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09.00-09.15 OTKpbITHE
09.15-10.45 MNMneHapHoe 3acepnaHue

K yyactuio npurnalleHsbl:

aroneB C.B. — 3amectutens MuHuctpa 3gpaBooxpaHeHusi Poccuiickon ®egepauunn

Mam6etanueBa Y.M. — 3amectutens ampektopa [lenaptameHTa TEXHUYECKOro perynnpoBaHns v akkpeamtaumm EQK
BepabiknbiueB B.A. — npeacrasutens BcemupHon opraHnsaumm sgpaBooxpaHeHus B Poccuinckon ®egepaunm
CamonnoBa A.B. — pykosogutens ®egepansHon cnyxbbl N0 Haa3opy B cdepe 3apaBoOXpaHeHUs

Kocenko B.B. — n.0. renepansHoro gupekropa by « HUSCMI» Munsgpasa Poccun

10.45-11.00 MepepbIB

11.00-13.00 CekumoHHoOe 3acefnaHue 1.1.
®Papmayesmu4eckoe UHCMeKMUpoeaHUe KaKk 4Yacmb
pea2ucmpayuoHHO20 npouyecca

Mogepatop: TpankoBa A.A. — 3ameCcTUTENb reHepanbHOro
anpektopa Prey «HUSCMIM» Munaapaea Poccun

— Topxoabl ynpaBneHnss puckamm B obnactu kayecTtsa,
npumMeHsemble npu  npoBedeHwuM  uHcnekumm  GMP
(CoTTaeBa M.M.* - HaYvanbHWK ynpasneHus
WHCMNEKTUPOBaHUSA MPON3BOACTBa NEKapCTBEHHbIX CPEACTB
®BY «'UJIC n HM» MuxnpomTopra Poccun)

— WHcnekTupoBaHue chapmaueBTMHECKNX NPOM3BOACTB Ha
cooTBETCTBME  TpeboBaHWAM  NpaBwun  Hagnexawen
npousBoacTBeHHOW npaktukn EASC. lMpakTuyeckuii onbIT
Pecny6nukn Benapyck (MpoxopoBa M.B. — wHcnektop
oTAena Haanexalwleh  NpOM3BOACTBEHHOM  MPaKTUKW
yrnpaBneHnsa Haanexawmux apmaueBTUyYecknx npaktuk Iy
«l"ocypnapcTBeHHbIN (hapMaLeBTU4eCKun Haasop B cdpepe
obpalleHns nekapcTBeHHbIX cpeacTB «[occapmHansop»)
— ®apmaueBTNUYECKOE WHCMEKTUPOBAHUE AOKMNHUYECKUX
N KNVHWYECKUX WCCredoBaHUA: KPUTEPUM HasHa4YeHus wu
ocobeHHocT npoeepennss (KanuHuyenko B.B. -
[enapTameHT perynmpoBaHus obpalleHnst NeKapCTBEHHbIX
CPEACTB Y MeanUMHCKUX usgenuin Munsgpaesa Poccum)

— dapmaueBTUYeECKOE WHCNEKTNPOBaHNe CUCTEMBI
dapmakoHaasopa aepxarens perncTpaLnoHHOro
ynocTtoBepeHrus (FTopenoB K.B. — 3amecTntenb HavanbHMKa
YnpaBneHns opraHusauuyM rocyAapCTBEHHOrO KOHTPOMs
KayecTBa MeauMUMHCKOM npoaykuuu Poc3apaBHaasopa)

— [pakTnyeckne BONPOCHI NPaBONPUMMEHEHUs MNpoueayp
dapmaueBTNYECKOr0 MHCMEKTUPOBAHUS Ha COOTBETCTBME
Hagnexawum npaktukam. Barnag uwhayctpumn (FaneeBa
A.A. — [gupekTtop NO KNWHUYECKUM UCCMNedOBaHUAM,
3TUYECKMM U MeauUMHCKMM  BonpocaM. Accouuvauus
MeXayHapoaHbIX hapMaLeBTUYECKMX Npon3BoauTenen)

— [HOwnckycena

11.00-13.00 CekunoHHoOe 3acenaHue 1.2.
Bonpocbl uHmMesnnekmyanbHol cobcmeeHHOCcmMuU U
KOHKYpeHUuuU: npasonpuMeHumesibHasi npakmuka

MogepaTopel: PepgopoBa [.U. — 3amectutens anpekrtopa
LleHTpa TpaHcepa wmeaunumHCcKmx TexHonormn OIrby
«HUS3CMTIM» Munsgpasa Poccuu, Monos H.B. — coBeTHUK
LleHTpa TpaHcepa wmeaumumHCKmx TexHonormn OIrby
«HUS3CMIM» Munsapaea Poccumn

— AkTyanbHble  BOMpPOCbl  3aMelleHus  3apybexHon
bapMaueBTUYECKOWM MPOAYKUMM HA OTEYECTBEHHOM pPbIHKE
(AmutpueB B.A.* — reHepanbHbli gupektop Accouunaunm
Poccuiicknx chapmMaueBTUYECKNX NPOM3BOANTENEN)

— [lpakTnyeckue acnekTbl NpPaBOBOW  OXpaHbl  Mpwu
paspaboTke reHoTepaneBTUYEeCKUX neKapcTBEHHbIX
npenapatoB (UBaHoB P.A.* — npegcepaten Y4YeHoro
coBeta YHusepcuteta «Cwupuycy», avpektop Hay4vHoro
LEeHTpa  TpaHCMSUMOHHOMN meauumiel AHOO  BO
«YHuBepcuteT «Cupnycy)

— T[lpakTnyeckne BOMPOCHI MATEHTHOrO COMPOBOXAEHMS
MHHOBAUMOHHbIX ~ pa3paboTok B 34paBOOXpPaHEHUMU
(AnekcanpgpoB H0.[l. — 3amecTuTenb HayanbHUKa oTaena
ynpaBneHus MHTENNeKkTyaneHon cobcTBeHHOCTbO LleHTpa
TpaHcdepa meguumHckmx TexHonormm Orey «HUICMI»
MwuH3agpaBa Poccum)

— [lpakTnka OrpaHM4YeHuss NaTeHTHbIX MNpaB B pamkax
c1.1360 un 1362 [paxpgaHckoro kogekca Poccuickon
Odegepauun  (BnoxmHa HO.B. — HavanbHuK oTtgena
MeaMWLMHbI 1 MegULUHCKON TexHUKN OIBY «DUMCy)

— [lpobnembl 3noynoTpebneHuss npaBOBOM  OXpaHON
nekapcTBeHHbIx cpencts (NlanaeB B.KO.* — 3aBepgytowmn
Kkacdeopon  XMMMYECKOM  TEXHOMOMMM  FIeKapCTBEHHbIX
Bewects PrE0Y BO CIMXdY Munsgpasa Poccun)

— [Owuckyccunsn




13.00-14.00 MepepbIB

14.00-15.30 CekumoHHoe 3acepaHue 1.3.

CoemecmHoe 3acedaHue ®I'BY «HUICMI1» Mur3dpaea
Poccuu u npedcmaeumeneli akcriepmHol naHenu no
6uoghapmayeemuyeckum uccsiedo8aHusIM

MogepaTtop: NopsiveB A.B. — aupekTtop LleHTpa akcnepTuabl
W KOHTPOMS TOTOBbIX FeKapCTBEHHbIX cpeacts OrbY
«HUSCMIM» MuHsgpasa Poccumn

— TCKP npu TpaHchepe TEXHOMOMIA 1 3asiBlIEHUN HOBOW
npousBoAacTBeHHon nnowagkn (PoxpectBeHckun A.A. —
HayanbHUK oOTAena KoopAavHauun paboTr B cdepe
obpalleHns neKkapCTBEHHbIX CPeAcTB UM MeOWLIMHCKUX
n3genuii lenaptameHTa TEXHWYECKOro perynupoBaHus u
akkpeauTaumm ESK)
— O6cyxaeHne ¢ NpeacTaBUTENAMU 3KCMEPTHOW NaHenu
no 6uodapmMaueBTUYECKUM MCCMefoBaHMAM — Bompoca
nposeaeHust TCKP ans MOAMDULMPOBAHHBIX
NeKapcTBEHHbIX MpenapaToB, o6beMy WUcCregoBaHUNM, WX
ocobeHHocTen:

e BcrynutensHoe cnoso (FopsveB [O.B. — oupektop

LleHTpa oakcnepTu3abl M KOHTPOMS  FOTOBbIX
nexkapctBeHHbIXx cpeacts ®IBY  «HLUICMI»
MuHsagpasa Poccun)

e TeCT CcpaBHUTENbHON KUHETUKW PaCTBOPEHUS:

owunbkM B peructpaumoHHom pocbe (EpemeHko
H.H. — rnaBHbIn akcnepT ynpasnewns Nel no
ahdeKkTMBHOCTM 1 6€30MacHOCTM NEeKapCTBEHHbIX
cpeacTs LieHTpa akcnepTuabl 1 KOHTPOMS roTOBbIX

nekapctBeHHbIx cpeactB  OrbY  «HUICMIM»
MuHagpasa Poccum)
— [Hwnckyccusa

14.00-15.30 CekunoHHoe 3acenaHue 1.4.

TpaHcghep mexHos02uli aHanuUMU4Yeckux MemoOluK U
€20 ompaxeHue 8 peaucmpayuoHHoM d4ocbke
JiekapcmeeHHOo20 npenapama

Mogepatop: KynewoBa C.U. — HavanbHuk nabopartopuu
aHTMOMOTUKOB  McnbITaTeNbHOTO  LIEHTpa  3KCMepTu3bl
KayecTBa JlekapcTBeHHbIX cpeacte PrbY «HUICMI»
Mwunzgpasa Poccumn

— [lpaBoBoe perynupoBaHue TpaHcdepa TEXHOMormin u
aHanutnyecknx metoauk. ObbLem nccnegosaHuii B Mogyne
3 perncTpaumoHHOro Jocbe Npu TpaHcdepe aHanUTUYeCcKon
MeToAankM Ha Hosyl nnowanky (Kynewosa C.U. —
HavyanbHWK nabopatopum aHTMBMOTUKOB WcnbiTaTensHOro
LEeHTpa SKCNepTu3bl KayecTBa IeKapCTBEHHbIX CpeacTB
OreY «HUSCMIM» Munsgpasa Poccun)

— [lpobnembl Mpu oOuUEHKE AaHHbIX NO WUCCregoBaHWUio
CTabunbHOCTN  NekapCTBEHHbIX cpeactB  (mogynb  3)
(BenaHoBa A.U. — rnmaBHbIN akcnepT ynpaeneHuns Ne 1 no
3KCnepTn3e kavecTBa NekapcTBeHHbIX cpeacTtB LleHTpa
3KCNepTmM3bl KavecTBa JleKapCTBEHHbIX cpeacts drby
«HUSCMIM» MuH3gpasa Poccun)

— [Mpobnemsl TpaHcdepa npwu NpOon3BOACTBE
Bronornyeckmx nekapcTBEHHbIX MpenapaToB U OTpaxeHune
ero pesynbTaToB B COCTaBe PerncTpaumoHHOro Aocbe
(AkoBneB A.K. — 3amecTuTenb HavanbHWKa ynpaBreHus
npotmBoBupycHbIx MUBIT LieHTpa akcnepTusbl U KOHTPONs
MWBIMN ©IrbY «HU3CMI» MuH3gpasa Poccuu)

— [uckyccus

15.30-15.45 MNepepbIB

15.45-18.00 Pabouee coBelwaHne c nNpousBoAUTENAMM
MMMYHOOMONOrM4YecKux JieKapCTBEeHHbIX NpenapaTtoB

MogepaTtop: JlaBpoBa M.H. — HayanbHUK McnbiTaTtensHOro
ueHTpa akcnepTusbl kavectea MUBIT ®IbY «HUSICMIM»
Mwunsgpasa Poccum

— Ponb OOKyMeHTa npon3BoanNTEns
UMMYHOOMONOrMYECKOro  NiekapCTBEHHOro  mpenapara,
copepxallero MHdopMauu o cTagusix Npou3BOACTBA U
KOHTPOINS kKayecTBa cepun Unv napTum (CBOAHbIN NPOTOKON),
Ansi oueHkm kadectsa UMM npu nony4eHnn paspeLueHnst Ha
BBOZ B rpaxaaHckuin 06opoT (KpuBbix M.A. — 3amecTuTens
HayanbHUKa  WcnbiTaTeNbHOrO  LEHTpa  3KCMEepPTU3bl
kayectBa MBI ®IBY «HUICMI» Munsgpasa Poccun)

— CratucTnyeckuii  aHanma KONMUYECTBEHHbIX [OaHHbIX,
NOMyYEeHHbIX npu npoBeaeHUN UCMbITaHWI
UMMYHOBMONOrMYECKMX NPenapaToB, Kak OOUH U3 KIOYEBbIX
cakTopoB onpepeneHns obbema WCMbITAHMI KavecTBa.
CoBmecTHas pabota ¢ npoussogutenem (llasposa M.H. —
HayanbHUK VcnbiTaTeNbHOrO LIEHTPA SKCNEpPTM3bl KayecTBa
MWBIM ®oI'bY «HUI3CMI» MuHsgpasa Poccuun)

— ®apmakonenHble TecTbl Ha WMMyHOGMOMornyeckue
NleKapCTBEHHblE  npenapaTtbl B YCMOBUSIX  €AMHOrO
hapmaLeBTU4ECKOro pbIHKa cTpaH EBpasuickoro
akoHomu4eckoro coto3a (KopHunosa O.I. — HavyanbHUK
oTaena  noarotoBkM  bapmakonemHblXx — ctatelm  Ha
Guonornyeckme nekapcTBeHHble cpefacTtBa WHcTutyta
cdapmakonen u ctaHgaptusaumm B cdepe obpallexus J1C
OreY «HUI3CMI» Munsgpaea Poccun)

— Peanusauus koHuenuuu 3RS npu KOHTpoOre kKayecTsa
6uonornyecknx npenapatoB. COBpeEMEHHOE COCTOSIHUE U
nepcnekTuebl (FTangepoBa J1.A. — HavanbHWK NabopaTopuu
UMMYyHOMorMm  McnbiTaTenbHOro  LUEHTpa  3KCNepTusbl
kayectBa MUBIM ®I'BY «HUICMIM» Munsgpasa Poccun)

15.45-18.00 CekunoHHoOe 3acenaHue 1.5.

Mpakmuka npumeHeHuUsi mpeboearull u pekomeHoayuli
E3K e obnacmu oyeHKU cOOMHOWEHUSI «MOJib3a-PUCK»
JleKapcmeeHHbIX npenapamoe

MogepaTtop: NopsueB A.B. — anpektop LleHTpa akcnepTusbl
M KOHTPONSA TrOTOBbIX JleKapCTBEHHbIX cpeactB PIrbY
«HUS3CMTIM» Munaapaea Poccumn

— KputnyHele Bompocbl  mporpammbl - UCCrieAoBaHWUi
BOCMPOM3BEAEHHbIX NpenapatoB Anst uHransumn (Orally
Inhaled Drug Products) c uenbio JgokasaTenbcTBa
TepaneBTuyeckon akeBuBaneHtHoctn (FopsyeB O.B. —
avpektop LleHTpa akcnepTusbl U KOHTPONS TOTOBbIX
nekapcTtBeHHbIx cpeacts OIrbY «HUSCMI» MwuH3gpasa
Poccuun)

— OcobeHHOCTN 3KCnepTM3bl OpchaHHbIX NEeKapCTBEHHbIX
npenapatoB (FlybeHko A.U. — 3amecTutenb AupekTopa
LleHTpa akcnepTusbl U KOHTPONSA FOTOBbIX NEKapCTBEHHbIX
cpeacts ey «HUSCMI» MuHsgpasa Poccum)

— OKcnepTHble NoaxoAbl K OUEeHKe OTAENbHbIX rpynn
NeKkapcTBEHHbIX MNpenapatoB C  MOAUMULMPOBAHHBLIM
BbicBObOXaeHnem (ConoBbeBa A.Il. — rnaBHbIA 3KCnepT
ynpaenenna Ne2 no addeKkTMBHOCTM U GeszonacHoCcTh
nekapcTBeHHbIX cpeacTB LleHTpa akcnepTusbl n KOHTpons

roToBbIX JekapcTBeHHbIXx cpeacte PrbyY «HUICMI»
MwuH3agpasa Poccum)
- OnbIT 3KCNepTU3bl NpOTOKOJIOB KNMHWUYECKNX

nccrneaoBaHU NEKapCTBEHHBIX MPenapaToB, OKa3blBaLLMX
MeCTHoe AelcTBme, B COOTBETCTBMM C TpeboBaHuamu EASC
(UBaHoBa O.H0. — 3amecTuTENb HayanbHUKa ynpaBreHUst
Ne 1 no achpekTMBHOCTU M GE30MacHOCTN NeKapCTBEHHbIX
cpeactB  LleHTpa aKcnepTu3bl WM KOHTPOMS TFOTOBbIX
nekapcTBeHHbIX cpeacts ®rbyY «HUSCMIM» MwuH3gpasa
Poccuu)




— TecT aKkTMBauuMum MOHOUMUTOB ANst  onpegeneHusi
MMPOreHOB Kak npuMep peanusauum koHuenuum 3Rs
(YevetoBa E.O. — Begywwmii akcnept nabopaTtopum
dapmakonornm  McnbiTatensHOro  LEHTpa  3KCnepTu3bl
KayecTBa nekapcTBeHHbIx cpeacte PrbY «HLUICMI»
MuHzgpasa Poccun)

— [pumeHeHne meToaa akTUBaLMM MOHOLIMTOB B KOHTPOIe
kadyectBa Ouonorumdeckux npenapatoB (TytHoBa A.Q. —
pyKOBOAMTENb OTAEeNa KOHTPONSA KayecTBa NeKapCTBEHHbIX
npenapatoB Mmetogamu JIAJl-tect n MAT-OOO «Anbrumep,
TexHo»)

— bwuonornyeckne thapmakonenHole cTaHgapTHble
obpasupl: Tekyllee COCTOSIHME U NepcrnekTuBbl PasBUTUS
(Mbicko K.A. — 3amecTutens HavanbHuka McnbitatensHoro
ueHTpa akcneptusbl kadectea MUBIT ®IBY «HLICMIM»
MuHsapasa Poccum)

— HAwnckycensa

— PekomeHgauuMm no 06GOCHOBaHWUIO peneBaHTHOCTU

AKCMEePUMEHTanbHbIX XWBOTHbIX ANA  OOKMMHUYECKOro
n3yyeHmst  Ge30MacHOCTM  JIEKapCTBEHHbIX  CpeacTB
(EHranbiveBa [.H. - 3amectuTenb  HavanbHuKa

ynpasneunss Ne 3 Mo AOKMMHWUYECKUM MWCCRedoBaHUSAM
6e3onacHocTM rieKapCTBEHHbIX cpeacTs LleHTpa
3KCMepTU3bl N KOHTPONS FOTOBbIX JIEKaPCTBEHHbIX CPEACTB
Orey «HUICMIM» MwuHsgpasa Poccun, BoncyHoBckas
H0.P. — rmaBHbIn akcnepT ynpaBneHns Ne 3 o
OOKNNHNYECKUM ncecneaoBaHusaM 6e3onacHocTn
nekapcTBeHHbIX cpeacTB LleHTpa akcnepTusbl 1 KOHTpons
roToBbIX NekapCcTBeHHbIX cpeacts PrbY  «HUICMI»
MuHanpasa Poccun)

— [wnckyceuns

* [loknag4uk Ha cornacoBaHumn

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

O6palaem Bawe BHMMaHue, 4To OprkoMmuTeT KOH(hbepeHUMn ocTaBnsAeT 3a co601M NpPaBo BHOCUTbL U3MEHEeHUs!
B NporpaMmy U cocTaB AOKNaA4YUKoOB
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09.30-11.00 CekumoHHOe 3acenaHue 2.1.
lpueedeHue 8 coomeemcmeue u nepexooHbIll Nepuod.
Tpo6nembl u nymu peweHusi

MogepaTop: PblumxuHa E.M. — HayanbHWK KOHTPOSIbHO-
opraHusauuoHHoro  Ynpaenenus  OIrbY  «HUICMI»
Mwunsgpasa Poccum

— [lpuBegeHve B COOTBETCTBUE U MEPEXOAHbIN Mepuos.
Mpobnembl 1 nytn peweHuns (Poiunxuna E.M. — HavanbHmk

KOHTPOSbHO-OpraHmM3aLMOHHOIro YnpaBneHus oreyY
«HLUI3CMIM» MuHsgpasa Poccun)

— AHanmMs 3amevyaHui, MONyYeHHbIX 3asiBUTENeM, npu
npoBeoeHMN  3KCMepTu3bl B pamkax  npoueaypbl

MpuBeneHns perucTpauMoHHOro [J0Chbe eKapCTBEHHbIX
npenapaTtoB  Ans  MEOWUMHCKOrO  MPUMEHEHMs B
COOTBETCTBUE C TpeboBaHUaAMHN EBpaswiickoro
3KOHOMUYECKOro cot3a. [yt pewenus. [MogroToBka
otBeToB (KyctoBa E.B. — gunpektop no peructpaummn AO
«MpounsBoacTBeHHas dhapmaueBTMyeckas KoMnaHus
OGHoBNEHNEY)

— TpuBeneHue B cooTBeTCTBME — rof, A0 hmHUwa. TpeHabl
W  aKTyanbHble BOMPOCbI, Tpedbywlne OOHACTPOWKU
(Monoea E.KO. — crapwuvin gupektop No perynsaTopHbIM
BOMpocam " 3[,paBOOXPaHEHNIO Accoumnaumm
MeXayHapoaHbIX chapMaLeBTUHECKNX NPOM3BOANTENEN)

— [Hwnckyccusa

09.30-11.00 CekumoHHOe 3acenaHue 2.2.
Hoeesnnbl HopMamueHO-NPasoeo20 pe2ysiuposaHusi e
cghepe obpauieHus nekapcmeeHHbIx cpedcme

Mogepatop: KamanerguHoBa A.A. — 3amecTuTenb
avpektopa [enapTamMeHTa perynupoBaHusa obpalleHus
NEeKapCTBEHHbIX CPEACTB W MEAUUMHCKUX  U3Lenun
MwuHsgpasa Poccuu

— BekTopbl pa3BuTUS perynaTopHOM cucTeMbl B cdepe
ob6palleHnss nekapcTBeHHbix cpeacTs (KamanetauHoBa
ALA. - 3amectutens gupektopa  [lenaptameHTa
perynupoBaHnsi obpalleHust nekapCTBEHHbIX CpeacTs U
MeauumMHCKnX nagenun MmnHsgpasa Poccum)

— Bonpocbl nonyveHuns paspelleHnss Ha npoBedeHue
KIUHWYECKMX MCCNEeaoBaHUA. TunuuHble 3amMeyvaHust K
npepoctaensembeiM fokymeHtam (LapadetramHos A X —
HaYvarnbHWK otgena KIMHUYECKMX uccrnegoBaHun
NeKapCTBEHHbIX cpeacTB [lenaptameHTa perynupoBaHus
obpalleHnsi NeKkapCTBEHHbIX CPEACTB UM MEOULIMHCKUX
nsgenun Munsgpasa Poccun)

— TyTteBogutens no LleHoOOpa3oBaHuto Ha
nekapcteBeHHole npenapaTtel  (FpebeHkmHa A.M. -
3aMecTuTeNb HavanbHUKa oTAena perynvpoBaHus LeH Ha
rnekapcTBeHHble npenapaTbl W KOOPAMHALMM  3aKymok
HenaptameHTa perynMpoBaHus obpatueHuns
neKapCcTBEHHbIX CPEACTB U MEOAUUMHCKUX  u3genui

MuHsgpasa Poccun)

— OObpalyeHne BMOMEONLMHCKMX KNEeTOYHbIX NPOOYKTOB,
npegHasHayeHHbIX Ans  WCMOMHEHUS  WHAWBUAYarbHOro
MeauUMHCKOro  HasHayeHuns»  (PommyeBa O.A. -
3amecTuTenb Auvpektopa [enaptameHTa Haykm U
WHHOBALMOHHOIO pasBuTUS 3apaBooxpaHeHns MuHsgpasa
Poccuun)

— [wuckyccunsn

11.00-11.30 MNepepbiB

11.30-13.00 Kpyanbii cmon

AKmyanbHble 80Mnpochl NMPOXO0XOeHuUs1 3Kcrnepmusbl U
peaucmpayuu s1eKapcmeeHHbIX cpedcme PocCulicKux
npouseodumernel 8 3apyb6exXHbIx cmpaHax

Bonpockl ans o6eyxaeHus:

— OcCHOBHbIE CNOXHOCTW MPW MPOBEAEHUN 3KCMEepPTU3bl U
perucTpauuyM nekapCcTBEHHbIX MpenapaToB POCCUMIACKOrO
NPOU3BOACTBA (TOYKA 3PEHMS pasnu4YHbIX 3apyOexHbIX
areHTCTB)

— OcCHOBHblE CMOXHOCTMW, CBSI3aHHble C perucTpaumen
NEeKapCTBEHHbIX NPenapaToB POCCUINCKOro NPOM3BOACTBA MO

11.30-13.00 CekunoHHoe 3acenaHue 2.3.
3asseumernb u SkcnepmHbIU KomMumem
JlekapcmeeHHbIM cpedcmeam: dasiekue u 6uskue

mno

— Bbibop pedepeHTHbIX nNpenapaToB. UTo JOMmKeEH 3HaTb
pa3paboTuuk nekapcTBeHHoro npenapaTta? (EdpemoBa
WH. - 3zasegywowas PecnyGnukaHCKon  KNWHUKO-
dapmakonornyeckon  nabopatopuen PYN «LeHTp
3KCMEPTU3 N UCTbITaHWIA B 34paBOOXpaHeHMn» MuHsgpasa
Pecnybnukn Benapyco)

— TwunoBble NporpamMmmbl UCCefOBaHWA CKOMUPOBAHHBLIX
nekapcTs: nepsbli onbiT (PepgoceeBa U.UN. — HavanbHuK




npoueaype B3avMHOro npuaHaHus EASC (Todka 3peHus
Pecnybnukn KasaxctaH n Pecny6nukmn Benapychb)

— Barnsgbl  npousBoguTenei  Ha  npobnembl  npu
perucTpauuy nekapCcTBEHHbIX MpenapaTtoB 3a pybexom
(Bonpocsl Npu3HaHns poCCUIACKOMn CUCTEMBI
cdapmakoHagsopa u ceptugukatoB GMP, npobrnembl B
YCTaHOBMNEHUN B3aUMOLENCTBUS C MNpencTaBUTENAMU
3apybeXxHbIX PerynsTOpHbIX areHTCTB U NoMy4YeHUs OTBETOB
Ha 3anpochbl)

yrpaBneHus 3KCnepTusbl fekapcTBeHHbIX cpeacts PYTI
«LleHTp 9KcnepTM3 M uCMbITaHWiA B 34pPaBOOXPaHEHUM»
MwuH3gpaBa Pecny6nvkn Benapychb)

— MNpouepypsbl paccMoTpeHus pasHornacum npu
npu3HaHMM 3aKkcnepTHbix oTyeTtoB (KpaBuyk A.M. —
3amecTMTeNnb HavanbHWKa OTAerna KoopauHauun paboT B

cchepe  oOpalleHuss  NeKapCTBEHHbIX  CPEeACTB U
MeOMLUMHCKMX  m3genun  [lenaptameHTa  TEXHUYECKOro
perynupoBaHusa u akkpegutaumm ESK)

— [uckyccus

13.00-14.00 MepepbiB

14.00-15.30 CekumoHHOe 3acepaHue 2.4.

O6bembl uccnedogaHuli CKOMUPOBaHHbIX JIeKapcme
npu eHeceHUU U3MeHeHuli e ¢bapmMpa3pabomky:
6onbwue nocredcmeusi om MasnieHbKUX NPuYyuH

MogepaTop: PoxpectBeHckun [.A. — HavanbHUK oTaena
KoopauHauum paboT B cdepe obpalleHus nekapCTBEHHbIX
CPEeacTB U MeOUUMHCKMX  m3genun  [JenapTameHTta
TEXHWYECKOro perynupoBaHns n akkpeamTaumm ESK

— W3meHeHne coctaBa BcrnomoraTenbHbIX BeLEecTB U
TEXHOMOrMM MPOM3BOACTBA NEKapCTBEHHOro npenapaTa B
CpaBHEHUN c pedepeHTHbIM npenapaTom
(PoxpecTtBeHckun [I.A. — Ha4anbHKK OTAENa KOoOpAMHaLMK
paboT B cdepe oOpalleHUsi NekapCTBEHHbIX CPEACTB U
MeauUMHCKUX m3genuii  [lenaptameHTa  TEXHUYECKOro
perynupoBaHusi 1 akkpegutaumm ESK)

— WN3meHeHne nuHeek JO3UPOBKU U BUAA NEKAPCTBEHHON
OpMbl  CKOMMPOBAHHOIO Mpenapata B CPaBHEHUU C
pedepeHTHbIM neKkapcTBeHHbIM npenapatom (HapxapsiH
A.B. — 3amecTuMTenb 3aBeaylLIEro — HavyanbHUK oTaena
3KCNepTU3bl NekapCcTBEHHbIX NpenapaTtoB PecnybnukaHckomn
KnnHuko-capmakonornyeckon nabopatopum PYT «LleHTp
3KCNEepTU3 1 UCNbITaHWI B 34paBoOXpaHeHn» Pecnybnuku
Benapyco)

— WN3aveneHne  pexuma  npuema  neKapCTBEHHOrO
npenapara, nepexog K (OUKCMpoOBaHHOW KOMOMHaUuM 403 B
ckonuMpoBaHHOM  npenapate  (Hagxapsn A.B. -
3amecTuTenb  3aBedylolero — HavanbHuK oTaena
3KCNepTU3bl NIekapCTBEHHBIX NpenapaTtoB PecnybnukaHckomn
KnnHuko-dapmMakonormnyeckorn nabopatopum PYI «LleHTp
3KCNEepPTU3 N UCMbITAHWI B 34paBoOOXpaHeHn» Pecnybnuvkm
Benapycb)

— TNpobnema HeconocTaBUMOCTM Pe3ynbTaTOB NPUW OLIEHKE
3KBMBaNEHTHOCTH NeKapCTBEHHbIX npenapartos
(KypaeneBa O.B. — 3amecTtutens gupektopa PYT «LieHTp
3KCNEepPTU3 U UCMbITAHWIA B 34paBoOOXpaHeHn» Pecnybnuvkm
Benapyco)

— [Ouckyccus

14.00-15.30 CekumoHHOe 3acenaHue 2.5.
Banudayuss u ammecmauusi aHaJlumu4yecKux Memoouk:
npo6siemMbi U 80NPOCHLI

MogepaTop: BaraHoBa O.A. — HavanbHWK nabopaTopuu
BroTexHonornyecknx npenapartos VcnbiTaTensHOro LeHTpa
3KCNepTU3bl KavecTBa INekapcTBEeHHbIX cpeacts PrbY
«HUSCMIM» MuH3gpasa Poccuu

— CraHpapTHble ob6pasubl. OcobeHHocTH
XapakTepu3aLuun, KOppekTHOe MCMoNb3oBaHMe 1 OWNOKM B
npumeHeHnn (HaTtbikaH A.A. — akcnepT 1 kaTteropuum
naboparopuu BroTexHonornyeckmx npenapartos
WcnbeiTatensHoro LeHTpa 3KCMepTU3bl kavecTBa
nekapcTBeHHbIx cpeacts OrbyY «HUSCMI» MwuH3gpasa
Poccun)

— TlocneactBus M3MEHEHU aHANMUTUYECKOW METOOVKU:
06beMbI M3MEHEHWI aHanMTUYeCcKon MeToanky Tpebytowne
ee nepesanujaumnm unu sepudukaumn. Tunbl BHOCUMBIX
W3MEHEHU B PerucTpauuMoHHOe AOCbe MpU MU3MEHEHUSX
aHanuTtnyeckon metoamkn (KynewoBa C.U. — HavanbHUK
nabopartopmn  aHTMBMOTMKOB McnbiTaTeNbHOrO  LEeHTpa
9KCNepTU3bl KayecTBa NekapcTBeHHbIX cpeacts PrbY
«HLU3CMIM» MuHsapasa Poccuu)

— Crartuctuka npu Banugauum metoguk (AcdoHun M.B. —
rMaBHbIN  MHXEHep-uccnegoBaTenb PeCcypCHOro  LieHTpa

aHanUTUYeCcKnx MeToa0B Hay4Ho-TexHonornyeckui
yHuBepcuteT «Crpuycy)

— Banupauus MeToanK BuoTexHoONorM4ecKknx
nekapcTBeHHbIX npenapaToB. [pumepbl BEPHbIX peLUEHNI 1
TUNWYHBIX  Oowmnbok (BaraHoBa O.A. - HavanbHWK
nabopartopuu B1oTeXHONOrMYecKmx npenapartos
WcnbiTatensHoro ueHTpa 3KCNepTusbI KavecTBa

nekapcTtBeHHbIx cpeacts ®IrbyY «HUSCMIM» MwuH3gpasa
Poccun)
— [Ownckyccmsa

15.30-16.00 MepepbIB

16.00-18.00 CekumMoHHOe 3acenaHue 2.6.

ModxodbI Kk  oueHke Kayecmea  pa3JluUYHbIX
JslekapcmeeHHbIx ¢opM € yyemoM mpeboeaHull
HayuoHanbHbIX HOPMamueHoO-NpaeoebiX akmoe Uu
akmoe Colo3a npu peaucmpayuu JieKapcmeeHHbIX
npenapamoe

Mogepatop: KoBanmeBa E.JI. — aupektop LleHTpa
3KCNepTu3bl KavecTBa IekapCTBeHHbIX cpeacte OrbY

«HU3CMI» Munsgpasa Poccuu

— TlogroToBka HOpMAaTMBHOIO AOKYMEHTa MO KayecTBy Ha
nekapcTBeHHble hopMbl: TabneTku, kancyrnbl. OcobeHHOCTH
KOMNnekTauum [OOKYMEHTOB W [aHHbIX B mogyrne 3
peructpauuoHHoro gocbe (KoBanesa E.J1. — awmpextop
LleHTpa akcnepTu3bl kavyecTBa IeKapCTBEHHbIX CPEeACTB
OrbY «HUSCMI» Munsapasa Poccun)

16.00-18.00 CekumoHHoOe 3acenaHue 2.7.

MnamgopmeHHbIe mMemoduku ucnbimaHul
MOHOKJ/IOHaNbHbIX aHmumen — «bepu u ucnonb3yi».
BHedpeHue e npakmuky c¢hapmakoneliHo2o aHanu3sa
YHuUeepcasnbHbIX MemoduK ucrfbimaHul rno Kir4YeebiM

xapakmepucmuKkam Kayecmea MOHOKITOHaNbHbIX
aHmumen
MogaepaTopbi: Mepkynos B.A. —  3amecTtuTerb

reHepanbHOro AUpeKTopa Mo 3KCMepTu3e neKapCTBEHHbIX
cpencte ®IrbY «HUSCMI» MuHsgpasa Poccun, BarnpoBa
BJl. -  aupektop WHcTuTyTa  dpapmakoneu "
CcTaHdapTu3aumMm B cdepe 06palleHuss nekapCTBEHHbIX
cpencte ®IbY «HUICMI» Munsgpasa Poccun

— [lnatdopmeHHble (yHvBepcanbHble) MeTOaUKM
UCMbITAHUA MOHOKITOHAIbHbLIX aHTUTEN ANsi MeAULMHCKOro
NpUMeHeHNs B npakTuke capmakoneriHoro aHanusa. OT




— ToaroToBka HOpMATMBHOIO AOKYMEHTa MO Ka4yecTBy Ha
napeHTeparnbHble nekapcTBeHHble opmMbl. OcobeHHOCTH
KOMMNMeKTauum [OOKYMEHTOB W [aHHbIX B Mogyrne 3
peructpaumnoHHoro gocbe (MaTtBeeBa O.A. — HavanbHWK
ynpaBnenms Ne1 no akcnepTuse KayecTBa NEKapCTBEHHbIX
cpeactB LleHTpa akcnepTusbl kayecTBa JEKapCTBEHHbIX
cpeacte ®IrbY «HLUICMI» Munsgpasa Poccun)

— [NogroToBka HOpMaTMBHOIO AOKYMEHTa MO Ka4yecTBy Ha
XWUOKNE neKapcTBeHHble (OpMbl AnS MNpUeMa BHYTPb.
OcobBeHHOCTM KOMMMeKTauum LOKYMEHTOB W [aHHbIX B
moayne 3 permctpauunoHHoro gocbe (lMoHomapeHko A.A. —
HayanbHUK ynpaeneHns Ne2 no 3KcnepTMse KayvecTsa
nekapcTBeHHbIX cpefacTtB LleHTpa akcnepTu3bl kadvecTBa
nekapcteeHHbix cpeacts ®IbY «HUSCMI» MwuHsagpasa
Poccuu)

— O6bem akcnepTusbl kKayecTBa 06pas3LoB (nabopaTopHbIX
UCNbITAHUA) NEKapCTBEHHbIX CPEACTB MO HauMOHaINbHON
npoueaype u npoueaype EASC (JlaHkuna E.B. — Begywmn
akcnepT ynpaeneHns Ne1 no akcneptuse Kayectsa
nekapcTBeHHbIX cpeacTB LleHTpa akcnepTu3bl kayecTBa
nekapctBeHHbIx cpeacts ®IrbY «HUICMI» MwuH3gpaea
Poccun)

— [pobnemHblie BOMpOCHI npv noAroToBke
perucTpaumoHHOro [OoCbe MO KavecTBY reKapCTBEHHbIX
cpencTB: onbIT hapmaLeBTu4eckon komnanmm (CrtenywmHa
H.KO. — pauvpekTop no perMcTpauMum W KIUHUYECKUM
nccnegosaHusim OAO «ABeKkcrMay)

— [Ouckyccus

noen go peanusaummn npoektos OPC (BaraHoBa O.A. —
HavarnbHWK nabopaTopunn BUOTEXHONOMMYECKMX NpenapaToB
McnblTaTensHoro ueHTpa 3KCNepTU3bI KayecTBa
nekapcTBeHHbIX cpeacts ®rbyY «HUOCMI» MwuH3gpasa
Poccuun)

— TnatdopmeHHas MeTOAMKa onpegeneHus
POOCTBEHHbIX npumMmecem BbICOKOMOMEKYNSAPHBIX
COEINHEHUN B MAB MEeToa0M 9KCKMIO3NOHHOM

xpomaTtorpadum (3notHukoBa E.X. — Begywuii akcnept
naboparopuu BroTexHonornyeckmx npenapartos
WcnbitatensHoro LueHTpa aKCNepTU3bI KavecTBa
nekapcTtBeHHbIx cpeacts OIbY «HUSCMI» MwuH3gpasa
Poccuun, CmunpHoB P.C. — rnaeHbIn akcnepT nabopatopum
BroTexHonornyeckmx npenapaTos VicnbiTaTenbHOro LeHTpa
3KCNepTU3bl KayecTBa IleKkapCTBEHHbIX cpeacts OrbY
«HU3CMTIM» Munaagpasa Poccuu)

— YHuBepcanbHble METOAUKM OLEHKU: M30(OPMEHHOro
coctaBa (MeTon WOHOOOMEHHOW xpomaTorpacdum) U
YCT@HOBMNEHUS  COAEpPXaHWs  POACTBEHHbLIX MpuUMecen
(kanunnapHein anektpodopes) (NleHnH C.A. — akcnepTt 2
kateropun nabopaTtopum GMOTEXHOMNOIMYECKMX NpenapaToB
WcnbitatensHoro LueHTpa aKCNepTuUsbI KavecTtBa
nekapcTtBeHHbIx cpeacts OIbY «HUSCMI» MwuH3gpasa
Poccuun)

— lMnatdopmeHHble MeTOANKN yCTaHOBMNEHUSA
rnukaHosoro npocunsa (N-cBA3aHHbIX onurocaxapvaos) B
MOHOKIOHamNbHbIX ~ aHTuTenax  Ans MeAMLIMHCKOrO
npumeHenns (MonyHuHa H.B. — oakcnept 1 kateropum
nabopartopuu B1oTexXHONOrMYecKmx npenapartos
WcnbiTatensHoro LueHTpa 3KCNepTU3bI KavecTBa
nekapcTBeHHbIx cpeacts OrbyY «HUSCMI» MwuH3gpasa

Poccun, bBenpgpbiwueB A.A. — T[NaBHbI  3KCNepT
nabopatopum ONOTEXHONOTMYECKNX npenapartos
VicnbiTaTenbHOro LeHTpa 3KCNepTU3bI KadecTBa

nekapcTtBeHHbIx cpeacts OIbY «HUSCMI» MwuH3gpasa
Poccuun)

— CoBpemeHHO, ObicTpo, npocto. [lnatcdopmeHHas
mMeToaMKa  onpefdeneHnss  M30POPMEHHOro  CcocTaBa
MOHOKIIOHASbHbIX ~ aHTUTEN  MEeTOAOM  KanunnspHOro

N303MEeKTPUYECKOro (PoKyCcMpoBaHMSA C AeTeKTUPOBaHWEM
no Bcen addekTnBHOM AnuHe kanunnsapa (kKN3P-O30K)
(BeHppbiweBa C.H. — Bepywmin akcnept nabopatopum
OuroTexHonornyeckmx npenapaTos VicnbiTaTenbHOro LeHTpa
3KCNepTm3bl KavecTBa J1EKapCTBEHHbIX cpeacts drby
«HUI3CMIM» MuHsapasa Poccuu)

— [Ouckycens

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

O6palaem Bawe BHMMaHue, 4To OprkoMuTeT KOHbepeHLMN OCTaBNsAEeT 3a cO60M NPaBO BHOCUTbL U3MEHEeHUs
B NporpaMmy U cocTaB AOKNaA4YUKoOB
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PerJlek
HAYYHO-NMPAKTUYECKAA KOH®EPEHLUUA
«PETYJIATOPHAS NPAKTUKA U PETNCTPALIUA

JIEKAPCTBEHHbIX CPEACTB» —
«PETTIEK 2024 »

11-13 Hos6pA 2024r., MockBa, otenb «XaaTT PuaxeHcun MockBa MNMeTpoBckumn Mapk»

MPOEKT NPOIrPAMMbBI

13 HOAGPpA 2024 T.

Ceccua 3
09.30-11.00 CekunoHHoOe 3acepaHue 3.1. 09.30-11.00 MNaHenbHas AUCKyccus LleHTpos
UHopmayusi o nekapcmeeHHOM npernapame: 3Hamb U | 3KCNEPTU3bl JeKapCTBEHHbIX CPeACTB CTPaH-4YNeHOB
noHumams! EAJC
Mogepatop: MapdeHoBa E.HO. — HauvanbHuk oTtgena | Mogepatop: naroneB C.B. — 3amectutens MwuHucTpa

YHUpMKALMN fAaHHBIX PEMMCTPALMOHHOIO A0ChE YNpaBneHuns
Ne 1 no acbgekTMBHOCTM 1 BE30NacHOCTUN NeKapCTBEHHbIX
cpeactB  LleHTpa akcnepTMsbl M KOHTPONS  rOTOBbIX
nekapcTBeHHbIx cpegcte PrbY «HUSCMIM» MwuHsgpasa
Poccun

— [MaumeHT-OpneHTUPOBaAHHBLIN MNOAXOA K  U3MOXEHUIO
nHcopmauum B UMM (J1B) 0 npumeHeHnn nekapCcTBEHHOrO
npenapara: onblT Pecnybnukn benapyce (CtenaHoBa H.A.
- rnaBHbIN cneumanuct otaena KCNepTu3bI
NeKapcTBEHHbIX CcpeAacTtB  PecnyOGnuKaHCKOM  KMUMHWKO-
dapmakonornyeckoi nadopatopun PYT «LleHTp akcneptus
W UCNbITaHWI B 3apaBooxpaHeHun» Pecny6nuvkm Benapych)
— [poBepaeHwne cBA3yIOLLErO UCCNEAOBaHUS: LiefNb U MECTO
B CWUCTEME OLEHKM [OCTYNHOCTU wHdopmaumm ans
nauneHta (Fepacumeuy E.A. — akcnept 2 kaTeropum
ynpaenexnmss Ne 2 no adpdekTnBHOCTM M GeszonacHocTu
neKapcTBeHHbIX cpeacTB LleHTpa aKkcnepTu3bl U KOHTPONs
roTOBbIX rleKkapcTBeHHbIX cpeacts PIrbY  «HUICMIM»
MuHsagpasa Poccun)
— Tpobnema obecneveHuns COMoCTaBMMOCTH
uHcopmaumm B OXIM  (MMI1)  opurnHanbHoro wm
BOCNPOU3BEAEHHOIO nekapcTBEHHOro npenapara
(NapdeHoBa E.HO. — HauanbHuK oTgena yHudvkaumm
OaHHbIX PEerncTpaurMoHHOro gocke ynpaeneHus Ne 1 no
apdeKTMBHOCTM 1M 6e30MacHOCTN NekapCTBEHHbLIX CPpeacTB
LleHTpa akcnepTnabl U KOHTPOIS TOTOBbLIX NEKapCTBEHHbIX
cpencts ®IrbY «HUSCMI» Munagpasa Poccun)

— [Huckyceus

3apaBooxpaHeHns Poccuinckon ®egepaumm

K yyacTtuio npurnalleHsi:

MambetanmeBa Y.M. - 3amecTtutenb
OenapTtameHTa TEXHWUYECKOro
akkpeguTaumm EOQK
PoxpecTtBeHckui [.A. — HayanbHUK oTAena KoopaMHaumum
paboTt B ccepe obpalleHusi fnekapCTBEHHbIX CpeacTs W
MeOVLMHCKMX  n3genuin  [denaptaMeHTa  TEXHU4YECKOro
perynvupoBaHus u akkpegutaumm ESK

AvpekTopa
perynupoBaHusi "

— AOST «Hay4yHbIn UEHTp 9KCnepTu3bl feKkapcTB Wu
MEOMLMHCKMX TEXHONOMMN MMEHM akagemvka OMuns
abpuensiHa»

- PYN «ULeHTp  akcneptus "
3npaBooxpaHeHun» Pecnybnuku Benapycb
— PrM na TMXB «HaunoHanbHbIA LEHTP 3KCNepTu3bl
NeKapCTBEHHbIX CPEACTB M MEOULUMHCKUX  M3Oenvny
KomuTeTa KoHTpons kavecTBa u 6e3onacHOCTM TOBapoOB U
ycnyr  MwuHucTepctBa  3apaBooxpaHeHusi  Pecny6nuvkm
KasaxcTaH

— [enapTameHT neKkapCTBEHHbIX CPEACTB U MEOULIMHCKMX
nm3genun MuHuctepcTBa 3apaBooxpaHeHust Kbliprbi3ackomn
Pecny6nuku

— OIbY «HayyHbn  UEHTp  3KCnepTusbl
MeOMLMHCKOro npuMeHeHusi» Munsgpasa Poccun

MUCNbITAHUN B

cpeacTs

11.00-11.30 MepepbIB




11.30-13.15 CekumoHHoe 3acenaHue 3.2.
«Omkazamb Henb3si nNpu3dHamb» — 20e fnocmaeumsb
3ansmyro?

Mogepatop: PbiumxuHa E.M. — HayanbHUK KOHTPOMbHO-
opraHusauuoHHoro  Ynpaenewua OIbY  «HUICMI»
MuHsapasa Poccuu

— Tpobnembl Npn3HaHUsA 3KCNepTHbIX 0T4EeTOB. Pucku anga
obwero pbiHka. [lytn peweHns (PblumxuHa E.M. —
HayarnbHUK KOHTPOSbHO-OPraHN3aLMoOHHOIO  YNpaBneHus
drey «HLUSCMIM» MuHsgpasa Poccun)

— KpuTnyeckue samevaHus B rocygapcTsax npu3HaHus B
paMKax OLEHKW 3KCMepTHbIX OT4YeToB. OnbIT KOMMNaHWu-
3agsutensa (Banabaw B.A. — pykoBogutens ynpasneHus
peructpaumm 1 crtangaptusaumm  3A0  «dapmdumpma
«CoTekcy)

— [pobnembl B3auMHOrO nNpU3HaHWs, Kak npeofoneTb
6apbepbl. ONbIT NpaBONPUMEHEHUS B rocyAapcTBax-yneHax
Coto3a (JlaxtaHoBa A.U. — npepcepgatenb kommuteTta Mo
perynsTopHbIM Bonpocam Accoumaumn MexayHapoAHbIX
hapmaLeBTU4ECKUX NPOn3BoanTENEN)

— [Hwckyccua

11.30-13.15 CekumoHHoOe 3acenaHue 3.3.
PezynssmopHbie mpeHObl, u3MeHUeWUECsl ycjsoeusi u
nabopamopHbIli KOHMPOJIb Kavyecmea JieKapCcmeeHHbIX
cpedcme: Ymo HY)XHO 3Hamb 3asieumernsim

MogepaTop: MamawwuHa E.A. — 3amecTuTens HavanbHWKa
VcnbiTatensHoro ueHTpa aKcnepTu3sbl KayecTBa
nekapctBeHHbIx cpeacts OIbY «HUICMI» MwuHsagpasa
Poccun

— Hosble Buabl gestenbHocTu McnbiTatensHoro LeHTpa —
HoBble BO3MOXHocTM 3asasutena (MamawuHa E.A. —
3aMecTuUTenb  HavanbHuka McnbiTaTenbHOro  LeHTpa

3KCMepTu3bl KayecTBa JlekapCTBEHHbIX cpeacts PIbY
«HU3CMTIM» MuHsagpasa Poccun)

— OnpepeneHHas HeonpeaeneHHoCTb N3MEpPEHUNA.
Mooxopbl perynatopa (TypyHmaeBa A.A. — HavanbHWK
nabopartopuu OpraHn3auMoHHO-MEeTOANYECKOrO
obecneyeHns McnbiTatenbHOro  UeHTpa  3KCMepTu3bl

KayecTBa nekapcTBeHHbIX cpeacte PrbyY «HLUICMI»
MuHsgpasa Poccun)

— OcobeHHOCTN pa3paboTky aHanUTUYECKUX METOOUK
nenTMOHOrO U [NWKAHOBOTO  KapTupoBaHusi. Barnag
paspabotunka (AdoHMH M.B. — rnaBHbIN UHXEHep-
uccregosartenb  PECypCHOrO  LEHTpa  aHanuTUYecKux
MeToA0B Hay4Ho-TexHonormn4eckui yHVUBEpcuTeT
«Cupuycy)

— [nukaHoBbIV Npodune 1 NENTUAHOE KapTMpOBaHUE — B
pasgenax gocbe M HOpMaTMBHOWM AokyMeHTaumu. Barnag
perynatopa (BeHpgpbiweB A.A. — rnaBHbIi 3KCnepT
naboparopuu BroTexHonornyeckmx npenapartos
WcnbitatensHoro LueHTpa aKCNepTuUsbI KavecTBa
nekapcTtBeHHbIx cpeacts OrbyY «HUSCMIM» MwuH3gpasa
Poccun)

— AxTyanbHble BOMNPOCbl (POPMMPOBAHMA HOPMAaTUBHOTO
pokymeHta 1 Cneuudmkaumim Ha  NekapCTBEHHble
npenaparbl, CoAepXallue MOHOKIOHamNbHble aHTuTena
(BaraHoBa O.A. - HavanbHWK nabopaTopumn
OuroTexHonormyeckmx npenapaTos VicnbiTaTenbHOro LeHTpa
3KCNepTm3bl KadecTBa J1EKapCTBEHHbIX cpeacts OrbY
«HUI3CMIM» MuHsapasa Poccuu)

— [uckyceuns

13.15-14.15 MNepepbiB

14.15-16.15 OTkpbiTOoe 3aceaaHune Komuccum PCIM no
cdrapmavLieBTU4ECKON U MEAULIMHCKOW NPOMbILLIIEHHOCTH
no Bonpocam pa3ButuA cTaHaapTM3auum
neKapcTBEHHbIX CPeAcTB

Mogepatopbl: Kanunun HO.T. — npeacenatens Komuccum
PCIM no  dapmaueBTNYECKON " MeOULNHCKON
NPOMBILLIIEHHOCTH

14.15-16.15 CekumMoHHoOe 3acenaHue 3.4.
TpaHcghep MeduyuHCKux mexHosio2ull: akmyalsbHble
npo6nemMbi U onbim peweHul

MogepaTtop: BenaHoB K.}0. — anpektop LieHTpa TpaHcdepa
MeauUMHCKNX TexHonorun Orey «HUICMIM» MwuHsgpaea
Poccuu

— KomnnekcHbln nogxod K TpaHcdepy TexHonorun B
cepe MeauumHbl u 3apaBooxpaHeHusi (Momos H.B.—
coBeTHUK LleHTpa TpaHcdepa MeauuUHCKUX TexXHOsorum
OrbY «HUICMIM» Munsgpasa Poccun)

- OnbIT COMpPOBOXAEHMSA NpOEeKToB pa3paboTok
NeKapCTBEHHbIX npenapaToB Ha aTane [OKIMHUYECKUX
uccrnegosaHun  (BypenkoB [M.B. — HavanbHuk oTaena

aHanusa u ynpaerieHusi NpPoeKTaMu MO JIEKAPCTBEHHLIM
npenapartam LieHTpa TpaHcdepa MeaULUHCKUX TEXHONOrM
OrbY «HUICMI» Munsgpasa Poccun)

— KomnnekcHeln noaxoa K obecrnevyeHuto MnpaBoOBON
OXpaHbl paspaboTok B cdepe MeauumHbl (AneKkcaHOopoB
0.0. — 3amecTuTenb HadanbHMKa OTAena YynpaBrieHusi
WHTENnekTyansHon cobcTBeHHOCTbIO LleHTpa TpaHcdepa
MeanumnHcknx TexHonormn reyY «HUICMI» Munagpasa
Poccuu)

— KomnnekcHas nogaepxka KOMMepLmanm3aumm
pa3paboTok rocynapCTBEHHbIX yupexaeHuli (EnusapoBa
0.C. — HavanbHUWK OTAEeNa KOMMepLmanusaunm paspaboTok




LleHTpa TpaHcdepa MeauMuUMHCKMX TexHonorun Orby
«HUSCMTIM» Munsgpaea Poccun)

— OcobeHHOCTM peanu3auuym MeOUUMHCKMX  WU3AEenun,
KOMOWMHMPOBAHHBLIX C JleKapCTBEHHbIMU nNpenapaTamu K
dapmaueBTnyeckumn cybectaHumsimm (FTopbyHoB P.B. —
HavanbHWK OTAena aHanusa u ynpasreHus NpoeKkTaMmu no
MeanUMHCKUM n3genuam LieHTpa TpaHcdhepa MeamumMHCKUX
TexHonorni ®rey «HUSCMI» Munsgpasa Poccun)

— [uckyceuns

16.15-16.45 MNepepbIB

16.45-17.45 Kpyrnbin cton
AkmyarnbHble 80MpOChI IKCNEPMU3b! U pe2ucmpauyuu JiekapcmeeHHbIX cpedcme

K yyactuio npurnatieHbi:

KamanetauHoBa A.A. — 3amectutenb anpektopa [lenaptameHTta perynmposaHus obpalleHns nekapCTBEHHbIX CPeACTB U
MeanUnHCKNX nagenuin Munsgpasa Poccumn

Fopsiues O.B. — agumpekTtop LleHTpa akcnepTusbl M KOHTPOMSA rOTOBbIX JlekapcTBeHHbIX cpeacts PIrbY «HLUICMIM»
MuHsapasa Poccum

KoBanesa E.J1. — gupekTop LieHTpa akcnepTusbl kadecTBa nekapcTBeHHbix cpeacts ®rbY « HLUSCMIM» Munsapasa Poccun
KoposkuH A.C. — gupekTop LieHTpa akcneptusbl n koHTpons MUBI ®rbY «HLISCMIM» MuHsgpasa Poccun

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

Naeposa M.H. — HauanbHuk VcnbiTaTenbHOro LeHTpa akcnepTnsbl kadectsa MUBIM ey «HLUSCMIM» MuHagpasa Poccumn
MamawwuHa E.A. — 3amecTutenb HayanbHuka McnbiTaTenbHOro LieHTpa SKCnepTusbl KavyecTBa feKapCTBEHHbIX CPeAcTB
drey «HUSCMIM» Munsapaea Poccun

MepkynoB B.A. — 3amecTutenb reHeparnbHOrO AMpeKTopa Mo 3KcnepTnse nekapcTBeHHbIX cpeacts ®rbyY «HLUICMI»
MuHsapasa Poccuu

PbiunxunHa E.M. — HayanbHUK KOHTPONbHO-OpraHu3aumMoHHoro Ynpasnernusa ®rbyY « HLUSCMIM» Munsgpasa Poccun
TpankoBa A.A. — 3amecTuTenb reHepansHoro anpekropa by « HUSCMIM» Munsgpasa Poccum v ap.

17.45-18.00 3akpbiTHe KOHepeHUun

HdononHutenbHaa nHdopmauma Ha cante www.fru.ru n no ten.:
(495) 359-06-42, 359-53-38, e-mail: fru@fru.ru

O6pawaem Bawe BHUMaHue, 4To OprkomMuTeT KOH(hepeHLMN ocTaBnsieT 3a CO60M NPaBoO BHOCUTL U3MEHEHUs!
B NporpaMmy 1 cocTaB AOKNag4yMKoB




