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The Main Legal Acts in PV

Good Pharmacovigilance Practice (GVP) of the Eurasian
Economic Union, approved by the Decision of the Council
of the Eurasian Economic Commission No. 87 of
/2016 (entered into force on 06.05.2017

Federal Law No. 61-FZ of April 12, 2010, About the
Circulation of Medicinal Products (Chapter 13)

Law of the Ministry of Health of Russia No. 682n of
09/07/2016 “On approval of the form of the document
containing the results of monitoring the effectiveness and
safety of medicinal products for medical use, carried out
by the holder or owner of the registration certificate of
the medicin i al entity”

Order of Roszdravnadzor No. 1071 of February 15, 2017
“On Approval of the Procedure for the Implementation of

macovigilance” - —

Order of the Ministry of Health of Russia dated 07.09.2015
No. 5539 “On approval of the procedure for the
implementation of selective quality control of drugs for
medical use”

BapeructpupoaHo B MuHiocTe Poccum 22 ceHtabpsa 2016 r. N 43768

MWHUCTEPCTBO 3[PABOOXPAHEHUSA POCCUNCKOW ®EQEPALIMK

MPUKA3
OT 7 ceHTAOPA 2016 r. N 682H

OB YTBEPXXOEHUN ®OPMbI JOKYMEHTA,
COOEPXALLErO PE3YNIbTATEl MOHUTOPUHIA 3®$PEKTUBHOCTU
W BE3ONACHOCTU NEKAPCTBEHHOIO NPENAPATA And MEAUUMHCKOro
NPUMEHEHWSA, NTPOBOAMMOIO AEPXXATENEM UNU BNAQENBLEM
PEMMCTPALMOHHOIO YOOCTOBEPEHUA NEKAPCTBEHHOIO MPEMAPATA
JNIMEO YNONMHOMOYEHHBLIM UM FOPUAWYECKUM NTULIOM
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Structure of National Pharmacovigilance Research
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PHARMACOVIGILANCE SERVICES

Pharmacovigilance system outsourcing for marketing authorization holder on a “turn-key” basis. Local
pharmacovigilance system organization for foreign marketing authorization holders

Pharmacovigilance system expert report / audit, preparation for pharmacovigilance system inspections

Development of risk management plans, periodic safety update reports (PBRER)

Monitoring and analysis of adverse drug reactions reports and drugs inefficacy mentioned in scientific
databases

Providing of pharmacovigilance contact authorized person in the member states of the Eurasian Economic
Union

Benefit-risk assessment
Analysis, assessment, and storage of adverse drug reactions reports using electronic automated database

Consulting
Organization of 24 hours call center for documentation of adverse drug reactions
Trainings for pharmacovigilance staff

Organization of a safety information system for health professionals and patients
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v’ More than 30 companies - drug manufacturers

v/ 60% - Russian manufacturers
40% - representatives of foreign companies




Results o
Advantages of Pharmacovigilance

National Scientific Center

0 Experienced pharmacovigilance specialists,
clinical pharmacologists, Expert Advisory Body;

0 Responding to the Good Pharmacovigilance
Practice requirements of the EEU
Pharmacovigilance System;

0 Economic benefits for marketing authorization
holders in pharmacovigilance system
organization on a “turn-key” basis;

0 Experience with more than 450 drugs.

8 800 7778604
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Results of 2017-2018

¢ Grant from the Federal State Budgetary
Institution National Medical Center for
Pharmacovigilance Research

¢ Poster on anaphylactic shock prevention for
medical organizations

v Participation of the Innovation Center
”Skolkovo” projects
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NOCTEP, KOTOPbIXA CNACAET )XU3Hb

POLLEAYPHbIW
KABUHET

Mpu ob6pawieHnn naumeHta OBASATEAbHO cnpocuTe 06 UMEIOLLUXCSA Y HETO
anepruyeckux peakuusax Ha AeKapCcTBEHHbIe nNpenaparbl, NULLEBbIE NMPOAYKTbI,
6bITOBbIE AaANEPreHbl.

TecTbl ¢ anmepreHamMu (KoXHble: CKapuPpUKaLMOHHbIE, BHYTPUKOXHbIE, KaneAbHble,
annAMKauUOHHbIE) He AIBASIIOTCA BbICOKOUYBCTBUTEAbHLIMU U CNEeLUPUUHBIMMU.

WUx oTpuuatenbHbin pesyastat HE TAPAHTUPYET oTcyTCcTBME anneprv Ha BBOAUMbIN
npenapar! MAaHOBbIE NALMEHTbI C OCAOXKHEHHBIM aAieproaHamMHe30M AONKHbI
6bITb MPOKOHCYALTUPOBAHbI BpavyoM-aAAepronorom!

7) | moxet NPUBECTU K CMEPTU.

| aHadMAaKcMM Ha KOHTaKT C anmmepreHom, conposoxq.\alou.l.eﬁca Bblpa>€HHbIMHU
reMmoAMHaMU4YeCKUMHU HapyLEeHUAMU, NpUBOAALLLUMMU K HEAOCTATOUYHOCTU

AHAOUNAKCUA - 31O TAXKEAas, yrpoXKatoLas XXU3HU, reHepaAu3oBaHHasa UAU
CUCTEMHasA peaKkLMs runepuyBCTBUTEABHOCTU, KOTopas pa3BUBaeTcA 6bICTPO U

AHAGUNAKTUYECKUM LLIOK - TAXEAOe yrpoXaloLee XU3H1 NposiBAeH e

Kposoo6pau.l,euuﬂ U TMNOKCUU BCEX XKUBHEHHO BaXXHbIX OpraHoB.

Bapocnie u aeti o1

i (CAZ<90 M. pr. CT.
CAR <30%
femimec-1rop  OT CAZ<70 M. pr. cT.
CA<70 mw. pr. c1. + (2X
[flemw 1 ron- 10 net sospacr)
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| Npekpaluenre BBepeHna npenaparta (NPU BO3MOXHOCTH), NOAOXKEHUE TeAa NaLMUeHTa

?| Mpu pasBUTMKU aHaPUAAGKCUU UAM aHADUNAAKTUHECKOTO LLIOKA HEOBXOAMMO KaK MOXHO

ANATHOCTUYECKUE NPU3HAKMU (COC):
CepaeuHo-cocyauctan cuctema (napeHune AA, Taxmkapaus (poct YCC Ha 15
YAQpPOB B MUHYTY), HUTEBUAHbIW NYALC, OCTAHOBKA CEPAEYHOMN AEATEABHOCTU
OTeK (OTEK CAU3UCTOWN PTa, FAOTKU, rOPTaHU, KOHbIOHKTUBBI), U/UAK
OpbllwKa (6poHxocnasm, 3KCnMpaTopHasn OAbILLKa)

CbInb (KOXHasA Cbinb, 3yA, GAEAHOCTb, FrMNEepemMus, 06UAbHOE NOTOOTAEAEHHUE)

Anroputm STOP- MAHUKA

rOPU30HTaAbHOE, C MPUMOAHATBIMU HOFaAMM. Roswposaiie 0,1% pacTaopa ARPEHATAHA
Bapocnsiewpem 0.5 wn

AppeHanuHa ruppoxnopua: 0,1% pacteBop BBOAAT crapue 12 ner
B MblLULY B nepeaHe-60KoBYyIo uacTb 6eapa. Mpu HeoBxoaumocTy P72 00w o
NOBTOPSAIOT Yepes 5-15 MuHyT. e [ e e
HeoTnoxHasa meguuMHCKasa NnoMoLub (Bbi3BaTb 6puraay Ckopoi nomouuu (103) uau
peaHumaTtonora (Mpu pasBUTUM LLIOKA B CTaLlMOHape) No TeneoHy.

UHdy3noHHanA Tepanus: Nnpu HU3KOM AA U HaAUUMKU BEHO3HOTO AOCTYNa PekoMeHAyeTCs
BBEAEHUE A0 1-2 autpa 0,9% pactBopa NaCl uau Apyroro pactBopa KpUCTaAAOMAOB
B BEHY CTPyWHO. UHDY3UIO NPOAOAKATb AO CTABUAU3ALMUU AABAEHUS.

Koptukoctepounabl (MAFOKOKOPTUKOUABI); TMAPOKOPTU30H (100-150 mr) UAU
NPeAHU30AO0H (B3pocAable: 90-120 mr; AeTu: 2-5 Mr/kr) B BeHy cTpyiHo UAU
AEKcaMeTa30oH (8 - 32 Mr) B BEHy CTPyWHO.

AHTUrMCTaMUHHbIE Npenapartbl (MpyU cTabuansauuun AA!): B MbilLLy UAK B BEHY 2% pacTBo
XxnoponupamuHa (1-2 ma B3pocabiM, no 0,25 ma petam) UAU 1% pacteopa
andeHrnapamuna (50 Mr B3pocabiM, 1 Mr/Kr AeTsiM, HO He 6oaee 50 mr).

6bICTper TpaHCNopTUPOBaTb 6OALHOIO B CTaLMOHap, €CAM GOAbHOM y)Ke HaXOAUTCA

B CTaLMOHape, To B OTAeAeHUE peaHuMauuu. MOHUTOPUHT 3a COCTOAHUEM NauueHTa
c aHadpUAaKcUeN, NpoTeKaloLLein ¢ pecnMpaTopHbIMU CUMNTOMaMMU, COCTaBAAET
6-12 yacoB, B CAy4ae HaAM4USI CUMNTOMOB CO CTOPOHbI CEPAEYHO-COCYAUCTON
cucteMbl -24 yaca u 6onee.

HcTounmim:

710 AMATHOCTHKE H TEPATIUM AHAGHAAKCHH (PAAKH). Mockss, 2015

CoobuieHune 0 HeXeAaTeAbHOW peakunun
Bbl MOXeTe NOAATbL Ha caiTax:

MpuKas MUHKCTEPCTBA 3APaBOOXpaHEHUA PO oT: zo nnonn 2012r.N 1079%

NIOMOLLM NPK AHAGHAKTHYECKOM WOKe"

Mocksa, 2013
‘www.roszdravnadzor.ru

www.drugsafety.ru
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Anatoly Krasheninnikov
Director
National Research Center of Pharmacovigilance

Natalia Vostokova Kirill Tverskoy
Chief Operating Officer Country Medical Director/ Internal Medicines Medical
IPHARMA Lead
Pfizer Innovations
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GMP-KOH®EPEHLIUS 2017

T. FENEHAXUK (KPACHOLAPCKUM KPAW)

APTHEPbI - APXVIB POTPAMMA ~  CMWKEPbl - OPTAHW3ATOPHI  CMW - MATEPVATIGI
Q / Tnaswas » GMP-urcnextopar FAQ
YCoBUA yuacTUs B KOHbEPEHUMN
Peructpayus
Cxema npoesaa BY [ 4Talk Mail.ru
CIUKEL  reympeanonern 1mckon GMP-koHdepeHuun 2017 Bl ol K8 yry Apysei
LiveJournal Pinme
K3 6o6p/iodp Blogger
Delicious Instapaper
) Linkedin B MySpace
Cnukepsl. [leHb nepsbii, 18 ceHTAbpsa K4 Surfingbird [ StumbleUpon
AsTop admin-gilsinp
& Mo noute
Hexnunc MaHTypos 4 uprouke
Munucmp u mopzoenu u
Ob6pasoBaHue:
1994 1. — MY um. M.B. c
19971 — panTypa MY, kaHauaar HayK
2002 1. — aoKTOpaHTypa MOCKOBCKOTO aBUALMOHHOTO MHCTUTYTa
20061 — akanemus i cryxGsi npy MM} PO, 10
Kapbepa:
1998 1. — Ha3sHa4eH 3aMECTUTENEM TeHEPaNbHOTo AupeKTopa OAO «YNaH-YA3HCKUi aBUALMOHHBI 3380
2000 1. — Ha3sHaueH KoMMepHeCKkuM aupekTopom OAO «MOCKOBCKMit BepToneTHbIi 3a80a M. M.JT. Muns».
2001 1. — HasHaveH iy DIYT «l (Tocmkop).
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Ienepanbublii maptHep noprana «Hosoctu GMP»
MEXK/TyHapOHas HHKHHHUPUHIOBas Kommanus FAV
e favea.org :

C Hoewin Tooom u Poscoecmeon!

FNABHAS HOBOCTU CTATBU MEAVA COBbITUA OnPOCHI KYPHAN NAPTHEPbI KOHTAKT ENGLISH Q
« Kanenpapb coGbiTuit
This event has passed.
XIX Bcepoccuiickas koHdepeHumusa «bapmMegO6palieHne 2017»
B xoge n GyayT
CeKUMOHHIE 3ACEAAHIIR U KPYTALIE CTOLI, MOCBALIEHHbIE KOHTPOIO
KauecTea cpeacTs B Kot nHa *
npocTpatctee EASC, nre KOHTpONIO

i

NpOBEACHIS KNMHIUECKIX UCCNEAOBAHUM, SKCEPTU3E U PerucTpaLun
NeKapCTBeHHbIX CPEACTS B EADC, pery/mposaHmio o6palieHis

cucTeme!

KNX npoayKTosB,
HHbIX B P

AeiicTBylowWwero
KOHTPO/IO 1 OGPALLIHIIO HAPKOTUUECKUX CPEACTB M NCHXOTPOMHLIX
Bewects u nx

TBa K

pacTenuii Ha TeppUTOpUN PoCCUiicKoii deaepauyk, CTPyKType

NaNAMATUBHOI NOMOLLN 1 MOPAAKY €€ OpraHi3aLym 8 Poccuiickoit

befiepaLIi, COBEPLIEHCTBOBAHMIO CUCTEMbI 3aKYNOK MEAVLMHCKON MPOAYKUMM AN O 1x 1
1 KOHTPO/IO 32 OBPALLEHNEM MEANLVHCKIX M3AENMIA, B TOM Uucne B ceeTe

HYXA, per
noaxopa.

puCK-OpureH

B pa6ote

npuUMyT yuacTue npe; enn W1 PErvoHaNbHLIX OPraHOB 3aKOHOAATENLHON 1 MCIONHUTENLHOT
Hauw caifr ucnonsayer daiinsi cookies, 4To6k! ynyuILMTL PABGOTY W NOBBICUT ShbeKTUBHOCTS CaliTa. [IPOONKAR, Bbi COPNALLAETECH C UCTONL3OBAHUEM Hamy Cookies.
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This event has passed.

KoHrpecc «®apmaeaTtenbHocTb B Poccum n EASC: HopMaTuBHO-NpaBoBoe |

perynupoBaHue»
fMporpamma P 3 AByX
KoHdpepeHumii:

13 pexa6ps 2017 — Kondeperiyys «PerncTpauys u 06opot
NeKkapCTBeHHLIX CPEACTE B Poccui 1 Ha Tepputopun EA3C».

14 peka6psn 2017 — KoHcpepeHuns «/lekapcTeeHHoe obecneyeHne n
Perynuposasite LieH NekapcTBeHHbIX CpeacTs. BBo3 1 3awuTa npas

MHTENNeKTYanbHOI COBCTBEHHOCTM JIC. TOC3aKYMKM 1 MAPKUPOBKa.

Cpeav knoueBbIx Tem Konrpecca:

« HoBauun B rocyAapCTBEHHOI PETVCTPaUNN NEKAPCTBEHHbIX CPEACTE
1 (hapMaLeBTU eCKkUX CyBCTakUMi B 2017-2018rr. Peruc,
EA3C.

: npoueaypa B COOTBETCTBME C NpasunamMi

+ ToCyAapCTBeHHOE Pery/MpoBaHMe LeH Ha NekapCTBeHHSIE NPenapars!: MPOGNems! LIeHO0BPasoBaks, AeHCTBEHHOCTL KOHTPONS 1
HaJ30pa 3a MPUMEHEHMEM LieH Ha NekapCTBeHHbIe MPenapaTsl, BKMoueHHbIe & XKHB/IM

« Hosble KIX 11 KIMHUYECKUX VICCNIEA0BaHMI. AKTYasTbHbIEe BOMPOCH! (hapMakoHaazopa 8 Pd n EASC.

* VIHCNeKTUpoBaHWe Ha CooTBeTCTBNe p GMP: 1. 2 i1 B pamkax EASC. |
« Mocnease & ciepe BOBAHUS 1 HOTO 0BECNIEUEHIS 1 B3AUMO3aMeHAeMOCTH JIC.

. K passuTust i NPaKTVK FOCY/JAPCTBEHHBIX 3aKYNOK NIEKAPCTBEHHBIX NpenapaTtos 8 2017 roay.

PHCKI 1 NPOTHO3b1 HA KPATKOCPOUHYIO NEPCTIEKTHEY.

« 3aluTa NPaB UHTENNeKTya/IbHOl HOCTH Ha b K " Th [AHHBIX PErMCTPAUMOHHOTO
Aocee.

. per uecKoro peika & Poccui u EASC.

+ Bgo3 8 P nekap: cpeace u KX ii: pern 1w EASC. Nap, ¥ umnopr:

DUCKY U BO3MOXHOCTH 3aKOHOAATENEHOM UHMLMATHES!
Hauw caifr ucnoneayer dhaiinei cookies, 4TOGbI yydUMTL PaGoTy H NOBLICHTL 3deKTHEHOCTS caiia. MpoonXas, Bbi COMALLIAETEC C WCTIONb30BaHWEM Hamm cookies.
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Literature Monitoring Program

HAYYHAA 3NEKTPOHHAA BUBJITVIOTEKA

¢y

YueBHO-NPaK THYECKHA
CeMHHap
e ’ Wcnonb3oBanve
PYHLL 1
'SCIENCE INDEX
ana YATATENEA | ana DPI'AHVBAL{VIVI | ana VBAATEIIEFI | AnAABTOPOB | NMOANACKA And aHanusau

OLLEHKA HaY4HO IPHCOE C Berynus
AEATENbHOCTH
19 hespana 2014

[l HAYYHDIE XCYPHAJIbI OTKPbITOrO AOCTYMA OCHOBHbIE NPOEKTbI

HayuHasa 3nekTpoHHas BuBnnoTeka eLIBRARY.RU BN POCCUACKWA MHAEKC HayYHOT O
NPeAoCTaBNAET B OTKPBITOM AocTyne Brbnrorpadmyeckme SMTHDOB AN C 3 espana HayuHa:
OMMCEHMA W BHHOTaUMK Bonee 18 MUANHOHOB Hay4HEIX CTaTeH. S HayuHble KypHanbl 0TKPbITOro GrBnMoTeKa Haxoau
AnA A0CTYNE K HHOTaUMAM He TpeByeTcA NoANMCKa Mk Aoctyna
PErHCTPAUNA NOMb30BATENEH (MCKNHOYEHHE COCTABNAMT TONBKO = KHwkHas Konnekuys ¥, HaraTuHckan,
pedepaTHBHBIE XYPHANb, MAE 3HHOTAUWK ABNAKITCA N0 CYTH ” noavesa 1,
NMUEH3HOHHBIM MaTepHanom), Kpome Toro, Gonee 2000 = gdmpmaqnonnble peCyncLYn
POCCHIACKMX Hay4HBIX %YPHAN0B PASMELLAKIT B OTKPBITOM R P cxema npo
A0CTyNe Ha nnaTdopre eLIBRARY.RU TaK¥e M NoNHbIE TEKCTBI WS MNMoanucka Ha poccuickue
CTaTed, ANA A0CTYNa K NOMHBIM TEKCTAM ¥yPHANOE OTKPLITOMO Hayu4HbIe M(ypHanbl
AOCTYNa HEOBX0AMMO 33PErHCTPHPOBATLCA B BuBnHoTeke. = MeskAyHapoAHas KoHdepeHuus
Science Online
@ XYPHAMbI OTKPBITOTO IOCTYNA == Brory Ha eLIBRARY.RU
CrMCOK POCCHIACKNX HayYHBIX %yPHANOB, PasMELEHHBIX Ha HAYYHAS SNEKTPOHHAS BUB/IMOTEKA «KUBEP/IEHVHKA»
PaclMperHbIA NoMck nnatdopme eLIBRARY.RL, KOTOPbIE MMEFOT OTKPbITEIE ANA
BCEX NONHOTEKCTOBbIE BbiNyckK (Bcero Gonee 2000 HOBOCTHA U OB bSBJIEHAA HAYYHbIE CTATbU Kubeplenka — 370 HayuHas KOTOPO#! ABNAETCA NONYNAPU3ALIMA
HaMMEHOBaHH) HaYK W HayuHOi i KOHTpOND HAYUHBIX passuTve CoBp 0
B BrubnMoTEKY 30.01 C 3 deBpans Hay4Haa 3neKTPOHHaA HAYYHDIE XKYPHANbl  yucruryra Hayumoit " py ™ Hayku.
BrBNMOTEKS HAXOANTCA MO HOBOM
IP-aapec koMnetoTEpa: ° NOVCK B XXYPHANAX OTKPbITOIo A0CTYNA aapecy: r.Mockea, yn.HaraTanxza, NoucK p SHaHWI NO MOJENM OTKPBITOro JocTyna (Open Access), obecneunsas
144.76.45.17 MoMcK CTaTe! B POCCHICKWX HYPHANax, PasMelleHHBIX Ha A.l, cTp.14, noavesa 1, stax 3 O MPOEKTE Secnnanieel °"e‘.’a:"E"N" A S "W""Ka‘:'":::;:::fgr:';a: i:"fm::x’;:;:::"gg ‘;?;' o
Ao p -8Y).
Ha3BaHHe opraHmsaumm: eLIBRARY.RU B 0TKpBITOM A0CTYNE 11.12 ONyBAMKOBaHE! NPE3EHT aUHH
AOKNaA0E KoHdepeHurn SCIENCE pp Store KOMANEKTYeTCs Hay crateamm, 5 POCCM 1 BAMKHErO 3apyBexbs, B TOM
HE ONpeAEneHa ° MOANACKA BALLEA OPTAHA3ALIAA INDEX 2013 4MCNE, HayuHBIX KYPHANAX, BKNKUEHHBX B Nepedekh BAK PO BEAYLIMX HaYUHBX HSAATENDCTS ANS NY6AMKaLIMM
WA nonesosaTens: i i 06.12 OnyBAMKOBaH CNMCOK YHACTHUKOE gtk il e 2 <
Cnmcok POCCHHCKHX 3YPHANOB, NOAMMCAHHbIX Bawen £ Y ¥ MHTepHeTe 6eCnnaTHo, B OTKPLITOM AOCTYME 1 MOryT GbiTb HalAGH!! KAK C NOMOLIbIO NOMY/IAPHLIX NOMCKOBLIX CHCTEM, TaK
[:I OpraHM3aumned M AocTynHbIX ¢ Bawero Tekywero IP-aapeca. KkoHdepeHunn SCIENCE INDEX 2013 " M CHCTEMDI 0 Hay4HOrO NOWCKa C MOAAEPXKOI PyCCKOi MOPGONOrn Ha caiite BUBAMOTEKMN.
Bl MOXETE 3aMYCTHTE NOMCK CTATEH M3 yPHANos, 04.12 OnyBAMKOBaHa Nporpanta n MTaTb HayuHbie PABOTH C 3KPaHa NNGHWIETA, MOBWBHOTO
Naponk: BKNMYEHHBIX B 3TOT CIMCOK koHtepeHunn SCIENCE INDEX 2013 XDOHE: W AP YTV COBX L 2 =
— ; ey rescern
° AOCTYMNHBIE AN BALLEA OPTAHA3ALIAN XKYPHATIbI Bl ve sozsics | | 3765 FiLike (791 WTeumy (125 841 493 ¥ Cepd 1313
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QPPYV Survey Data in the Russian Federation

38% “ What factors serve as barriers to the pharmacovigilance
organization in your enterprise?

Lack of legal framework for organizational
issues on pharmacovigilance

23% ' The lack of special methodological
assistance of third-party or authorized
organizations

15% | have no special knowledge and skills in
' organizing pharmacovigilance
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thorization holders.



Unique software product processing data on undesirable reacti
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8l 117 et BemTroga  BEB3pocasie

Rawlins&Thompson Will&Brown npsa V - P 1
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Functions of Expert Advisory Body

1. Examination of Serious Adverse Reactions

2. Issuance of independent peer review findings

3. Coordination and development of recommendations for pharmacotherapy
4. Proposals on pharmacovigilance to regulatory authorities

5. Management of research in the field of pharmacovigilance




Our possible points of interactions

Getting a
membership

Representation
of interests in
the Russian
region

Development of
pharmacovigilance
initiatives in the
Russian Federation

Access to Drug
Safety Databases




Our possible points of interactions

Getting a
membership or
representation in
the Russian region

Joint projects

of outsourcing Audit
in Russian capabilities
Federation

Obtaining the
status of
auditors




