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MpoekT ot 10.04.2024

N
b

PerJlek
HAYYHO-NMPAKTUYECKAA KOH®EPEHLUUA
«PETYJIATOPHAS NPAKTUKA U PETUCTPALUA

JIEKAPCTBEHHbIX CPEACTB» —
«PElTIEK 2024 »

20-22 maqa 2024r., MockBa

NMPOEKT NPOrPAMMBI

20 mas 2024 r.
Ceccusa 1

09.00-09.45 OTKpbITHUE

09.45-10.30 NMneHapHbIM Aoknaa

KoceHko B.B. — 1n.0. reHepanbHoro gupektopa ®royY « HLU3CMIM» Munagpaea Poccun

10.30-12.00 CekumoHHoOe 3acenaHme 1.1.
YnpoweHHas npoyedypa npueedeHuUsi 8 coomeemcmeaue.
lMepesbili onbim

Mogepatop: PblumxuHa E.M. — HayanbHWK KOHTPOJSbHO-
OopraH13aunoHHOro YnpaBneHus drey «HLUSCMI»

Mwunsgpasa Poccumn

— Cratuctvka  aKTMBHOCTM  3asBUTENEn  ynpoLeHHOMN
npouedypbl B Poccuv 3a nepBoe nonyrogve BHeOPEHUs.
HazpaxdeHue HomuHaHmMos: npusedeHue 8 coomeemcmeue
no ynpoweHHol npoyedype (PblumxmnHa E.M. — HavanbHuk
KOHTPONbHO-OPraHn3aLmnoHHOro YnpaeneHus orey
«HUSCMI» MuHagpasa Poccun)

— [lepBbI  ONBIT BHEAPEHUS YMPOLLEHHOW npoueaypbl
npuBedeHWss B COOTBETCTBME  ANA  OTEYeCTBEHHOro
npounsBoanTens nekapcrBeHHbIx cpeacts (CemeHoBa C.C. —
HayanbHWK oTAaena perucTpaumm MOCKOBCKOIro
npeactasutensctea «O30H hapMaueBTMKa»)

— OnbIT BHeApeHWs yNpoLLEeHHOW npouedypbl NpUBeAeHUs B
cooTBeTcTBMe B Kbiprbiacko Pecnybnuke (Bonot6ekoBa A.B.

10.30-12.00 CekunoHHoOe 3acenaHue 1.2.
Banudayust Memoduk: helicopter view npasun EA3C

MogepaTop: Ha cornacoBaHun

— Banupauma 6uonornyeckux metopos (BonkoBa P.A. —
HavanbHUK nabopaTopun MOMEeKynspHO-GMoNorMyecknx wu
reHeTU4EeCKUX MeTOAOB UCMbITaHUN WcnbiTaTenbHOro LeHTpa
akcnepTnsbl kadyectea MUBI ®IBY «HUSCMIM» MuH3gpasa
Poccuun)

— Banupauus metoguk, Ncnonb3ywmux n3nKo-XuMmnieckmne
mMeToAbl ucnbiTaHun (HatebikaH A.A. — rnaBHbIN 3KCnepT
nabopaTtopum OMOTEXHONOrMYECKNX npenapartos
WcnbiTatenbHoro LueHTpa 3KCMNepTU3bI KayecTBa
nekapcTBeHHbIx cpegcte PrbY «HUSCMIM» MwuH3gpasa
Poccun)

— Banupauus MeToaukK, UCNOMb3yLMXCS NpU NPOBEAEHUU
Tecta cpaBHUTENbHOM KuHeTukn pacteopeHus (KynuHkuHa
AH. — maBHbIW cneunanuct oOTAena  AKCNepTUsbl
nekapcTBeHHbIX  cpeacTB  PecnyOnvkaHCKOW — KITMHUKO-
dapmakonornyeckon nabopatopun PYTT «LleHTp akcnepTus u

— n.0. 3aBegytwoulero cektopom no Bonpocam EASC | wcnbiTaHui B 3gpaBooxpaHeHun» Pecnybnvkm Benapychb)
yrnpaBneHus 3KCNepTn3bl neKapCTBEHHbIX cpeacTts | — BepudwvkauuMs MeToouk:  Bcerga M Bepudmkaums
[lenaptameHTa nekapCTBEHHbIX CPEACTB W  MeOuWUMHCKMX | 3ameHsieT Banupaumto (KynmewoBa C.U. — HavanbHuK
n3genun npn MuHucTepcTBe 3gpaBooxpaHeHust Kbiprbi3ckon | maGopatopun  aHTUBMOTUKOB  MchbITaTenbHOro  LieHTpa
Pecnybnukn) 3KCMEepPTU3bl  KayecTBa JieKapCTBeHHbIX cpeacte  OrbY
— [Huckyceus «HUSCMTI» Munsgpaea Poccun)

— [Owuckyccunsn
12.00-13.00 MepepbiB
13.00-14.30 CekumoHHoOe 3acepaHue 1.3. 13.00-14.30 CekumoHHoOe 3acenaHue 1.4.
BHeceHue u3mMeHeHuli e pezaucmpayuoHHoe docke: | Kak onepamueHo ydoenemeopums nompebHocmu

eonpochkl npedmemHol 3kcnepmu3bi (Yacmb 1)

Mogepatop: UBaHoBa O.HO. — 3amecTuTenb HayanbHUKa
ynpaenennsa Ne2 no addektmBHOCTM U Ges3onacHoCTu

nekapcTBeHHbIX cpeacTB LleHTpa aKkcnepTv3bl M KOHTpPONS
roTOBbIX feKapcTBeHHbIX cpeactB OrbY  «HLUSCIMM»
MuHsapasa Poccuu

— BHeceHue u3mMeHeHVWI B perncTpauMoHHOe [0Cbe Mo
npasunam EASC: npaktuyeckun onbiT Pecnybnuku ApMmeHnus

30paeooxpaHeHuUss € JleKapcmeeHHbIX rpenapamax:
nodxo0bl K ynpouw,eHHol/yckopeHHOU peaucmpayuu

MogepaTop: Ha cornacoBaHun

— OueHka ocobol 3HaYMMOCTU NEeKapCTBEHHbLIX NpenapaToB
anst  3gopoBbsi  Hacenenusi (PoxpectBeHckun [O.A. -
HavanbHWK OTAeNna koopanHauun paboT B cchepe obpalleHnst
JNIEKApCTBEHHbIX  CPeACTB M MEAWMUMHCKUX  WU3Aenuvn




(Epyusin T.C. — koopavHaTop Mo Bonpocam ob6palueHus
1leKapCTBEHHbIX CPEeACTB U MEAWLMHCKMX U3OeNui B pamkax
EA3C AOST «HayuHbll LEeHTp 9KCnepTu3bl JeKapcTB U

MEOMLMHCKMX ~ TEXHOMOrMA  UMeHW  akajemMuka  dmuns
abpuensaHa» Pecnybnukn ApmeHus)
— Bonpocbl  akcnepTM3bl  BHECEHUS  U3MEHeHud B

perncTpaumoHHoe [OCbe JleKapCTBEHHbIX MpenapaTos Mo
npasunam EASC, 3aTparvBaloliMe OUEHKy OTHOLUEHNS
nonb3a/puck. [llpakTMka 3KCMepTUsbl U TUNWYHbIE OLUNBKK
(UBaHoBa O.10. — 3amecTuUTENb HavanbHUKa ynpaeneHns Ne2
no 3P eKTBHOCTU N 6E30NaCHOCTM NeKapCTBEHHbIX CPEACTB
LleHTpa aKcnepTM3bl M KOHTPONSA FOTOBbIX NeKapCTBEHHbIX
cpeanctB ®IbY «HUICMM» MuHaapasa Poccum)

— BHeceHue n3mMeHeHWI B permcrpaumoHHOe AOCbe: OMbIT
3apybexHon komnaHum (Hekpacosa H.U. — pykoBogutens
otaena peructpaunm OO0 «Bepsar ®apmayr)

— [Ouckyccus

[enapTameHTa TEXHUYECKOrO PerynMpoBaHust U akkpeautauum
E3K)

— MNpumeHeHune npoueaypbl K BOCNPOU3BEAEHHbLIM
nekapctBeHHbIM npenapatam (ConoBbeBa A.ll. — rnaBHbIV
akcnepT ynpasneHus Ne2 no appekTMBHOCTM 1 Ge3onacHoCTH
rnekapcTBeHHbIX cpeAacTB LleHTpa akcnepTuabl M KOHTpons
roTOBbIX NekapCcTBeHHbIX cpeactB  OIbBY  «HUSCMNM»
MuHanpasa Poccun)

— [lepBbli ONbIT OLEHKM 0COBO 3HAUYMMBIX NEeKapCTBEHHbIX
npenapatos (Fopsves [.B. — aupekTtop LieHTpa akcnepTusbl 1
KOHTPONS  TFOTOBbLIX  JIeKApCTBEHHbIX  cpeactB  PrbY
«HU3CMTI» Munaagpasa Poccun)

— Peructpauns opdaHHbIX nekapcTBeHHbIX MpenapaToB B
EASC: onbIT MHOYCTpWK, NEepPCrneKkTUBbI pa3BUTUA (LOoKNag4mk
Ha cornacoBaHun)

— [Ownckyccmsa

14.30-15.00 MepepbiB

15.00-17.00 CekumoHHoOe 3acenaHue 1.5.
BHeceHue u3MeHeHuUll 8 peaucmpayuoHHoe dochke:
eonpockl npedmemHol 3akcnepmu3bi (Yacmeb 2)

Mogpepatop: ConpatoB A.A. — HavanbHUK ynpaBreHus
npoTtunsoBupycHbix MUBI LieHTpa akcnepTnsbl kadectsa MUBI
OreY «HUICMIM» MuHsgpasa Poccuu

— BHeceHve wu3meHeHun B perncrTpauuoHHoe [ocbe Mo
npasunam EASC: npaktnueckuii onbiT Pecnybnukm Benapycb,
rpynnupoBka wusmMeHeHui (BopobbeBa H.B. — Bepywmn
cneumanucT ynpaBneHus rekapcTBeHHbIX cpeacts  PYT
«LleHTp aKcnepTM3 ©  wWCMbITaHUA B 30paBOOXPaHEHUM»
Pecny6nukm Benapyceo)

— BHeceHue n3mMeHeHWIn B perncrTpaumoHHOe AOCbe: OMbIT
3apybexHon komnaHun (OBcsHMukaa M.A. — meHemxep no
permcTpauun neKapcTBEHHbIX cpencTs oTaena
papmaueBTunyeckon geatensHoctn AO «CepBbey)

— BHeceHve un3MeHeHM B perucTpauMoHHOe  [Aocbe
6uoTtexHonornyeckux JIM: Bonpockl kadectBa (BpoBuyeHko
M.B. - rnaBHbll 3KCMEPT YynpaBneHus  3SKCnepTusbl
annepreHoB, UWTOKMHOB W Opyrux MMMYHOMOAYSSTOPOB
LleHtTpa akcneptusbl kadectBa MWBI ®IrbY «HUSCMI»
MwH3gpasa Poccum)

— BHeceHuMe UM3MEHEHM B  pErncTpaumoHHOe [0Cbe
BUOTEXHOMOINMYECKUX NEKapCTBEHHbIX MpenapaToB: BOMPOCHI
addekTmBHoCTM U GesonacHocTn (ConpatoB A.A.—
HavanbHUK ynpasneHus npoTuBoBupycHbIXx MWBIT LleHTpa
akcnepTusbl kavyectea MUBIT OIBY «HUSCMIM» MuH3gpasa
Poccum)

— [Ouckyccus

15.00-17.00 CekunoHHoOe 3acenaHue 1.6.
PezucmpauyuoHHbIe KITuHU4YecKue uccsie0o8aHusi: 8aXKHble
80rnpocChkI NMy1aHUpoeaHus

MogaepaTtop: Nopsayes [1.B. — gupektop LieHTpa akcnepTusbl
KOHTPONSA roTOBbIX NNekapcTBeHHbIX cpeacTs PrBY «HLUSCMIM»
MwuH3gpaBa Poccumn

— PeructpaunoHHble KnvHUYeckue mccrefoBaHUA: BakHble
Bonpockl nnaHuwposaHua (FybeHko A.UW. — 3amecTtutens
avpektopa LleHTpa oakcnepTv3bl U KOHTPOMS  FOTOBbIX
nekapcTBeHHbIx cpegcte OrbY «HUSCMIM» MwuH3gpasa
Poccun)

—  WHdopmauusi o 6esonacHoOCTV NekapCcTBEHHOrO nNpenapara
B Bpowitope nccnepoBaTtens Ana paHHUX a3 KNMHUYECKUX
uccrnegosaHuin  (EnranbiueBa TI.H. — rnaeHbin  akcnepT
ynpaeneHua Ne2 no addekTnBHOCTM K 6GeszonacHocTu
nekapcTBeHHbIX cpeacTB LleHTpa akcneptv3a M KOHTpons
roToBbIX NekapcTBeHHbIXx cpeactB  OIrbY  «HUSCMNM»
MuH3anpasa Poccuu)

— Bbibop rpynn cpaBHEHUSI B KIMMHUYECKUX UCCNEAOoBaHUNAX
nekapctBeHHbix npenapatoB (FopsiueB O.B. — pgupextop
LleHTpa aKcnepTM3bl M KOHTPONSA FOTOBbIX NEKapCTBEHHbIX
cpenctB ®IrbY «HUICMIM» Munagpasa Poccum)

— PekomeHpaummn 3kcnepTHOrO KOMUTETA: BaXHbIE pPeELLEHUs
ONsi NnaHMpoBaHUs pa3paboTky NekapCTBEHHbIX NpenapaToB
(ConoBbeBa A.Il. — rmaBHbI 3kcnepT ynpaenexHus Ne2 no
adpheKkTMBHOCTM M 6GE30MacHOCTM NeKapCTBEHHbIX CpeacTB
LleHTpa aKcnepTM3bl M KOHTPONSA FOTOBbIX NEKapCTBEHHbIX
cpeactB ®IrbY «HUICMNM» MuHagpasa Poccum)

— [wuckyceunsn

HdononHutenbHas uHdopmauma Ha cante www.fru.ru n no Ten.:
(495) 359-06-42, 359-53-38, e-mail: fru@fru.ru

O6pawaem Bawe BHMMaHue, 4To OprkoMuTeT KOH(EepeHUUN ocTaBrsieT 3a Co60i NPaBoO BHOCUTb U3MEHEeHUs
B NporpaMmy U COCTaB AOKNaA4YNKoB
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MpoekT ot 10.04.2024

N
b

PerJlek
HAYYHO-NMPAKTUYECKAA KOH®EPEHLUUA
«PETYJIATOPHAS NPAKTUKA U PETUCTPALUA

JIEKAPCTBEHHbIX CPEACTB» —
«PElTIEK 2024 »

20-22 maqa 2024r., MockBa

NMPOEKT NPOrPAMMBI

21 mas 2024 r.
Ceccusa 2

10.00-12.00 CekumoHHOe 3acenaHue 2.1.
Cmpamezaus peaucmpauuu
npenapamoes: ebi6op u nocnedcmeust

JlIeKapcmeeHHbIX

MogepaTop: PbluumxuHa E.M. -
opraHM3aunoHHOro YnpaBneHus
Mwunsgpasa Poccum

Ha4valnbHUK KOHTPOJIbHO-
Orey «HUICMIM»

— O630p TeKywux cTpaTerui
pEerMcTpaLmoHHbIX  npoueayp B
permcTpaLmnoHHbIx npoueayp B Poccuu

— HaepaxdeHue HOMUHaHMOS: aKmMuU8HOCMb MpPU rNepeuvHol
peaucmpayuu (PblamxmHa E.M. — HayanbHWK KOHTPOIbHO-
opraHu3auuoHHOro YnpaeneHus orey «HLUOCMIM»
MuH3apasa Poccum)

— TyTn perMcTpauumn nekapcTBEHHbIX NpenapaToB B pamMkax
EASC c TOYkM 3peHMsi BbiBOAA WMHHOBALMOHHOW Tepanuu:
BO3MOXHOCTU U  orpaHuyeHus  (JlaxtaHoBa A.UN. -
npeacenartens  perynsatopHoro  komuTeta  Accouumaumu
MeXAyHapoaHbIX hapMaLeBTUHECKNX NPOM3BOANTENEN)

N TPEeHOoOB B
Poccun.

BblGope
CraTtucTtuka

— Peructpaunsa no npasunam EAB3C wnu  npoueanypa
perucTpauum  cTpaTerMyeckm  BaXHbIX  JIEKAPCTBEHHbIX
npenapatoB?  CtpaTterus  Bblbopa  perMcTpauyoHHOro

cueHapus Ons nekapcTBeHHbIX npenapatoB B Pecnybnuke
Benapyck (XKypaBneBa O.B. — 3amectutens ampekropa PYI
«LeHTp oaKkcnepTM3 ©  wmCnbITaHM B 30pPaBOOXPAHEHUM»
Pecny6nukn Benapyceo)

— [Ouckyccus

10.00-12.00 CekunoHHOe 3acegaHue 2.2.
Hoeblli 63211510 Ha npobsiemy 6uo3keusasieHmMHocmu:
akmyanbHble mpeboeaHusi EASC

MogepaTop: EpemeHko H.H. — rnaBHbI akcnepT ynpasneHns
Ne1 no adpcpekTMBHOCTM M 6e30MacHOCTM NeKapCTBEHHbIX

cpeactB  LleHTp  9KkcnepTM3a M KOHTpOMNsS  FOTOBbIX
nekapcTBeHHbIXx cpeactB PrbyY «HUICIMM» MwuH3gpasa
Poccumn

— MecTo TecTa CpaBHUTENbHOW KUHETWMKW PacTBOPEHUS B
6uodapmaueBTuyeckoln paspaboTtke npenapatos (EpemeHko
H.H. — rmaBHbI akcnepT ynpaeneHns Ne1 no addekTMBHOCTH
1 6e3onacHOCTH nekapcTBeHHbIX cpeacTs LieHTp akcnepTmaa u
KOHTPONA  rOTOBbIX  NEKapCTBEHHbIX  cpeactB  PIBY
«HU3CMM» MuHsapasa Poccuu)

— BKC - 6vosensep: Tekywme un 6yoywme TtpeboBaHus
(Woxun W.E. — reHepanbHbim gupektop OOO «LleHTpa
dapmaLeBTUHECKON aHANUTUKNY )

— OO6Lwwue 1 YacTHble BOMPOCHI NPOBEAEHUS MCCIeAoBaHNUN
OMO3KBMBANEHTHOCTH BOCNPOM3BEOEHHbIX npenapartos
(CmupHoB B.B. — npodeccop kadeapbl hapmaueBTUHECKON 1
TOKcuKkonoruyeckon xumum um. A.lN. Apsamacuesa, NHcTuTyTa
dapmaumm nm. A.lN. HenobuHa rAOY BO MNepebin MTMY nm.

M.M. CeyeHoBa MuHzgpaBa Poccunm (CeuveHoBCKUiA
YHuBepcuter))

— OCHOBHbIE OWNGKM Ha KIMMHUYECKOM 3Tane uccregoBaHus
6uoakemBaneHTHoctn (Cmonsipuyk E.A. — pykoBoguternsb

LleHTpa KNMHMYECKOrO W3Y4YeHUs FNeKapCTBEHHbIX CPEeAcTB
OIrAQY BO [lepebin MITMY nm. N.M. CeyeHoBa MuH3gpaBa
Poccuu (CeueHoBckuin YHnBepcuTeT))

— TwnuyHble owMbkM B [OOKYMEHTax pPerncTpaumoHHOro
Jocbe, Kacawowmxcs buosksuBaneHTHocTn (YBapoBa H.E. —
rmaBHbI aKkcnepT ynpasneHuss Nel no adpdeKkTMBHOCTM U
6e3onacHOCTV NnekapcTBEHHbIX cpeacTB LleHTp akcnepTtusa u

KOHTPONSA  roTOBbIX  NeKapCTBEHHbIX  cpeactB  ®IBY
«HUSCIMM» Munsgpasa Poccun)
— [Owuckyccunsn

12.00-13.00 MepepbiB




13.00-15.00 CekuunoHHOe 3acenaHue 2.3.

U3meHeHusi no npouyedype EA3C (kayecmeo
JNlekapcmeeHHbIx cpedcme). TunuyHblie owubku. Onbim
3Kcrepmos

MogepaTtop: KomaneBa E.J1. — 3amectutens pAgupektopa
LleHTpa aKkcnepTMsbl U KOHTPOMSA TFOTOBbIX FEeKapCTBEHHbIX
cpeacts ®IrbY «HUSCMI» Munsgpasa Poccumn

— BHeceHue usmeHeHun B maTtepuansl perucTpalmoHHOro
pocbe no npoussogctey A®C wu JIIM (MartBeeBa O.A. —
HavyanbHWK ynpaeneHns Ne3 no KayecTBy neKkapCTBEHHbIX

cpeactB  LleHTpa  aKcnepTMabl M KOHTPONS  FOTOBbIX
nekapctBeHHbIx cpegcte PrbY «HUSCMIM» MwuH3gpasa
Poccun)

— WNawmeneHuns, satparvsaiowme kadectBo APC (JlaHkuHa
E.B. — Begywwmn akcnepT ynpasneHus Ne3 no kayectBy
neKapcTBEHHbIX cpeAacTB LleHTpa akcnepTu3bl M KOHTpons
roTOBbIX feKapCTBeHHbIX cpeactB  OIrbY  «HUICMI»
MuHagpasa Poccum)

— BHeceHne uameHeHun npu BknodeHnn CEP Ha A®C
(MoHomapeHko A.A. — HauvanbHuK ynpaeneHuss Ne4 no
KayecTBYy IeKapCTBEHHbIX cpeacTB LleHTpa akcnepTusbl u
KOHTPONSA  rOTOBbIX  JleKapCTBEHHbIX  cpeacts  ®IBY
«HUSCMI» MuHagpasa Poccun)

— nMMpueegenne HL B cooTBeTcTBME C TpeboBaHusmn P
P®/®EASC (KoBaneBa E.J1. — 3amectutenb AauvpekTopa
LleHTpa 9KcnepTM3bl M KOHTPOMNSA FOTOBbIX NEeKapCTBEHHbIX
cpencts ®IbY «HUICMIM» MuHaapasa Poccum)

— W3meHeHus, 3aTparuBaloliMe OLEHKY [OaHHbIX MO
ctabunsHoctn A®C u T (BenaHoBa A.WU. — rmaBHbIV aKkcnepT
ynpasnexus Ne3 no ka4ecTBy NnekapcTBeHHbIX cpeacTB LieHTpa
3KCNEpPTU3bl U KOHTPOMS TOTOBbIX IEKAPCTBEHHBLIX CPeACTB
OreY «HUSCMIM» MuHsgpaea Poccun)

— [Ouckyccus

13.00-15.00 CekumoHHOe 3acenaHue 2.4,

Hoebili aman e pazsumuu mpeboeaHuli K MapKupoeke,
OXJII, uHcmpykuuu Mo MeOUUUHCKOMY MPUMEHEHUIo
(nucmka-exknadbiwa) u nonb3oe8amersibCKOMY
mecmupoeaHuro fieKkapcmeeHHbIX rpernapamoe

MopepaTop: PoxpecrBeHckun [O.A. — HayanbHUK oTaena
KoopavHauum paboT B cdepe obpalleHuss nekapcTBEHHbIX
cpencTts " MeOULNHCKMUX n3genumn OenapTtameHTa
TEXHWYECKOro perynmpoBaHus u akkpegutaumm ESK

— TpeboBaHna K NpedoCTaBrneHUIO AaHHbIX MO MapKupoBKe
1leKapCTBEHHOro npenapaTta U MakeTOB YMakoBKM B paMKax
EASC (AHukoHoBa M.A. — BegyLumin akcnepT ynpasneHusa Ne4
Nno Ka4yecTBY NekapCTBEHHbIX cpeAacTB LleHTpa akcnepTusbl u

KOHTPONS  TFOTOBbIX  JIeKApCTBEHHbIX  cpeactB  PrbY
«HU3CMTIM» Munsagpasa Poccun)
—  WameHenve noaxonoB K nonb30BaTENbCKOMY

TectmpoBaHuio (PoxpaecTBeHckun [.A. — Ha4YanbHWK oTAena
KoopAauHaumn paboTt B cdepe obpalleHVs NeKkapCTBEHHbIX
cpeacts M MeauuMHCKUX  msgenun  [lenaptameHTa
TEXHUYECKOro perynmpoBaHus u akkpegutaumm ESK)

— W3meHeHue TpebGoBaHW K MHCTPYKLMN MO MeOULUHCKOMY
npumeHennto (MaHoBa O.H. — rmaBHbIM cneuuanucT otaena
perctpauumM nekapcTBeHHblX cpefactB PecnybnuvkaHckon
KNUHUKO-bapmakonornyeckon nabopatopun PYI  «LeHTp
3KCNepTN3 M WCMbITaHWM B 34paBooxpaHeHuny» MuH3gpasa
Pecny6nukn Benapyceo)

— WameHenve tpebosanuin k OXIIM (MapdeHoBa E.FO. —
HayanbHWK oTAena yHUUKauMM AaHHbIX PerncTpaLyoHHOro
pocbe ynpasneHns Nel no addektnBHOCTM 1M Ge3onacHoCTh
nekapcTBeHHbIX cpeacTB LleHTpa akcnepTuabl M KOHTpoNns
roTOBbIX NekapcTBeHHbIX cpeactB  PIbY  «HLUISCMIM»
MuHanpaBa Poccun)

— OnEeKTPOHHas WHCTPYKUMA — HOBblEe TPeHObl PasBUTHSA.
MexgyHapogHbeii onbiT u crtatyc EA3C (npeacrtasBuTens
perynaTopHoro komuTeTa Accoumaunym  MexayHapoOHbIX
capmaueBTU4ECKUX NPon3BOAMTENEN)

— [wnckyccus

15.00-15.30 MepepbiB

15.30-17.00 CeKkumoHHOe 3acenaHue 2.5.
JucmaHyuoHHas 3kcnepmu3sa

Mopepatop: BaraHoBa O.A. — HavanbHuk nabopatopun
BuoTexHonornyeckux npenapatoB McnbiTatenbHOro LeHTpa
3KCNepTu3bl  KayecTBa IeKapCTBEHHbIXx cpeacts  PrbY
«HUSCMIM» Munagpasa Poccun

— [OucTtaHuMOHHas akcnepTM3a kadecTtBa ob6pasuoB. OnbIT
perynatopa (BaraHoBa O.A. — HavanbHuK nabopatopuu
BGuoTexHonornyeckux npenapaToB McnbiTaTenbHOro LeHTpa
3KCNepTM3bl KayecTBa JlekapCTBEHHbIX cpeacts  PIbY
«HUSCMI» MuHagpasa Poccun)

— OnbIT wHAQYCTPUM MO  MNPOBEOEHUIO  AWCTaHLUOHHOMN
3KCNepTU3bl — BONPOChHI, TpebyloLmne peLleHnsi, NepcnekTnBbl 1
BO3MOXHOCTU (NpeacTaBuTeNb MEXAYHapPOAHOW KOMMaHUN)

— Tema poknaga Ha cornacoeaHun (KycrtoBa E.B. —gnpektop
no peructpauun AO «lMpomnsBoacTBeHHas hapmaleBTMyecKas
koMmnaHua OB6HoBNEHNEY)

— [Huckyceus

15.30-17.00 CekumMoHHOe 3acenaHue 2.6.
Pazeumue cucmeM uHcneKmupoeaHusi 6 npouyecce
peaucmpayuu siekapcmeeHHbIx cpedcme

MogaepaTop: KannHunyeHko B.B. —  [HenaptameHT
perynvpoBaHua obpalleHus NeKkapCTBEHHbIX CpeacTB MU

MeauumMHCKnx nsgenun MmnHsgpasa Poccum

— WHcnekumn GCP, GLP B pamkax perncrpaumoHHOro
npouecca nekapcteeHHoro npenaparta (KanuHuyenko B.B. —
[enaptameHT perynupoBaHua o00palleHus neKapCTBEHHbIX
CpeacTB U MeanuMHCKMX nsgenuin Munsgpasa Poccun)

— BnHennaHoBas GMP  wuwHcnmekuus npu  peructpauum
nekapcTBeHHbIX cpeacTB  (TpeboBaHMs K 3a8BNEHUIO
WMHCMEKUMN npu nopgade pocbe 6e3 ceptudukata GMP,
KPUTEPUU Ha3HaYeHWS MHCNEKUMN NPU HanNMyMmn 3amevaHuin K
Ka4yecTBYy NeKapCTBEHHbIX CPEACTB, BMObI MHCMEKUUA C TOYKK
3peHnsi opraHmsauuu (NpoaykT-cneunuduyHble KHCNeKumn))
(MoHomapéra M.M. —  KOHCYNbTaHT  ynpaBreHusi
hapMaueBTUYECKOW  MHCMEKUMW  [MaBHOTO  YNpaBreHus
KOHTPONSA MEAMLMHCKOW AeATENbHOCTW, NULEH3NPOBaHUSA U
obpalleHns  nekapcTBeHHbIX  cpeacTB  MwuHucTepcTtBa
3gpaBooxpaHeHuns Pecnybnuku Benapyce)

— WHcnexkTtupoBanue cuctem apmakoHaasopa
npoussBogunTens  (KpUTepuM  Ha3HavyeHusi, 0cobBeHHOCTH
nposegeHvs u Buabl uHcnekumn) (CetkmHa C.B. -
YMONHOMOYEHHOEe NM1Uo Mo chapmakoHaa3opy, pykoBoauTeNb
oTgena 6GesonacHocTM  nekapcTBeHHblx  cpedctB  AO
«BNOKAL»)

— [Huckyceusa




17.00-17.15 MNepepbIB

17.15-18.30 Kpyrnbin cton
AKkmyanbHble 80npockl Kayecmeaa JiekapcmeeHHbIX cpedcme

Mogepatopbl: KosaneBa E.J1. — 3amectutens gupektopa LleHTpa akcnepTusbl 1 KOHTPONS rOTOBbIX NeKapCTBEHHbIX CPEACTB
OreyY «HUICMI» Munsgpasa Poccun, Barmposa B.J1. — gunpektop WHcTUTyTa dapmakonen n ctaHgapTusaumm B cdepe
obpalleHuns nekapcTteeHHbix cpeacTs ®IrbY «HUSCMIM» MuHsgpasa Poccum

O6cyxaaemble BONpPOCHI:

— Bonpocbl akcnepTnsbl BHECEHMA U3MEHEHWIN B PerucTpaunoHHoe JoCbe fekapCcTBeHHbIX npenapartos no npasunam EASC,
3aTparvBatoLLme OLeHKy KayecTBa 1 ctabunbHOCTH npenapaTos, nogrotoska H no kayecTBy, MakeToB ynakoOBKU
— JlabopaTopHble UcnbITaHns 06pasLOoB NekapCTBEHHbIX NpenapaTos, pacyeT 06pasLoB

HdononHutenbHasa uHgopmauumsa Ha cante www.fru.ru n no Ten.:
(495) 359-06-42, 359-53-38, e-mail: fru@fru.ru

O6pawaem Bawe BHMMaHue, 4To OprkomMuTeT KOHhEepeHUUn ocTaBnseT 3a co60iM NpaBo BHOCUTbL U3MEHEeHUs!
B NporpaMmy U cocTaB AOKMNaa4YnKoB
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MpoekT ot 10.04.2024

N
b

PerJlek
HAYYHO-NMPAKTUYECKAA KOH®EPEHLUUA
«PETYJIATOPHAS NPAKTUKA U PETUCTPALUA

JIEKAPCTBEHHbIX CPEACTB» —
«PElTIEK 2024 »

20-22 maqa 2024r., MockBa

NMPOEKT NPOrPAMMBI

22 mas 2024 r.
Ceccusa 3

10.00-12.00 CekuuoHHoOe 3acegaHue 3.1.

MeduyuHckass npodykyus & cocmaee yrnakoeokK
JleKapCmeeHHbIX npenapamos: nodxoodbi K
peaynupoeaHuto e EA3C

MogepaTop: Ha corriacoBaHun

— Bugpl MeguumHckoln npogykuum (knaccmdgukaums) kotopble
NnoMelLLaTCcsa B YNakoBKY NEKapCTBEHHOro npenapara, nubo
BbINOMHAT (YHKLUUW YNaKoBKM W OOLIME NPUHUMNBI  UX
perynupoBaHus (dKypaBneBa O.B. — 3amecTtuTenb anpektopa
PYIM «LeHTp akcnepTns n ucnbiTaHWi B 34paBOOXPaHEHUNY
Pecny6nukm Benapyceo)

— TpeboBaHua K Kommnektauum mogynen 1 um 3
PErMCTPALMOHHBIX [0Cbe B OTHOLIEHWM [OOKYMEHTOB W
cBedeHun o MeguumHckon npopykumm (KypaBnesa O.B. —
3amectuTens agupektopa PYT «LleHTp akcnepTus n ncnbitaHni
B 34paBooxpaHeHum» Pecnybnuku benapychb)

— Tpouenypbl BHECEHUSI W3MEHEHWA B pPErncTpauMoHHbIe
Jocbe B Clyvyae Hanuuus B YMaKoOBKE JIEKapCTBEHHOrO
npenapata MeguumHckon npoaykumm (PoxpecteeHckun [.A.
— HavanbHUK oTAena koopanHaumm paboT B cpepe obpalleHns
NIEKapCTBEHHbIX  CPeacTB M MEAWMUMHCKUX  u3aenvin
[enapTameHTa TEXHUYECKOro PerynmpoBaHns U akkpeauTaumm
E3K)

— TpeboBaHus K MeANLMHCKOWN npoayKLumu,
obecneuvBaroen yHKUUM [03MPOBaHUSA WUNW  BBEOEHMUS
NeKapCTBEHHOro npenapaTta (OAHOPOAHOCTb [A03UPOBAHNS,
cTabunbHOCTb nekapcTBeHHoro npenapata) (LWekun O.A.—
3aMecTMTeNb HavanbHUKa oTaena koopauHauuu paboT B
cchepe 06paLleHUss NekapCcTBEHHbIX CPEACTB U MEeOULIMHCKMX
nsgenun [enaptamMeHTa TEXHUYECKOrO perynupoBaHns W
akkpeguTaumm EQK)

— [Ouckyccus

10.00-12.00 CekumoHHOe 3acenaHue 3.2.

TpesoxHble mepbl ans ghapmKoMnaHuu:
oma3bie/npuocmaHoeKka obpauwjeHuUsi  JIeKapCmMeeHHbIX
npenapamos

MogepaTop: Ha cornacoBaHun

— OcobeHHOCTN n3bATUA U3 ObpalleHuss OTAENbHbIX rpynmn
nekapcTBeHHbIX  npenapatoB no npasunam  EA3C
(npeacTaButens PocagpaBHaasopa)

— O630p MexayHapoAHbIX MOAXO4O0B NpW MPUOCTaAHOBKE
obpalleHusi NekapcTBEHHbIX CPEACTB, KPUTEPUM WU OLEHKa
o6cToATENLCTB MpUHMMaeMbix peweHuin (MonoBa E.HO. —

cTapwuii  OUPEKTop NO  PEerynsaTopHblM  Bompocam U
34paBOOXpPaHEHNIO Accoumaumm MeXOyHapOaHbIX
bapMaueBTUYECKUX NPOM3BOANTENEN)

— OnbIT npoBeaeHnst NPUOCTaHOBKU obpalueHus
nekapcteeHHbix cpeactB (KykmHa C.B. — pykoBogutensb
oTtaena kadectea OOO «HoBo Hopauck»)

— [Ownckyccmsa

12.00-13.00 MepepbiB

13.00-15.00 CekumoHHOe 3acenaHue 3.3.
BHeceHue u3MeHeHull 8 pesucmpayuoHHoe docke U
uHghopmayuoHHoe e3aumodelicmeue 8 pamkax EASC

MogepaTop: PbluuxmHa E.M. — HavanbHUK KOHTPOSbHO-
opraHn3aLmnoHHOro YnpaeneHus orey «HUICMI»

MuHsapasa Poccuu

— HeTt Hnyero Gonee nNOCTOSIHHOrO, YeM BpPEMEHHOE WNu
HOBbIE MEXaHW3Mbl MH(OPMALMOHHOIO B3aMMOLEWNCTBUS
rocygapctB — uyneHoB (PbluumxmHa E.M. — HavanbHuK

13.00-15.00 CekumoHHOe 3acenaHue 3.4.

Bonpocbl nepexoda om 6uo/i02UYECKUX MemoOuk
ucnbimaHusi JlekapcmeeHHbIX npenapamoe K
uHCcmMpymMeHmasnbHbIM Memodam aHanusa. CoepeMeHHble
nodxoodbl

Mopepatop: bBarmposa B.B. - pgupektop MWHctutyTa
dapmakonem w cTaHgapTu3auMm B cdepe obpalueHus

nekapcTBeHHbIX cpeacte Prby
Poccuu

«HUSCMTIM» MwuHsgpasa




KOHTPONbHO-OpPraHn3aunuoHHOro orey
«HUSCMIM» MuHsgpasa Poccum)

— HoBas pegakuus npouedypbl BHECEHUS W3MEHEHWI Mo
Mpasunam EASC. OxupaHua (CasoHoB A.[l. — HayanbHWK
oTAena perynupoBaHus obpalleHus nekapcTBeHHbIX CpeacTs
HenaptameHTa perynmpoBaHus obpalleHns rekapCTBEHHbIX
CpeacTs U MeanUMHCKMX nspgennin Munagpasa Poccun)

— TwnuyHble ownbKN 3asBUTENEN NPU BHECEHUUN N3MEHEHUI
no npasunam EA3C u kak ux usbexate (MuwuH B.H. -
HayanbHWK OTAena MeToAornorMn n obecneyeHus KOHTPOMs
kayecTBa akcnepTm3bl PrbY «HUSCMI» MuH3gpasa Poccun)
— Mopatopuii Ha BHeCeHune N3MeHeHUN npu
perncTpaumoHHblX  npouedypax — Kak  COBpeMeHHble
LUMdPOBbIE  WMHCTPYMEHTbI  MO3BOMSIOT  COBEPLUEHCTBOBATH
TPaAULMOHHBbIE MPAaKTUKKW, B3rNag MHAYCTpUK (NnpeacTaButerb
perynstopHoro komuteta Accounaumm  MexayHapOAHbIX
hapmaLeBTUHECKUX NponsBoanTenei)

— [Ouckyceus

YnpaBneHus

— Mpwuwno Bpemsa nepecmMoTpeTb NOAXOAbI K UCMONb30BaHWUIO
MeToga aHomanbHow TokcudHocTu (BarupoBa B.B. -
anpektop NHcTuTyTa chapmakoneu u ctaHgapTusaumm B cpepe
ob6palleHuss nekapcTBeHHbIx cpeactB OrbY  «HUICMI»
MuHsgpasa Poccun)

— [pobnembl onpeageneHns npumecen rmMcTamMvHa u Opyrux
AenpeccopHbIX BeLecTB B OMONOrM4eckux nekapcTBEHHbIX
cpeactBax (MutbkuHa O.U. — aHanuTuk 1 kaTeropumn otgena
NoAroToBkM papmakonevHblx ctaTed Ha ©Buonornyeckue
nekapctBeHHble cpeactBa WHctuTyTa  bapmakonen wn
cTaHdapTM3aumMm B cdepe obpalleHus NeKkapCTBEHHbIX
cpeactB OIrbY «HUICMIM» Munsgpaea Poccun, CenucoHoB
T.A. — anHanutuk 1 «kaTeropum oTAena nNOArOTOBKU
dapmakonerHbIX cTaTel Ha XUMWYECKMe CUHTeTUYeckue
nekapcTBeHHble CpeacTBa W NEKapCTBEHHble  CcpeacTsa
MUHeparnbHOro npoucxoxaeHna WHcTuTyTa dapmakonen wu
cTaHgoapTMsauum B cdepe oOpalleHUs neKkapCTBEHHbIX
cpenctB ®IrbY «HUICMIM» Munagpasa Poccum)

— Bo3mOXHOCTM ucnonb3oBaHUsA apmakonerHoro mertona
«TecT akTMBaLMM MOHOLMTOBY AS1S ONpeaeneHunst MMporeHHbIX

sarpasHeHmn  (YevetoBa E.O. — Bepywwmi  akcnept
nabopartopuu  dapmMakornorun  McnblTaTenbHOro  LEHTpa
3KCNepTM3bl KayecTBa JieKapCTBEHHbIX cpeacte  PrbY

«HUSCMIM» MuH3gpasa Poccun)

— OnpegeneHve cepaeyvHbIX MUKO3NOO0B B NEeKapCTBEHHbIX
cpencTBax Ha ocHoBe naHgbiwa meTtogoM BIXKX (Lledpep
E.MN. — rmaBHbIn 3kcnepT nabopaTtopun duTonpenapaToB U

romMmeonaTnyeckux  cpefacts  McnblTaTenbHOro  LieHTpa
3KCNepTM3bl KayecTBa JlieKapCTBEHHbIX cpeacts  PrbY
«HLU3CMIM» MuHsapasa Poccuu)
— [wuckyccus

15.00-15.30 MepepbiB

15.30-17.00 PerynsatopHas ceccusa 3.5. 15.30-17.00 CekumoHHOe 3acenaHue 3.6.

HanpaeneHusi coeepweHcmeogaHusi 3akoHoOamesnibcmea | ®apmakoHad3op U peaucmpayusi  JIeKapCMeeHHbIX

8 cghepe obpauieHust 1ekapcmeeHHbIX cpedcme cpedcme

MogepaTop: KamanetauHoBa A.A. — 3amectutenb gupektopa | MogepaTop: Ha cornacoBaHun

JdenaptameHTa perynupoBaHnsi obpalleHus NnekapCTBEHHbIX

CPeACTB U MeanumHckux nsgenui Munsapasa Poccun — [lMpaBonpumeHuTenbHasi NpakTMKa  3akoHO4ATenbCTBa
EBpasuiickoro  aKkoOHOMMYeckoro  coto3a B obnactu

— WcToyHukM u HanpaBneHwss pasBuTUS perynvpoBaHusi
obpalleHnss NeKkapCcTBEHHbIX CPEACTB: €BPA3UNCKUIA acnekT
(KpaBuyk A.M. - 3amecTuTenb HavanbHuka oTAena
KoopavHauum pabot B cdepe obpaleHns nekapCTBEHHbIX
cpencTts 7] MeONLMHCKNX n3genumn [enaptameHTa
TEXHWYECKOro perynupoBaHns n akkpeamTaummn ESK)

- Tema  poknapa Ha  cormacoBaHuu (coTpygHuk
JenaptameHTa perynvpoBaHua oOpalleHus neKkapCTBEHHbIX
CpPeAcTB U MeanumHckux nagenui Mumnsgpaea Poccun)

— [Ouckyccus

dapmakoHaasopa B pamkax peructpauumn (KopHeesa H.U. —
yneH pabouen rpynnbl no capmakoHaasopy Accoumauum
MeXayHapoaHbIX hapMaLeBTUYECKUX MPoM3BOaUTENewn)

— nMMpakTnyeckun  onbIT  npoxoxaenuwss ayauta GVP:
NOAroTOBKA, BbIIBMEHWE HECOOTBETCTBMMA W navndxaku
(CeTtkuHa C.B. — ynonHomoueHHoe n1uo no hapmakoHaasopy,
pykoBoauTenb otaena 6e30nacHOCTM NEKapCTBEHHbIX CPeacTB
AO «BNOKAL»)

— Pabota ¢ nepcoHanbHbiMM OaHHbIMM B obrnacTu
dapmakoHaasopa (CmonbsAHuMHOBa W.A. — cTapwwuii topuct
00O «HoBo Hopauck»)

— O6paboTka coobuieHusi B cucteme AVIC (nmnnemeHTauus
Yyepes Wno3) (npeactasutens PocsgpasHaasopa)

— [Auckyceus

17.00-17.15 MNepepbIB

17.15-18.00 Kpyrnbin cton

AKkmyasibHble 80NPOCHI IKCIIePMU3bl U pe2ucmpayuu JekapcmeeHHbIx cpedcme

MogepaTtop: KoceHko B.B. — n.0. reHepanbHoro anpekropa ey «HLUICMIM» MuHagpaea Poccun

FNopsiueB O.B. — anpektop LleHTpa aKkcnepTuabl U KOHTPOSS FOTOBLIX fleKapcTBeHHbIX cpeacts PrbY «HUISCMIy» MuH3gpasa

Poccuu)

KoBanega E.J1. — 3amectutens anpekropa LieHTpa aKkcnepTuabl U KOHTPOMS roTOBbIX NleKapcTBeHHbIx cpeacts ®IrbY « HUIOCMIM»

MuHsapasa Poccuu

MepkynoB B.A. — 3amecTuTenb reHepanbHOro OUPEKTopa MO 3KCnepTu3e nekapcTBeHHbIx cpeacts PrbyY «HUICMM»

MuHsapasa Poccuu

PbiunxunHa E.M. — HayanbHUK KOHTPOSbHO-OpraHn3aLumoHHoro YnpasneHusa ®rbY « HUSCMI» MuHsgpasa Poccun
TpankoBa A.A. — 3amecTuTenb reHepanbHoro gupektopa ey « HLUISCMI» Munsapasa Poccun u ap.




[JononHutenbHasa uHdopmauma Ha cante www.fru.ru v no ten.:
(495) 359-06-42, 359-53-38, e-mail: fru@fru.ru

O6pawaem Bawe BHUMaHue, 4To OprkoMuTeT KOH(EepPeHUUN OcTaBnsieT 3a Co60M NPaBO BHOCUTbL U3MEHEeHUs!
B NporpaMmy U cocTaB AOKMNag4NKoB



