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Mopsaok aTTecTaumm yrosHOMOYEHHbIX ML, NPOU3BOAMUTENEN NIEKAPCTBEHHbIX CPEACTB
ans meamuuHcekoro npumenenns (Y1) ¢ pekabpsa 2020 r. npetepnen CylecTBEHHbIE U3-
MEHEHWS B CBA3M C NepexonoM Ha TpeboBaHMs EBpa3mniickoro 3KOHOMMUYECKOro COot3a
(EA3C). AkTyanbHol sBnseTcs HeO6X0AMMOCTb AanbHENLIEro COBEPLUIEHCTBOBAHMS CO-
OTBETCTBYHLLEW HOPMATUBHOM Ba3bl B pOCCUIACKOM 3aKOHOAATENbCTBE.

Llenb pa6oTbl: aHaNU3 U3MEHEHMI B MEXaHM3MeE FOCYAAPCTBEHHOMO peryiMpoBaHus
cdhepbl 06paLleHns NekapcTBEHHbIX CPEACTB, NPOM30LWELWNX 33 ABA roAa npuMeHe-
HWS HOBOrO NOpsSAKA aTTeCTaluu YNOAHOMOYEHHbIX JIUL, U OLEHKA BIUSHUS 3TUX
M3MEeHeHUI Ha hapMaLLeBTUYECKYH OTpac/b.

MpenctaBneHbl pe3ynbTaThl CPABHUTENBHOMO aHanU3a ABYX aiMMHUCTPATUBHBIX Npo-
uenyp atrectaumm YJ1, ycTaHOBNEHHbIX Npuka3oM MuH3gpasa Poccun ot 12.01.2021
N2 7H: yckopeHHol (ansa YJ1, aTTecToBaHHbIX paHee) U nepeuyHol (ansa YJ1, attectye-
Mbix BnepBsble; ana Y/, Cpok AeicTBuS aTTecTauuMmn KOTOpbIX UCTEK; B Clyvae Heobxo-
LMMOCTHM pacluMpeHns NPOM3BOACTBEHHbIX cneumanusaumii Y/1). MpuBeneHsl TUMUYHbIE
owmnbku 3asBuTenen npu obopmMIeHMU LOKYMEHTOB, ONMCaHbl HaMbonee pacnpocTpa-
HeHHble Npobenibl 3HaHWI 3asBUTENEN, BbiSBASEMbIE NPU TECTOBOM KOHTpone. OTMme-
YEHO, YTO MCMONb30BaHUE YCKOPEHHOW MpoLeaypbl aTTecTalmu No3BoauI0 AOCTAaTOH-
HO MNaBHO OCYLLECTBUTb nepexop Ha TpebosaHua K Y/1 B EASC. Tak, no COCTOSAHMIO
Ha 01.02.2023 no paHHOM Npoueaype Ha HOBbIW NATUNETHMI nepuog, 6bino 3aHOBO aT-
TectoBaHo 506 yenosek, YyTb Honee NONOBUHBI BCEX paHee aTTecToBaHHbIX Y/T B Poc-
cuiickoit Mepepaumm. O6LEee KOMYECTBO aTTECTOBaHHbIX B KadecTBe Y/1 3a nepuog,
2021-2022 rr. Bblpocno B 1,5 pa3a B cpaBHEHMM C TakuM xe nepmoaom B 2014-2015 rr.
OTMeueHo, 4To BBEAeHME 0OHOBIEHHOrO Nopsiaka atTectaumm B Poccuiickoit Mepepa-
LMM NPUBENO K 3aMETHbIM U3MEHEHMSIM CHOPMUPOBAHHOM B NOC/efHee fecaTunetve
npodeccuoHansHoi rpynnsl Y/1. MNpu aHanuse HopMaTuBHOM 6a3bl BbISBAEH psaf Npo-
LleflypHbIX BOMPOCOB, KOTOPble TPeBYIOT LOMNONHUTENbHLIX YTOYHEHUIA U Pa3bSCHEHUI
MuH3gpasa Poccun npu npumMeHeHun aencTeytoLLero nopsaka artectauum YJ.
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ABSTRACT In December 2020, the Russian Federation adopted the Eurasian Economic Union
(EAEU) requirements. This has significantly changed the certification procedure for

qualified persons (QPs) of manufacturers of medicinal products for human use in
the Russian Federation. To accommodate these changes, the Russian regulatory
framework needs further improvement.

The aim of the study was to review the changes made to the mechanism of state
regulation of medicines and to evaluate the impact on the pharmaceutical industry
two years after the adoption of the current QP certification procedure.

This review compares two QP certification procedures established by Order No. 7n of
the Ministry of Health of the Russian Federation dated 12 January 2021. The first is
an abbreviated one for QPs certified under the previous procedure, and the second is
an initial one for QPs being certified for the first time, having an expired certificate, or
wishing to extend their professional qualification profiles. The article illustrates com-
mon mistakes made by certification applicants when preparing their documents. Fur-
thermore, the authors describe the most prevalent knowledge gaps identified by test-
ing. The abbreviated certification procedure ensured a sufficiently smooth transition
to the EAEU requirements. For example, by 1 February 2023, 506 QPs were recertified
for the next five-year period according to this procedure. This accounts for slightly
more than half of all QPs certified in the Russian Federation according to the previous
requirements. The total number of QPs certified according to the EAEU requirements
in Russia in 2021-2022 is approximately 1.5 times higher than the number of QPs
certified during the same period in 2014-2015. The updated procedure for QP certi-
fication has noticeably changed the occupational group of QPs formed in the Russian
Federation in the last decade. The implementation of the new QP certification pro-
cedure has revealed several procedural issues that require additional explanation and
clarification by the Ministry of Health of the Russian Federation.
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BBepenue JleKapcTBeHHbIX cpencts. OgHMM M3 HUX aBNgeTCs
3awmMTa HaceneHuMs OT HeAOOGPOKAYeCTBEHHbIX  aTTeCcTauus YMNOJHOMOYEHHbIX /UL, NPOW3BOAMU-
NeKapCcTBEeHHbIX npenapaToB obecrneynMBaeTcs  Tenel NeKapCTBEHHbIX CPeACTB AN MeAULMHCKOro
rocyaapCTBOM Ha pasfiMUHbIX YPOBHAX C ucnonb-  npumeHeHus (Y/1). ObasatenbHocTb aTTecTaumm Y/
30BaHMEM LENOro psga MexaHM3MOB rocyfap-  YCTAHOB/EHA 3aKOHOAATENbHO KakK Ha HalWMOHanb-
CTBEHHOIO peryavpoBaHus cdepbl 0bOpalleHuss  HOM!, Tak M Ha MEXroCyAapCTBEHHOM? YPOBHSX.

1 @epepanbHbliit 3akoH Poccuitckoit @epepauum ot 12.04.2010 N2 61-03 «06 06palieHnn NekapCTBEHHbIX CPEACTBY.

MocTaHoBneHwue MNpasutensctea Poccuiickoit Mepepaumn ot 06.07.2012 N2 686 «06 yTBEpxAeHMM [TONOXKEHUS O AULEH3NPOBa-
HWUW NMPOM3BOACTBA NEKAPCTBEHHbIX CPEACTBY.

CornaleHue 0 eaMHbIX NPUHLMNAX M NpaBuiax obpalleHns NekapcTBEHHbIX CPeACTB B paMKkax EBpa3uiickoro sSkoHOMUYeCKoro
coto3a o1 23.12.2014.

BepomMocTu Hay4yHoro ueHTpa akcnepTu3bl CpeacTB MEAULMHCKOTO NPUMEHEHMS.
PerynatopHble nccnenoBaHus u 3kCnepTu3a nekapCcTBeHHbIX cpeacTs. 2023


https://orcid.org/0000-0002-2441-3542
https://orcid.org/0000-0003-4901-4625
https://orcid.org/0000-0002-0210-4570
https://orcid.org/0000-0002-3469-9062
https://orcid.org/0000-0002-6016-3237
https://orcid.org/0000-0002-5281-7771
https://orcid.org/0000-0002-3011-9390
https://orcid.org/0000-0001-5567-8570
https://orcid.org/0000-0003-4102-4394
https://orcid.org/0000-0002-0807-6953
https://orcid.org/0000-0003-1484-6587

Anadsiwesa X.N., [Namuzopckas H.B., bepezosbix B.B., bpkuy I.3., Mewkosckuli A.ll., Mapwanosa M.M.,
benses B.B., Hukonerko H.C., HecmepkuHa E.N., Kamanemourosa A.A., Jlymeynnux M.®.
AHanUTUYECKUM 0630]3 npoueaypsl arTeCTaluyy YIIOJTHOMOYEHHBIX JINI] HpOI/I3BOIU/[TEJIe]7[ JIEKAapPpCTBEHHBIX CPeACTB...

Mpouepypa attectaumm YJ1 B Poccuitckon
®depepaummn bbina yctaHosneHa B koHue 2013 r. co-
OTBETCTBYIOLLMM MpuUKa3oM®. TlpuUHUMNKUANbHBIMU
OT/IMYMUSMM YCTAHOBNEHHOTO B AasibHeNWweM nopaa-
Ka atTectaumun Y/1 B EBpasnMincKoM 3KOHOMMUYECKOM
Cotoze (EA3C)* 6biaM, HA Haw B3rnsa, TpeboBaHUs
no ocsoeHuo Y/1 12 dapmaueBTUYECKMX M CBS-
33HHbIX C HUMU OUCUMMAUH (BBELEHO B [eiCTBue
¢ 01.01.2019) » ykaszaHuio npu aTTecTaumu BMAOOB
[esTeNbHOCTU MO MNPOM3BOACTBY JEKAPCTBEHHBIX
CpeacTB, Ha KoTopble atTecToBaHo Y/1. HaunHas ¢ ge-
kabps 2020 r. cornacHo M3MeHeHusaM B [lonoxeHuu
0 JIMUEH3MPOBAHMM MPOU3BOACTBA /E€KAPCTBEH-
HbIX CPeACTB® BCE NMPOU3BOAMUTENN NIEKAPCTBEHHbIX
CpeacTB AN MeAMLUMHCKOrO MPUMEHEHUS LOJIXKHbI
umeTb YJ1, aTTeCcToBaHHbIX C y4eTOM nopsaka at-
Tectauun B EADC 1 BHeceHHbIx B peectp Y/T1 EA3C.
YKa3aHHble U3MeHeHus MoBnekaM 3a cobol Beefe-
HME HOBbLIX MpaBWA MpoBeaeHUs attecTaummn Y/,
BCTynmBWMX B aencteme 09.02.2021.

Lenb paboTbl — aHanu3 M3MEHEHUN B MeXaHW3-
Me rocyaapCTBEHHOro perynuMpoBaHus cdepbl 06-
palleHns NeKapcTBEHHbIX CpeAacTs, npowusollen-
WMX 3a ABa roga NpUMEHEeHUs HOBOro nopsaka
aTTecTauMmM YNoSHOMOYEHHbIX NWL, M OLEeHKa pe-
3yNbTaTOB BJIMSHUSA 3TUX WM3MEHEHUN Ha dapMa-
LLeBTUYECKYI0 OTpaCb.

AIMUHUCTpATUBHBIE U IPAaKTUYECKUe
acCIeKThl HOBOTO NMOPsAiKa aTTecTanuu
YIIOJTHOMOY€HHBIX JIUI],

OcHoBHble OTNMuMa nopspka artrectauum Y,
BBEAEHHOro npukasom MwuH3gpaBa Poccun
o7 12.01.2021 N® 7H’, OT paHee UCMONb30BaBLUEN-
ca npouepypbl npueeneHsl B mabauye 1. Kpome
YyKa3aHHbIX B Tabaunue OTAn4YMiA B HOBOM nopsiake
aTtTecTaummn 6biNM M3MEHEHbl HeKOTOpble mpole-
[ypHble acnekTbl: 06beMm, KpUTEPUM U TeMaTMKa
TeCTUPOBAHWUS, CPOKM BbIMONHEHUS OTAENbHbIX
OEeACTBUN.

HoBbiM nopsakom attectauuu® de facto Obinn
BBEJEHbl [Be aAMUHUCTPATMBHbIE MpOLUEAYpbI:
ans YJ1, atTecToBaHHbIX paHee, U 419 BCeEX OCTallb-
HbIX (puc. 1). MNpouenypa yCKOpeHHOM aTTecTauuu
onucaHa B n. 33-34 u lpunoxeHun N2 3 npwuka-
33’ U COCTOMT M3 Tpex 3TanoB: pa3MelleHue pa-
Hee aTTecToBaHHbIM YJ1 3agBneHns 0b aTTecTaumu
M npunaraeMblX K HeMy [OKYMEHTOB, NMpPOBEpKa
CcOTpyAHUKamMn MuHsgpasa Poccumn nonHoTbl U Ao-
CTOBEPHOCTM NPeACTaBNEHHbIX LAHHbIX U U3[aHUe
npukasa MuH3gpasa Poccun 06 aTTecTaummn 3aasu-
Tena B KavecTtse Y/l ¢ pa3MelweHneM ero AaHHbIX
B peecTpe YyNOAHOMOYEHHbIX NINL, NPOU3BOANTENIEN
nekapcTBeHHbIx cpeacTts EA3C.

Takoe perynaTopHoe pelleHue Nno3BoanUa0 MHOMUM
YJ1, aTTeCTOBaHHbIM COrNACHO NpuKasy MuH3gpasa
Poccuun o1 01.11.2013 N2 811H, yCKOpPEHHO NponTH
aTTecTaumio ¢ yyetom Tpebosanuin EAIC u, cnepo-
BaTeNbHO, B KOPOTKME CPOKM obecneuntb cobnio-
LeHWe npeanpuUaTUSMU 0OHOBMEHHbLIX NULEH3UOH-
Hbix TpeboBaHui. o cocTtosHuio Ha 01.02.2023
No LaHHOM Mpoueaype Ha HOBbIM NATUNETHUIA ne-
puopg 6b110 3aHOBO aTTecToBaHo 506 yenosek, 4yTb
601ee NoNIOBUHbI BCEX paHee aTTeCcToOBaHHbIX Y/,

CnepyeT OTMeTUTb, 4TO MNpoLecC arTecTauuu
MO YCKOPEHHOW NpoLefype MOSHOCTbIO LMPPOBU3U-
poBaH U nepeBefeH B 6e30yMaxHblit hopmaT B3au-
MOZEWCTBUS C 3as8BUTE/EM: 3as8BNEHUE POPMUPYETCS
aBTOMATMUYECKM M3 AaHHbIX, BHOCUMbIX aTTECTYEMbIM
NULOM, MOANMUCHL 3asBUTENS YLOCTOBEPAETCA B NWY-
HOM KabuWHeTe, NpPefoCTaBfEHUS BYMaXKHbIX AOKY-
MEHTOB He TpebyeTcs. B kauecTBe 3HaYMMbIX NPaKTH-
YECKMX aCrNeKTOB MCMO/b30BAHUS AAaHHOM NpoLeaypbl
aTTeCTALMM MOXHO BbILENUTb ClieaytoLLee:

e BbiNOSHeHMe TpeboBaHWi K NOHBOMY aTTecTy-
€MOMYy 1LYy B OTHOWEHWW ocBOeHus 12 o6-
pa3oBaTesibHbIX AWCLMIAUH W HaNuuus Aaen-
CTBYIOLLErO YAOCTOBEPEHWUS O MOBbILEHUM
kBanudmkaumm Y110;

> Tpukas MuHucTepcTBa 3apaBooxpaHeruns Poccuiickoin @epepaumm o1 01.11.2013 N2 811H «06 yTBEp)aeHMM [Mopsaaka aTTecTa-
LM YNONHOMOYEHHOTO INLLa NPOU3BOANTENS IeKAPCTBEHHbIX CPeACTB AN MeAMLMHCKOTO NPUMEHEHUSY.

* Pewenune Coseta EBpasuiickoit skoHoMuueckoit kommccum ot 03.11.2016 N2 73 «O Mopsake aTTecTauum yroaHOMOYEHHbIX NnL,
Npon3BOAUTENEN IeKAPCTBEHHbIX CPeACTBY».

> MNocTtaHoBneHwue MpasuTtenbctea Poccuiickoint Mepgepauum ot 22.12.2020 N2 2206 «O BHECEHUM U3MeEHEHWUI B [onoxeHue o nu-
LLleH31pOBaHMM MPOU3BOACTBA JIeKAPCTBEHHbIX CPeACTBY.

5 MMpwnka3 MuHUcTepcTBa 3apaBooxpaHeHns Poccuiickoi @epepaumm ot 12.01.2021 N2 7H «O6 yTBEPXKAEHWUM NEPEYHS AOKYMEH-
TOB, NPeACTaBASEMbIX aTTECTYEMbIM YNOJHOMOYEHHBIM INLOM NPOU3BOAUTENS NEKAPCTBEHHbIX CPEACTB rocyfapcTea — uyne-
Ha EBpa3niicKOro aKOHOMMYECKOro CO3a, 3TanoB MpoLueaypbl M NOPSAKA MPUHATUS pelleHnin 06 aTTecTaunm ynoaHOMOYEH-
HbIX ML, NPOMU3BOAUTENIeN IeKapCTBEHHbIX CPEACTB A5 MEAULMHCKOTO NPUMEHEHMS B COOTBETCTBMM C [opaakom aTTecTaumm
YNONHOMOYEHHbIX UL, NPOM3BOAUTENEN NEKAPCTBEHHbIX CPEACTB, YTBEPXAEHHbIM peweHnem CoBeTa EBpa3niickon 3KOHOMM-
yeckoin KoMmuccum ot 3 Hoabpsa 2016 r. N2 73 “O Mopaake aTTecTauMmu ynoaHOMOYEHHbIX UL, MTPOU3BOAMUTENEN NEKAPCTBEHHbIX
CpencTB™».

7 TaM xe.

TaM xe.

7 TaMm xe.

10 YnocToBepeHue o noBbiweHun kBanudukaumum Y1 geicTeyeT B TedeHune 5 net cornacHo MonoxeHuo o ULEH3MPOBaHUK NPOK3-
BOACTBA NEKAapCTBEHHbIX cpeacTs (n. 5, nn. «a»). YTBepxaeHo noctaHoBnenuem [MpasutenbctBa Poccuitckort ®epepaunm
o7 06.07.2012 N2 686.

o
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Ta6nuya 1. OcHogHble omau4us npouedyp ammecmayuu ynoiHoMoYeHHbix auy (Y/1), ycmaHosneHHbix npukazamu MuHzdpasa Poccuu
om 01.11.2013 N® 8111 u om 12.01.2021 N2 7H¥?

Table 1. Major differences in the certification procedures for Quality Persons (QPs) established by orders of the Ministry of Health of the
Russian Federation No. 811n* dated 01.11.2013 and No. 7n*? dated 12.01.2021

Monoxenus npukasa MuHzapaea

o
el o LA ) MonoxeHus npukasa Munsgpasa Poccumn ot 12.01.2021 N2 7H

Tpe6‘o BaHuA Prows:onf ‘."f L b Provisions of Order No. 7n of the Ministry of Health of the Russian
Requirements of the Ministry of Health of .
. . Federation dated 12.01.2021
the Russian Federation dated
01.11.2013
OnutenbHoCTb 5 net 3rona
TPYAOBOro cTaxa 5 years 3 years
Duration of practical
experience
CooTBeTcTBue Bbic-  CchopMynnpoBaHbl B BUAE CchopmynupoBaHbl B Buae 5 obnacteit obpasoBaHus.
wero o6pa3zoBaHMa 9 HanpaBneHWI NOATOTOBKM YcTaHoBNEHbI OTAENbHbIE TpeboBaHMS K 06pa3oBaHuio Y/1 npon3Boau-
Compliance with The requirements are formulated  Tenew papModapMaLeBTUYECKMX NPeNnapaToB U MeAULMHCKUX Fra3oB
higher education as a list of 9 scientific disciplines ~ The requirements are formulated as a list of 5 education areas.
requirements Individual education requirements are established for QPs of manufac-
turers of radiopharmaceuticals and medicinal gases
TpeboBaHus OTcyTcTBYIOT Hanuune obyyeHus no 12 gucumnamvHaM npu NoNyYeHUU BbICLLIEFO
K COLlepXXaHUto Absent WU AONONHUTENbHOro 06pa3oBaHums: a) NpuKnaaHas (MeauuUHCKas
o6pasoBaHus 1 6buonornyeckas) dusmuka; 6) obas u HeopraHMyeckas XxMmMus; B) op-
Curriculum require- raHM4eckas XMMus; r) aHanuTuyeckas xumus; o) dapmaueBTnyeckas
ments XUMUS (BKKOYAS aHANW3 NIeKapCTBEHHbIX CPeACTB); €) buonoruyeckas
XUmus; X) dusmnonoruns; 3) Mukpobuonorus; ) dapmakonorus; k) dap-
MaLleBTMYECKaAs TEXHOIOTUS; J1) TOKCUKONIOTUS (TOKCUKONIOrMYecKas
XUMus); M) GapMakorHosus
Higher or further education in 12 subjects: a) applied (medical and biolo-
gical) physics; b) general and inorganic chemistry; c¢) organic chemistry;
d) analytical chemistry; e) pharmaceutical chemistry (including analysis
of medicinal products); f) biological chemistry; g) physiology; h) micro-
biology; i) pharmacology; k) pharmaceutical technology; l) toxicology
(toxicological chemistry); m) pharmacognosy
06nacTb OTcyTcTBYET ATTecTauus NpoBOAMTCS MO BUAAM NPOU3BOACTBEHHOW AESTENbHOCTH
aTTecTauuu Absent B COOTBETCTBUU C NEPEYHEM PabOT, COCTABNSOLWMNX [EATENBHOCTD
Certification area No NpPOW3BOACTBY JIEKAPCTBEHHbIX CPEACTB.
TecTMpoBaHMe NPOBOAUTCSA C YYETOM 3a5IBJIEHHbIX A8 aTTECTALUM
BMOB LeSTeNbHOCTH
Certification is carried out for types of production activities in accordance
with the list of activities that comprise medicinal product manufacturing.
Testing is based on the types of activities to be certified
Peectp Y/ He npenycmoTpeH MHdopmauumsa BHocutcsa B peectp YJ1 ESAC
QP Register Not provided The information is entered in the EAEU QP Register
e AeiicTBytowmid cTatyc Y13 Takum obpasoM, Ha HacToAwMi MoMeHT Y/1, aT-

* BWAbl NPOM3BOACTBEHHOM LOeATEeNbHOCTM B CO-  TecTtoBaHHble B 2018-2020 rr., MOryT BOCMNO/Ib30-
OTBETCTBUM C NepeyHeM paboT, COCTaBAAIOWMX  BATbCS YCKOPEHHOW NpoLenypoi nNpu BbiNMOAHEHWUM
[eaTeNbHOCTb MO MNPOM3BOACTBY JieKapCTBEH-  BCeX GPOpPManbHbIX YCIOBUI, @ BUAbI LeATENbHOCTH
HbIX CpeAacTB, OPMYNMPYHOTCA COMMACHO JiM-  HAa OCHOBAHWWM WMEKLWENCs NMLEH3UM Ha Mpowus-
LEeH3MM Ha NPOM3BOACTBO JIEKAPCTBEHHbIX  BOACTBO JIEKAPCTBEHHbIX CpPeAcTB ANs  Meau-
cpencTs paboTtonartens 3assutens. LIMHCKOTO MPUMEHEHUS, Ha KOTOpble aTTecTOBaHO

1 Mpukas MuHucTepcTBa 3apaBooxpaHeruns Poccuiickoin @epepaumm o1 01.11.2013 N2 811H «06 yTBEpKAeHMM [Topaaka aTTecTa-
LMW YNOJHOMOYEHHOT0 UL NPOU3BOAUTENS NEKAPCTBEHHBIX CPEACTB A5 MEAULMUHCKOTO MPUMEHEHUS».

Mpuka3 MuHucTepcTBa 3apaBooxpaHeHns Poccuiickoin ®epepaumn ot 12.01.2021 N2 7H «O6 yTBEpPXAEHWUM NEPEYHS LOKYMEH-
TOB, NPeACTaB/AEMbIX aTTECTYEMbIM YNONHOMOYEHHbBIM JIMLLOM NPOWU3BOAUTENS IEKAPCTBEHHbIX CPEACTB roCyAapcTBa — 4fieHa
EBpa3nitckoro 3kOHOMUYECKOro Coto3a, 3TarnoB NpoLeAypbl U NOpsAKa MPUHATUS pelleHuit 06 aTTecTaunm yrnoHOMOYEHHbIX UL
Npov3BOAMTENE NIEKAPCTBEHHBIX CPEACTB A1 MEAULMHCKOrO NMPUMEHEHUS B COOTBETCTBUM C [OpSAKOM aTTecTaummn ynoaHoMo-
YeHHbIX UL, NPOU3BOAMTENEN NEKAPCTBEHHbIX CPEACTB, YTBEPXAEHHbIM peleHnem CoeTa EBpasniickoi 3KOHOMMYECKOM KOMMUC-
cum oT 3 Hoabpsa 2016 1. N2 73 “O lMopaake aTTectaumm yrnoiHOMOYEHHbIX UL, MPOU3BOAMTENEN NEKAPCTBEHHbBIX CPEACTB .
AttecTtaums Y1 peiictBoBana B Te4eHue 5 net nocne u3pgaHua npukasa ob atrectauMm B COOTBETCTBUM C N. 23 npukasa MuHU-
CcTepcTBa 34paBooxpaHeHuns Poccuitckont @epepaumm ot 01.11.2013 N2 811H «O6 yTBEepxaeHUn MNopsaka atTecTaumm ynoaHo-
MOYEHHOr0 LA NPOMU3BOAUTENSA NEKAPCTBEHHbIX CPEACTB A5 MEAULMUHCKOTO MPUMEHEHUS».

12

13

BepomMocTu Hay4yHoro ueHTpa akcnepTu3bl CpeacTB MEAULMHCKOTO NPUMEHEHMS.
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PaHee 6bl1M aTTeCTOBAHbI?
Has the applicant been previously certified?

Het [a
No Yes
* A ‘
Moaaya AOKYMEHTOB B 3KCMeEPTHYHO 5-neTHui cpok npepbiayLen aTrecTaumm nctek?
_Tpynny Ja Has the previous five-year certificate expired?
Submission of documents Yes I m
erT
to an Expert Group 1 No

OdopmMneHune n npukpenneHne
ATTecTauMoHHOro nucTa
M LOKYMEHTOB B JIMYHOM KabuHeTe
3a9BuUTeNs

TpeboBaHus BbINoAHeHbI? 12 TpebyeMbIX ANCUMNANH YKa3aHbI
B [MM/IOMeE O BbiCleM 06pa3oBaHMM UK NOBbILLEHUM
kBanubukaumm? (Kpome nponsBoacTea
paguodapmaLeBTUYECKMX NPenapaToB U MeAULMHCKUX ra3oB)
Are the requirements met? Are 12 required disciplines stated

Filling out and attachment of the
Certification form and documents in

in a diploma awarded by a higher education institution or an
advanced training certificate? ( There are exceptions for the

the applicants personal account Het production of radiopharmaceuticals and medical gases)
I No I
MpoBepka AOKYMEHTOB M 3KCMepTH3a +e'§5
0TYeTOB 0 NpodeccCUoHanbHOM
Y paboToaatens ecTb MLEH3NS Ha NPOM3BOACTBO
NeKapCTBeHHbIX CPeACTa?

LLesTeNnbHOCTH
Does the employer have a manufacturer’s licence?

Verification of the documents and the
professional activity report

I Het 1
a
TecTMpoBaHue . No Yes
Testing g _v

I Moaaya fOKYMEHTOB HEMOCPeACTBEHHO HA IKCMEpTU3Y

CobecenoBaHue B MuH3gpas Poccun
Interviewing > Submission of the documents for consideration of the
I Ministry of Health of Russia

OdopmneHve 3asBneHns Ha nopTane, NpuKpenneHue
[OKYMEHTOB, YKa3aHHbIX B [1punoxeHuu 3.
[lononHWTeNnbHO peKoMeHAYeTC NPUKPENUTb BbIMUCKY
u3 PeecTtpa nuueHsui
Filling out of an application on the portal, attachment of the
documents specified in Appendix 3.

Additionally, it is recommended to enclose an extract from

I the Register of Licences
1
MonoxwuTenbHoe peleHne OdopmneHue 3aaBneHns Ha nopTane grls.rosminzdrav.ru,
Positive decision npuKpenneHne JOKYMEHTOB, yKa3aHHbIX B [punoxernun 3
Filling out of an application on the grls.rosminzdrav.ru
portal, attachment of the documents specified in Appendix 3
1
JKcnepTu3a coTpyaHukammn MunsapasaPoccun
Evaluation by the staff of the Ministry of Health
L of Russia
\
I
MonoxwuTensHoe pelueHne
Positive decision

v

M3paHne npukasa Munsapasa Poccum 06 atrectaumm, BHecenue YJ1 B peecTp aTTeCTOBaHHbIX /UL
Ha noptane grls.rosminzdrav.ru, HanpasnexHue uHdopmaumu B Peectp Y1 EASC
The Ministry of Health of Russia issues an order on certification. Certified OPs are entered in the QP Register
(grls.rosminzdrav.ru). Information is sent to the EAEU QP Register

PaccmoTpeHue npoTtokona
3acefaHus IKCNepTHOWM
rpynnsl Komutetom
aTTeCcTaUMOHHON KOMUCCUM
Consideration of the Expert
Group meeting minutes by the
Committee of the Certification
Commission

v

OTpuuartenbHoe pelueHune
l Negative decision

Puc. 1. Anzopumm npuHsmus peweHus o 8si6ope npoyedypsl ammecmayuu ynoaHoMoyeHHsix auy (Y/1)

Fig. 1. Decision tree for choosing between the Qualified Person (QP) certification procedures
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Y1 n ero pabotopartenb, yka3biBalOTCA B NpMKase
06 aTTecTauumn.

OcHoBHag npouenypa arttecTaumm (nepeBuYHas)
npuMeHseTcs AN BNepBble aTTecTyembiX uL,
ONS paHee aTTecToBaHHbIX Y/, Cpok AencTBma at-
TecTauum KOTOPbIX UCTEK, U B CNlyyae Heobxoau-
MOCTM paclUMpeHUs BUAOB NPOU3BOACTBEHHOW Ae-
ATENbHOCTU (CMeunanusauunin), Ha ocyLecTBieHue
KOTOPbIX MPOBOAMTCS aTTecTaums. 3Ta npoueny-
pa COCTOMT M3 AOCTAaTOYHO HONBLIOrO KONMYECTBA
3TanoB M MpeaycMaTpMBaeT yyacTue 3KCNEepTHbIX
rpynn aTtTecTaumoHHOM KoMuccun MwuH3gpasa
Poccun, dopmupyembix Ha 6ase obpasoBaTesb-
HbIX OpraHusauui BbicLero o6pa3oBaHUs, NoaBe-
[OMCTBEHHbIX MUHUCTEPCTBY (puc. 1). B HacToawee
BpPeMS$ B COCTaB aTTeCTaLMOHHOM KOMUCCUU BXOAAT
4 skcnepTHble rpynnbi*. TpeboBaHus K Npoueaype
npueefeHbl B N. 19-28 u MpunoxeHusax 1 u 2 npu-
ka3a MuHsgpasa Poccum o1 12.01.2021 N2 7H.

BmecTo 3agBneHus, nogaBaemMoro no yckopeHHowm
npouenype, npu nNpoBefeHUM NEPBUYHOW aTTe-
CTauMM 3asBUTENb TaKXe B 3/1EKTPOHHOM BuAe
odopmnsgeT aTTeCcTauMOHHbIA AUCT U NpeLcTaB-
NFeT Ha 3KCnepTu3y oTyeT O NpodeccUoHanbHoOM
[edaTenbHOCTU C NPUNOXEHUEM KOMWUIA AOKYMEH-
TOB 0 BbiClIEM 06pa30BaHWKU, O LOMOAHUTENLHOM
npodeccMoHanbHoOM  06pa3oBaHuK, TPyLAOBOM
KHUXKMU (MW BbIMMCKKU U3 3N1EKTPOHHOM TPYLOBOM
KHUXKK), O MOBbIWEHUU KBanMdUKaUMM 3a MOo-
cnefHue 5 net no cooTtBeTcTBYylOWeN obpa3oBa-
TeNbHOM NporpamMmme ANs ynosHOMOYEHHOTO NMLa
M KOMUM [OKYMEHTa, noaTBepxaatolwero dakT
U3MeHeHUs GaMuUauKn, UMEeHU, oTHecTBa (MpU Ha-
nnynn). Mpu npoBeaeHUM NEPBUYHOMN aTTeCcTaLUU
npeaycMoTpeHbl TeCTUpoBaHUe 1 cobecefoBaHue
B BblOpaHHOM 3asdBMTeNneM 3KCMEepTHOW rpynne.
MNocne cobecenoBaHMs pekOMeHAAUMM 3IKCNepT-
HbIX rpynn paccmatpuatTcsd KomutetoMm aTTe-
CTAUMOHHOW KOMUCCUU, MPUHUMAETCS peLleHune
06 UX yTBEPXAEHUN UK OTKJIOHEHMK. Pasnnuusg
OBYX npouenyp attectaumm Y/, onpepeneHHbix
B npukasze MwuH3pgpaBa Poccum ot 12.01.2021
N2 7H, 0606LeHbl B mabauye 2.

Hepenko 3asButenu npu nposefeHuM npoueny-
pbl MEpPBUMYHOW aTTeCTALUMM LOMNYCKAT OLWMOKM
B NpeAcTaBAsSE€MbIX B 3NEKTPOHHOM BuAE AOKY-
MEeHTaX U MHPOPMaUMKU, YTO NPUBOAMT K OTKa3y
B MPUHSTUM OOKYMEHTOB B COOTBETCTBMM C n. 21
npukasa Munsgpasa Poccun ot 12.01.2021 N2 7H.
MNpu npencTaBneHMM faHHbIX B IMYHOM KabuHeTe

3agBuTens Ha noptane [oCcynapCTBEHHOro peecTpa
NIeKapCTBEHHbIX CPeacTB HauMbonee 4acTo BCTpe-
Yyanuch cnepytolime ownbKku!®: He ykasbiBancs non-
HOCTbIO aZipec MecCTa XWUTeNbCTBa, OTCYTCTBOBANM
KOHTaKTHble JaHHble 3asBuTens (tenedoH u anek-
TPOHHAs NOYTA), CBEAEHUS O NPOXOXAEHWUM MOBbI-
weHna keanudpukaumm YJ1, ceeaeHuns 06 ocBoOeHUM
12 obpa3soBaTeNibHbIX AWCUMNAMH (KpOME MpOou3-
BOACTBA paavodapMaLeBTUYECKMX NeKapCTBEH-
HbIX MpenapaToB U MeAULMHCKMX ra3oB), MNOMHbIE
CBefeHWs O TPYAOBOM OeATeNbHOCTU, PEKBU3UTHI,
KOHTaKTHble CBEAEHUS, NOANUCHL pabOTHUKA Kaapo-
BOM CNyXObl M Me4aTb OTAENA KAAPOB OPraH13aLmu,
pabOTHMKOM KOTOPOM SBNSETCS aTTeCTyeMoe nunLo0.
TakXe [OCTaTOYHO 4aCTO BbISABASNOCL HECOOTBET-
cTBMe MHbOPMaLMM, YKA3aHHOM B aTTECTAaLMOHHOM
nucTe, € AOKyMeHTaMu 06 06pa3oBaHuK, TPYAOBOM
LesTeNbHOCTU UK C IMLEH3MEeN Ha NPpOU3BOACTBO
NIeKapCTBEHHbIX CPeACTB AN MeAULMHCKOro npwu-
MeHeHus.

B npeacTtaBnsemMbix oTyeTax O npodeccMoHalnb-
HOW [OeATeNbHOCTU 33sBUTENS HEe YKa3blBanucb
OCHOBHblE€ A0MKHOCTHbIe 06583aHHOCTU, CBEAEHMS
O JIMUEH3MM Ha NPOM3BOACTBO JIEKAPCTBEHHbIX
CpencTs AN MeAUUMHCKOrO NMpUMEHEHUS U BUbI
NPOV3BOACTBEHHOW AEATEeNbHOCTU COrNacHO npwu-
NIOXEHUIO K NuLeH3un paboTopatens, BbiMycKae-
Masg npoaykums (KOAM4eCcTBo HAUMEHOBAHWUM, TUMbI
MO UCTOYHMKY NMPOUCXOXAEHUS), KONUYECTBO AeM-
cTeytoWwmx Y1 1 ux gomKHOCTH, MHbOpMaLms o no-
JIYYEHHbIX 3@ OTYETHbIA NEPUOA NPETEH3UNAX U OCY-
WeCTBIEHHOM OT3biBE MPOAYKLUMM M3 0bpaLleHus,
MHPopmaums 06 yyacTum B MHCMEKLMOHHBIX NpO-
BEpKax M ayauTax KayecTBa. TakxXe 4acTo 3asBu-
Tenn 3abbiBanu noanucaTb OTYET M COrNAcoBaThb
ero C pykoBoauTenem opraHusauumu, paboTHUKOM
KOTOpOM 9BNSieTCs aTTecTyemMoe NuLo, 3aBepuTb
NoANMMCU MeyaTbld 3TOM opraHusaumun. Hapsay
C OWMBKaMM B aTTECTALMOHHbIX IMCTAX U OTYeTax
0 NpodecCMoHaNbHOM AeaTeNbHOCTM O0TMEeYanochb
OTCYTCTBME B JOCbe TpebyeMbiX COrMacHo npoue-
Llype LOKYMEHTOB.

Ha ocHoBe aHanu3a ykasaHHbIX TUMUYHbIX OLIMBOK
JkcnepTHoM rpynnoi CeyeHOBCKOro YHMBepcuTeTa
6bI1n pa3paboTaHbl M pa3MelleHbl Ha Beb-canTe
Kadeppbl MNPOMbIWAEHHONW dapMaumm B CeTH
MHTepHeT® 11abfoHbl  3anofIHEHUS  aTTecTauu-
OHHOrO0 NMCTa, OT4YeTa O nNpodeccuoHanbHOM ae-
ATENbHOCTU, A TaAKXe YEeK-IUCT AN NPOBEpPKM
NpeacTaBAseMbIX  3afBUTENSIMM  [OKYMEHTOB

4 Mpukas MuHKUcTepcTBa 3apaBooxpaHenuns Poccuiickoit Pepepaumnm ot 02.03.2021 N2 157 «06 yTBepxAeHun cocTaBa ATTecTa-
LIMOHHOW KoMMccmn MuHMcTepcTBa 3apaBooxpaHeHns Poccuiickoit Mepepaumm no aTTecTalum YyNnoNTHOMOYEHHbIX UL, NPOU3BO-
LMTenei nekapcTBeHHbIX CPeACTB rocyAapCcTB-4aeHoB EBpa3mnitckoro 3KOHOMUYECKOTo CO3an.

15 To paHHbIM JKcnepTHOM rpynnbl Nnpu Ce4eHOBCKOM YHUBEPCUTETE.

16 https://www.gmp-mma.ru/attestacia-ul

BepomMocTu Hay4yHoro ueHTpa akcnepTu3bl CpeacTB MEAULMHCKOTO NPUMEHEHMS.
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Ta6nuua 2. OcHoBHble OMAUYUS nNpoyedyp ammecmayuu ynoaHomModeHHo20 auya (Y/1), ycmaHosneHHbix npukazom MuH3dpasa Poccuu
om 12.01.2021 N@ 71

Table 2. Fundamental differences in the certification procedures established by Order No. 7n of the Ministry of Health of the Russian
Federation of 12 January 2021

OCHOBHbIe NON0XEHUA NPOLeAYpbI YckopeHHas npoueaypa MepBuuHas aTTectaums
Main provisions of the procedure Abbreviated Initial

MpeacraBnsemMbie JOKYMEHTbI
Documents to submit

O6palueHre B ATTeCTALLMOHHYI KOMUCCUIO 3asasneHue (bopma ATTeCTauMOHHbIN AncT”
Application to the Certification Commission B [punoxeHnn 3 npukasa) (dopma B lNpunoxe-
Application form (Appendix Hun 1 npukasa)
3 of the Order) Certification form
(Appendix 1 of the Order)
Konwusa gunnoma(oB) o Bbiclem 06pasoBaHum + +

A copy of the diploma(s) awarded by a higher education institution

Konusa TpyaoBow KHMXKM (BbIMMCKM), TPYAOBOr0 4OroBopa + +
A copy of the employment record book (extracts), employment contracts

Konuu 0okyMeHTOB 0 AOoMONHUTENbHOM 06pa3oBaHum no 12 obsa3artenb- + +
HbIM AUCLMMAMHAM (ECIU UX HET B AUNNOME O BbiCLiEM 06pa3oBaHMMu)

Copies of documents on additional training in 12 compulsory disciplines

(if they are not mentioned in the diploma awarded by a higher education

institution)

OT1yeT 0 npodeccMoHanbHOM feaTeNbHOCTH = +
Professional activity report

Konus pokymeHTa 0 noBbllweHnn kBanndukaumm Y1 3a nocnegHue 5 net - +
A copy of advanced training credentials for the last 5 years

Konuu nuueH3unin Ha NpoM3BOACTBO JIEKAPCTBEHHbIX CPEACTB + +
pabotopaTenein (no 3anpocy)
Copies of manufacturer’s licences of employers (on request)

tanbl npoueaypbl
Procedure steps

Bbibupaemas akcnepTHaga rpynna MuH3ppas Poccum JKcnepTHas rpynna
Selected Expert Group Ministry of Health of Russia Expert Group
JKCnepTHU3a NPaBUIbHOCTU U KOMMIEKTHOCTU JOKYMEHTOB U CBEAEHMI + +

Examination of the correctness and completeness of documents
and information

JKcnepTu3a oT4yeTa 0 NpodeCcCMOHaNbHON fesTeNbHOCTH He npumeHumo +
Examination of the professional activity report Not applicable
TecToBbIM KOHTPOb 3HAHUI He npumenumo Sz
Knowledge testing Not applicable
CobecepoBaHue He npumenumo +
Interview Not applicable
OdopmMneHne NpoToKoNa 3acefaHns SKCNEPTHOM FPynmbl U ero He npumeHumo +*
npeactasneHne B Muusgpas Poccuu Not applicable

Preparation of the Expert Group meeting minutes and their submission
to the Ministry of Health of Russia

PaccmoTpeHune pekoMeHaaumMii SkcnepTHOM rpynnbl KoMuteTom He npumenumo +*
aTTecTalMOHHOM KOMUCCUM Not applicable

Consideration of the Expert Group’s recommendations by the Committee

of the Certification Commission

MoaroToBka v u3paHue npukasoB MuHMcTepcTBa 06 aTTecTaumm + F
B KayecTse Y/l

Preparation and issuance of orders of the Ministry of Health

on the certification as a QP

lMpumeuaHue. «+» — mpebyemcs; «-» — He mpebdyemcs.
* dmanei, He nepesedeHHble 8 6e36yMaxHebil popmam.
Note. +, required; -, not required.

* Paper-based steps.

7 Tpukas MuHucTepcTBa 3apaBooxpaHerHus Poccuiickoit @epepaunmn ot 12.01.2021 N2 74 «O6 yTBEPXKAEHUM NEPEYHS AOKYMEH-
TOB, NPeACTaBAsIEMbIX aTTECTYEMbIM YNONHOMOYEHHbIM NIULLOM NPOU3BOAUTENS NEKAPCTBEHHbIX CPeACTB rOCYAapCTBa — YeHa
EBpa3suniickoro 3KOHOMUYECKOro CO3a, 3TanoB Npoueaypbl U NOPAAKA NPUHATUS peleHuit 06 aTTecTauum YnoaHOMOYEHHbIX
NWL, NPOV3BOANTENEN NEKAPCTBEHHBIX CPEACTB AN MEAULMHCKOrO NPUMEHEHNS B COOTBETCTBMM C [opsakoM aTTecTaumm ynon-
HOMOUYEHHBbIX UL, MPOU3BOAUTENEN NEKAPCTBEHHbBIX CPEACTB, YTBEPXKAEHHbIM peweHneM CoBeTa EBpasmniickoit 3KOHOMUYECKO
KoMuCCUM 0T 3 HoaBps 2016 . N2 73 “O Mopsaake aTTectaumm ynoaHOMOYEHHbIX UL, MTPOU3BOAUTENEN IEKAPCTBEHHbIX CPEACTB».
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M 3KCMEPTHOro 3aKJOYeHWs Ha oT4yeT o npodec-
CMOHaNIbHON AeaTenbHOCTH, GOPMYNMPOBKM BULAOB
NpOW3BOLCTBEHHOM AeATEeNbHOCTU ANS aTTecTalmm
YI1. NokymeHTbl npuBeaeHbl B popmate Word, yTo-
6bl 061€eryMTb NOArOTOBKY 3a9BUTENSMM Tpebye-
MbIX LOKYMEHTOB.

MNpu paspaboTke wabnoHa oTyeTa 0 npodeccmo-
HaNbHOM [eaTeNbHOCTU YUYMUTBIBANUCL MONOXKe-
HUS Haanexawen npou3BOACTBEHHOM MNPAKTUKM
(GMP) o BbInONHSEMBIX AeNCTBUAX U dyHKUMax Y/
M npodeccMoHanbHOro crtaHgapta «Cneuunanuct
no npoMblWeHHON ¢apmaumm B obnactn obec-
NMeyeHUst KauyecTBa JIeKapCTBEHHbIX cpeacTB»'é. Ho,
HeCMoTps Ha BCe 3TU MPUHUMAEMbIE Mepbl, A0 CUX
nop 6onee 4yem B MONOBUHE CNYYaEB [LOKYMEHTHI
“ MHdopMauma coaepxaT OWUOKM U BO3BPaALLAOT-
Cs 3a9BUTeNI0 Ha fopaboTky.

Takxxe ecTb MpobnemMbl U C NMPOXOXAEHMEM 3aBU-
TEeNS MM TECTOBOrO KOHTPONS, KOTOpbIM MpOBO-
OWUTCS B paMKax YTBEPXAEHHbIX MuH3apaBoM
Poccun emmHbix BonpocoB!®. [Mopsaok npoege-
HUS 3TOr0 KOHTPONS pernameHTUpoBaH n. 25 npwu-
kaza MwuH3gpaBa Poccum ot 12.01.2021 N2 7H.
Mo paHHbIM DJkcnepTHoW rpynnbl Ce4yeHOBCKOro
YHuBepcuTeTa, y 3a9BUTENEN BO3HWUKAKOT 3aTpyaHe-
HWS C HanMcaHWeM TeCToB Mo YacTu 2 npaBun GMP20
(OcHoBHbIe TpeboBaHUS K aKTUBHbIM (papMaLeBTU-
YeCcKkuM cybCcTaHumaMm, CybCTaHLMSAM, UCNONb3YEMbIM
B Ka4eCcTBe UCXOAHbIX MaTepuanos), lNpunoxeHunam:
1 (TpeboBaHMs K MPOU3BOACTBY CTEPUIIbHBIX NeKap-
CTBeHHbIX cpeacTs), 2 (TpeboBaHMS K MPOM3BOACTBY
6uonornyeckmx (B TOM uucie UMMyHobuonoruye-
CKMX) aKTMBHbIX (apMaLeBTUYECKMX CYOCTaHUMi
M NeKapCTBEHHbIX MpenapaTtoB Ans MeAWULMHCKOro
npumeHeHus)), 6 (TpeboBaHMs K NMPOM3BOACTBY Me-
OMUMHCKMX ra3o.), 13 (TpeboBaHus K nekapCcTBeH-
HbIM NpenapaTtaM ANs KNIMHUYECKUX UCCNefoBaHMN)
n dapmakonenHoMy aHanusy. Obpawaet Ha cebs
BHMMaHMeE BbICOKAs YacToTa owWMBOK B HaNMMCaHUU
TecToB, Kacarowmxca MNpunoxennsa 1 npasun GMP,
y 3agBuTenen, paboTalowMx Ha NpeanpuUaTUSX,
npoussoasawmMx pagmodbapmaueBTUyeckme npena-
paTbl. Ha Haw B3rnsag, CNOXHOCTU MOHUMAHUS KOH-
Lenumi MMKpOBMONOrMYecKoro KavyecTsa u npeny-
npexaeHus MWKPOBHOM KOHTaMWHALMKM, PUCKOB

AN naumMeHTa npu CTEPUNbHOM NPOM3BOACTBE
Y 3TUX AL, 06yCNIOBNIEHbl OTCYTCTBMEM TpeboBaHMI
K Hanuuuo obpasoBaHus no 12 papMaLeBTUYECKUM
M CBSI3aHHBIM C HUMM gMcumMnanHaM. Takxe cieayeT
OTMETUTb, YTO O CUX MOP HEe yperynnmpoBaH obbem
3HAHMI MO YKA3aHHbIM AMCUMNIMHAM, a TpeboBa-
HWe, YTO AaHHOe 0bpa3oBaHME AOMKHO ObiTb paB-
HOLEHHbIM He3aBMCMMO OT cnocoba ero nonyde-
Hus (Bbicliee 0Opa3oBaHWe UAM [OMNOSHUTENbHOE
npodeccMoHanbHoe), He cobnoaaeTcs. ITo MoxXeT
6bITb 00YCNOBNEHO pa3IMUMAMKU B COAEPXKAHUM
0b6pazoBaTeNibHbIX MPOrpaMM Mo 061aCTSIM 3HAHWA,
yKazaHHbiM B M. 14 npukasa MwuHsgpasa Poccum
07 12.01.2021 N2 7H.

CobecenoBaHve 9BNSETCS BaXHbIM 3/1EMEHTOM
npouenypsbl artectauuun YJ1, kotopoe nossonget
onpefenuTb, HACKOJIbKO CaMOCTOSTENbHO 3asBU-
TeNb NPOXOAMA TECTOBbIA KOHTPONb, OPUEHTUpPYET-
Cq 1 OH B papMaLLeBTMYECKON CUCTEME KavecTBa
M TexXHONoruyeckux npoueccax paboTtonatens,
cnocobeH M NpUHMMATb OTBETCTBEHHbIE pelle-
HWMS O BbINYCKEe CEpU NeKapCTBEHHOrO npenapaTta
B obpaweHue. lNposeneHne cobecenoBaHns perna-
MEHTMPOBAHO N. 25 npukasa MuH3gpasa Poccuu
07 12.01.2021 N2 7H.

Mo coctogumio Ha 01.02.2023 B Poccuiickon
®depepaumm 3a ABa Npefbloywmnx roaa B KayecTse
YJ1 aTTectoBaHbl B COOTBETCTBUMM C TpebOBaHM-
amm EASC 803 uenoseka. [1na cpaBHeHus 3a TOT
xe nepuwon B 2014-2015 rr. 66110 aTTECTOBAHO
519 uvenosek (8 1,5 pasa meHbuwe). B 2022 r. 66110
aTTeCcToBaHO 267 yenoeek, B TOM uncne 95 yenosek
Mo YCKOpPEHHOM npoueaype, Yto B 4,3 pasa MeHbLUe,
yemB 2021 r.

bonbwwuHcTBO gpencTeyowmx Y1 — >KeHWMHbI
(80,2%), pacnpepeneHue no BO3PaCTHbIM rpyn-
nam npeacTaBfieHO Ha pucyHke 2. CnepyeT oTMme-
TUTb, YTO 3a NocNeaHMe 2 roaa pacnpegenenue Y/
MO BO3PACTHbIM rpynmnaM M3MeHW0Cb B CPAaBHEHUM
¢ paHHbiMm 2020 r. [1]: konnyecTBO CNeLManucTos,
HaxoAsWMXCA Ha 3Tane cTabunusaumu, KOHCONMU-
[auuu U MpPOABUMXKEHUS Kapbepbl, YBEIMYUNOCH
nNpuoNM3NTENbHO Ha 4%, a Haxo4AWMXCA Ha 3Ta-
ne CHWXeHns npodeccMoHanNbHOM M COLMANbHOM

8 PeweHue CoseTa EBpasuiickoit skoHoMuueckoi komuccum ot 03.11.2016 N2 77 «06 yTeepxxaeHuv Mpasun Hagnexallei npous-
BOACTBEHHOM NpaKkTMKu EBpasniickoro 3KOHOMMYECKOro coto3a» (YacTb I, n. 2.4, NMpunoxeHue 16).
Mpuka3s MuHKUCTepcTBa TPyAa U coumManbHoOW 3awmTbl Poccuiickon @epepauun ot 22.05.2017 N2 4291 «06 yTBEPXKAEHUM MpO-
deccmoHanbHoro ctaHpgapta «CneunanucT No NpPoMbIWIeHHOW GapMaumun B obnactn obecneyeHns KavyecTBa NE€KApCTBEHHbIX

cpencTs» (TpyaoBas dyHkumns B/05.7).
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©

MepeyeHb BOMPOCOB, A/15 NPOXOXKAEHWUSA TECTOBOrO KOHTPO/S 3HAHWUI NPU aTTeCcTalmmn YNoJHOMOYEHHbIX UL, MPOU3BOAUTENENH

NeKapCTBEHHbIX CPeACTB roCyfapcTs — YneHoB EBpa3niMckoro skKoOHOMMYeCckoro cot3a. https://minzdrav.gov.ru/ministry/61/11
perechen-voprosov-dlya-prohozhdeniya-testovogo-kontrolya-znaniy-pri-attestatsii-upolnomochennyh-Llits-proizvoditeley-

lekarstvennyh-sredstv-gosudarstv-chlenov-evraziyskogo-ekonomicheskogo-soyuza
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Pewenne CoseTta EBpa3suiickoit akoHoMmuyeckon kommccun ot 03.11.2016 N2 77 «O6 yTBepxaeHum MpaBun Hagnexaiien npoms-
BOLCTBEHHOM NpakTUKK EBpa3ninckoro sKOHOMMUYECKOro Cot3ax.

BepomMocTu Hay4yHoro ueHTpa akcnepTu3bl CpeacTB MEAULMHCKOTO NPUMEHEHMS.
PerynatopHble nccnenoBaHus u 3kCnepTu3a nekapCcTBeHHbIX cpeacTs. 2023
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AKTUBHOCTU — COOTBETCTBEHHO, CHU3MUIOCh HA 3TH
4%, 4TO CBMAETENbCTBYET O TPEHEe Ha BO3pacTHoe
oOHOBNEHME K/KOYEBbIX CMELMANUCTOB OTeve-
CTBEHHbIX hapMaLeBTUUYECKUX NPeanpPUATUNA.

Pacnpepenenve Y/ no HanpaBneHusM o06paso-
BaHMS NpeACTaBNEHO Ha pucyHke 3. B cpaBHeHuM
C daHHbiMu 2020 r. [1] oTMeuaeTcs yBenuyeHue
Y1 ¢ dapmaueBTMyeckum obpasoBaHMeM (NO4TH
Ha 8%), buoTexHonornyeckum (Ha 4%) un Mepu-
LUMHCKUM (Ha 3%). Habnopaemoe nsmeHeHne o6y-
CNIOBMIEHO, HA Haw B3rnag, BBeAeHHbiMM B 2021 r.
Tpeb6oBaHuamu EASC K Hanuuumio y 3asBuTenen
obpa3zoBaHua no 12 dapmaueBTUYECKUM U CBA3AH-
HbIM C HUMW OUCLUMIMHAM.

Crax 6onbwwuHcTBa YJ1 (68,8%) B 06nacTn npowms-
BOACTBA, KOHTPO/A UK obecrneyeHns KayecTsa ne-
KapCTBEHHbIX cpeacTs coctaenseT ot 10 go 30 ner.
BonbwuHcTBo Y/ (73,2%) pabotanu Ha pasHbixX
[O/KHOCTAX MnAn B obnactu obecneyeHus Kade-
cTBa (32,8%), unm B 0651acTM KOHTPONS KavecTea
(27,3%), unu B 06n1acT NPpOM3BOACTBA JIEKAPCTBEH-
Hbix cpeacTs (13,0%).

BblaeneHHyo [OMKHOCTb YNOMHOMOYEHHOro Mua
3aHMMaloT 8,6% aTTecToBaHHbIX ML, YTO MOYTH
B 2 pasa 6onbwe, yem B 2020 r. [1]; M3 HuUX no-
YTU TpeTb COBMELAT 3TY AOMXHOCTb C APYrou.
OcTanbHble coBMewaT ¢yHkumn YJ1 ¢ dyHKuUm-
MU ApYrux AoNxHocTen: 299% — ¢ QyHKunamu
aAMUHUCTPATUBHBIX pyKoBoAMTenen (AupekTop,
3aMeCcTuTeNb AMPEKTOpa, MaBHbIA TEXHONOT U T.M.),
38,4% — C (YHKUMSIMM pyKOBOAWUTENEN OTAENOB
KOHTPOAS UM obecneyeHns KayecTsa UAU ApPYrux

0,
a3% 1E%

20,5%

Puc. 3. O6pazosaHue ynosHOMOYEHHbIX Ul

Fig. 3. Qualified Persons by education
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Under 40 years old

® 40-55 net
40-55 years old
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Over 55 years old

Puc. 2. Bo3pacmHeie 2pynnel ynosHOMOYEHHbIX UL,

Fig. 2. Qualified Persons by age group

OTAENOB M UX 3aMecTuTenen; 16,7% — c byHKumnamu
FMaBHbIX UM BEAYLLMX CNEeLUaNnUCTOB, HAYaIbHUKOB
nabopartopuit U ux 3amMectutenen. Pacnpepenenne
YJ1 no fONMKHOCTSM NPUBEAEHO Ha pUCYHKe 4.

Ha pucyHke 5 npepcrtaBneHo pacnpepeneHue
oTeyecTBEeHHbIX GpapMaLeBTUYECKMX NpeanpuUaTUii
no konuyecTtBy YJ1, aTTeCTOBaHHbIX ANs 3TUX pabo-
TopaTtenei. Obpawaer Ha cebs BHMMaHWE yBenu-
YyeHue KOAM4ecTBa NpeanpuaTUi, Ha KOTOpbIX pa-
6oTtaet 6onee ogHoro YJI.

3a BpeMsl MPUMEHEHWs HOBOrO Mopsaka aTTecTa-
umMmn Y12 6bin BbISIBNEH psA MPOLEsYPHbIX BOMpO-
COB, NOTPe6OBaBLWMX [AOMOSHUTENbHBIX YTOYHE-
HUI. B 4acTHOCTH, B CBSI3M C MONYYEHWUEM JIULLEH3UIA
Ha NPOW3BOACTBO JIEKAPCTBEHHbIX CPEACTB KOHTPAKT-
HbIMWU UCMbITAaTEIbHBIMU NABOPATOPUAMM 3aBIEHUE
Ha atTectaumio B Kayectse Y/ Hauyanu nopasatb

® XuMmuko-TexHonoruyeckoe / Chemical engineering
® ®PapmauesTuueckoe / Pharmaceutical
Xumunyeckoe / Chemical
® bBuonoruueckoe / Biological
@ buotexHonornyeckoe / Biotechnological
® MenunumHckoe / Medical
Opyroe / Other

2 TMpuka3 MuHKcTepcTBa 3apaBooxpaHenuns Poccuiickon Mepepauum ot 12.01.2021 N2 7H «O6 yTBEPXKAEHUN NEepeyHs [OKYMEH-
TOB, NpeACTaBASEMbIX aTTECTYEMbIM YMOJTHOMOYEHHBIM IULLOM NPOU3BOANUTENS SIeKapCTBEHHbIX CPEACTB rocyAapcTBa — YaeHa
EBpasuniickoro sKoHOMMYeCKoro cot3a, 3TanoB Npoueaypbl U NOpAAKA NPUHATUS pelleHnit 06 aTTecTauum yNoJHOMOYEHHbIX
NUL, MPOU3BOAMUTENEI NEKAPCTBEHHbIX CPEACTB ANS MeAULMHCKOrO MPUMEHEHUS B COOTBETCTBUM C [opsaAKOM aTTecTaunm ynon-
HOMOYEHHbIX 1L, NPOMU3BOAUTENEN NEKAapCTBEHHbIX CPEeACTB, YTBEPXAEHHbIM pelneHnem CoBeTa EBpasmnitckoit 3KOHOMMYECKOM
KoMuccuu oT 3 Hoa6ps 2016 . N2 73 “O Mopsaske aTTecTauum ynonHOMOYEHHbIX UL NPOU3BOAMUTENEN NEKAPCTBEHHbIX CPEACTBR .

Bulletin of the Scientific Centre for Expert Evaluation of Medicinal Products.

Regulatory Research and Medicine Evaluation. 2023
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Fig. 4. Quality Persons by concurrent employment
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Fig. 5. Number of Qualified Persons (QPs) working in a pharma-
ceutical company

crneuuanucTel, He paboTaBwue Ha QapmaueBTuye-
CKMX MpeanpusaTUsX, HO OCyLlecTBnsBLUME PaboThl
Mo KOHTPOJIO M obecneyeHno KayecTBa NekapCcTBeH-
HbIX CpefcTB B KOHTPAKTHbIX WMAW FOCYOapCTBEH-
HbIX WCMbITaTeNbHbIX nabopatopusx. MuH3gpaBom
Poccun 6bIn0 AaHO pasbsaCHEHWE, YTO AOMyCKaeT-
€S yuMTbIBaTb CTaX paboTbl B Takux nabopartopu-
X B COOTBETCTBMM C TpeboBaHuamu n. 14 npukasza
MuH3gpasa Poccum o1 12.01.2021 N2 7122,

Takxe Obln pa3bsiCHEH BOMpPOC 006 OTCYTCTBUM
HeobxooMMOCTM  MOBTOpPHOM  aTtTecTaumm Y/
B C/lyyae NpuMBEAEHUs B COOTBETCTBME (OPMYK-
pOBOK HaMMEHOBAHWS paboT Mo MNpou3BOACTBY
NIeKApCTBEHHbIX CPeACTB AN MEAMUMHCKOro npwu-
MEHEeHMS B JIMUEH3MM Ha NPOM3BOACTBO JieKap-
CTBEHHbIX CpeAcTB C [OeWCTBYHOLLEN penakunen

@ be3 coBmeweHuns pomkHoctew / QP only
® AIMUHUCTpaTMBHbIE pykoBoauTenn / Administrative managers

PykoBoauTtenu oTAenos unmn ux 3amectutenu /
Heads and deputy heads of departments

o CpepnHuit pykoBoasawumii nepcoHan / Middle managers
® [pyrue pomxHoctu / Other positions

noctaHoenenus  [pasutenbctBa  Poccuitckon
®epepaumn ot 06.07.2012 N2 686 unu pobasne-
HWS B HOMEHKNATypy MNPOAYKLMU pacliMpeHHOro
Ha3BaHMS NekapCcTBeHHOM HopMbl, NPOM3BOANMOMN
B TEX e yC/IoBUAX?,

bonee nofpo6HO 6biNa pasbICHEHA U TEXHUYECKas
npoueaypa yBeAoMNeHUs aTTecTaluMOHHON KOMUC-
cun MuH3gpasa Poccumn 06 M3MeHeHun MecTa pa-
60Tbl Y/ uan npekpaweHns npodeccMoHanbHOM
LesTenbHOCTM?, NpeaycMOTpeHHas n. 29 npukasa
MuH3gpasa Poccum o1 12.01.2021 N2 7H.

MonTBepxaeHWe aTtTecTauMu B KavyecTBe YMOHO-
MOYEHHOrO NMLa NPOBOANUTCS NO MUCTEYEHUM 5-neT-
Horo cpoka attectaumu. CornacHo n. 31 npukasa
Mun3gpasa Poccum o1 12.01.2021 N2 7H npouenypa
NOATBEPXAEHUS COBMAAaeT C Npoueaypon nepeuy-
HOM aTTecTauuun. TakoM e MoAXOon B HacToswee
BpEMS MPUHAT U B Cly4yae HeOOXOAMMOCTU pacluu-
peHMs BMOOB NPOM3BOACTBEHHOW [OEATENbHOCTH
(cmeumanusauui), Ha oCyLLeCcTBNEHWE KOTOpbIX Npo-
BOAMTCS aTTecTaums, Tak Kak ApYyroi agMMHUCTpa-
TMBHOW NpoLeaypbl B NPMKa3e He ONUCaHo.

3akioueHue

OnbiT npoBeaexus attectauun YJ1 no npouenypam,
onpegeneHHbiM B npukase MwuH3gpaBa Poccuu
oT 12.01.2021 N2 7H, noaTBEPXOAET BbICOKYIO pe-
3yNbTaTUBHOCTb OOHOBNEHHOrO  PEerynsiTopHoro
MexaHu3Ma, obecneymBLIEro 4OCTATOYHO NABHbIN
nepexop Ha TpebosaHus k YJ1 B EASC. Konuuyectso
aTTecToBaHHbIX B KauvecTse YJ1 3a nepuopn 2021-
2022 rr. Bbipocno B 1,5 pa3a B cpaBHeHUM C TEM Xe
nepuogom B 2014-2015 rr.

22 https://www.sechenov.ru/upload/iblock/695/rmvv8fa3dc7mwljgtcufdgedaarcmnv4/Pro-attestatsiyu-UL-dlya-laboratoriy.pdf

% MoctaHosnenue MpasuTenbctBa Poccuiickoit ®epnepaumnm ot 06.07.2012 N2 686 «O6 yTBepx)aeHUM [TonoxeHns o AMLeH3MpoBa-

HUN NPOU3BOACTBA NIEKAPCTBEHHbIX CPencTB».

2 https://www.sechenov.ru/upload/iblock/d55/trjjk5j8raeujxxpnicyvfOa3xlc6zth/O-vidakh-deyatelnosti-v-litsenii.pdf

25 MHCTPYKLMS MO pa3MELLEHNIO B IMYHOM KabuHeTe yBeAoMIeHUS 006 M3MeHeHUU MecTa paboTbl MM NpeKpalLeHus npodeccmo-

HanbHOW peaTenbHoCcTU. https:

www.sechenov.ru/upload/iblock/691/2lia5eruyp3abcgjf966eyp9s05spp7/c/Instruktsiya-po-

uvedomleniyu.docx

BepomMocTu Hay4yHoro ueHTpa akcnepTu3bl CpeacTB MEAULMHCKOTO NPUMEHEHMS.
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AHanuTuuyeckuin 0630]3 npoueaypsl arTeCTaluyy YIIOJTHOMOYEHHBIX JINI] HpOI/I3BO,IU/[TeJIEI7I JIEKAapPpCTBEHHBIX CPeACTB...

BeepneHne obHOBNEHHOro nopspka atrecTtauuu
YNl B Poccuiickonnt ®epepaumm npuBeno K BO3-
pacTHOMY OOHOBNEHWIO 3TOM npodecCcUoHanb-
Hoi rpynnbl. Ho Hanbonblwee BAUSHME, HA HAW
B3rnsa4, okasana peanusauus TpeboBaHMA K Ha-
Mvunio 'y YJ1 obpasoBanuua no 12 dapmaueBTu-
YECKMM U CBA3aHHBIM C HUMU AUCUUMNIUHAMM.
[JononHUTEeNbHOro yperynMpoBaHusa TpebyeTt co-
fepxaHue 06paszoBaTenbHbIX NPOrpaMMm Mo 3TUM
OUCLMMAMHAM, @ TakXXe pacnpoCcTpaHeHue 3Toro
TpeboBaHUS Ha NnL, BbINOAHALWMX QYHKLMK Y]]
npoussoguTenen pagmodapmalLeBTUYECKUX npe-
napaTtoB. Takxe OTAENbHOro M3yyeHus TpebyeT
BbIIBNIeHHas npobnemMa HeJOoCTaTOYHOM npopa-
6OTKM 3a9BUTENIMM METOAMYECKMX MATepUanos
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nexko HC, Hectepkuna EW, NloceBa CA. AkTyanbHble
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Bknap aBTopoB. Bce aBTOpbl NMOATBEpXAalT COOT-
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BnaropapHoctu. Pabota BbinonHeHa 6e3 cnoHcop-
CKOM MNOAAEPXKKMN.

KoHdnukT uHTEepecoB. ABTOpbI 3aaBNsSOT 06 OTCYT-
CTBMU KOH(MAUKTA MHTEpecoB, Tpebyouero packpsbl-
TUS B AHHOM CTaTbe.

No NOArOTOBKE [OKYMEHTOB [AfS aTTecTauuu
M TeopeTUYeCKUX 3HAHWW B paMKax BOMPOCOB
ANS TeCTUPOBAHMA, onpeaefieHHbIX MUH3A4paBOM
Poccun. 3a ykasaHHbIM nepuon KOJAMYECTBO
BblLENEHHbIX [LOMKHOCTEN «YMNOJHOMOYEHHOE
nMuo» Ha GapMaLeBTUYECKMX MpeanpuUsTUax
YBEJIMYMIOCH B 2 pasa.

Ha ocHoBaHWM BbIIBNIEHHbIX B XOAE MPUMEHEHUS
nopsgka attectauun YJ1 HepoueToB M noTpe6-
HOCTM B CO3[aHMM YCNOBMIA Ans 6e3b6ymaxkHoro
dbopmMaTta B3aMMOAENCTBUS C 3as9BUTENEM MU IKC-
NepTHbIMKU TPynnamMu Npu NEpBUYHON aTTecTaLum
W npouenype ee NOATBEPXAEHUS NpeacTaBnseTcs
LlenecoobpasHbiM BHECEHME U3MEHEHWIA B MPUKa3
MuH3apasa Poccum o1 12.01.2021 N2 7H.
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