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be3onacHOCTbL NekapcTB

e JlekapcTBa MOryT npegoTepallaTb U nevYnTb 3abonesaHuns |
OHM TaKXke MOryT cMar4yatb cTpagaHus ot 3aboneBaHun ...

e Hwu ogHO NekapcTBO HE ABNAETCHA NONMHOCTLIO U abCostOTHO
be3onacHbIM AnNga Bcex naen, Huroe u Hukoraa. Beerna
CYLLECTBYET HEKOTOpPAadA CTeNeHb pUCKa.

e Ymobnl neqyumscs, Bbi 0ormKkHbI 6bIMb 04eHb 300P08bIM, MakK
KaK Kpome borne3Hu Bbl 0ormKkHbI ebiOepxXamb ewle U riedeHue
(nekapcmeo)...

Mornbkep
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YTO Takoe ®@apmakoHaa3op
(Pharmacovigilance)?

OnpedeneHue BO3:

Hay4Has u uHas oesmeribHoCmMb, ce8s3aHHasi ¢
8bIsIBNIEHUEM, OUEHKOU, MOHUMaHUeM U
npeoomaspauwjeHuem noboyHbix aghghekmos usu
UHbIX Opyaux rnpobriem, cesg3aHHbIX C
npuUMeHeHUEM JieKkapcmea

3mo ornpederieHUe oOMHOCUMCS K XXU3HEHHOMY UUKITy Jlekapcmea Ha 8CeM €20

npomsiXXeHuu, kak 0o peaucmpauuu, mak u riocrie Hee (Ha rnocm-
MapkKemuHa2080U cmaduu)
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Pharmaco - Vigilance

e Pharmaco = nekapcmeo

e Vigilare = HabnwopgaTb; Haa3npaTh;
ObITb Ha4eKy
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KakoBa uenb cbapmakoHagsopa?

e YnyywuTb 3ab60Ty 0 NauneHTe B OTHOLLEHUM 6e3onacHOCTH
NMPUMEHEHUSI NeKapcTB, U BCEX JIEKapCTBEHHbIX U
napameauLMHCKNX BMeLLaTenbCTB,

e YNyywuTb 30paBooOXpaHeHne N ero 6e3onacHoCTb B
OTHOLLEHMU NUCMONb30BaHUSA NEeKapCTB.,

e BHecTu BKNag B OoUEHKY Nonb3bl, Bpega, ap@PEeKTUBHOCTU U
pUcCKa NPUMeEHEeHNs MegmnKkamMeHToB, COOTBETCTBEHHO
noowpsas nx 6esonacHoe, paymoHanbHoe n bonee
apPeKTUBHOE NCMNOSIb30BaHNE

e [loowpsaTbe NOHMMaHNe, obpasoBaHUE U KIMHNYECKOE
oby4yeHne B obnactn papmakoHagsopa n adPeKTUBHOIO
NMHAOPMMPOBAHUA O ero pesynbraTax
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[Noyemy HeoOxoaMmMo obecneyvyeHue
6e3onacHocTu (chapmakoHansop)?

YpoKu uctopum: He Bce nekapcraa,
4ybsi ©e30MacHOCTb A0Ka3aHa Ha Kpbicax,
©e3onacHbl 4na nogen

Thalidomide npogasancsa ¢ 1957 no
1961rr. B 50 ctpaHax noa 40
HanMeHOoBaHUSMM

Thalidomide npogaBanca n Ha3Ha4ancs
bepeMeEHHbIM XeHLHaM, Kak
NPOTUBOPBOTHOE CPEeACTBO NPOTUB
VTPEHHEIO HEAOMOIaHUa W B KA4YecTBe
NEerkoro CHOTBOPHOIO.

10,000 geten pogunock c
CEPbE3HENLLINMUN YypOoaCTBaMU, U3 3a
NPUMEHEHMA TanuagoMmmaa ux MaTtepamMmum
BO BpeMsi bepeMeHHOCTH
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Moyemy Heob6xoaum chapmakoHag3op?

e (O3abo4yeHHOCTb Bbe3onacHOCTbIO NALNEHTOB —

— HepocTaToyHble gokasaTenbcTBa 6e30nacHOCTU B pesynbsraTe
KIMMHUYECKUX UCCneaoBaHui

— 3KCI'IepI/IMeHTbI Ha XUBOTHbIX

— @®a3bl 1 — 3 KNUHNYECKNX NCCIegoBaHMN 40 MNOy4YeHUs
paspellueHnd Ha MapKETUHT MOTYT HE BbISABUTb BCEX aCMeKTOB
besonacHocTH

World Health
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Pa3paboTka nekapcTs

Clinical development of medicines

Phase | Phase lll
20 — 50 healthy volunteers 250 — 4000 more varied
to gather preliminary data patient groups —to
determine short-term safety

and efficacy

Animal experiments for
acute toxicity, organ

damage, dose dependence,
metabolism, kﬁ1etics, Phase Il Phase IV
carcinogenicity, 150 — 350 subjects with ' Post | Sochosit
mutagenicity/teratogenicity disease - to determine STt e

safety and dosage ' determine specific safety issues

recommendations

Preclinical
Animal
Experiments

Phase |

= Development



OrpaHuveHun a3 1 - 3 KNUHNYECKUX
nccrnenoBaHun

e OrpaHun4veHHbIN pa3mep Bblbopkn: He bonee 5000, a
yaule He boree 500 pobpoBosnbLEB
® Y3KME KPpUTEPUUN BKITHOYEHUS N UCKITHOYEHMUSI:
— [pynna HaceneHusa: Bo3pacTHasa 1 nosiosas cneunPuyHoOCTb

— [lokazaHusa: TonNbKo nokasaHua cneymdunyeckoro
3aboneBaHns

— Managa gnuTenbHOCTb: YacTo He bonee 2-x Heaenb
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[Mpumepbl U3BLATUA NPOAYKTOB C PbIHKA U3
coobpaxeHun 6e30nacHOCTHU

e JlekapcTBO o e [Ipumepbl cepbe3HbiX U
HeoXnaaHHbIX MOOOYHbLIX pPeakLnn,
npuBeaLllInXx K U3bATU ekapcTB C

PbIHKA
e Thalidomide 1965

e Practolol 1975 e Phocomelia

e Clioquinol 1970 e Sclerosing peritonitis

e Subacute nephropathy

e Benoxaprofen 1982
o Terfenadine 1997 e Nephrotoxicity, cholestatic jaundice
e Rofecoxib 2004 e Arrhythmias (Torsade de pointes)

e Cardiovascular effects

World Health
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NMpumepbl N3 Hay4YHOU NUTepaTypbi

e BenukobputaHus:

I1o004YHBbIE peaKIUH JIEKAPCTB BHI3LIBAIOT 10 5700 cmepTei B

roax B BesiuxkoOpuTaHuu
Pirmohamed et al, 2004

o CLUA:

I1o0o4HBbIE NeliCTBUS JIEKAPCTB ObLIIM NIPUYHHON KAMXKIAOH
4-6°" cmeptu B CIIIA B 1994 1.

Lazarou et al, 1998

7R World Health

111 Health Systems and Services %)Y Organization



Journal of Clinical Pharmacy and Therapeutics (2006) 31, 335-341

ORIGINAL ARTICLE

— Adverse drug reactions in hospital in-patients: a pilot
study

E. C. Davies*{ MPharm MRPharmS, C. F. Greent BSc Hons PgDipClinPharm PhD MRPharms,
D. R. Mottrami BPharm PhD, FRPharmS and M. Pirmohamed®§ MBChB PhD FRCP

e 125 nauneHTos

e 24 naumeHTa ncnbiTbiBanu nobo4YHble AEeNCTBUS
nekapcts (19%)

59% ObINu npeaoTBpaLlaeMbIMK

World Health
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lMMobOouyHblIe peakuuun CTOAT AOPOro: npenorBpalleHune
npoo6nem 6e30MacHOCTU NO3BOJISAET CIKOHOMUTL AparoueHHble
pecypchbl 34paBoOOXpaHeHuUs

Adverse drug reactions as cause of admission to hospital:
prospective analysis of 18 820 patients sy 2004:320:15-19

Munir Pirmohamed, Sally James, Shaun Meakin, Chris Green, Andrew K Scott, Thomas | Walley,
Keith Farrar, B Kevin Park, Alasdair M Breckenridge

e 6.5% rocnmtanunsaunm n3 3a NO6OYHbLIX 3P PEKTOB NEKAPCTB

e Cemb 800-kpeyHbix BONbHUL, 3aHATLI NALUMEHTaMU C
NOOOYHbLIMN peakLUaMU

£446 MnH. B ron
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3anaTbl CcBA3dHHbIE C npeaoTepadlliaeéMbiMU
npoﬁnemaMM, CBA3dHHbIMU C MTPUMEHEHUEM J1I€KAPCTB
CLIA

3arparbl HAa manuenTa B rog $84-$128
(Hepler 1997)
B roa Bcero: $177mupa, uyro npuMepHo cocraBiaseT $322 Ha
YeJI0BEKA, TOINA KAK Pacxoabl HA aM0yJIaTOPHBbIE JIEKAPCTBA

cocTaBJagl0T $390 Ha manueHTa B roj
(Ernest & Grizzle 2001)
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be3onacHOCTb neKkapcTB:
pas3geneHHass OTBETCTBEHHOCTb

e [lpounssogntenu
e Perynartopsbl

e PaboTHWMKM 30paBOOXpaHEHUS
— Bpauu
— ®apmaueBThl
— MeacecTpsl

e [laumeHTbl

7R World Health
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Mporpamma BO3 no mexayHapoaHomy
MOHWUTOPUHTY FIeKapCcTB

e Thalidomide disaster consequence in 1960ies

e An international system for monitoring adverse reactions to drugs using information
derived from Member States was established in 1971.

e The system started with 10 countries that had already established national systems
for spontaneous adverse reaction reporting. For an effective international system to
become operative, a common reporting form was developed, agreed guidelines for
entering information formulated, common terminologies and classifications prepared
and compatible systems for transmitting, storing and retrieving and disseminating data
were created.

e The adverse drug reactions database in WHO Collaborating Centre for International
Drug Monitoring, Uppsala Monitoring Centre, (the UMC), currently contains close to 4
million reports of suspected adverse drug reactions.

e WHO Headquarters is responsible for policy issues, UMC for operational issues

.\\ World Health
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Mporpamma BO3 no mexayHapoaHomMy
MOHUTOPUHTY JNIeKapCTB ceroaHs

e Om nepeoHa4aribHbix 10 0o nodmu 100 cmpaH 4rieHo8
ydyacmeyrom 8 lNporpamme BO3 no mexxgyHapogHoMy

MOHUTOPUHIY NeKapcTB
e 81 [losiHbIX YrieHo8

e 17 AccouyuuposaHHbIX 4rieHo8
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http://www.who-umc.org/DynPage.aspx
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Ihe Global Intelligence Network for Benefits and Risks in Medicinal Products

What's New?
WHO Programme
About the UMC
UMC Activities

Practical
Pharmacovigilance

Publications

Meetings

Promotion and Training

FAQ

Links

Reviewers Web site
the UPPSALA

MONITORING
CENTRE

Health Systems and Services

Welcome to the UMC

the Uppsala Monitoring Centre (the
UMC) is the field-name of the WHO
Collaborating Centre for
International Drug Monitoring. the
UMC is responsible for the
management of the WHO
Programme for International Drug
Monitoring.

An independent centre of scientific
excellence, the UMC offers a range
of products and services, derived
from the WHO database reports of
Adverse Drug Reactions (ADRs)
from healthcare providers and
patients in member countries of
the WHO Programme. There is no
other official body with as
independent and global perspective on drug safety as the WHO and its Collaborating
Centre, the UMC. We provide essential resources for regulatory agencies, health
professionals, researchers, the pharmaceutical industry.

Activities of the UMC include:

e co-ordinating the WHO Programme for International Drug Monitoring

e collecting, assessing and commmunicating information from member
countries about the benefits, harm, effectiveness and risks of drugs
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Members of WHO Drug Monitoring
Programme
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[ecATb OCHOBHbIX «BKNaa4YMKOB» B
6a3y aaHHbIX BO3

OTHER 11%

THA 2%
SWE 2%

ESP 2%

AUS 5%
USA 48%

FRA 5%

CAN 5%

GBR 12% Health

zation




NeaTtenbHocTb BO3 B obnactu
Oe3onacHOCTU neKapcTB

e [lonuTuKa u pykoBoacTBa
e OOMeH nHdopmaumen
e JOKCrnepTHasa nogaepkka cTtpaH

e CoTpyagHW4ecTBO

— CIOMS (CoBeTt mexxgyHapoaHou
OpraHusauum MmeguumMHCKUX HayK)

— ICH - MedDRA MB
— ISOP (Int. Society of Pharmacovigilance)

World Health
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WHOEDM,() 5842002.2
Original: English

PROMOTING SAFETY
OF MEDICINES
IN CHILDREN

SAFETY B o ok Health
M o".ron.n r ';::_';f"‘_;._‘!"' Organization
DY o meEbicinar er, P
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ObmeH nHdbopmauuen

e WHO Pharmaceuticals Newsletter
— http://lwww.who.int/medicines/publications/newsletter/en/index.html

e WHO Drug Alerts

e WHO Drug Information

— http://lwww.who.int/druginformation/

e WHO Restricted Pharmaceuticals List

e Vigimed - electronic exchange
— Uppsala Reports

) World Health
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JKCrnepTHasa noanepKKka crpaH

e [IpodeccroHanbHoe pyKoBOACTBO MO
pa3nMYyHbIM acnekTamMm papmakoHaasopa

e CneuunanbHble NMPOEKThI

e OOy4yeHune no Bonpocam dhapmMmakoHag3opa

— PernoHanbHble kKypcbl, UMC 1 wTtab-kBapTupa
(anpenb 2007)

e ExxerogHble BCTpeun HaLUMOHAmNbHbIX LIEHTPOB

7R World Health
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3akKknwyeHue

e Be3onacHocTb nekapcTB- o6Lias OTBETCTBEHHOCTb

e CRNOHTaHHYK OTYETHOCTb HEOOXOAUMO YCUNUTL: Y
MHOIMX CTpaH ecTb noteHuuan (bpa3unua, Kutam n
Poccusa gonmxHbl ObITb 6onee aktuBHbiMu) OEJIMTECDH
3HAHUEM U YEPNAWUTE U3 3TOMO UCTOYHUKA

e BO3 He moxeT paboTaTb aBTOHOMHO. COTpyaAHN4YeCTBO
XXU3HEHHO BaXXHO

e B nporpamme nouytn 100 cTpaH, HO paboTbl NpeaACTOUT
OYeHb MHOIO

@) World Health
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be3onacHOCTbL — B NepBYyrO ovepenb

nYears of Essential Medicines

.

5 r
-

Safety comes first

f»‘

a sequndad es lo pnmero La sécunté d'abord
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