTh yUacTh Y 1[bOMY TIPOIIECi.

3oHu Ta oO6safHAHHSA [T ACENTUYHUX TIpOLielyp C/ifi peryiasipHO
KOHTPOJTIOBATH 11[0/I0 MiKP0OOio/IOTiuHOi SKOCTi Ta BMIiCTY YaCTHHOK Y TIOBiTpi [20].

Matotb OyTu mepenbadeHi BiAMmoBiAHI TIpouenypu Ay Ae3iHdekirii
MaTepiasiiB Ta obsaHaHHS, 10 HaJXOASATh B aceNTUUHY pobouy 30HY. [30/19TOD
noBuHeH OyTu 06siafHaHWKM MaTepia/bHUM IITFO30M i3 [BeprMa, 1[0 MPaIffol0Th 3a
TIPUHLIMIIOM OJI0KYBaHHs, A/is1 Tiepe/jadi MaTepiastiB.

KinbKicTh TipejMeTiB y acenmTUuHil poOouiii 30Hi 3 jaMiHADHUM TTOTOKOM
TIOBIiTps Ma€ OyTH MiHiMaZbHOIO i He Ma€ TIepeIIKO/AKaTH TOTOKY TOBITpS, II[0
MOJA€THCS B 30HY KPUTUYHOTO Kj1acy A.

Ob6sagHanHsA Mae Oyt cepTrdiKoBaHe Tepe] MepIiivM BUKOPHUCTaHHIM [22]
i mpoxoauTH  peryaspHe Ta JOKyMeHTaJbHO  3adikcoBaHe  TexHiuHe
obcyroByBaHHs i TOBTOPHY KaslibpoBKy. HeoOxifHicTh TOBTOpHOI KamibpoBKY Ta
TIOBTOPHOI cepTudikarjii moBuHHa 0a3yBaTUCS Ha OLiHI pu3uKiB [5]. [eTanbHa
indbopmarjis 1Mpo oOmaAHAaHHS, 1[0 BUKOPHUCTOBYETHCS [JIT BUMipHOBaHHS
Pajji0aKTUBHOCTI, @ TaKOX IIPO aBTOMAaTU30BaHI MOAYJIL CUHTe3y Ta [03yBaHHS,
HaBe/leHa B iHIIIKX pkepesnax [13, 2].

Iniie  obnafHaHHS, 1[0 BUKOPUCTOBYETHCS /11 TIPUTOTYBaHHS

pagiodapmalleBTUUHMX TIperapariB, Take $K BoOJsAHI 0OaHi, TepMomeTpHy,
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HarpiBa/bHI TUIUTA TOINO, Ma€ OyTH TIepeBipeHO Ha TOUYHICTb, a pe3yJbTaTH
repeBipky MaroTb OyTH 3acdikcoBaHi. ObsafHaHHSA, 1110 BUKOPHUCTOBYETHCS [J/IsT
repeBipKM KPUTHMYHUX TapaMeTpiB (Harpukiajl, TEepMOMETPH, BUTPaTOMIpH,
MYAIBPHUKK YaCTUHOK TOINO), TIOB’si3aHMX 3 BUPOOHUIITBOM Ta QC, Mae OGyTu
peryaspHo KanibpoBaHe Ha OCHOBiI aHa/li3y PU3UKIB 3 BUKOPHUCTAHHSM
BiZITIOBiJHMX MPOCTEXXyBaHUX KamiOpyBa/bHUX CTaH/apTiB.

Crig 3ampoBaJUTH CHCTEMY TIJIAHOBOTO TEXHIYHOro OOC/IyroByBaHHSI Ta
KajiopyBaHHs, 11006 3abe3meudTH peryJspHe TexHiuHe OOC/IyroByBaHHSI Ta
Ka/liOpyBaHHS BCiX TpuMilleHb Ta 00J/IaHAaHHSA, III0 BHKOPUCTOBYIOTHCS ISl
TPUTOTYBaHHSI Ta KOHTPOJIKO $SIKOCTi PpafiodapMalleBTUUHUX IiperapaTiB, 3a
norpebu. Cri/i BeCTH 3aryCy Ta >XyPHaU [i/isi BCbOro 00JiafiHaHHS He3ae)XHOo Bif
TOrO, Y BUKOHYETHCS TeXHiuyHe 0OCIYroByBaHHsS Ta KasiOpyBaHHs B/IaCHUMU

CWJIaMH, YU 30BHILIHIMU MiAPAJHUKAMU.

1.5. lokymeHTawjist

HanexxHa mpakTuKa [JOKYMEHTYBaHHSI Ma€ BUpillla/ibHe 3HAUYeHHs i
HaZlaHHS TIMCBMOBHUX [I0Ka3iB TOro, IO [isyIbHICTb Oysa 37ilicHeHa. Bona
3aCTOCOBYETLCS [I0 BCiX, XTO JOKYMEHTY€ [isi/IbHICTb, TT0B’sA3aHy 3 CGRPP. Mae
OyTu 3arpoBajpkeHa CHUCTeMa YIPaB/IiHHS [JOKyMeHTali€lo /s 3abe3rneueHHSs
Bi/ICTE)KyBaHOCTI BCix mporeayp. JokymeHTalliss Moxxe 6yTd B mariepoBoMy abo
eJIeKTPOHHOMY BUIJIsZ, ab0 y Mo€AHaHHI [UX ABOX (hopM.

Inctpyxkiii Ta COII moBuHHI OyTH HaIMCaHi Ta He3a/e)KHO 3aTBepIyKeHi J71st
KOXKHOI  TIpoLiefypu abo omepailii y  Mexax  ApibHocepiitHOro
pagiodapmaiieBTUUHOrO 3akiaady. Lli omepaijii BK/IIOUaOTb BUPOOHUIITBO,
3abe3reyeHHst SKOCTi Ta acmekTu ympabiiHHsA. COIl MarTh MeperisifiaTucs He
pifie ofgHOro pa3y Ha 2-3 pOKH, SIKIII0O BOHHM He TOTPeOyITh HeramHoro
nieperyisiy. Mae OyTHu BIIPOBaJpkeHa CHCTeMa KOHTPOJIIO Bepcii, 11106 A0CTYIHOIO

OyJia /Milie TOTOYHA 3aTBepAyKeHa Bepcisi.
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ST KO)KHOTO BUXiZHOTO MaTepiany / pafioHYKTiHOro Habopy, a TaKoxX
AJ1s1 pafiiohapMarieBTUUHUX TIperapaTiB Ma€ OyTH oCTymHa crietydikariisi.

Heob6xifHo 30epiratu 3ammcy 1mio/o:

~ 3aKymiBji Ta KOHTPOJIIO HAAXOIKeHHs BCIX BUXIJHUX MarTepiais,
[IOTIOMDKHUX PEYOBHH Ta PaZliOHYKJ/Ii/IiB/TeHepaTopiB paJiOHYKIIi/iB;

~ TMiArOTOBKU MPOAYKLIl: 3aMyCU Mpo cepii/mapTii, pe3ysbTaTy TepeBipku QC
Ta pillleHHS PO BUITYCK;

- mnpubupaHHs Ta 06C/TyroByBaHHs 1abopaTopiii;

~  TeXHIUHOro oOCIyroByBaHHS, KajiOpyBaHHs, OUMII[eHHs, KBamidikaiiis Ta
BUKOPUCTaHHs 00/1a/IHaHHS;

~ HaBYaHH{ IepCOoHaNYy;

~ TPaHCIIOPTYBaHHS pa/jl0aKTMBHUX MaTtepiasis;

~ MOHITOPHHTY pajiioaKTUBHOIO 3abpyJHeHHs Ta YTW/i3allil paslioaKTUBHUX
BiX0/iB;

~  MiKpobiosIorivHOr0 KOHTPOJIIO Ta KOHTPOJIIO TBEPAUX UaCTHHOK;

~ KOHTPOJIIO TeMIlepaTypH, 30KpeMa X0JIOJU/IbHUKIB Ta MOPO3U/IbLHUX KaMep;

— pedekTiB MpoAyKLii Ta BUMNakiB HeBifmoBigHocTi COIlam (BigxunieHHs);

~ TIPOTOKOJTIB Ta 3BiTiB KBasidikarii/Bamigamii (mpumiiieHHs, o0iagHaHHS,
TMPOLIeCHY Ta aHAJIITUUHI METO/IN);

~ yHIpas/iHHA 3MiHaMM.

Burpas/ieHHs B MarepoBUX 3arycax MaloThb OyTU JlaTOBaHi Ta mifimucaHi abo
MpOCTaBJ/IeHi iHil[ialaMWd, TPUA LbOMY OpPWTriHaJbHUK 3aluC Ma€ 3aJMIIaTUCS
po306ip/uBUM. 3amMcH CJ1iJ 30epirat¥ MpOTSroM AOCTaTHLOTO TIEepiofy uacy s
BUKOHAHHSI BUMOT HalliOHA/JbHOTO 3aKOHOZABCTBA. binblll feTasnbHy iH(MOpMaliito
PO OKYMEHTAlLlif0 MOyKHA 3HaiiTh B MocioHuky PIC/S ais 3akmafiiB OXOpOHH

3m0poB’s [20].

1.6. BUpOOHHIITBO / TEXHO/IOTIYHUI MPOI[eC
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Ycro oTpuMaHy NpOAYKL{iFO C/I1i/| TIepeBipyUTU Ha BiANOBIJHICTb 3aMOBJIEHHIO.
Kpim TOro, mepes mpurMMaHHSIM CJ1if TIPOBeCTH BidyanbHuM ornsz. Crif BecTr
0061k MaTepiasiB, 11J0 BUKOPHUCTOBYIOTHCS [Ijisl IPUTOTYBAHHS. 32 MOK/IUBOCTI CTif]
BUKOPHCTOBYBAaTU TPOAYKLiI0 abo Habopu, 110 MaloTh [O03Bi Ha Jep>KaBHY
peecTpatiito.

Bupo6uuiitBo SSRP crtif opraHizoByBaTH Takum 4uHOM, 1j00 3arobirtu
repexpecHoOMYy 3abpyHeHHI0 POAYKIiii. Basiallist mpoijecy, KOHTPO/b B MPOIieci
BUPOOHUIITBA Ta MOHITOPUHT MapaMeTpiB MpoLiecy i HABKOJIMIIIHBOTO Cepe/loBHIIa
€ 0c00/MBO BaXK/IMBUMU y BUTIAZIKaX, KOMM CJIiJ TIPUAHATH PillIeHHs TIPO BUITYCK
abo BigxuneHHs cepii/mapTii abo MpoAyKIlii 40 3aBepIIeHHs yCiX BUMPOOyBaHb,
1[0 YaCTO 3aCTOCOBYETLCS 0 SSRP.

Yci koHreviHepu s npenapariB SSRP  (BKIOUHO 3i mmnpuiiamMy Ta
3aXMCHUMU eKpaHaMu) TOBUHHI OyTM MapkoBaHi. ETHKeTKM MOBUHHI OyTu
po30ip/MBUMU Ta HAK/JI€EHUMU TaKWM UYWHOM, 00 3a/UIIaTHCS YiTKUMHM Ta
TIPUKPITIZIeHUMH ~ TIPOTSITOM ~ BCTaHOBeHMX yMoB  00pobOku, 306epiraHas,
riepeMill[eHHsI, PO3TMOBCIO/KeHHs (AUCTpUOy1Iil) Ta BUKOpUCTaHHs [23].

Uepe3 pU3UK OMPOMIHEHHS], 3araJbHONPUMHATOI MPAKTUKOK € MiArOTOBKA
OisTbIIOT YaCTHHY MapKyBaHHS 3a37a/ierijib.

[o3yBaHHS /i/1s TIAL[iEHTIB Ma€ OyTH iHAUWBiAyanbHUM, a BCi IINMPULIA MalOThb
OyTH imeHTH(hiKOBaHI 3a HA3BOIO TIPOAYKIIil Ta piBHEM Pa/li0aKTUBHOCTI Ha TTeBHUMN
MOMEHT 4acy.

Cnif; BUKOPUCTOBYBAaTH KOHTEMHEPH [i/Isl MaKyBaHHS Ta TPaHCIOPTYBaHHS,
po3po0sieHi Ta BUTOTOBJIEHI /IS 3aXUCTy TIePCOHAY Bif pafiaiiii Ta MpoayKIii miz
yac 30epiraHHs1, PO3MOBCIO/KeHHS Ta 00POOKH.

Cnin yHukatu OyAb-IKUX BifiXvieHb Bij 3aTBep/pKeHUX Tpoiedyp. Y pasi
BiIXH/IeHb BOHU TIOBMHHI OYTH TIMCHMOBO 3a/IOKYMEHTOBaHi Ta 3aTBep/pKeHi
Bi/J[TIOBiaIbHOIO 0CO000. BigxwieHHs1 cjlif, po3citiyBaTH, /e Iie BBa)KA€ThCS

JOLLJIBHUM.

1.7. PajioakTUBHe MiYeHHS K/IITUH KPOBi
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[Tpu migroroBLi mperapaTiB 3 OiosioriuHOro Marepianay, OTPMMAaHOTO Bif
narfieHTa (KJiTHH KpoBi abo TpoMOOIMTiB) HeOOXiZHO AOTPUMYBATUCSA UiTKUX
BUMOT II[0/I0 acenmTWU4HOI 00pobkuM. Yci BuxigHi MaTepianu TIOBUHHI OyTH
inenTudikoBaHi. byab-skuii peareHT, MaTepiasi ab0 po3uWH, CIIelliaJbHO
TIpU3HAUYeHUH /I 3aCTOCYBaHHS JIFOZWHOI, Ma€ OyTH 3aZl0KyMeHTOBAHUM, IT00
MiATBEPAUTH BiJTIOBiIHICTb MOr0 XapakKTepPUCTUK HeoOXimHuM craHzaptaMm. Ciiif
BUKODHCTOBYBaTM MaTepiaji Ta peareHTH, CepTU(iKOBaHi [/ 3aCTOCyBaHHS
NMIOJIMHOK. bBinbill  AeTtanbHy iH(OpMallilto MOXKHa 3HAWTH Y  BiAToOBigHUX
pekomeHzarisx [21, 3], a Tako)X HeoOXiZHO BpaxOByBaTH MiCI|eBe 3aKOHO/IaBCTBO.

[TiaAroToBKYy MiueHUX KITUH HeOOXiJHO MTPOBOAUTH OKpeMo, 11106 3arobirtu
repexpecHOMY 3a0pyAHeHHIO. 3pa3Ku Bif, pi3HUX TAI[i€HTIB 3aBXIU CJIif
00po06/IsSiTH OKpeMo; ZiBa MperapaTH HiKOW He TIOBUHHI BUPOOISTUCS OJHOUACHO.

Heo0XxiiHO JOTPUMYBATHUCS UiTKUX TPOLeyp AJIsA 3ar100iraHHs Ty TaHUHi.

1.8. KonTposib siIKOCTI

KoxxHa maboparopis, sika TmipoBoguTh TiepeBipku QC, moB’s3aHi 3
mirotoBkolo SSRP, mMae po3pobuty Ta [JOTPUMYBATUCS IMHMCHMOBHUX ITPOLIEAYD
TIPOBeJIeHHST KOXXHOTO BUWMPOOYBaHHS Ta [JOKYMeHTyBaHHSI pe3ysbraTiB. Criif
30epiraTv TOBHi 3amuCcH BCix BUIpoOyBaHb, HeOOXigHUX /s 3abe3reueHHs
Bi/IMOBIZJHOCTI BCTaHOB/EHMM cCrielM(QikKallisM Ta CTaHZapTaM, BK/IIOUAalOUU
JIOC/IIIPKEHHS Ta aHaJTi3H.

KoxHa nabopaTopisi Ma€e 3aCTOCOBYBaTH HayKOBO OOIDYHTOBaHi TpoLieAypu
Bi10opy 1po6 Ta BUIIPOOyBaHb, po3po0/IeHi 3 MeTo0 3abe3reueHHs BiJIIOBigHOCTI
SSRP crietmdikargisim.

JlabopaTopHi aHa/IITHYHI METOAMW TOBHHHI OyTH MPUAATHUMU /i1 IXHBOTO
I[iTbOBOTO BUKOPUCTAaHHA Ta OyTW [JOCTaTHbO UYT/JIMBUMH, CITeLADiuHUMHY,

TOYHHUMMU Ta Bi'Z[TBOpI-OBaHI/IMI/I.
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Yci BUTOTOB/IEHI PO3UMHM MarOTh OyTH Ha/JeXXKHUM UHWHOM MAapKOBaHi 3
3a3Ha4YeHHAM IXHBOI Ha3BU Ta CKJIaAy.

Yce obsafiHaHHS, 110 BUKOPUCTOBYETLCS /I TIPOBeZIeHHS BUIPOOyBaHb,
Ma€ OyTH MPUAATHUM I/ BAKOPUCTaHHS 3a MTPU3HAUYEeHHsIM Ta 3/]aTHUM BH/IaBaTH
JIOCTOBipHi pe3ynbTaTH. KokHa nabopaTopisi MycUTb MaTH Ta JOTPUMYBATHCS
ITUCHbMOBHX TIPOIIeAyp, 10 3abe3reuyloTh perysspHe TexHiuHe oOCTyroBYyBaHHS,
Ka/liOpyBaHHS Ta aTecTallito o6/aiHaHHS, a TAKOXK JOKYMEHTYBAaHHS ITUX 3aXOZiB.

Crietudikariii Ta porieaypu QC st 6aratbox i3 icHyrounx SSRP HaBejeHi
B OKpemMux MoHorpadisx €spomneiicbkoi ®apmakornei (Ph. Eur.) Ta/abo B KopoTkiii
xapakTepuctuli npernapaty (SmPC), 110 A0Ja€ThCsA A0 KOKHOTO 3apeeCTPOBaHOI0
rperniapary. AHaJliTUYHI MeTOoAH, crielju(ikaljii Ta KpuTepii NPUMHATHOCTI TaKOX
MOXXyTh OyTW BU3HAueHi BHYTpIllIHbO, 3a YMOBH, II[0 BOHH € HAyKOBO
0oOrpyHTOBaHUMM, Bajli/JOBAHUMU Ta TIOPiBHSHHOTO PiBHS 3 TUMM, IT[0 OMMCaHi B
Ph. Eur. [16].

MatoTb OyTH MMCBMOBI MPOIEAYPH, 1[0 AeTa/JbHO OMUCYIOTh YCi AaHi 11010
niarotoBku Ta QC, gKi 17 BpaxOByBaTU IMiepej BUIIYCKOM Iperapary [AJist
BUKODHCTaHHS JIIOAWHOK (crnerudikaiiii Bumycky). Ilporieaypa TakoX Mae

onucyBaTH Aii, aKi mae B)Xutu RPR, sKkijo otpumano pesynbstatu OOS.

1.9. BunpoOyBaHHsI Ha CTePWIbHICTH Ta 0aKTepia/IbHUN eHAOTOKCHH

Metoto BuIpoOyBaHHS Ha CTEepPU/IBbHICTb € 3abe3rneueHHs TOro, 100
TIpoLie/lypH, 110 3aCTOCOBYIOThCSI B pajiiohapMal|eBTUUHUX 3aK/azax, A03BOJISIU
OTpUMYBaTH CTepWIbHi mipernapatd. [lis OGisbiocti  pagiodapmarieBTUUHUX
TiperiapaTiB HEMOJK/IMBO OTPHMMAaTH pe3y/bTaTy MeBHUX BUMPOOYBaHb, HANPUK/IA/
BUIIPOOYBaHHS Ha CTePWIBHICTh, /IO BUIMYCKY TPOAYKTY. OfHakK 1ii BUNpoOyBaHHS
C/Iif, TIPOBOAUTH [JI1 KOHTPOJIKO MPOLIeCY MPUTOTyBaHHS. 3a3BHAYad 3pa3Kd AJist
BUTIPOOYBaHHS Ha CTEePWIbHICTH 30epiraioTh [0 [OCTaTHBOTO pO3Majay
Pa/licakKTUBHOCTI, a MOTIM Ha/ICU/IAlOTh [i/Is1 BUMPOOYBaHHS Ha CTEPUJILHICTH [0

30BHIIIHBOI  Jlabopartopii. BHyTpiliHe BumpoOyBaHHA Ha  CTEPWIbHICTh
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PEeKOMEH/YEThCS JIMLLIe /151 TIPOAYKLIII 3 MepioloM HarliBpo3maay > 7 rOJUH, KOJIU
30BHIlIIHA j1abopaTopisi He Mae€ JineH3ii Ha poOOTy 3 pafiarji€ero i SKIIO BOHO
MPOBOAUTHCSA BianoBigHO fo Ph. Eur.

B posginax 3.6 Ta 4.6 okpemMo orvcaHO BUTIPOOyBaHHSI Ha OakTepiaTbHUM

eHgoTokcuH (BET).

1.10. KoHTpoib roroBux pajiodapMaiieBTHUHHUX TMpenapariB Ta KpuTepii

NPUUHATHOCTI

L1i mporiecy okpemo onucaHi B po3zinax 2.6 ta 3.6.

1.11. 3oBHilIHSA (aQyTCOPCHHI0BA) Ji/IbHICTD

Bynb-sika JisyIbHICTb, 110 TIepeIa€ThCsl Ha ayTCOPCHHT, Ma€ OyTH Ha/IeXKHUM
YMHOM BH3HAueHa, y3ro/pkeHa Ta KOHTPOJIbOBaHa, 1100 YHUKHYTH HelopO3yMiHb,
sKi MOXKYTb TPU3BECTH JI0 He3aJ|0BiNIbHOI SIKOCTI TpoAyKiii abo omepariii. Mix
pagiodapMalleBTUUHUM  3aK/IaJ[OM Ta IMPSAHAKOM Mae OyTH YK/IafieHo
MMMCbMOBUM JIOTOBip, B SKOMY UiTKO BM3HaueHO OOOB’SI3KM Ta BiZTOBiZa/bHICTB
KO>XHO1 CTOPOHHU.

[Npukaay BUMIAIKiB, KOIM MoyKe OyTH HeOOXiZIHUM yKJiaZileHHsI JIOTOBOPY:

- MikpobiosioriyuHMii Ta eKOJIOTiuHMM MOHITOPWHI, BUMpPOOYBaHHS Ha

CTEepUJIbHICTb;

— MOHITOPHHT Ta MpodinakTHUHe 00CTYyrOByBaHHS CHCTeM BEHTUJIALIIT;
- ximiyHi  BumpoOyBaHHSl,  HampuK/IaZ,  Mac-CIIeKTPOMeTpis,  aHasli3

PO3UMHHUKIB;

- TiepioguyHa TiepeBipka KamiOpoBaHUX eTa/OHHUX TIPWIaJiB (HarpUK/Iaz,

TePMOMETpIB, BUTPAaTOMIpiB TOLIO);

- KBasiikarlisg mpuaagiB Ta/abo JOMOMI>KHOTO 00/1agHaHHs, Takoro sk HVAC

(omaneHHs1, BEHTU/ISLiSI Ta KOHAMULIOHYBaHHS MOBITPA);

~ CTepwIi3allis BUXiJHUX MaTepiasiB/00/aZiHaHHS;
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—  MpUOWpaHHS PUMII[eHHS.
Mae OyTh 3ampoBa/pkeHa CHUCTeMa OI[iHKA Ta  3aTBepPKEHHS
ToCTava/IbHUKIB TTOC/IyT (MiApsAHMKIB). Moyke OyTH [AOI[iTbHUM TIPOBEZEHHS

ayJIUTYy Tiepe/]] 3aTBeP/yKeHHSIM.

1.12. Pek/iamaiiii Ta BigK/IMKaHHS NPOAYKIYii

Cnify,  JOTpUMYBaTMCS TNMCBbMOBUX TIPOLIeAYyp TPUKMOMY Ta pO3IJIsLY
peksiaMatiiii/ckapr, 1o crocytoTbcsi SSRP, Bkmtouatoum 36ip iHdopMariii, aHani3
TIepIIONIPUYMH Ta KOPUTyBa/ibHI Ta 3arobikHi 3axoau. Mae OyTu 3ampoBajpkeHa

3a/JOKyMeHTOBaHa MpoLeypa BiIK/IUKaHHSI.

1.13. CamoiHceKIfis

[Tizpo3gin QA (Hanpukiag, RPR /11 HeBeMKUX 3aK/ia/iB) Ma€ MepioguyHo
KOHTPOJ/IFOBAaTU AOTpUMaHHA cucteMu QA LIIAXOM NPOBe/eHHS BHYTPILIHBOIO
ayauty (camoiHcriekwii). CaMoiHCIIeKIii MarTh MPOBOAWUTUCA Y (OPMi ayauTy,
IJisl  SIKOTO MOXYTh OyTHM o00OpaHi KOHKpDeTHI TemM (Harpuk/af, TepcoHall,
ob/1aiHaHHSA, POTOKOJIMA Cepii/mapTii), 1[0 J03BOMSIOTL BUSBUTH HeIOMKA. Byab-
aki Hemonmiku B cuctemMi QA MaroTh OyTH 3a/IOKyMEHTOBaHi, BK/IHOUAHOUM
BiZITIOBiIHI 3ax0Au A/ iX yCyHeHHsI, a Oy/Ab-sKi KopuryBaibHi abo 3aro0ikHi
3axogu MarwTb OyTM TieperisHyTi IMiJf YaC HaCTYMHOI CaMOiHCIHeKIIil.
CamoiHcrieKI[ii Tako)X MOXYTb OyTU TepefjaHi Ha ayTCOPCHHT Bifflily SKOCTi B
nikapHi abo 30BHILIHBOMY KOHCY/bTaHTy. [IpOTOKOMM CaMOiHCIIeKLili MaroTh

30epiraTucs.
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PO341/1 2. KEPIBHI INPUHIINIIN INPUT'OTYBAHHSA
PAJIOPAPMAILNEBTUYHUNUX IIPEITAPATIB 3 3APEECTPOBAHUX/
JIIMEH30BAHUX KOMIIOHEHTIB (TEHEPATOPIB,
PAJIOHYK/IIJHUX ITPEKYPCOPIB TA HABOPIB)

2.1. dapmaleBTUYHA CHCTeMa SIKOCTI

Ous. po3ain 1.1.

2.2. Ilepconain

Hus. po3gin 1.3.

2.3. IIpumimeHHs Ta 00/1aJHAHHA

Yci mnpumimieHHs Ta o6nafHaHHS MarOTh OyTW CTIIPOEKTOBaHiI Ta
BUKODUCTOBYBATUCS BiJMOBIAHO [0 BUMOI SIK aceNTH4YHOi 0OpOOKH, Tak i
pafiatiiiHoi Oe3reku, BK/IIOUYAIOUM, HAMpHWK/A[, eKpaHyBaHHS TeHepaTopiB Ta
KiHeBux SSRP. 30HU [jis1 NPUrOTYBaHHS, BiANYCKY, KOHTDPOJIFO SIKOCTI TOLL[O
MaloTb OyTM HaleXKHMM UYWMHOM BiflokpemsieHi. [loBepxHi  CBHHILEBOTO
eKpaHyBaHHSI MalOTh OYTH TIOKPUTI, 11100 YHUKHYTH BIUTUBY CBUHI[IO Ta 3MEHIIUTH
KiJIbKiCTh CBHHLIEBOTO MUY B HABKOJMIIIHBOMY CepeioBHII (ToOTO modapboBaHi
abo TOKpUTiI a/oMiHieEM, TUIACTMKOBOIO (oJBror0 abo HepykaBitOUuoIO CTasviio).
Bapro pgoTpumyBartucsi 00epeXHOCTI TIpU  acenTUYHOMY TIOBO/)KEHHi 3

reHepaTopaMM Bi/ITIOBiZIHO /10 iHCTPYKIIiki BUPOOHUKA.

2.4. lokyMeHTaLjis

Y [OrnoOBHEHHs [0 3aruciB, mnepenaiyeHUX y po3giii 1.5., yci mpouecu
TPUTOTYBaHHA Ta KOHTPOJIFO $KOCTI MarTb BUKOHYBAaTHUCS BIAMOBIAHO [0

3aTBepyKeHUX MpoLeAyp Ta JOKyMEHTYBaTUCS.
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2.5. BUp0oOHHIITBO / TEXHO/IOTIYHUI MPOI[eC

KonkpeTHa iHbopMaliisi 1110710 TIOBO/P)KeHHSI 3 TeHepaTopaMU Pa/lioHYKJIifiB,
BKJ/IFOUAIOUU IHCTPYKLI 11040 e/I0I0BaHHS r'eHepaTopa, epeBipKy BUXO/AY eJTroLIil
Ta iHIIMX BUIPOOYBaHb SIKOCTi reHepaToOpa, HaBe/leHa B JIMCTKY-BK/IQUIILY, IO
JIOJla€TbCS [0 TeHepaTopa. AHAJIOTIUHO, JIMCTOK-BK/IA[UWIIl MICTUTh [eTajlbHY
iHdopmaljito 1040 TIpoLefyp MapKyBaHHSI KOMIUIEKTIB. Llux iHCTpyKLin cmiif
CYBOPO [OTPUMYBATHCS, a TaKOXX Mae OyTd 3armpoBaj/pkeHa TIpoLjeAypa [jis
TiepeBipKU BIZICYTHOCTI 3MiH IpA OTPUMaHHI HOBOI cepii/mapTii. Ko € Ki1iHIYHa
norpeba, ase 3apeecTPOBAHUI/Jil[eH30BaHWN TIPOAYKT HEJOCTYIIHUM Ha
HalLllOHA/JILHOMY PpiBHi, CJil TiATBepAWATH, L0 IMIIOPTOBAaHWW TMPOAYKT Mae
dapmalleBTUUHY SIKiCThb, BpaXxOBYHOUM Oy/Ib-5IKi HalliOHa/IbHI Pery/isTOpHi BUMOTH.

Yci rymoBi mpoOKu, BKIHOYAHOUM Ti, 10 Ha (IakoHaX 3 ejraToM,
HeobOXiJHO MPOTePTH CTepUILHUM [ie3iHdiKyrounmM 3acoboM Ge3rocepeHbO repe/
TIPOKOJ/TIOBAaHHSM T0JIKOI0 abo 1mmwrom. [lepes MpoKo/rOBaHHSM TOTPiOHO fAaTh
Jie3iH(diKyrouoMy PpPO3UMHY TIOBHICTIO BHUITAPYBAaTUCS, OCKIJIbKK TIOTPArIsiHHS
I[bOTO 3aco0y Moyke BIUVIMHYTU Ha e(eKTUBHICTb KOMIIekTy. Ilepen
BUKOPHCTAHHSAM HeOoOXiZIHO repeBipuUTU 3aXUCT/eKpaH JJIsl elF0aTiB Ta 3aXUCT JJIs
1poOipOoK i MITIPUITiB Ha HAsBHICTb 3a0py/IHEeHb i OUMCTUTH X 3CepefHU Ta 30BHi,
Haripuk/azi, 70 % eTaHosioM abo i30IPOITi/IOBUM CITUPTOM.

HoBuii mepcoHan Mae TPOUTH KBasi(ikallito 3 HAlOBHEHHSI >KUBUIbHUX
cepeZioBUII, a BeCh MepCOHa/] Ma€ PeryssipHO MPOXOAUTH TepekBasidikaiiito ass
repeBipKY HaBUUOK aceNTUYHOI 00pOOKH.

[TpoyKTH He CJTiJl TOTyBaTd B OHOMY pOOOUYOMY TIPHUMIII[eHHi 0IHOYACHO,
11106 3amo0irTu ix 3MilTyBaHHIO.

Nnisa  MiHiMizaril BrumBY pafiaifii HeoOXifHO 3a0e3meurTH Ha/le)KHe
eKpaHyBaHHSl, @ TaKOX HaJ/le)KHe IUIaHyBaHHS TTOBOJ)KEeHHSI 3 paJiOaKTUBHUMU
peuoBUHaMU. ['eHepaTop(M) 3aBKAW TIOBHMHEH(Hi) OyTH Ha/leXXHUM UWHOM

eKpaHOoBaHMI(i) 3 ypaxyBaHHSIM BJIaCTMBOCTEM pO3Majly MaTePUHCHKUX i JOUipHIX
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pafioHyk/migiB. PafgioakTWBHI peuoOBMHM MarOTh 30epiraTucsi B OKpPeMWUX,
Ha/Jle)KHUM UWHOM MapKOBaHUX eKpaHOBaHMX KoHTeliHepax. [Ipu poboti 3
pPaZlioaKTUBHUMU DPEYOBUHAMU, HAllpUK/a[, NPU BUMIPDIOBaHHI aKTUBHOCTI B
J030Kastibparopi, 6a’kaHO BUKOPHCTOBYBATH UL abo TTiHIeT.
TpaHCIOpPTYBaHHA e/0aTiB  Ta IIperapariB BCepejuH] 3ak/jafy Mae€
3[iMCHIOBAaTUCSI B €KpPaHOBAaHWX KOHTeWHepax, HalpUK/aJ, e/OLitHOMY eKpaHi,

eKpaHi [Jis1 IITIPULIiB.

2.6. KonTpoJb siKocCTi

[Tpouenypu QC, ommcani B SmPC pia enroariB  reHeparopa Ta
pagiodapmMalleBTUUHUX TIperapaTriB Ha OCHOBi HabOpiB, MalOTh BUKOHYBATHUCS $IK
MiHIMyM /i1 KO>KHOI HOBOi cepii/mapTii HabopiB. M0XyTb BUKOpPHCTOBYBATHCS
asiibTepHaTBHI rporieaypy QC 3a yMOBH, 1110 BOHU € HAYKOBO OOTPYHTOBAaHUMHU Ta
Ba/lliJoBaHUMU. [l esroaTiB reHepatopa MOXYTb PO3IJ/ISAAAaTHUCH [JOJAaTKOBI
riepeBipku QC, sKi He Bu3HaueHi B SmPC, Harnpukiaz:

~  e()eKTUBHICTH eJIFO0BaHHS KOJKHOTO eJIt0ary;
~ T10siBAa MaTepPUHCHKOrO paAiOHyK/Iija B TIepPIIOMY ejiroaTi 3 KOXXHOIr'O
reHepaTopa Ta yepes piBHI IIPOMIKKHU yacy.

[TepeBipka cTepuIbHOCTI Ta OakTepialbHOTO €HAOTOKCHHY 3a3BHuaii He
noTpibHa Jilj i IIPUTrOTYBaHHSA SSRP 3 BUKOPHCTaHHAM
3apeeCTPOBAHUX/JIiL[EH30BaHUX TeHepaTopiB Ta HAOOpiB, ane peKOMeHIyeThCs
peryjsipHUi  MOHITOPDUMHI  aCenTMYHUX mpoueayp (HampukiaZ, LUIIXOM

3arl0BHEHHS )KUBU/IbHOTO Cepe/i0BUIIa).

2.7. Bunyck pajgiogapMaiieBTHUHHX NpenapariB

RPR mae 3abe3neunTy, 1100 rpemnapaty Oy BUTOTOBJIEHI BiAMOBIZHO /10

iHCTpYKLili BUpPOOHWKA, i 11006 [0 BUITYCKY [OMYCKaJUCs JUile TpenapaTy
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Ha/lleXkHOI AKOCTi. lle pgocaraerbCsi 3a [OMOMOIOK BiATNOBIZHOIO HaBYaHHS,

BezleHHd fJokyMeHTal(il, QC Ta Haris4y 3a NpoLiecoM i 3a1y4eHUM [1epCOHaIoM.

2.8. 3oBHilIHSA (AyTCOPCUHIOBA) AiS/IbHICTH

Hdus. po3gin 1.11.

2.9. Pexkamaiiii Ta BiAK/IMKaHHA NPOAYKIii

Hus. po3gin 1.12.

2.10. CamoiHcnekIjis

Hus. po3ain 1.13.
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PO3JUI 3. PEKOMEHJAINII MIOJO  IIPUI'OTYBAHHS
PAJJIO®APMALIEBTUUHMX ITPENIAPATIB 3 HE3APEECTPOBAHMX/
HE/TIIIEH30BAHUX KOMIIOHEHTIB

HaBezieHi HwKue peKOMeHJAllii TaKOXX MOXYTb OyTH [OpPeUYHUMH Y
BUIMAJKaxX BiJXWIEHHS BiJi DPEKOMEHJ0OBaHUX IIpoLeJyp IIpM BHUKOPUCTaHHI

3ape€eCTpOBaHUX/JTiLIeH30BaHUX KOMITOHEHTIB.

3.1. ®apmaieBTHYHA CHCTeMa 3a0e3neyeHHs AKOCTi

Mae Oytu Biggin QA, sKUW KOHTPOJIFOE TIPOlieC TPUTOTYBaHHS, II00
rapaHTyBaTM OTPUMaHHS poO3uvHy M1 iH’ekUin (SSRP) HanexHOi S(KOCTI.
3a/ie)KHO Bijj pO3Mipy Ta OpraHi3alliiHoi CTPYKTYpH, SIKIIJ0 CTBOPEHHSI OKPeMOIo
migpo3ainy QA HeMoX/vBe, 11i 000B’sI3KU Mae€ B3aTH Ha cebe RPR.

Binain QA noBuHeH:

~ 3aTBep/pKyBaTH abo BiAXWU/SATH Tporieypyu UM crielfudikaiiii, a Takoxx 0yb-

AKi 3MiHM [0 creuudikailii, MeTomy, TIpoliecy uW TIPOLIeAYPH, 1110

BIIMBAIOTh Ha iIeHTUUHICTh, KOHI|EHTPALIif0, sKicTb abo unctoTy SSRP, 110

X BIIPOBa/)KeHHS;

— OI[iHIOBaTh HeoOXifgHicTh T1OBTOpHOI KBasidikaijii Ta/abo TOBTOPHOI

BaJIi/Iallil Iic/is BHECEeHHS 3MiH;

— nepeBipATH 3anucu woao npurotyBaHHd / QC g/ BU3HaUeHHSI HAassBHOCTI

TIOMUJIOK;

— 3abesrneuyBaTH, 11106 TTOMUIKKM ab0 BUMAAKW HEBiATOBIHOCTI Oyb-IKUM
crerfdikalfissiM Oy TIOBHICTIO PO3C/IiyBaHi, a KOpPUI'yBa/IbHi/3armo0ikHi

3aX01 — BXKUTI.
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3.2. Ilepconan

Oxkpim RPR, Mae 6yTy npu3HaueHo Iije KilibKa BiJITOBifabHUX (K/TFOUOBHX)
0cib, a TaKO>XX BU3HAUEHO B3a€EMOBIJHOCMHHU M)XK HUMH.
Heo0xifHO Npr3HauMTU KepiBHUKA BUPOOHULITBA, 1110 Ma€ TakKi 000B’s3Ku:

— 3abe3mneuyBaTH BUTOTOBJIEHHs/BUPOOHUIITBO Ta 30epiraHHs SSRP 3rigHo 3
3aTBep/PKEHOI0 IOKYMEHTALIi€l0 /1/1s1 I0CATHeHHsT HeoOXiTHOI SIKOCTi;

— 3aTBep/pPKYBaTU iHCTPYKIIil, II[0 CTOCYIOTbCS BHUPOOHUYMX oOrepalliid, Ta
3abe3redyBaTy iX CyBOpe BUKOHAHHS;

— 3abes3reuyBaTH OILIHIOBAHHS 1 IIiJITACAaHHA BUPOOHMUYMX [TOKYMEHTIB
YTIOBHOBa)KeHOH 0C00010;

— 3abe3neuyBaTy KBasi(ikaljito Ta TexHiuyHe OOCTyroBYyBaHHSI MpHUMIIlleHb i
obJ/1aHaHHS;

— 3abe3mneuyBaTH MMPOBE/IEHHS Bi/ITIOBiHOI BasTiAarlii;

— 3abe3mneuyBaTy TIpOBe/leHHS HeOOXiHOrO TIePBUHHOTO i TIO/a/IbILIOTO
HaBYaHHS BUPOOHUYOTO MepPCOHaNy 3 ypaxyBaHHSM KOHKPETHUX MOTpeb
Y 3aknazi mMae OyTH KepiBHUK Bifily KOHTPOJIIO SIKOCTi, 0 0OOB’SI3KiB

SKOI'0 HajleXkaTh:

— cxBamoBatd abo BigxuaaTy  (BiOpakoByBaTH) BHXiJHYy CHUPOBHHY,
NaKkyBa/ibHi Marepianv, a TaK0X TMPOMiKHY, Hepo3dacoBaHy i TOTOBY
MPOAYKLIitO;

— 3abe3rneuyBaTy TIPOBe/IeHHs BCiX HeOOXiHMUX BUMPOOYBaHb Ta OLiHIOBAHHS
BIATIOBIIHOT JOKYMeHTaLlii;

— 3aTBep/pKyBaTtu creuudikaiiii, iHcTpyKuii 3 Bigbopy 1pob, wmeToau
BUITPOOYBaHHS Ta iHiIi rpoueaypu 3 QC;

— 3aTBep/pPKyBaTH KaHAWAATYPH aHAMITHKIB, fKi 3a/ydarOThCsi A0 poOOTH 3a
KOHTPAKTOM, i 3[[iIiCHIOBAaTH 3a HUMHU HarJisi[;

— 3abesmneuyBaTu KBaiikallito Ta TexHiuHe 0OCIyroByBaHHS CBOTO BiJfiny,
npuMillieHb i ob6s1ajHaHHS;

— 3abe3mneuyBaTH MPOBEIEHHS Bi/[TTOBiZHOI BasiAallii aHaiTUUHUX METO/IiB;

36



— 3abe3meuyBaTH TIpOBe/leHHS HeOOXiHOTO TIEPBUHHOTO i TIO/a/IbILIOTO
HaBYaHHS [epCOHATy CBOTO Bifi/IiTy 3 ypaXyBaHHSIM KOHKPeTHHX MOTpeo.
[Tocagu KepiBHMKa BUPOOHUILITBA Ta KepiBHUKA BiflliTy KOHTPO/IO SKOCTi,

K TIpaBWIO, He Moke o6iliMaTy ofHa ¥ Ta cama ocoba. OfHaK y HeBeTMKUX
3aKk/ajlax o000B’si3kM 3 BUpoOOHMIITBA Ta/abo QC Moke BHKOHyBaTM RPR.
He3anexxHo BiJi TOro, uM po3/jijieHi BUllle3a3HaueHi (PYHKIii, Y4 Hi, BOHU MarOTh

OyTH 4iTKO BHM3HauUeHi B opraHi3arliiiHili cTpyKTypi.

3.3. IIpumiineHHs Ta 00/1a{HAHHA

Yce o6nasHaHHS, 110 BUKOPUCTOBYETHCS Yy TIpPOLieCi BUPOOHUIITBA
(HarpuiK/a/,, LWMK/JIOTPOH, YCTAHOBKW [/ CHUHTe3y abo iHIe crerjiasi3zoBaHe
obnasHaHHsA), Mae OyTh po3millleHe Ta OOJallITOBaHe HaAMEXXHUM UWMHOM
(HarpuWK/a/l, i3 3aXMCHUM eKpaHyBaHHSIM) Tak, 100 yci poboui 30HM ITiJ dYac
3BUYAlfHOTO BHUPOOHWYOro Tpoiiecy Oyiu erkofoCTyTHUMU. PeKoMeHAYEThCS
oprasi3yBaTy Bi/iloBifHi poboyi 30HM Ta po3MicTUTH iX T0OGM3Y O/HA Bij OAHOI
st 3a0e3reueHHsT eeKTUBHOI poOOTH Ta yCYHEHHS MMOBIPHOCTI MOMMJIOK ITif
yac onepariy 3 MiATOTOBKX Ta MOHITOPUHTY.

[TpurotyBanHss SSRP 3 He3apeeCTpOBaHUX/HeIL[eH30BAHUX KOMIIOHEHTIB
3a3BMYall  3[iMCHIOETHCSI 3 BUKOPUCTAHHSM aBTOMaTHM30BaHUX CUCTeM [2],
pO3TalllOBaHKWX Yy HaJIe)KHWM YMHOM €KPaHOBaHUX rapsiuyMx Kamepax 3 yMOBaMU
cepefoBuilla He Hwkue kiacy C. MiHiManbHa BUMOra [0 PpiBHA (POHOBOIO
BUIIpOMiHIOBaHHSI — D. Crepwiisaljito Ta [03yBaHHA CJIi[j BUKOHYBaTh B
cepefoBvlli Knacy A (guB. Buile). fIK a/nbTepHaTHMBY, OCTaTOUHY CTEPUIbHY
GbinbTpallifo MOXKHa TPOBOJUTA y TOMY K cepefoBuili kracy C, sKIIo
KOMITOHEHTH, BKJIIOUAIOUMd CTePWIbHUM (inbTp, Oysmu 3i0paHi B 30Hi 3 IMozjauero

TIOBITpA Kacy A.

3.4. lokymeHTaLjis
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3arasibHi pekoMeHJartlil JuB. y po3zaiai 1.5.

Y  mnuMceMOBUX — TIpoljeAypax ~ Mae ~ OyTH  BW3HaueHO, K Y
pagiodapmMalleBTUUHOMY 3aK/a/i BibyBaTUMeThCs Bifj0ip Ta KOHTPOJIb KOYKHOTO
Marepiasy (KOMIOHEHTIB, KOHTeWHepiB Ta KpuIlIokK). [lpoueaypu wmaroTh
OXOIUTIOBaTH BeCh >KUTTEBUM LUK/ MaTepialy — BiJj MOMEHTY OTpUMaHHS [0
OCTaTOUHOTO0 BUKOpHCTaHHS. OCHOBHHU TPOTOKOJ Cepii/mapTil cayrye 3pa3kom
[/ BCIX NPOTOKO/IB, 10 AOKYMEHTYIOTh MPOL|eC BUTOTOBJIEHHS Ta KOHTPOJIIO
KOXHOI cepii/maprii; KoHKpeTHi COIl MaroThb [OIOBHIOBAaTHA 1i [JeTaJlbHUMHU
ornvcamu Bcix rpoueciB. RPR Mae 3aTBepAuTH OCHOBHY TeXHOJIOTIYHY IHCTPYKLIitO
Ta Oyb-5IKi 3MiHU 710 Hel repe/| BITPOBA/IPKeHHSIM.

PekomMeHAyeThCS, 11[060 OCHOBHA TeXHOJIOTiUHA iHCTPYKIJisi TaKOXX MiCTH/Ia
OMMC Ta TEeXHIUHI XapaKTepUCTUKU KPUTUUHUX eTariB IIiJi yaC IPUrOTyBaHHSA
SSRP, tum camum pgonosHroroun COIL. [Jo XKpUTMUYHUX eTariB Hajekarb
TeXHOJIOTiuHi orepaillii, yMOBH Tiporiecy abo iHmI BiAmoBigHi Mmapamertpu, siKi
KOHTPOJIIOIOTECSI B Me)Kax 3a3jaserigbp BU3HaueHUX KpUTepiiB, 11[00 rapaHTyBaTH
Bi/IMOBIZIHICTL ~ KiHILIEBOTO TMPOAYKTYy HOT0 TEeXHIUHUM XapaKTepHUCTHKaM.
[IpurotyBaHHs CJIii ONMUCYBaTH 3a BIATOBIJHUMU pO3MAiTaMH, [e Lie JOpPeuYHo,
TaKUMH 5K poboTa ILMKIOTPOHA, PpajioXiMiUHMM CHUHTe3, eTald OYHIIeHHS,
(opMyBaHHSI TOTOBOTO TPOJAYKTY Ta KOHTPOJIb SIKOCTi. MO’KHa TMOCW/IAaTUCA Ha
COIT as19 BUKOHaHHSI KOHKPETHOI'O eTarty.

Y mpoTokosiax BUPOOHMLITBA cCepili MarOThb OyTH 3a/JOKyMeHTOBaHi BCi
Ba/uBi eTary npurotyBanHs Ta QC SSRP (ripotokon Bupo6HULiTBa cepii Ta QC).
Oppa3y T1iciasi BUKOHAHHS KOXKHOTO eTally y TIPOTOKOJIi BHPOOHMIITBA cCepii
NMoTpiOHO 3poOMTH 3amMc, TiANMcaHud i3 3a3HaueHHsSM JaTh i uvacy (3amucu
BHOCATBCSL Y TIOPSIAKY BHKOHAHHS omnepauii). KoxkeH 3aroBHEHWM TPOTOKOJI
BHUPOOHUIITBA Cepii MepeBipsieTbCs Ta 3aTBEPAKYETbCS ISl OCTaTOYHOT'O BUITYCKY
(rmigruc/initfiamy Ta gara). Bumoru o mpoTokosiiB BupobHuiiTBa Ta QC HaBe/ieHO

B Tab/mi 1.
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Tabsurs 1.

BuMoru 10 npoToKo/ia BUPoOHUI[TBA cepii Ta QC

BUpOOHHUIITBO / TEXHOJIOTIYHMIT PoLieC

Ha3Ba, HOMep cepii, 3arajibHa pa/[i0aKTHBHICTb, 00’€M Ta TepMiH TipugaTHOCTI SSRP

Ha3Ba Ta Bara abo 00’€M KOXKHOTO aKTMBHOTO IHTPEJi€HTAa Ta KOMIIOHEHTa, a TaKOX
3a3HaveHHs 3arajbHOI Baru abo 06’emy Oy/ib-IKOT /1030BOT OZMHUIT

3amnucu 1po BCi MPOBe/ieHi TiepeBipKu Ta BUNIPOOyBaHHS Ha MPHU/IaTHICTh CUCTEMH

Homepu cepiii yciXx BUKOPUCTaHHUX KOMIIOHEHTiB (MOXyTb OyTH BKa3aHi TepMiHU
TIPUIaTHOCTI)

[ToBHuII MepesliKk KOMIIOHEHTIB Ta 00J1aZiHaHHS, T03HAUE€HUX JOCTaTHLO TOUHHMMH Ha3BaMu abo
KOZlaMU

ImeHa (iHitiamm abo mignucy) ocib, sKi BAKOHYIOTh ab0 TiepeBipsitOTh KOXKeH BayK/IMBHUIMA eTarl
oriepatiii, Ta Oyb-sKi IPOBeZIeHi PO3C/Ti[yBaHHS

TBepkeHHs PO (DAaKTUUHUM BUXiJ|, BK/IHOUAlOUM MaKCHMaJbHUN Ta MiHIMa/JbHUM BiJ[COTKH
(haKTUUHOTO BUXOZY, 32 MEeXXaMHU SIKUX He0OXiJjHe po3CIiyBaHHS

BigxuneHHs Bif NMCbMOBUX NPOLIEAYP

KonTtposb sixkocti (QC)

Omuc 3pa3ka, OTPUMAHOTO [ijisi BUPOOYBaHHS, BK/IFOUAl0UX HOTO [pKepeso, HoMep cepii abo
naprii, aTy Ta 4yac Bifbopy 3pa3ka

Onuc KOXKHOTO METOAY, I0 BHUKOPHMCTOBYBABCS IPH BUIIPOOYBaHHI 3pa3ka, 3aluC yCix
PO3paxyHKiB, BAKOHAHUX Yy XOZi KO)XHOTO BHMITPOOYBaHHS, Ta 3a3HaueHHs Mach abo 06’emy
3pa3Ka, BUKOPUCTAHOTO /JIsi KOXKHOT'O BUIMPOOYBaHHS, SIKIIO Iie JOPeUHO

3arcy Tpo BCi MpoBe/ieHi MepeBipku Ta BUITPoOyBaHHS Ha MPUIATHICTh CUCTEMU

3anuc BiJMOBIAHUX [JaHMX, OTPUMAHHX TIifi YaCc KOXKHOTO BUMPOOYBaHHS, BK/IOUYAOUU
rpadiky, cxeMu/fiarpaMu Ta CIIeKTPH, OTPMMaHi 3a JI0TIOMOTOr0 JTabopaTopHOro 06JIaZiHaHHS,
3 HaJIeXXHOIO ileHTHiKalli€lo, 1110 J03BOJISIE BUSHAUUTH KOHKPETHUM KOMITOHEHT, TPOMi>KHUIN
npoAyKT abo SSRP a5 KoxkHOI BUpoOyBaHoi cepii/mapTii

3BiT TIpO pe3ysibTaThu BUIIPOOYBaHb Ta iX TOPIiBHAHHS 3 BCTAaHOBJIEHUMH KPUTEPisMHU
TIPUMHATHOCTI

Ininiamn abo mignmuc ocobu, siKa TPOBOAWIA BWIIPOOYBAaHHS, a TaKOX JlaTa Ta uac
BUTIPOOYBaHHS

BigxuneHHs Bif NMCbMOBUX NPOLIEAYP
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YiTke TBep/pKeHHsI TIPO CXBajieHHs ab0 BiXWIeHHS, BK/IIOUAKOUM yac i [aTy BUITYCKYy Ta
nigmic ocobu, Mpr3HavueHoi st BUITYCKY cepii/mapTii
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3.5. BUpoOHHITBO / TeXHO/IOTiUHHIA MPoLiec

CucteMd KOHTDPOJIFO BUPOOHUIITBA Ta TEXHOJOTiUHMX IIPOLECiB MaroTh
3abe3rneuyBaty cTabisibHe BurotoBneHHs SSRP, 1o BiAgmoBigae cranmapTam
AKOCTi. BOHM MOBMHHI BK/IFOUYATU MOHITOPUHI yCiX AOCTYIHUX [/11 BUMIPIHOBaHHS
rapameTpiB, TakKUX $fK THCK, TemIleparypa, piBHI paJiOaKTUBHOCTI, a TaKOX
BUTpPATU rasy Ta PiAMHU Y BIANOBIAHKWX TOYKAX TEXHOJIOTIYHOIrO IMPOLeCy Ta y
BiAMOBifHMM dac. JloKyMmeHTallisi MOBMHHA BK/IKOYAaTW MHWCbMOBI MpOLEAYypPH
KOHTPOJIIO BUPOOHMIITBA Ta TeXHOJOTiuHKX mporjeciB (SOP), oCHOBHi ITPOTOKOIH
cepiii/mapTii Ta Basialito BUpOOHUYOTO TpoLiecy Ta 3aC06iB KOHTPOJTIO.

[IJopa3y, kKomu BUpOO/sieThcs cepis/mapTii SSRP, HeobxigHO roryBaTH
OKpeMMii TpOTOKOJ cepii/mapTii, 1[0 MICTUTh [eTajbHy iH(pOpPMALIil0 PO
BUPOOHUIITBO Ta KOHTPOJIb SIKOCTI, SIK 3a3HaueHO B Tabsuii 1.

I[Tporjec BUpOOHUIITBA Ta KOHTPOJIIO KOKHOTO SSRP Mae OyTu BastijoBaHHM
BiZIMOBIIHO [0 BCTaHOBJIEHUX Tipoleayp Ta 3arBepiykeHnii RPR. EANM BujaB
peKoMeH/iallil 111010 Baslifiallii Ta KBasidikallii mpolieciB i onepaijiii, MOB’sI3aHUX 3

BUTOTOBJIEHHSIM ApiOHOCepitiHuX pafiodapMalieBTUUHUX Tpernapari [22].

3.6. Mikpo0io/sioriuHuii KOHTPO/Ib ACENTHYHOI 00pPOOKM Ta CTepHIi3yHuoi

dinbTpanii

AcentuuHa o6pob6ka SSRP mioBMHHa BK/IHOUaTH MiKpobiosoriunui
KOHTPOJIb BIZIMIOBIIHUX KOMIIOHEHTIB.

Bubip HafiiHMX IIOCTaya/IbHUKIB Ta BHUCOKOSIKICHUX MaTepiamiB €
edeKTUBHUM CrocoboM oOMexXeHHsI pU3MKY MiKpoOiosioriuHoro 3abpyHeHHS.
IlepeBary  ciify,  HajaBaTU  CTePWIbHUM  KOMIIOHEHTaM  OJHOpPa30BOI0
BUKOPUCTaHHA. KOMIIOHEHTH, 10 CHPUSAIOTH POCTY MIKPOOpraHi3miB IMIij 4ac
30epiraHHs, ciif] 30epirat B KOHTPOJBLOBAHMX YMOBAX Ta MePiofMUHO MepeBipsaTH

Ha HasiBHICTh MiKpoOpraHi3MiB Ta/abo 3a0pygHeHHS.
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Acenrtuuny 00poOKy Mae 3[iliCHIOBAaTH JIMIIle II€PCOHAJ, HaBUeHHUM
aCenTUYHUM TMpoLiefypaM Ta KBadi(iKoBaHMM 3a pe3y/jbTaTaMU TeCTYBaHHS Ha
3aTllOBHEHHS cepefioBuileM [22]. AcenrtiuHa o6po6ka mpy mipurotyBaHHi SSRP 3
BUKODUCTAHHSIM  He3apeeCTPOBaHUX/HeJIILIeH30BaHUX KOMIIOHEHTIB  3a3BUYau
BKJIFOUAE, ajie He 00MeXKy€eThCs:

— acenTUYHe CKJIaJlJaHHS1 CUCTEMU KOHTeMHep/KpHILKa (LLUIPUL, roJiKa, (QuIbTp

Ta (bJ1IakoH);

— cTepunbHy ¢inbTparito SSRP.

SSRP BBa)kaeTbCsi HECTEPU/IBHMM, [JOKU WOr0 He TPOMYyCTIThb uYepe3
cTepuibHUM  GinbTp. 3a3Buyaii pibHOcepiiiHi paziodapMalieBTHUHI 3aK/iafu
BUKOPHCTOBYIOTh [OCTYITHI Yy TMpPOJaKy OJHOPAa30Bi CTepwIbHI ¢inbTpu. DubTp
Mae OyTd cymicHUM i3 mperapatom. SIKIo cTtepuibHa GinbTpallis HEMOXK/IUBA
yepe3 0CO0/IMBOCTI TpenapaTy, HeoOXif[HO TpPUMATU Tifi CyBOPUM KOHTDPOJIEM
GionoriuHe 3abpyAHeHHs BUXiZHMX MaTepiasiB Ta KiHI]eBOTO IPOYKTY.

[TepeBipky 1jinmicHOCTI (inbTpa cC/iji MPOBOAUTH OApa3y Mic/asi TIpoLecy
¢inbpTpadii Ta nepey BukopuctaHHsaM SSRP, 3a yMoBH, 1110 1j51 oniepaLiis BiZjnmoBizae
BUMOTaM pafiaiiiHoi Oe3meku. lle Mo)KHa 3pOOMTH MIIIXOM TIPOBEZEHHS
BUNTPOOYBaHHS Ha yTPHMMaHHS THCKy ab00 BUMNpPOOYBaHHSI Ha I0SIBY Oy/bO0aIrox,
o6 MmigTBepAUTH, 110 IiTicHICTh ¢inbTpa He Oyna mopyiieHa Ao abo mig yac
BUKOpUCTaHHA. [l/i1 TIpOBe/ieHHsI TiepeBipKU L[iJIiCHOCTI (inbTpa AOCTymHe
KajibpoBaHe oOmafHaHHS, abo L Mpolegypa Mo)Ke OyTH UaCTMHOK TPOrpamu
aBTOMAaTU30BaHOI'O0 MOZYJISl CUHTe3Yy.

AcenrtnuyHa 00pobka SSRP mnoBWHHa BK/IOUAaTH  MiKpoOiosoriuHMiA
KOHTPOJ/Ib KOMIIOHEHTIB, K 3a3HaueHO BuUile. KpiM TOro, ciij rpoaHaiizyBaTu
MiKpoOio/ioriuHe HaBaHTa)KeHHSI CHCTEeMH OOpOOKH Ta/ab0 KPUTHMUHMX eTalliB
nipoijecy [2]. ¥ 1iboMy KOHTeKCTi 0coOMMBY yBary C/ifi IpUIITUTA KOMIIOHEHTaM,
ONMCaHKUM HUXKUe:

— TpaHcdepHi JiHii, knananu Ta cucteMa HPLC (BEPX);

TpaHcdepHi niHil, SKi BUKOPUCTOBYIOTHCS [JII CMHTE3a Ta MepeKauyBaHHS

pOBT-II/IHHI/IKiB abo HpO,Z[YKTiB, 3a3BUYall BUTOTOBJISIIOTHCS 3 Mi].[HOl"O IJIACTUKY Ta
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TpyjaTHl [/l TOBTOPHOTO BUKOpUCTaHHs. HasexHe OuulilleHHI BOZOK [Jis
iH’€K1Iif, aHTUMIKPDOOHUMHU PeUuOBHHAMMU, TTPOMHBAHHSI JIETKUM PO3UMHHHUKOM Ta
CYLIIHHA IHepTHUM Tra30M (HalpuK/aZ, a30TOM, TrejlieM, aproHOM) JOIoMarae
KOHTPOJTIOBaTH MiKpoOHe 3a0pyaHeHHs. OpraHiuHi PO3UMHHUWKH, TaKi K €TaHOJI
Ta aleTOH, € KOPUCHUMHU [I/Isl OCTAaTOUHOTO MPOMUBAHHS Ta MOXYTb OyTHU JIeTKO
BUCYIIIeHI 3 KOHTeliHepiB abo miHi. [Ins SSRP 3 nyke KOpPOTKUM mepiofjom
Harisposnazy ([°O] water ta [°N] ammonia) MO)XHa BUKOPUCTOBYBATH [OBIY
MiHiI0 TlepefiaBaHHS sl JOCTaBKM KiIbKOX Cepiu/mapTii y BiAjaneHy 30HY /s
no/ianbiinoi 06pobku. Ba)kMMBO BCTAaHOBWUTH BasliJ[OBaHi TPOLIeAYPH OUUIIEHHS,
11100 3a0e3MeYnTH YMCTOTY I[UX TPAHCIIOPTHHUX JIiHil Ta BifICyTHICTb 3a0pyHEHHS
MiKpoopraHi3Mamu Ta 6akTepiaTbHUMU eHJ0TOKCUHAMHU.

— KOJIOHKHY 3i CMOJIaMU Ta iHIII KOJOHKU;

KonoHku 3i cMoj1amMu € NOTEeHLIWHUM J[I)KepesioM MiKpOOpraHi3MiB Ta
OakTepiaTbHUX €HJOTOKCHHIB. HaslBHICTH CMOJITHOTO MaTepiaqy 3 HU3BKAM
piBHEM MiKpPOOHOTO 3a0pyJHeHHS MOyKe JOIOMOITH O00MeXxXuTH OionoriuHe
HaBaHTakeHHs. Martepias, 1110 BUKOPUCTOBYETHCS [JII NIPUTOTYBaHHS CMOJISTHAX
KOJIOHOK, Ma€ OyTH HaJe>KHUM UYHHOM O0OpOO/IeHMi Ta TIPOMHUTHM BeJIMKOIO
KisbkicTio (110 Giseinn HXXK y 10 pa3iB mepeBuiifye 006’eM HarloBHIOBaua KOJIOHKH )
CTepw/ibHOI BOAM [jig iH’eKIi, 1100 MiHiMi3yBaTH pU3UK 3a0pyZHeHHS.
[TinroToB/IeHY KOJIOHKY C/TiJi Ha/leXXHWM UYWHOM TpPOMUTHU. 30epiraHHs ¥y
XOJIOJJUIIbHUKY JIOTIOMara€ KOHTPO/IOBaTU 3a0pyZHeHHs. He pekoMeH[yeTbCs
TpuBa/Mii yac 30epirati 3BosokeHi KoyioHKW. Komonku BEPX, 10
BUKOPHUCTOBYIOTBCA /151 ouMieHHss SSRP Ta BUXiJHUX JIiHiW, XOUa W [ielll0 MEeHIII
CXunabHI [0 6GakTepiasibHOTO 3a0pyAHEHHs, TaKOX CJliJi KOHTPOJIIOBaTU Ha
HasIBHICTH 0i0/IOriYHOrO HaBaHTAXKEHHS Ta PeryJIApHO Ae3iH(iKyBaTH, HaIpUKIIA/,
70% eTaHOJIOM.

~ BOJHI DO3YUHU;

3a MOXXJIMBOCTI CJIiJl BAKOPHUCTOBYBATH BOAy AJ1s1 iH’eKUin. [Ticns BigkpuTTs
amIyii/gakoHy 3 BoO/IOIO0 s iH’eKilii abo Bizibopy meBHOI KilbKOCTi BOJW,

amIty1y/(1akoH CJ1iJi BAKOPUCTATH TIPOTITOM TOTO K JTHS.
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~  CKISHWM NOCY;

CKIsSSHMM TIOCYJ, PEKOMEHAYETbCS CYIIMTH Ta /JeMiporeHisyBaTh B
CyXOXKapoBiid meui. 3a MOKIMBOCTI C/iJi BHUKOPUCTOBYBAaTH IIpeJMeETU
0JJHOPA30BOT0 BUKOPHUCTaHHS. PeakiiiiiHi ¢yiakoHn 6araropa3oBoro BUKOPUCTaHHS
31 CKJISHOT'O MOZYJ/IS1 CUHTe3y, C/Ii/i OUMILaTH 3a JOIIOMOI'O0 BajliJOBAHUX METO/IB.
[IpoLeypy OuMilleHHS He TOBWHHI BIUIMBATU Ha sKiCTb SSRP. PekomeHAyeTbCs
CYIIUTU Ta JAemiporeHi3yBaTu CKASHUN TMOCY[ Yy CYIIWIbHIA mmadi 3 cyxum

HarpiBaHHSM.

3.7. KoHTpoJb IKOCTI

[TpoTokosu cepiii/mapTiéi MatOTh MiCTUTH yCi BUNIPOOyBaHHS, HeoOXiAHi AJis
3a0e3reueHHsT Bi/IMOBiIHOCTi BCTAHOB/IEHUM CrielfudiKallisiM Ta cTaHAapTaM (JMB.
tabmmifio 1).

MeTtoau BUTIPOOyBaHb TTOBHHHI OYyTH Basti/loBaHi, SIKII0O BOHU He BK/IHOUEHi
Jl0 BiAnoBigHOT MoHOrpadii €BporieiickKoi hapMakomnel /s AaHol TpoAyKiii. s
BaJTifja1fii Ta MOTOYHUX BUIIPOOYBaHb C/Iifi BCTAHOBUTU KOHTPOJIbHI MaTtepianu (3a
HasBHOCTI). MaTepianu, peareHTH Ta KOHTPOJIbHI 3pa3KH, 110 BUKOPUCTOBYHOTHCS
aist BuripobyBanb 3 QC, moBUHHI OyTH Ha/le)XHOT IKOCTi. Y pa3i HeobximHOCTI cif
PO3I/ISHYTU MOXJ/IMBICTb TIPOBEEHHS T[epeBipKA iJeHTUYHOCTI Ta IHIIKUX
BUTIPOOYBaHb Ha BXiZJHMX Marepiasiax Tiepe[ iX BUKOPHUCTAHHSM Y TPUTOTyBaHHI

SSRP.

3.8. KonTposs BuxigHUX MaTepiasiB

[Iporiec 3aKyriiB/i Ta BUKOPUCTAHHS MaTepiajiiB Ma€ BK/IFOUATU TaKi eJleMeHTH,

1110 3aCTOCOBYIOTHCS BiZIMOBiZIHO /10 HaBe/IeHOT0 HUXKUe OTUCY:

- BuUOip MocTavabHUKA;
[ns BCiX BUXIAHUX MarepiasiB Ta KPUTUUYHO BaXK/IMBUX KOMIIOHEHTIB CJIif
3a/yyaTy Jvile KBasi)ikoBaHMX TOCTauaabHUKIB. KBanidikallisi mocrauaabHUKa

Mo)xe OyTH TiATBep/yKeHa B XO/i ayJuTy, Ha TIi/iCTaBi Bi/AMoBijell Ha aHKeTy 3
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nutadb QA abo IPOCTO Ha OCHOBi /M0OCBiAy poOOTH 3 JAaHWUM ITOCTAaYa/IbHUKOM
(HarpuK/a[, 3 amnTekow JiikapHi). Y Oyap-KOMy BUMaJKy KBamidikaiis
TocTavya/ibHUAKA MTOBUHHA OyTH 3a/I0KyMeHTOBaHa

~ OTpPYMMaHHA BUXITHUX MaTepiasliB;

KoxxHy cepito/mapTito Martepiany cjifi epeBipsTy mif 4yac oTpuMaHHs, 11100
TepeKOHATUCS, 1110 3aMOBJIEHHSI BUKOHAHO MPABUJ/ILHO 1 1110 MaTepias HaZiWIlIOB y
HaJ/Ie)KHOMY CTaHi. KoXKHy cepito/mapTito C/1ifi 3apeecTpyBaTh Ta MNPUCBOITH 11
HOBUM  imeHTH(iKalliiHuii 3HaK. [loTpiGHO 3aOKyMeHTyBaTH JOCTaTHIO
indopwmariiro, 106 pagiodhapMalleBTUUHNN 3aK/aJ, MaB MOXX/IHMBICTb TIOBHOTO
Bi/ZICTe)KeHHSI KOXKHOI cepii/rapTii. PeKoMeHy€eTbCs BiJIOKpEeM/IIOBAaTU MaTepiasu,
110 HAaJIXO/SITh, Ta PO3MIILIYBATH iX y Criellia/ibHO BiiBeZieHil 30Hi i/l KApaHTUH 3
HarnrcoMm «Ha KapaHTHHi» 10 MOMeHTY iX BUMycKy. C/ii BU3HauuTH crietdikariii
Ta KpUTepii NPUUHATHOCTI BHUXIJHMX MaTepiajiB, a TaKOX IepeBipUTH
ceprudikaTy aHasi3y MoCTavyaIbHUKA, 11100 MepeKOHATUCH, 1[0 BOHH Bi/ITIOBi1al0Th
crietuikaiiii. KpiMm Toro, Jnsi KpUTUYHO Ba)KIMBUX BUXIJHUX Marepialis,
HaripuK/aZi, y BUIAJKy HaOOpiB peareHTiB [jsi aBTOMAaTU30BaHUX KaCeTHUX
CUCTeM, MOYKHa PO3T/ISHYTH MOX/IMBICTb TPOBeIeHHsS MPOOHOTO MapKyBaHHS 3
Mo/Ia/bIIMM aHa/liTHYHUM BUMPOOYBaHHSAM pajiiodapMalieBTUYHOTO Tiperapary.

~ BUINYCK BUXIJTHUX Martepialis;

Yci Marepianu, 110 BiAmoBigarTh crieljddikaiiisiMm pajiiodhapMalieBTUUHOTO
3aK/aZly, MOXKyTh OyTH 3aTBep/pKeHi Ta BUMYILeHi [jis BUKOPUCTaHHSI KepPiBHUKOM
Bigainy QC. Takuii BUMmyck Mae OyTH 3apeeCTpPOBaHUIA, a pe3y/bTaTH MepeBipKy,
JaHi BurpobOyBaHb Ta caM BHUITYCK MalOThb OyTH 3aJ0KymMeHTOBaHi. Moke
BUSIBUTHCS KOPUCHHUM BeCTH KypHaa 00JiKy KOMIIOHEHTIB, y SIKOMY (iKCYeTbCS
Taka iHpopmMaillisl, K JaTa HaJXO/KeHHs, Ki/lbKiCTh, Ha3Ba MOCTadyaJbHUKA, HOMEP
cepii/maprii, TepMiH NpPUJATHOCTi, pe3y/bTaTH IIPOBEJeHUX BUITPOOYBaHb Ta
ocoba, BizmoBifanbHa 3a BUmyck. CxBasieHi MaTepiany MOXKYTh OyTh MapKOBaHi sIK
«[lo3BosieHi» i3 3a3HaueHHSAM ifeHTHU(IKALIMHOTO 3HAaKy, yMOB 30epiraHHs Ta
TepMiHy NpUJATHOCTI. Marepiany MOBUHHI 30epiraTcs B HaleKHUX YMOBaXxX Jjisl

3arobiraHHs iX TICyBaHHIO ab0 3a0pyJHEHHO, a TaKOXK Yy 30Hi, MpU3HAUeHiH s
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CXBaJieHMX MartepiamiB. SKIo mapTisg BigxwuieHa/BijbpakoBaHa, BOHa ITOBMHHA
Oytu MapkoBaHa siK «HernpuaarHi/BigOpakoBaHi», i30/bOoBaHa Ta HaaeKHAM

UHMHOM YTI/IJIiBOBaHa. KoyxHa 3 oqux ,[Llﬁ ITOBMHHA 6YTI/I 3d0KYMEHTOBAdHA.

3.9. Banijaijisa aHa/IiTHYHHUX MeTO/IiB

AHa/iTUUHI MeTOAU MaroTh MPOWTU Baslifaljito, SKIO BOHW He OINHWCaHi B
€sporneiicekiii  dhapmakoriei. EANM ony06nikyBaB KepiBHMIITBO 3 Bastijariii

aHaAIITUYHUX MEeTOZIB J/1s1 pafiioapmMalleBTUUHUX MpernapariB [15].
3.10. Cranpaaprhi 3pa3ku (reference standard)

Y  GaraTbOX  aHa/MiTUYHUX  BUIMPOOYBAaHHSIX  BUKOPHUCTOBYIOTHCS
CTaHAApTHi  3pa3ku. PajgiodapmalleBTUUHUM  3aKjajlaM  pPeKOMEeHAY€EThCS
BCTAQHOBJ/TIOBAaTH CTaHAPTHI 3pa3Ky, BU3HaueHi B aHa/iTH4HiN mporeaypi abo
COIl, abo omucani B €BporielicbKiii hapmakorei. SIKiio pagiodapMarieBTHUHUMA
3aK/IaJ] CTBOPIOE B/ACHI CTaHAApTHi 3pa3Kd, PpeKOMEHAyeThCs 3ibpaTh Ta
38/I0KyMEHTYBAaTH [laHi, 110 MiATBep KYIOTh IJeHTUYHICTh Ta YUCTOTY MaTepiainy.
IokymeHTallisi, Taka K CTaHAapTHi CTieKTpy abo iHIIi miATBeppKyBabHi [aHi, 1110
CBi[uaTh PO iIEGHTUYHICTb Ta UMCTOTY CTaHZAPTHOTO 3pa3ka, Moke OyTH Ha/laHa
110CTavyaIbHUKOM.

BumMmiproBaHHsA pajlioaKTUBHOCTI 3a /IOMOMOTOI0 KasiiOpaTopiB /103U Ta
BUTMPOOYBaHHS Ha  paZliOHYK/IifIHYy UYWUCTOTy BHUMaralOTb  BUKOPHCTaHHS

BiIKa/TiOpOBaHUX paflioaKTHBHUX JpKepesl sIK CTaHZAAPTHUX 3pa3KiB.

3.11. CrabinebHicts SSRP

Sk i y Bumagky 3 iHIIMMHU JiKapCbKUMHU 3acobamu, repe0avyaeThesi, 1110
SSRP 36epiratoTh CTabi/IbHICTL MPOTATOM TepMiHy mpujaTHOCTI. OfHaK AesKi
SSRP (manpuiknaz, ['°F] fluorodopa) MoXXyTh mifaBaTiCs aBTOpaziosisy Imij yac

36epiranHs (0CO6/MBO TIPYU BUCOKUX KOHI[EHTPAL[isfX PafioaKTUBHOCTI). ToMy crrif
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OL[IHUTHA BIAMNOBiAHI MapaMeTpyd [Jis BCTAaHOBJIEHHSI Ta [JOKYMEHTYBaHHS
ctabisbHOCTi SSRP y 3ampornoHoBaHMX yMOBaX 30epiraHHs, a TaKO)K PO3T/ISHYTH
MOJK/TUBIiCTb PO3POOKH OKpemux crieljudikaiiiii Bunycky. [Ipukiagu mapameTpiB
cTabinbHOCTI  BK/IIOYAIOTh pafiioxiMiuHy uucroty (y TOMy uUMCai piBHi
paflioXiMiuHUX [OMIIIOK), 30BHilIHIM Burasa, pH, edekTuBHiCTb cTabinizaTopiB
abo KOHCepBaHTIB Ta XiMiuHy uucTOTy. [1oTpiOHO BUKOPUCTOBYBATU BiATOBiJHI
MeTO/IM BU3HAUEHHS CTa0iMbHOCTI, 1[0 T03BOJIIOTh PO3Pi3HATH MPOAYKTH PO3Maay
Ta JOMiIIKA. BurpobOyBanHa Ha crabisbHicTe SSRP  cmig mpoBoAuTH TIpH
HaVBUILMX PIiBHAX pafioakTUBHOCTI. KiHLeBHUI MPOAYKT C/1iji BUBYATA MPOTATOM
repiofly, 110 JAOpiBHIOE TepMmiHy TmipugaTHOCTI SSRP y HaliHeCnHpUSITIMBILLIAX
ymoBax. Xoua [s 3arBep/ykeHHs SSRP OyayTe mnoTpiOHI gociimKeHHs
cTabiNbHOCTI Ha MiATBepKeHHsS TePMiHy MPUAATHOCTI, MOJablIi 3MiHU TepMiHY
TIPUATHOCTI, CKaly MPOAYKTY a00 KOHI[eHTpaLlil paJjioaKTUBHOCTI CJTi/l BHOCUTH
NI TIC/s TIPOBeZieHHs HaJIeXXHUX TIpoLieAyp BUIMIPOOyBaHb Ha CTabi/NbHICTD, K

OTMUCAHO BUIIIE.

3.12. KoHTpo/b Ta KpuTepii BUNyCcKy roroBux SSRP

Ona SSRP ¢y, BCTaHOBUTH KpUTepili BUIYCKY, BK/IFOUAKOUM KpUTepil Ha
IIeHTUUHICTh, KOHLeHTpaljii (XiMiyHOI Ta pa/licakKTMBHOI) Ta uMCTOTH. KoOKHa
cepisi/maptis SSRP mnoBuWHHA BiATOBIZaT BCTAaHOBJIEHWM KDPUTEPISIM BUITYCKY
nepes; TUM, sK ii Oyze BumyieHo. byab-siki BUTIpOOyBaHHS, sKi MarOTh OyTH
TIpOBe/ieHi T/l BUMYCKY, MOBMHHI OyTHM BU3HaueHi 3a pe3y/ibTaTaMd OLIiHKU
PU3MKIB, SKIO 1le He TepeabadyeHO y BiAmMoBigHIN MoHorpadii €Bpormeicbkoi
dapmakoriei (HanpyK/az, BUIPOOyBaHHS Ha CTEPUJTBHICTB).

SSRP 3 ayXke KOPOTKMM TI€pioJoM HamiBpo3mazy (Hanpukiaazg, [“°N]
ammonia) MOXXyTb BUI'OTOB/ISITUCS KiZTlbKOMa Cepisi/TlapTisiMM MNPOTSATOM OJHOTO
[Hs. [lepeBipka KiHLIeBOI POAYKL{T MOKe IIPOBOAUTHCS /I Mepllol Ta OCTaHHBOI
cepii/miapTii AHA 3a YMOBH, L0 Baslifallisi TEXHOJIOTTYHOI'O MPOLeCy MiATBepAnIa,

1[0 TPOAYKIisi CTabi/bHO BiAMOBifa€ 3a37anerigb BCTAHOB/IEHUM KPHUTEpPisM
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NIpUMHATHOCTI. HacTymHi cepii/mapTii MOXYTb BUIYCKAaTUCSA TIPOTSATOM [HSA Oe3
HeobOxigHoCTi mpoBegeHHs TOBHOTO QC.

SSRP He Moske OYTH BUIYII[eHUH, AKIIIO:

— He 3aBepilleHi BiAMoBiAHI J/abopaTopHi BUMpPOOyBaHHS, i TPOAYKIfisS He

Bi/IMOBiZla€ CBOIM crierudikarlisiv;

— He TiepeBipeHi BiimoBiZHI BUpoOHMUYi Ta 1abopaTopHi JaHi i JOKyMeHTallis;
— TMPOAYKLiA He BUTOTOBJIeHa BIJTIOBIIHO 10 BCTAHOB/IEHUX TIPOLIEAYD;
— BUIIYCK He CaHKI[iOHOBaHUM aTOBaHUM MianucoMm RPR.

Y oOKpemMHX BHUIIAZIKax MO)Ke OyTH [JOLI/JIbHUM BHECEeHHS 3MiH [0 Ifi€l
CTaHJApTHOI  TMpoLeAypu  BUIYCKY  TpoAyKuil.  Hanpukiazn,  TepMmiHuU
TPaHCIIOPTYBaHHS MOXXYTb BHWIIPABJOBYBAaTHM PO3IOBCIO/)KEHHS TIPOAYKLil 710
3aBepIlleHHsI BCiX BUIMpPOOyBaHb Ta TiepeBipok. Lli BuUrpoOyBaHHS MarOTh OyTH

3aBeplleHi 0 BUMYCKY MPOAYKLIi /151 3aCTOCYBaHHS y JIOJIeH.

3.13. JLii, akuyo cepis/naptis SSRP He BiJnoBijac KpUTepiAM NPUHUHATHOCTI

Skimo cepisi/mapTisi SSRP He BiAmoBifjae kpuTepisiMm MpUHATHOCTI (TOOTO
otpuMaHo pe3ysbTaT OOS), NpoAyKI[it0 C/if UiTKO MapKyBaTU Ta BiJJOKPEMMTH,
100 YHUKHYTU TUTyTaHUHHU, JOKU TIpO 1ie He Oyze moBigomneHo RPR i He Gyze
TIPUMHATO pillieHHs 1o BiaxuieHHs. Mae 6yTtu po3pobnena COIl, 1o onucye fii,
AKi HeoOXiZIHO BXXUTH, Ta PO3C/ifyBaHHS MPUYMH, HAMPUK/IaZA, Y BUTJISAI CXeMH
TIPUMHATTS pillleHb. Take po3C/iJyBaHHSI MOBMHHO BK/IKOYAaTH, Cepej iHILOro,
TIepeBipKy TIPOI[eCiB, orepariii, 3armciB, CKapr Ta OyAb-IKUX iHIIMX BiJgMOBiAHUX
mkepen iHdopwmariii, i Mae OyTu 3agoKymeHTOBaHO. CJliff BXXUTH ITOZA/IbIINX
3axX0fiB [Jid YCYHeHHs1 BuUsiB/ieHUX TMpobsem, 100 3arnobirtTi MOBTOPHOMY
BUHUKHEHHIO HeBI/TIOBITHOT TIPOAYKIIii.

Y meBHux Bumaakax SSRP Moxe OyTH MOBTOPHO 0OpOOIEeHHMM 3a YMOBHU
JIOTPMMaHHS 3a3/aJsieriib BCTaHOBJIEHUX MpoLeAyp (BUK/Ia[eHUX Y JOKyMeHTaLlii 3
KOHTPOJTII0 BUPOOHUIITBA Ta TEXHOJIOTIUHKX TPOL[eCiB) Ta 3a YMOBH, III0 TOTOBa

MPOAYKLIiA BIATOBIJa€ TeXHIYHUM BUMOTraM IepeJ OCTaTOYHUM BiJIBAaHTa)KeHHSIM.
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Y pa3i BUKOPHCTaHHSI MOXX/JIMBOCTI TIepepoOKu 1ed ¢dakT Mae OyTH
3a/IOKYyMEeHTOBaHWW, a YMOBU — OMMCAaHI y 3BiTi Mpo BigxwuieHHs. IIpukiagamu
repepoOKU MOXKYTh CJTyTYBaTH TIOBTOPHE TTPOXO/PKEHHS Uepe3 KOJIOHKY OUHITIeHHS
IJisT BUZQJIEHHS JOMIIIIOK abo TIOBTOpHE TIPOXO/pKeHHs uepe3 (GifbTp, AKIIO

OpUTiHaJbHUM (QiNbTP He MPOMIIIOB BUMPOOYBaHHS HAa TePMETUYHICTb.

3.14. BunpoOyBaHHA Ha CTePWIBHICTh Ta HAasABHICTh OaKTepiaTbHHUX

eH/JOTOKCHHIB /i1 cTepuibHNX SSRP

BurnpoOyBaHHS Ha CTEPWIBHICTD CJTiJ] pO3MOUYMHATH IKOMOTaA IITBU/IIIIE TTiCIs
3aBepieHHss BUpoOHUITBa SSRP. Ilif uac BUMpOOyBaHb Ha CTEPUILHICTH CIif
3aCTOCOBYBAaTH aCeNTHUYHI MeTO/M, SiKi BiAMOBiZalOTh CTaHAApTaM €BPOMENCHKOI
dapmakoriei. fkiro BUnpoOyBaHHs Ha CTEPU/IBHICTb MepeialoThCsl Ha ayTCOPCHUHT,
riepe/; BiiNpaBKOIO 3pa3Ky [MOBUHHI ITOBHICTIO PO3MaCcTUCS, 3@ BUHATKOM BUIIA/JKiB,
KO/ 30BHIIIHS jabopaTopiss Mae JiljeH3it0 Ha po0OoTy 3 pajiioaKTHBHUMH
peuoBuHamu. [lyig SSRP 3 f0OBIIMM TepMiHOM TIPUAATHOCTI, e BUIIPOOyBaHHS
pPaJliOaKTUBHUX 3pa3KiB € HEMOX/IUBUM, MOKHA PO3IJISHYTA aJbTepHAaTUBHI
cTparerii, HarpyKJaz, MOJe/FOBaHHsS HallOBHEeHHS CepelOBUILA 3 BUKOPUCTAHHAM
yCix maTepia/niB, Kpim rmonepesHuKa paJioHyKIIiy.

Xoua Tpajul[iiHUI Te/b-TPOMO-TeCT 3 BUKOPHUCTAHHSM JTi3aTy amMeOOoIUTiB
Limulus (LAL) TpuBae 6/13bK0 1 TOAWHM, Ha CbOTO/HI AOCTYTMHI HIBU/II TECTH,
TaKi sIK KiHETUUHUM XPOMOTeHHUM aHasi3, siKi 3aiiMaroTh jiviiie 6/M3bKo 15 XBUMMH
i SIKi yacTo JOIIi/IbHO TIPOBOAWTH Ge3rocepe/iHBO Tepes BUITyCKOM. Tomy TecT Ha
bakTepianbHi eHpoTokcuHd (BET) B ifeani citifi MpoBOAWTU Tepej; BUITYCKOM
SSRP, 30kpema, KOH PpaJiOHYKTiAX BHUPOOJIAIOTHCS Ha MICIi 3a /OIOMOTOI0
LIMK/IOTPOHA (1[0 He BBA)KAETHCS YaCTUHOK cucTteMu GMP), K110 3aCTOCOBY€ETHCS
obsagHaHHsT 6araropa3oBOro BUKOPUCTAaHHS abo SKIO TrepegbaueHo eTar
OUMILIEHHS 3 BUKOPUCTaHHAM KOJIOHKH 31 CMOJIaMHU.

flkimo pesynbrar BET mepeBuilye Jomnyctumy Mexy abo  KILO

BHHPOGYB&HHH Ha CTepI/I]'ILHiCTb Aac TTO3UTUBHUU pe3y/sibTaT Hd HasIBHICTh
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MIKpOOpraHi3miB, CJiJl HeraumHO TPOBeCTU TIOBHe PO3C/iJyBaHHS Ta
3aIOKyMEeHTYBaTh MOro. PeKOMeHJyeTbCsl HeramHO BXXWUTH KOPUTYBaJIbHUX Ta

3amo0i>KHUX 3aX0/[iB HAa OCHOBi pe3y/IbTaTiB PO3C/Ii/[yBaHHs

3.15. KoHTpo/ibHi 3pa3ku

[ mipenapariB, 1[0 He MarOThb [O03BOJIy Ha MPOAa)K, KOHTPOJIbHI 3pa3Ku
SSRP noBuHHi 36epiraTucs ijoHaiiMeHIiie 1 Micsilib 3 MOMEHTY 3aBepIlieHHs BCiX
BUTIPOOYBaHb ab0 IoHaiimMeHIIe 1 MicsI[b TTiC/s 3aKiHUeHHSI TePMiHY TPUAATHOCTI
riperniapary, 3ajJeXXHO Bifi Toro, sKvii i3 I[UX TepMiHiB JoBIIMM. Y pa3i Bifbopy
TIperiapaTy 3 OKpemoro (uiakoHa KOHTPOJIbHI 3pa3Ku MOXKYTb OyTH BifcyTHi; 1iei
MOMEHT CJTi/l peTe/IbHO BpaXxOBYBaTU IMpH Oy/b-sIKik OLiHIli pr3uKiB. KOHTpO/IbHI
3pa3kid He MOTPiOHI [/ mperapariB, 1[0 MICTITh MideHi paJioaKTUBHUMMU
130TONaMHU KJIITUHU KPOBI.

Ao e TexXHIYHO MOXX/IMBO, TaKWM >Ke TMiAXiJ C/if, 3aCTOCOBYBaTH [0

KOHTPOJ/IbHUX 3pa3KiB XiMiUYHUX MIPEKypCOPiB Ta BUXIJHUX MaTepialis.

3.16. 30BHilIHA (ayTCOPCUHTOBA) AiA/IBHICTH

Ous. po3min 1.11.

3.17. Peky1amanii Ta BiAK/IMKaHHA MPOJYKIIil

[Ous. po3gin 1.12.

3.18. CamoiHcnekIyis

Ous. po3pgin 1.13.
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