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"BOTIPOCbI U TEMbl ANl OBCYXXAEHUA

"o CTPYKTYPHbIU NOAXOA MNPU BbIBOAE POCCUUCKOU ChAPMALLEBTUHECKON
| | »I'lpOMbILIJAeHHOCTM HO MUPOBOU YPOBEHD. S
o AeUCTBUS PETYAITOPHbLIX OPraHOB B MEPUOA MAHAEMUU.
OnbIT MEXBEAOMCTBEHHOIO B3AMMOAENCTBMUS.

AHOAMU3 NPUHATBIX PELUEHUN U PE3YABTATOB.

e OnbIT 3apyB6EXHbIX PEFYAATOPHBIX OPraHOB.

i3 GVIP, Sevcmnn CUABHbBIN PEryAsiTOp — CUAbHASA oTpacAb  10:00 - 12:00

«/




' QUESTIONS AND TOPICS FOR DISCUSSION:

e Struc’rural approach in bringing the Russian industry to an

~ international level.

- e Actions of the regulatory authorities during the pandemic.

Experience of inter-agency interaction.
Analysis of decisions made and their resuls.

e Experience of foreign drug regulatory avthorities.. -~~~ -~~~ = = = * =

ccccc

Strong regulator - robust indusiry 10:00 - 12:00




| MOAEPATOPbI

° rCIAKMH AMMTpMM CepreeBw-l AMPEKTOP AENAPTAMEHTA PA3BATUA AOAPMALLEBTUHECKOM 1 MEAMLIMHCKOM

MPOMBILLAEHHOCTH MUHUCTEPCTBA MPOMBILLAEHHOCTM M TOPTOBAM POCCUMCKOM PeAepaLMM

LLlecTakos BAQAUCAAB HUKOAQEBMM, avpektop PBY (TMAC 1 HIy MUHNPOMTOPTa Poccun

' CINUKEPbI

CoAoBeNYUK KMPUAA AAEKCAHAPOBUY, npeaceraterb KOMUTETA MO MPOMBILLASHHOM MOAMTUKE, -
MHHOBALMAM M TOProsae CaHkT-letepbypra

PoOMAHOB PuAMMNN AAGKCCIHApOBM‘-I AMPEKTOP AENAPTAMEHTA TOCYAQPCTBEHHOTO PETYAUPOBAHMS
OOPALLLEHNSI AEKAPCTBEHHbBIX CPEACTB MUHUCTEPCTBA 3APABOOXPAHEHMS POCCHMMCKOM CPeAepOLLMVI (BKC)

KYApiI BLLeBA EAeHa MMXCIMAOBHCJ HOYAABHMK Y MPOBAEHMS OPTAHM3ALLMM FOCY.A.CIDCTBGHHOFO KOHTpO/\ﬂ
KAYeCTBA MEAUNLIMHCKOW NPOAYKLIMM PEAEPAABHOM CAYXKObI MO HAOA30PY B cdoepe 3APABOOXPAaHeHMa (BKC)

A)KYCYHOBCI ADKAHBIA A)KYCYHOBHG, 30MECTUTEAL AMPEKTOPA AENAPTAMEHTA TEXHUYECKOTO
PETYAUMPOBAHMSA U AKKPEAUTALMM EBPA3ZUMMCKOM DKOHOMMYECKOM KOMMCCuu (BKC).

lep S OREREL CUABHbBIN PEryATOp — CUAbHAA oTpacAb 10:00 - 12:00



MODERATO RS

o Dmliry Galkin, Director of Department for Pharmaceutical and Medical Industry Developmen’r

Russian Ministry of Industry and Trade

- o Vladislav Shestakov, Director of “SID & GP” of the Russian Ministry of Industry and Trade .

- SPEAKERS

e Kirill Soloveichik, Head of the Committee for Industrial Policy, Innovations and Trade of Saint
| Petersburg

e Fillip Romanoy, Director of Depariment for State Regulation of Drug Circulation of thé Ministry of °
Health of the Russian Federation

e Elena Kudryav’rseva, Head of the Department for Organization of State Quality Control of Medical Products of* ¢ ¢ ¢
the Federal Service for Surveillance in Healthcare (VKS)

| DZhth| DZhUSUpOVG, Director of the Technical Regulation and Accreditation Department of the Eurasian, . . « &
Economic Commission

& GMP S OREREL Strong regulator - robust indusiry 10:00 - 12:00

./




e KbICAHOB TMMYPAAH ACKATOBMUY, AMPEKTOP AENAPTAMEHTA AEKAPCTBEHHbBIX' CREACTB M MEAMLIMHCKUX M3AEAUM |

. MUHUCTEPCTBA 3APABOOXPAHEHMUS KbIPIbI3CKOM PecnybAmKi

o JXepoM AenaHTP, MUHUCTP-COBETHMK MO BOMPOCAM 3APABOOXPAHEHMS M CEABCKOTO XO39MCTBA [MPEACTABUTEALCTBA |
Esponemnckoro Coto3a B Poccumckom Peaepaumm (BKC)

e Muweab Cuamnbe, crneumaabHbIM NPEACTABUTEAD AJDPUKAHCKOrO COK3A MO BOMPOCAM ACDPUKAHCKOTO MEAMLIMHCKOIO
QAreHTCTBA LS :

‘o - OAbra Anamsa Ako6o KacaHyBa, reHepaAbHbIM AMPEKTOP LLEHTPA rOCYAQPCTBEHHOIO KOHTPOAS AEKAPCTBEHHbIX
CPEACTB, MEATEXHUKU U MEAMUMHCKUX M3aeAmn (Kyoa) (BKC)

e Myxammea Maxbybyp PAxXMaH, reHepabHbin AMPEKTOP MEHEPAABHOTO YNPABAEHMS AAMMHUCTOALMM AEKOPCTBEHHbIX
~ cpeacts (baHraaaelw) (BKC) WA AR DR LAA) SIS USUESI AN

e /A\eaHApPO BUAAGHYEBA, reHEPAAbHbIN AMPEKTOP [EHEPAABHOIO YNPABAEHM AEKAPCTBEHHbIX M MULLIEBLIX MOOAYKTOB, M

NPOAYKTOB AAS 3APABOOXPAHEHMI MMHUCTEPCTBA OOLLLECTBEHHOIO 3APABOOXPAHEHMA AOMUMHMKAHCKOM PecnybAmkm ., .
e HuUaA BOAABMUH, cTapLLmit GMP MHCNEKTOP AAMMHUCTPALLMM AEKAPCTBEHHbIX CPeACTB (ABCTPaAMS) (BKC)

©° ) ® 9

o KameA MaHCYpU, FeHePAAbHbIM AMPEKTOP, HALIMOHAABHOE ATEHTCTBO MO AOAPMALLEBTUHECKMM MPOAYKTAM (AAXMP)

8 ® ®

*a's
see

i3 GMP, &t CUABHbBIN PEryATOp — CUAbHAA oTpacAb 10:00 - 12:00

./




' SPEAKERS

e Timurlan KYSCII'IOV Director of the Department of drugs and'medical’'devicesof the Ministry of Health of Republlc |
* of Kazakhstan -

e Jérome Lepein’rre, Minister - Counsellor for Health and Agriculture’of the EU Delegation to the Russian Federation
o Michel Sidibé African Union's Special Envoy for the African Medicines Agency

® Olga Lidia Jacobo Casanueva, bdirector of Center for State Control oflv\edlcmes ond Medlcal Dewces
- (Cuba)

e Muhammed Mahbubur Rahman, bdirector General of Directorate General of Drug Administration
(Bangladesh) s Juf S

e lLeandro Villqnueva, General Director of the General Directorate of Medicines;, Food and Health Products of
Ministry of Public Health of the Dominican Republic

e Neale Baldwin, senior cmP inspector of Therapeutic Goods Administration (Australia)

o Kamel Mcmsouri, General Director of Nafional Agency of Pharmaceutical Products (Algeria) = <« « ¢ o o o

& GMP S OREREL Strong regulator - robust indusiry  10:00 - 12:00

./
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BOMPOChHI U TEMbl ANl OBCY)XAEHUA

"o HopmaTuBHO-NpABOBble OCHOBbl 3P PEKTUBHOIO PEryAUPOBAHUA JKU3ZHEHHOTO LIUKAA AEKAPCTBEHHbIX
CPEACTB: POAb HOAAEXALLUX OapMALLEBTUYECKUX MPAKTUK

- 8 TPYAHOCTM BHEAPEHUA HOAAEXALLLUX NMPAKTUK, UX BO3SMOXHbIE NMPUYUHBbI U NTOCAEACTBUSA

e JOddekTMBHOE peryAMpoBaHMe AQOGOPATOPHbIX MUCCAEAOBAHUMM KAK 3AAOr ©e30nMacHOCTU © U
3P EKTUBHOCTU AEKAPCTBEHHbIX CPEACTB AAA NAUMEHTOB. [APMOHM3ALLUA C MUPOBOU NPAKTUKOMN

o KAMHMYecCKHEe UCCAeAOBAHUSA B POCCUU: B3AMMOCBA3b C APYITMMU HAAAEXALLMMU CprMGLI.eBTM‘,'IeCKMMMB
NPAKTUKAMHU

e O6ecne4yeHne 6€30MNACHOCTU U KAYECTBA CPAPMALLEBTUHECKOU MPOAYKUUM BO BpeMs XPAHEHUs,
ANCTPUOYLLIUM U TPAHCNOPTUPOBKU

e AKTYOAbHbl€ BONPOChHI PEFYAMPOBAHUSA U 06ecne4yeHns Ka4ecTea 6M0Aorw-|eC|(u QKTUBHBIX A06CIBOK

e [lyTu coBEpPLUEHCTBOBAHUS PETYAUPOBAHUSA XXU3HEHHOIO LLUKAQ AeKGpCTBeHHbIX CpeACTB c nosuu.uu
HOAAEXALLUX PAPMALLEBTUHECKUX NPAKTUK: OMNbIT, AHAAU3 U MPEAAOXEHHUSA

E GIMP, Licerocgsious MeXAUCLUMNAMHAPHDBIU MOAXOA B PEFYAUPOBAHUU HOAAEXKALWMUX NPpakTUK 12:20 - 13:50

./




. QUESTIONS AND TOPICS FOR DISCUSSION:

o .Regulatory pillars of effective regulation of drug lifecycle in Russia and EAEU: the role of good .
practices (GxP)

o ‘Challenges of implementing GxP, their possible reasons and ramifications

e Effective regulation of Good Laboratory Practice (GLP) as a guarantor of safety and efficacy of drugs
- for patients i S

e Model of effective regulation of GLP from the perspective of EAEU Good Pharmacy Practice.
Harmonization with world practice.

e Clinical studies in Russia: interrelationship between GCP with other good practices

e Ensuring the safety and quality of pharmaceutical products during storage, distribution and -
tfransportation

e Relevantregulatory issues and quality assurance forf dietary supplements

e Ways of improving the regulation of drug lifecycle from the good practices perspective: experience,
analysis and suggestions.

 GMP, Yrcrscorcas Interdisciplinary approach to regulating good practices (GxP) 12:20 - 13:50

./




‘MOAEPATOPbI
¢ Apan PomaH Bacuabesud, ampektop R&D ueHTpa K «FEPOPAPM)

‘o * TuToBA AMAUSA BUKTOPOBHA, MCMOAHMUTEAbHbIN AMPEKTOP CO3A MPOTPECCHMOHAABHbIX
doapPMALEBTUYECKMX OPTAHM3ALLMMN

. CMUKEPDI

e AeHuncoBa EAeHa BAOAMMUPOBHA, 3AMECTUTEAb AUPEKTOPA AEMNAPTAMEHTA PA3BUTUS

- PAPMALLEBTUHECKOM 1 MEAMLIMHCKOM MPOMbILLAEHHOCTM MUHMCTEPCTBA NPOMBILLAEHHOCTU 11 TOPTOBAM
Poccummckon

e Mauncu Baarexoc Kamnoc, HOYOAbHMK OTEAAQ HOAAEXALLLEWN NPAKTUKM MHCTUTYT OBLLLECTBEHHOTO
3ApAaBOOXpaHeHus, Yau (BKC) SV APV Y

e PepeHc Aykac, ThaBa nHcnekTopaTd, HALMOHAABHBIM MHCTUTYT OAPMALLMM U MUTAHUSA BeHrpuu, c -
NPEeACTABAEHUEM 3apPYOEXHbIX TPEOGOBAHMU K TPAHCEpPY TEXHOAOTUM

e LUoxunH Uropb EBreHbeBUY, reHepaAbHbIM AUPEKTOP «LLeHTp chapMaLeBTUHECKOU AHAAUTUKM)
e UBkMH AMUTpUK IOpbeBUY, HOYAABHUK LLeHTpa aKcnepuMeHTAaAbHOU cbapmakoAorum CIXPY.

e lUnnaesa EAeHa BAOAMMUPOBHA, PYKOBOAUTEAD FPynmnbl AOKAMHUYECKUX MCCAeAoBaHUU OTAaeAa AKU u
KN MeauumnHckoro aAenaptameHTta K «P-Papmn

i GIMIP, vitcrocoraus MeXAUCLUMNAMHAPHDBIU MOAXOA B PEFYAUPOBAHUU HOAAEXKALWMUX NPpakTUK 12:20 - 13:50

./




MODERATORS:
o R.om'cm 'Drdi, Direc’ror of R&D center, Geropharm

o Lilia Tifovd, Executive Director Union of Professional Pharmaceutical Organizations (SPFO) '

SPEAKERS:

o Elena Denisova, Deputy Director of Department of Pharmaceutical and Medical Indus’rry
Development, Russian Minisiry of Industry and Trade Y i

- o Maysie Vallejos Campos, Head of Good Practices Section, Institute of Public Health (Chile)
e Ferenc Lukdcs, Inspectorate Head of National Institute of Pharmacy and Nutrition (OGYEI), Hungary -
e Igor Shokhin, General Director, Center of Pharmaceutical Analytics

e Dmitry Ivkin, Head of Center of experimental pharmacology, Saint-Petersburg State Chemical -
Pharmaceuvutical Academy

e Elena Shipaeva, Head of Non-clinical Group of Non-clinical trials and clinical frials of Medical
Department, R-Pharm

 GMP, Yrcrscorcas Interdisciplinary approach to regulating good practices (GxP) 12:20 - 13:50

./




e Ceae3HeBa ApuHa UropeBHA, 3OMECTUTEAb HOYAAbHUMKA OTEAQ HOAAEXALLUMX MPAKTUK, PBY «(TUAC 1 HIy
" MuHmpomropra Poccumm

e Kaseun Bacuamu UropeBud, reHepaAbHbIM AMPEKTOP OO0 «IK3AKTE AADBCH
.o . BapsapuHa Aapbsi KOHCTAHTUHOBHA, ThIMAQTCKMM KOMOUHAT, BAQAMBOCTOK AQTL BbICTYMNUTL B MEPBOM HOCTHM CECCUM
e MyKkoBUHA EA@HO AAEKCAHAPOBHA, AMPEKTOP MO KAYECTBY/YNOAHOMOYEHHOE AMLLO 3AO «3BaAapy (BKC).

e AeaHApO BuAAaaHyeBa - [€HEPAAbHbIM AMPEKTOP MEHEPAABHOTO YNPABAEHUS AEKAPCTBEHHbIX M MULLLEBbIX MOOAYKTOB, U
MPOAYKTOB AAS 3APABOOXPAHEHMS (DIGEMAPS) MMHMCTEPCTBA OOLLLECTBEHHOIO 3APOBOOXPAHEHMA AOMMHUKAHCKOM
PecnybAnkm

.® PybuHa boyc, 3aMeCTUTEAb KOHTPOAAEP O AEKAPCTBEHHbLIX CPEACTB, LLEHTPAABHOE YNPABAEHUE MO KOHTPOAIO 3Q
CTOHAQPTAMMU AEKAPCTBEHHbIX CpeACTB (MHAMS) (BKC)BbICTYnmTb C 12:20 A0 13:25

. CtedoaH PEHHUHIEpP, AMPEKTOP MO KAYECTBY M MO BHELLUHMM CBA3IM (AMAXKEH) (LLIBenLapms) - International r.ecognized
requirements on Good Manufacturing, Storage and Distribution Practice (BKC) AT AT AT ARG

e [aasmoBa BepoHuka BUKTOPOBHA, MCMNOAHUTEABHbBIM AMPEKTOP 3AO HAK «KaTtpeHy

e MycTaduHa MaprapuTa, AMPEKTOP MO KaYecCTBy Mo Poccum 1 Espasmi OOO «Tesan (Bonpochl 0OpaLLEHNS HO EAMHOM
pPbIHKE. KOHTPOAb, BBOA B ODOPOT HO TEPPUTOPUIX TOCYAQPCTB -HAEHOB C TOYKM 3peHmns GDP)

© ) °® L

e CnupuaoHOBA OAbra AHAPEEBHQ, MHCMEKTOP OTAEAC HOAAEXALLIMX AUCTPUOLIOTOPCKMX MPAKTMK OPTAHA MHCMEKLLMM
PEY «(TUAC 1 HIM» MuHNpomTopra Poccum AT s s

e AHaepc Ae Aa Toppe KoHpaAo, AMPEKTOP NO CAHUTAPHOM PETMCTPALLMM, ODAZATEABHOMY CAHUTAPHOMY YBEAOMAEHUIO
U AMLLEH3MPOBAHMIO, HOLUMOHAABHOE AreHTCTBO MO PETYAUMPOBAHUIO, KOHTPOAKD M CAHUTAPHOMY HOA30PY (DKBAAOP)

=] ® e

e TopAYKMH Bs4ecAaB BUKTOPOBUY, HOYOABHUK OTAEAC HOAAEXALLIMX MPAKTUK PBY «TUAC 1 HIMy I\/\i/IHﬂopO/a\ATOpFO Poccum

33 GMP, deomesvn MeXXAUCUUNAMHAPHBIM NOAXOA B PEFN'YAUPOBAHUN HAOAAEXALLUX NPAKTUK 12:20 — 13:50

O/




e Arina S'ele'zne'va,'Depu’ry Head of Section for Good Practices (GLP focus), State Institute of Drugs and. Good
Practices

o Vasily Kazei, General Director, Exakte Labs LLC
~ o Daria Varvarina, Tymlat factory, Viadivostok
° ‘Elena Mukovina, Quality Director, Evalar

e Leandro Villanueva, General Director of the General Directorate of Medicines, Food and Heol’rh Produc’rs Iv\|n|s’rry
- of Public Health of the Dominican Republic

e Rubina Bose, Deputy Drugs Controller, Central Drugs Standard Control Organisation (India)
. e Stephan Ronninger, Director for Quality and External Affairs, Amgen (Switzerland)

e Veronika Galyamova, Executive Director, Katren JSC
o Margarita Mustafina, Head of Project Management, TEVA

e Olga Spiridonova, GDP inspector of the Inspectorate Department, “SID & GP” of ’rhe Russmn Mlnls’rry of Indus’rry ond
Trade °

e Andres Vinicio de la Torre Conrado, Director of Sanitary Registries, Mandatory Sanitary Notification and
Authorizations, National Agency for Health Regulation, Control and Surveillance (Ecuador)

e Vyacheslav Goryachkin, Head of Section for Good Practices, “SID & GP" of the Russian Ministry of Industry and
Trade

 GMP, Yrcrscorcas Interdisciplinary approach to regulating good practices (GxP) 12:20 - 13:50

./
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BOMPOCbHI U TEMbl AAl OBCYXAEHUS

o HeobxoAMMOCTb Ppa3BUTUSA CUCTEMbI OTEYECTBEHHbIX oapMaLL.EBTUHECKUX pa3padoTok
e CooTBetcTBME NPABMAAM GMP Ha 3Tane paspaboTKM A€KAPCTBEHHOIO CPEeACTBA
. o . TpaHcdep TexHoAorMU. MacwTabmnpoBaHmue NnpomM3BOACTBA

e Pa3zBuTHUe oOTe4YeCTBEHHbIX NMPOU3IBOACTB TNMOAHOIo UUKAA: 30AAYHU, BO3MOXHOCTHU *© MU
nepcneKkTuBbl.

e CuUcTema rocyAapCTBEHHbIX CTAHAAPTHbIX 06pasLoB B Poccuu

@

e OCHOBHble 3TAnNbl PA3PABOTKU AEKAPCTBEHHbIX CPEACTB: AKTUBHAS dbapmaueBTuiecKkas
CYOCTAHLMA, AOKAMHMYECKUE UCCAEAOBAHUA, KAUHUHECKME UCCAEAOBAHUA, perncTpaums, ° °
NPOM3BOACTBO. T -

#E GIVIP, Licrocovces - AkTyaAbHOE pa3BUTHE PAPMALLEBTUHECKOrO PbIHKA: BPEMSA MU MECTO AAS cucTemHoil akcnepTusbl 16:50 — 18:20

./




- QUESTIONS AND TOPICS FOR DISCUSSION:

e The need for enhancing systems of domestic pharmaceutical developments
~ o Compliance with GMP rules during the drug’s development phase
e Technology transfer. Scaling- up of manufacturing.

- o Development of the domestic full manufacturing cycle: objectives, opportunities .
and perspectives

o System of state reference standards in Russia

e Main phases of drug development: active pharmaceutical substance,
preclinical studies, clinical studies, registration, manufacturing

GN5 ity Current developments of the pharmaceutical market: Time and place for systemic expertise 16:50 — 18:20



‘MOAEPATOP

¢ HWBaHOB PoMaH AAeKkceeBUY, pekTop UHHOBALMOHHOIO HaOY4YHO-TEXHOAOIMYECKOro YHuBepcuteTa «Cupmuycn, PoHA,
_ «TAAQHT U ycnex» O4HO

L COAOAOBG Pasus Hil3bldDOBHCI HAYAAbHUK OTAEAd SKOHOMUKU U AHAAU3A CprMCILI.eBTW-IeCKOM “u MeAMLI.MHCKOM

NPOMBILUAEHHOCTU PBY «TUAC u HIM» MuHNpomTOopra Poccum o4HO

‘e = CtyaeHOK Banepusa BAaaumupoBHa, CneunaancT otaeAa focyAapCTBEHHOU CAYXObl CTaHAApPTHBIX o6pasuos (TCCO)
YHUUM — cbuanaa PIrymn «BHUMM um. A.U. MeHaereesan (BKC)

e [ere4ykopu BAaaumup UpakAnMeBud, 3aMeCTUTEAb FEHEPAABHOIO AMPEKTOPA No NPOU3BOACTBY U CTPATErMYECKOMY
| passutuio OO0 «HaumoHaAbHbIM LLeHTp CTaHAAQpTHBIX O6pa3LL0B) O4HO

e ComoB AMuTpun BAaaumupoBu4, Bpuo reHepasbHoro ampektopa Prby «MMLIYAOCMI) PoC3APABHAA3OPA OYHO

e Xecyc dppepd, KOOPAMHATOP NCUXOTPOMNHbIX NPENApPATOB ABTOHOMHOU KOHTPOABHOM CAYXObI MO 3APABOOXPAHEHUIO, ©  °
BeHecy3Aa (BKC)

e Tomac KupxaexHep, AMPEKTOpP NO PEryAaTOPHOU NOAUTHKE U MHdbopmauun Novartis (BKC)

e KameA MaHcypM, reHepaAbHbIM AUPEKTOP HAOLLMOHAABHOrO AreHTCTBA No dDCIpMCILI.eBTM‘-IeCKMM I'IpOAYKTCIM (AI\)KMp)
quo 2 Qo G ® (] Q

i GMP yscrocarics - AKTYAAbHOE Pa3sBUTHUE PAPMALLEBTUHECKOTO PbIHKA: BDEMSA U MECTO AA CMCTEMHOM 3kcnepTusbl 16:50 — 18:20

./




MODERATOR:
. Roman Ivcmov Rector of Sirius University of Science and Technology, Educational Foundahoh “Talen’r ‘
and Success”

SPEAKERS:

- o - Razia Solodova, Head of the Department for Economy and Analysis, “SID & GP” of the Russian Ministry -
of Industry and Trade

~ e Vladimir Gegechkori, Deputy General Director for Manufacturing and Strategic Development,
“National Centre of Reference Standards”

e Dmitry Somov, Acting General Director of "Information Center for Expertise, Accounhng and AnaIyS|s 0
of Circulation of Medical Products" of Federal Service for Surveillance in Healthcare "

e Jesus Herrera, Coordinator of Psychotropic Medicines, the Healthcare Autonomous Control Service
(Venezuela)

e Thomas Kirchlechner, Director for Regulatory Policy and Information, Novartis

e Kamel Mansouri, General Director National Agency of Pharmaceutical Products, (Algeria)

& GMP, Looes Current developments of the pharmaceutical market: Time and place for systemic expertise 16:50 — 18:20

«/




FEHEPAAbHbBIN MAPTHEP CTPATETMHECKUE NAPTHEPHI
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10:00-13:30
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D Panel discussion _

-~ Novelties in regulating drug circulation

J °

within the Eurasian Economic Union =

10:00-1330 :



BOTIPOCbI U TEMbl ANl OBCYXXAEHUA

- *OCTpble BONPOCHI UHTErpALLMMU B PAMKAX €AMHOTo bapMALLEBTUHECKOTO PbIHKG
EADC.

+«O630p AKTYAAbHbIX U3MEHEHUI B HOPMATHBHBIX NPABOBbIX OKTAX.

*HoBble AOKYMEHTbI 3 YPOBHSH.
‘[TpoueAypa MHCNEKTUPOBAHUSA NO NpaBUAAM EASC (B paMKax perucTpAaLUOHHbIX
npoueAyp 4 no sanpocy MmHsApaea).
Bonpocbl BeA€HUS e AUHbIX peecTpoB EASC.

Papmakones EBpasnMnmckoro 3KOHOMM4eCKoOro corosa.

383 GNIP, 2cocosiceas HoBeAAbl B peryAMpoBaHumn o6paLLLeHUs AeKAPCTBEHHBIX CPEACTB B paAMKax EBpasuinckoro akoHomu4eckoro corsa 10:00 - 13:30

GMP-KOHDEPEHUMA




' QUESTIONS AND TOPICS FOR DISCUSSION:

| ' 'o‘ Pressmg issues pertaining to the integration within the single pharcheu’rlcal
‘market of the EAEU

~ o Review of current changes in the laws and regulations
- o New level lll documents

e Inspection procedure in accordance with the EAEU rules (as part of the

registration procedures and on the request of the natioan_Minisify 6_f H{e‘qltche)u |
e Issuesregarding the maintenance of the EAEU register

e Pharmacopeia of the Eurasian Economic Union

GMP VIBCOL i Novelties in regulating drug circulation within the Eurasian Economic Union 10:00 - 13:30

P-KOHMOEPEHLMA

~/



" MOAEPATOPGI

sAeHucoBa EAeHa BAOAMMUPOBHA, 30MECTUTEAb AMPEKTOPA AEMNAPTAMEHTA PA3BUTUI FOAPMALLEBTUYECKOM

. M MEAMLMHCKOM NPOMbBILLAEHHOCTM MMHUCTEPCTBA MPOOMbBILLAEHHOCTU M TOPTOBAM POCCUMMCKOM PesepaLLmm.

‘PoxxaecTBeHCKUM AMUTPUU AHATOABEBUY, HOYOAABHUMK OTAEAQ KOOPAMHALMU PAOOT B cdoepe o6pou_LeHm|
AEKAPCTBEHHbIX CPEACTB M MEAMNLIMHCKMX M3AEAMM AENAPTAMEHTA TEXHUYECKOTO PETYAMPOBAHMS U
- OKKPEAMUTALMM.

CINUKEPDI

~*CoTtTraesa MaaMHa MaromMeToBHA, 3OMECTUTEAb HAOYAABHMKA YMPABAEHMA MHCNEKTMPOBOHUNA
MNPOM3BOAMTEAEN AEKAPCTBEHHbIX CPEACTB U aKCneptmie PbY «fMAC 1 HIY MuHnpomTopra Poccuu.
‘ToHomapeBa Mapuss MUXAUAOBHA, 30MECTUTEAb HOYOABHMKO OTAEAC AOAPMALLEBTUYECKOM MHCIEKLINM

- MMHUCTEPCTBA 3APABOOXPAHEHUA PecnyOAuK beAapyCb.

‘Tymeasa TatbaHa A€@OHUAOBHA, HOYOAbHMK YIPABAEHUA HOAAEXKALLIMX cbop/v\ouesmqecmx I‘IpOKTl/lK Pyl'l
«LLeHTp aKkcnepTm3bl M MCMbITAOHWUK B 3APABOOXPAHEHUM) MUHMCTEPCTBA 3APABOOXPAHEHMA PecrnyOAMKK -
beAdpycs.

TyAereHoBa ApAGK YpUHOACAPOBHA, HOYAAbHUK YIPABAEHMS Cb(]pN\OLLeBTl/HeCKOM 3Kcr|e|om3b|
AEKAPCTBEHHbIX CPEACTB PITI HO [MXB «(HALMOHAABHbBIM LLEHTP 3KCNEPTM3bl AEKAPCTBEHHbIX CPEACTB, M3AEAUM
MEANLIMHCKOIO HA3HAYEHMI 1 MEAMLLMHCKOM TEXHMKIM) MUHUCTEPCTBA 3APABOOXPAHEHMSA M COLIMAABHOTO |
PA3BUTLI PecnyOAmKki KO3axCTaH.

". GIVIP, Jihcerocaunckas HoBeAAbl B peryAMpoBaHuu o6paLLLeHUs A€KAPCTBEHHBIX CPEACTB B PAMKaX EBpasuinckoro akoHomu4eckoro corsa 10:00 - 13:30

GMP-KOHDEPEHUMA

./
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®



" MODERATORS
e Elena Denisova, Deputy Director of Department of Pharmaceutical'and-Medical Industry Development,
. Russian Ministry of Industry and Trade

e Dmitriy Rozhdestvenskiy, Head of Division for Coordination of Activities in the field of circulation of Drugs.
- and Medical Devices, Technical Regulation and Accreditation Department, the Eurasian Econormc
Commission

SPEAKERS

e Madina Sottaeva, Deputy Head of the Department for Drugs Inspection and Exper’nse “SID & GP" of the
- Russian Ministry of Industry and Trade A S

- o - Mariya Ponomareva, Head of Section for Pharmaceutical Inspections, Ministry of Health of the Republic of
Belarus

e Tatiana Tumelya, Head of the Deparfment for Good Pharmaceutical Practice of Republican Unitary
Enterprise 'Center for Expertise and Testing in Healthcare”, Ministry of Health of the Republic of Belarus

e Ardak Tulegenova, Head of Department for Pharmaceutical Expertise of Drugs of the National Center for
Expertise of Drugs, Medical Devices and Medical Technologies, Ministry of Health and Social =« = = = ¢ ¢
Development of the Republic of Kazakhstan

GMP s st Novelties in regulating drug circulation within the Eurasian Economic Union 10:00 - 13:30




.CIMUKEPDI

‘baTpaameBa AMXKAMAA KaXXuUraamMeBHA, 3GMECTUTEAb TEHEPAABHOTO AMpeKTOPA PITT HO [XB «HOUMOHOAbHbIM -
LLEHTP 3KCMEePTM3bl AEKAPCTBEHHbIX COEACTB M MEAMLIMHCKMX U3AEAMIN) PECTTYOAMKM KA3OXCTAH.
«AGAbipacyAoBa Hasn TokTo6aeBHA, 30BEAYIOLLAS OTAEAOM HAAAEKALLIMX ADAPMALLEBTUHECKMX MPAKTUK
AENAPTAMEHTA AEKAPCTBEHHbBIX CPEACTB U MEAMULMHCKUX U3AEAMM MUHUCTEPCTBA 3APABOOXPAHEHMS
Kblprbi3ckon Pecrny®Amkm.

lllakapsaH MKpTbl4 KapaneToBuy, PYKOBOAMTEAL OTAEAQ HOAAEXALLLEN DAPMALLEBTUYECKOM NPAKTMKM AO3T
«HQY4YHbIM LLEHTP IKCMNEPTM3bl AEKAPCTB M MEANLIMHCKMX TEXHOAOTM MMEHU AKAAEMMKA DMUAR TABPUEAIHA.
*EpunusH TaTeBuk CeMpaHoBHA, KOOPAMHATOP MO BOMPOCAM OBPALLIEHNS AEKAPCTBEHHbIX CDEACTB U
MEAMLMHCKMX M3AEAMM B PAMKOX EADC, AO3T «Hay4HbIM LLEHTD SKCNEPTU3bI ASKAPCTB M MEAMLIMHCKMX
TEXHOAOTMN MMEHU AKAAEMUKA DMUAL [ABPUEAIHAN. - A&

‘BoAoBu4 HaTaAbs BAGAMMUPOBHA, 30MECTUTEAL AUPEKTOPA, PYKOBOANTEAD AEMAPTAMEHTA PETMCTOALUN
MpeacTasuteabctBa OAO «eaeoH Puxtepy.

*KpaB4yk AHHO MUXAUAOBHA, 3OMECTUTEAb HOYOABHMKA OTAEACQ KOOPAMHALMKM paBOT B cdoepe: 0bpaLLLeHms
AEKAPCTBEHHbIX COEACTB U MEAULIMHCKMX M3AEAMM AEMAPTAMEHTA TEXHNYECKOTO PEryAMpOBaHMA U
AKKpEAUTALLUK EBPA3MMCKOM SKOHOMMYECKOM KOMMCCUMN. °
[lyTMAO HaTaAbs BACUABEBHA, 3OBEAYIOLLIAY OTAEAOM COLUMAABHOTO 30KOHOAQTEABCTBA MHCTUTYTA =« & o o o
30KOHOAQTEABCTBA U CPOBHUTEABHOIO MNPABOBEAEHMA MPU [TPABUTEALCTBE POCCHMMCKOM CPeAepOLLMM O4YHO
‘PyHTAEBA OAecs AAEKCAHAPOBHA, AMAED MO PETYAITOPHbBIM MOAUTMKAM AO "PoLL-MockBA'", KOHAMAQT |
ADAPMALLEBTUYECKMX HAYK. P I R o o

". GIVIP, Jihcerocaunckas HoBeAAbl B peryAMpoBaHuu o6paLLLeHUs A€KAPCTBEHHBIX CPEACTB B PAMKaX EBpasuinckoro akoHomu4eckoro corsa 10:00 - 13:30

GMP-KOHDEPEHUMA

./



- SPEAKERS

Q€

Aijamal Batralieva, Deputy Director, National Center for Expertise’ of Medicines and Medical Devices

Nazi'Abdyrasulova, Head of the Division of Good Pharmaceutical Practice of Department for Drugs and -
Medical Devices, Ministry of Health of the Kyrgyz Republic

~ Mkrtich Shakaryan, Head of Section for Good Pharmacy Practice, Scientific Center for Drug and Medical

Technology Expertise after Academician Emil Gabrielyan

Tatevik Eritsyan, Coordinator for drugs and medical devices circulation within the Eurasian Economic

~ Union, Scientific Center for Drug and Medical Technology Expertise after Academician Emil Gabrielyan

Natalia Volovich, Deputy director, Head of Registration department at Gedeon Richter Moscow -

- Anna Kravchuk, Deputy Director, Division for the Coordination of the Circulation of Medicines and

Medical Devices, Department of Technical

Natalia Putilo, Head of Section for Social Legislation, Representative of the he Institute of Legislation,.and
Comparative Law under the Government of the Russian Federation

Funtasheva Olesya Aleksandrovna, Leader in Regulatory Policies of JSC "Ros.h—lv\oscow”, Candidate 61‘
Pharmaceutical Sciences 2 G o D C

GMP bt Novelties in regulating drug circulation within the Eurasian Economic Union 10:00 - 13:30
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Solemn awarding
of honorary insignia
to representatives of the EAEU
(Shakaryan Mkrtich and Lavnik Elena)

.........

13:20-13:.30 :
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NI NaHeAbHAs AUCKYCCUSA

npUuMeHeHuns. PeryAupoBaHue u CTCITMCTMKCI e
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- veterinary use. Regulation and statistics.
- The view of the state and business

11:50—13:20‘.'::’ 

Parallel event



BOTIPOCbI U TEMbl ANl OBCYXXAEHUA

e BekTtopbl PA3BMUTME  3AKOHOAQTEABCTBA MO  OPraAHM3ALMM M
- npoBeaeHo GMP MHCNEeKUMM MPOU3IBOAUTEAEN AEKAPCTBEHHbIX .
CPEACTB AAY BETEPUHAPHOTO NMPUMEHEHMS.

e 30KOHOAOTEAbHbIE HOBLLECTBA B CAoepe KOHTPOAR (HOA30pA) 3a
MPOM3BOACTBOM AEKAPCTBEHHbIX CPEACTB AAS  BETEPUHAPHOrO
NOUMEHEHMUS.

“ GMP VI RCEPOCCHIICKAS MHCNeKTUPOBAHME MPOU3IBOAUTEAEN AEKAPCTBEHHbIX NPENApPATOB AASl BETEPUHAPHOrO NpUMeHeHus. PeryAupoBaHue U CTATUCTUKA. B3rasa rocyaapcTea u GusHeca

B GMP-KOH®EPEHLMA 11: -13:2
‘ / 50-13:20



- QUESTIONS AND TOPICS FOR DISCUSSION

| .6 ,\'/e'cfors of developing legislation for organizing and conduc':ﬂhg , |
- GMP inspections of manufacturers of drugs for veterinary use.

e Legislative novelties in the sphere of confrol (oversight) for
manufacturing drugs for veterinary use. LSS

.,.GMP MINCE Inspection of manufacturers of drugs for veterinary use. Regulation and statistics. The view of the state and business 11:50 — 13:20

GMP-KOHDEPEHUMA

./



"~ " MOAEPATOPHI

*)KaBopoHKoB CeMeH PeAOpPOBUY, COBETHUK COMPEACEAATEAT ODLLLEPOCCUMCKON OOUIECTBEHHOM OPraHU3ALLMM (AEAOBA4
Poccuan

I[puuioKk BaACUAMHO AA@KCAHAPOBHA, 3OMECTUTEAL AUPEKTOPA PIBY BIHKU

- CNMUKEPDI

*Apow OAer TleHHaAbeBMY, HAYOAbHWMK OTAEAQ OPraHM3ALMM TOCYAQPCTBEHHOTO HCIA30pCI B cobepe o6pOLueH|/m
AEKAPCTBEHHBLIX CPEACTB AAF BETEPUHAPHOIO MPUMEHEHMI POCCEABXO3HAA3OPA :
*PyAHsieB AQHUA AAEKCAHAPOBUY, 3OMECTUTEAL AUPEKTOPA, PYKOBOAUTEAL OPIAHA MHCHEKLLMM PIBY BIHKI

sEpemuH [Opuit AAEKCAHAPOBMY, HOYOABHUK OTAEAQ ~ MHCMEKUMM MPOU3BOACTBA HA COOTBETCTBUE TPEOOBAHMUIM
HOAAEXALLLEM NPOM3BOACTBEHHOM MNP AKTMKKM PIBY BIHKI
*ApyHuH Cepren BAOAMMUPOBUY, AUPEKTOP MO B3AMMOAENCTBUIO C OPITAHAMM FOCYACIDCTBGHHOM BAQCTU occoumoumm

- ABPAPM
*Me>XXOHOB AHAPEU BUKTOPOBUY, MCMTOAHUTEABHbBIM AMPEKTOR accoLumaLi ABPAPM
*MaAaw HMHa UBAHOBHA, 3ABEAYIOLLLAS CEKTOPOM METOAMHECKOTO 0becneyeHMs beAOpPyCCKOro roCyAQpPCTBEHHOTO
BETEPUHAPHOrO LLEHTPA c
*Mapu-AHbec AMOC, AOKTOP BETEPUAHPHbIX HAYK, 30MECTUTEAb COBETHUKA MO CEALCKOMY XO3AMCTBY, peopepeHT no

] e o

BETEPUHAPHbBIM, COHUTAPRHbBIM, OUTOCAHUTAPHBIM BONPOCAM MO Poccumg, Kasaxctary, beaapycu, ApMmerun, Y3IOEKUCTARY, « o+
KbIPrbI3CTAHY, DKOHOMMYECKAT CAY>KOA [ToCOABCTBA PpAHLLMM U POCCum
*JpuUK Ae PuaAep, NpeACEAATEAL KOMUTETA MO CTPATEINMYECKOMY pa3BmTUO, Health for Animals-Association (BKC) =« ¢ ¢ ¢ e

MP éhﬁ%ﬁ:ﬁﬁﬁ: MHCNeKTMPOBAHUE NPOU3IBOAUTEAEN AEKAPCTBEHHbIX NPENAPATOB AA BETEPUMHAPHOrO NPUMEHEHMUs. PeryAMpoBaHue U CTaTUCTHUKA.

V B3rasia rocyaapcTtsa v 6usHeca 11:50 — 13:20




* MODERATORS

e Semen Zhavoronkov, Advisor to the Co-Chairman of the All-Russia Public’Organization “Business Russia’ -
e ' Gritsyuk Vasilina Aleksandrovna, Deputy Director of FGBU «VGNKIy

SPEAKERS

- o - Oleg Yarosh, Head of the Department for Organization of State Supervision in the Sphere of Circulation of Medicines for -
Ve’rerlnory Use, Rosselkhoznadzor

e Danil Rudnyaev, Deputy Director, Head of the Inspection Body, the Russian State Center for Anlmol Feed ond Drug
- Standardization and Quality

e Yuri Yeremin, Head of Section for Inspection of Manufacturing Sites For the Conformity of Good Manufacturing Practice,
the Russian State Center for Animal Feed and Drug Standardization and Quality

e Sergey Yarunin, Director for Government Relations, AVPHARM
e Andrey Mezhonov, Executive Director of the AVPHARM Association
e Nina Malash, Head of Section for Methodical Provision, State Veterinary Sector of the Repub'lic of Belarus

] ®

e Marie-Agnes Amos, Doctor of Veterinary Sciences, Deputy Adviser for Agriculture, Assistant for Veterinary, Sanitary,”
Phytosanitary Issues for Russia, Kazakhstan, Belarus, Armenia, Uzbekistan, Kyrgyzstan, Economic Service of the Embassies ,
of France and Russia

e EFEric De Ridder, Chairman of the Strategic Development Committee, Health for Animals Association

# GMP wecerocomas Inspection of manufacturers of drugs for veterinary use. Regulation and statistics. The view of the state and business 11:50 — 13:20

./
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_____ Solemn signing of agreements:

JSC "Roche-Moscow" and FSI “SID&GP‘Y
GxP Academy EAEU N
- LLC "Blnnopharm
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[NTaHeAbHAas AUCKYCCUS
CoBpeMeHHbIe NOAXOAbI K MPOU3BOACTBY = . .
~ BMOAOTMYECKMX AEKAPCTBEHHBIX NPENAPATOB B
PAMKAX TPEBGOBAHUN HOAAEXALLMUX NPAKTUK - - -

14:40-16:40 :
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BOMPOCHI U TEMbl AAl OBCYXAEHUA i
e Bonpochl OPraHM3ALMKM ACENTUYECKOTO NPOM3BOACTBA BDUOAOTUYECKMX/AEKAPCTBEHHbIX MPENAPATOB

MOAEPATOP M A F
e AeHucoBa EAeHa BAOAMMUPOBHA, 3GMECTUTEAb AMPEKTOPT AEMNAPTAMEHTA PA3BUTMI JOAPMALLEBTUYECKOM
"N MEAMNLIMHCKOM MPOMBbILLAEHHOCTM MUHUCTEPCTBA MPOMBILLUAEHHOCTU U TOPTOBAM POCCUMCKOM Pepaepalmm’

~ CMUKEPBI
e MuxauaoBa AAAG AHATOABEBHA, AMPEKTOP MO KayecTBy HINO «MUKPOreH) o4HO

e [laTpucua Anpeaq, AMPEKTOP MO OLLEHKE M KOHTPOAID BUMOAOTMYECKMX U PAAMOTDAPMALLEBTUHE CKMX
| NPEenApPATOB HAOUMOHAABHOM AAMUHUCTPALMU AEKAPCTBEHHbBIX CPEACTB, MULLLEBbLIX MPOOAYKTOB M =
MEAMNLIMHCKUX M3AEeAMM (ApreHTmHa) BKC

e CmupHoB Barepuu BarepbeBud, 3OBEAYIOLLIMIN AQDOPATOPUEN KAMHMHECKOWN OAPMAKOAOTMIM PIBY «THLL.
MHCTUTYT MMMYHOAOT UMY PMBA Poccum, broaoriieckie CTaHAAQPTHbIe 00pasLbl (BKC)

e llakapsH MkpTbid KapaneToBu4, PYKOBOAMTEAb OTAEAQ HOAAEXALLLEM AOAPMALLEBTMHECKOM MPAKTUKM
AO3T (HOy4YHbIM LLEHTP SKCMNEPTU3bl AEKAPCTB U MEAMLIMHCKMUX TEXHOAOTUM MMEHM OKAAEMMKA DMMUAS
[[ABpPUMEAIHO) OHHO POV O R 0 o

e CakaHsiH EAeHa UBAHOBHA, AMPEKTOP NO HAyKe HITO «MukporeHy - - - - - =« « « « « &« & o o &

.:' VI BCEPOCCHMCKAS
Ht lep GMP-KOHOEPEHLIS CoBpeMeHHbIe MOAXOAbI K MPOM3BOACTBY BUOAOTMYECKMX AEKAPCTBEHHbIX NPENAPATOB B PAMKAX Tpe6oBaHui Haarexawmx npaktuk 14:40 - 16:40



QUESTIONS AND.TOPICS FOR DISCUSSION
.® _Issues relating to the organization of the aseptic manufacturing of biological products
MODERATOR

e Elena Denisova, Deputy Director of Department of Pharmaceutical and Medical Industry
Development, Russian Ministry of Industry and Trade

~ SPEAKERS
e Alla Mikhdailova, Quality Director of Scientific and Production Association for Immunological
~ Preparations “Microgen” TS

‘e Patricia Apreaq, Director of Evaluation and Confirol of Biologicals and Radiopharmaceuticals),
National Administration of Drugs, Foods and Medical Devices (ANMAT) / National Institution of Drugs .
Valery Smirnov, Head of Laboratory for Clinical Pharmacology, National Research Center Institute of
Immunology of Federal Medical-Biological Agency of Russia 707

e Mkrtich Shakaryan, Head of Section for Good Pharmacy Practice, Scientific Center for Drug and
Medical Technology Expertise after Academician Emil Gabrielyan O I I RO

e Elena Sakanyan, Director for Science, “Scientific and Production Association.-for Immunological - « « «
Preparations “Microgen”

# GMP bt Modern approaches to manufacturing biologicals within the requirements of good practices  14:40 - 16:40

./




SKCIIEPTbI MEPBOTO PAAA

e Hukndoposa EkaTepuHa BAOAMMOBHA, 30MECTUTEAL HOYAABHMKA YAPOBAEHMS
'~ MHCMNEKTMPOBAHMA MPOM3IBOACTBA AEKAPCTBEHHbIX CPEACTB M IKCMepPTM3bl PBY «(TUAC m HIy
MuHNpoMTOPra Poccmm

e ApxunoBa HaaeXAd BAOA€HTUHOBHA, 3OMECTUTEAb HOYAABHUKA OTAEAQ 3KCMEPTU3bl PHY"
«TMAC m HIMY MmHnpomTtopra Poccihm

o 3aryMmeHHUKoBa TaTbaHAO AA@KCAHAPOBHA, BEAYLLIMU CMELMAAMUCT OTAEAQ MHCNEKTUMPOBAHMS
MPOOM3BOACTBA AEKAPCTBEHHbLIX CPEACTB PBY «(TUAC 1 HI'N» MuHnpomtopra Poccum

e CmupHOB BAaAMMUP AAeKCeeBUY, TAOBHbIM CNELIMAAMCT OTAEAA MHCMEKTMPOOBAHMS,
MPOW3BOAMTEAEN AEKAPCTBEHHBIX CPEACTB PBY (TMAC 1 HIM Mr1HNpomTopra Poccum

e [opsA4kMH BayecAaB BUKTOPOBHUY, HOYOABHMK OTAEAC HOAAEXALLMX NPAKTUK PBY «TUAC 1 HI'I» |
MuHROpomtTopra Poccumm

s GMP VI BCEPOCCHMCKAS "
ool GMP-KOH®EPEHUMA COBpeMeHHbIe NMOAXOAbI K MPOU3BOACTBY 6GUoAOrMHEeCKUX A€KAPCTBEHHbLIX NPenapaToB B pAMKAaX TpeﬁOBOHMM HAAAEXALLUX NPAKTUK 14:40 - 16:40

./




- FRONT-ROW EXPERTS

. o Ekaterina Nikifirova, Deputy Head of the Department’for Drugs Inspection and Expertise,
SID & GP” of the Russian Ministry of Industry and Trade

- o Nadezhda Arkhipova, Deputy Head of Section for Expertise, “SID & GP" of the Russian
‘Ministry of Industry and Trade

~ e Tatiana Zagumennikova, Leading specidlist, “SID & GP™ of the Russian Ministry of Industry
and Trade

e Viadimir Smirnov, Chief Expert of Section for Inpection of Drug Iv\cmufoc’rurers “SID & GP” |
of the Russian Ministry of Industry and Trade ’

e Vyacheslav Goryachkin, Head of the Section for Good Practices, “SID & GP” of ’rhe c
Russian Ministry of Industry and Trade °

:'.:":"GMP VIBCOL i Modern approaches to manufacturing biologicals within the requirements of good practices 14:40 - 16:40

MP-KOH®EPEHUMA
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FEHEPAAbHbBIN MAPTHEP CTPATETMHECKUE NAPTHEPHI
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----- Awarding fo the winners
- of the contest

“Best Technical Director (specialist)” -
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10.00-10:15 :
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Regulatory Requirements.
Part 1
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. MOAEPATOPI

» AeHucoBa EAeHa BAOAUMUPOBHA, 30MECTUTEAb AMPEKTOPA AENAPTAMEHTA PA3BUTUI DAPMALEBTUYECKOM U
MEAMLIMHCKOM MPOMBbILUAEHHOCTU MUHMCTEPCTBA MPOMBILLAEHHOCTU M TOPIrOBAU POoccmmckom Peaepaumm

. * YapoBa HaTtaAaus HuUkoAaaeBHQ, HOYOAbHMK YMPOABAEHUS MHCMEKTUMPOBAHUSA TIPDOU3BOAUTEAEN AEKAPCTBEHHbBIX CPEACTB U -
akcnepTnsbl PbY «TMAC 1 HIY MUHNpomTopra Poccumm

* Hukucboposa EkaTepuHa BAOAUMOBHA, 30MECTUTEAb HOYOABHMKA YTPABAEHMA MHCNEKTUPOBAHUS MPOOU3BOANTEAEN
AEKAPCTBEHHbIX CPEACTB M aKCNepPTM3bl PBY «TUAC 1 HIMTY MmuHNpomTopra Poccmm

CIUKEPbI

~* PepeHc Aykac, rA0BA MHCMNEKTOPATA HAOLMOHAABHOTO MHCTUTYTA AOAPMALLUK U MUTAHUA BEHTpUM
* AuseTT lNNepec Oxeaa, coseTHk CECMED (Kyba)

» Cio3aHa KOkuy, ctapLumm GMP-MHCNEKTOP AreHTCTBA AEKAPCTBEHHbIX CPEACTB M MEAMLLIHUCKMX M3AEAMM (XOpBATUS)

« Cao WK, 30MECTUTEAb AMPEKTOPA MO MHCNEKLMIM NMPA

~* MMaTtpucus Anpea, AMPEKTOP MO OLLEHKE M KOHTPOAKD BUOAOTUYECKMX M PAAMODAPMALLEBTMHECKMX NpenapaTtoB ANMAT ¢+ ¢« ¢
(ApreHTmHa)

» Kopo6oBa Bepa, pyKOBOAMTEAb rPYMMbl BHEAPEHMSI HOBbIX NpenapaToB OOO «'eaeoH Puxtepn

* HazapoB Tumyp UAAQpPOBUY, TAQBHbLIM TEXHOAOTM PIBHY «HAYy4YHO-MCCAEAOBATEABCKMU MHCTUTYT BAKLLMH M CbIBOPQTOK MM,
N.N. Me4YHUKOBOY

* MeWaAKUH MUXAUA, CTAPLLIM CIELMAAUCT TRYNAMbl MOAAEPRXKM MPOU3BOACTBA U TOAHCAOEPCT (TAKEAQN -+« «  « & & o
* HryeH Aun, ICoAHUTEABHbIM AMPEKTOPR «MSD PapmacbiotTMkaacy CLLA

* MuulyctuHa MapuHa, MEHEAXED MPOEKTOB B KOMMAHUM «(HoBO HOpAMCKY B POCCWMNA ™ = = = == 000008 88

* TuHa Hopyn, MeHeAXep NPOEKTOB B KOMMAHMM «(HOBO HopAMCK) B AQHMM A AW AW .
« MakAakoBa OAbra BaA€HTUHOBHA, KOPMOPATUBHbIM AMPEKTOP MO KAYECTBY «BUMHHODaPM Mpymm»

M P VI BCEPOCCHMCKAS
GMP-KOHMEPEHUMA
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_ MODERATORS

-Denisova Elena, Depu’ry Director of the Department of Development of the Pharmaceutical and Medical Indus’rry of the
Ministry.of Industry. and Trade of the Russian Federation

Chadova Natalia, Head of the Department for Inspection of Medicinal Products Manufacturers and Exper’rlse of ’rhe Federol
* State Budgetary Institution "GILS and NP" of the Ministry of Industry and Trade of Russia

*Nikiforova Ekaterina, Deputy Head of the Department for Inspection of Manufacturers of Medicines and Exper’rlse of The
Federal State Institution "GILS and NP" of the Ministry of Industry and Trade of Russia

SPEAKERS

e Natalia Burlakina, Leading Specialist of the Section for Drug Manufacturing Sites. “SID & GP" of the Russian Ministry of
Industry and Trade

e Ferenc Lukdcs, Inspectorate Head of National Institute of Pharmacy and Nutrition (OGYEI), Hungary
o Lisette Pérez Ojeda, Advisor to CECMED’s Director
e Suzana Juki¢, Senior GMP Inspector of Agency for Medicinal Products and Medical Devices of Croo’no (HALMED)
- e = Cao Yi, Center for Food and Drug Inspection of National Medical Products Administration (People's Republic of China
e Patricia Aprea, Director of Evaluation and Control of Biologicals and Radiopharmaceuticals (Nafional Administration for

~ Medicines, Food and Technology [ANMAT], National Institution of Drugs (INAME) VA7
e .~ Vera Korobova, Head of Group for Infroducing New Products, Gedeon Richter : VA S
e Timur Nazarov, Chief technologist, Mechnikov Scientific Research Institute of Vaccines ond Serums
¢ Mikhail Meshalkin, Senior Specialist of the Support Group for Manufacturing and Transfer, Takeda®
e Nguyen Lee, Executive Director of MSD Pharmaceuticals
e Marina Mishustina, Project manager, Novo Nordisk
e  Tina Norup, Project manager, Novo Nordisk GO VA A e e e el e e e
e Olga Maklakova, Corporate Quality Director, Binnopharm
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