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Y10 Takoe UMC?

YTo Takoe VigiBase?

KTo umeeT goctyn Kk AaHHbIM B VigiBase?
KTo moxeT aHanu3supoBaTb VigiBase?

Kak HaunoHarnbHble ueHTPbl No PH MmoryT
aHanusupoBaTtb VigiBase?

Kak UMC aHanusupyert VigiBase?
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Uppsala Monitoring Centre — UMC

WHO Collaborating Centre for International Drug
Monitoring

UMC Beget nporpammy BO3 no mexayHapoaHOMY MOHUTOPUHTY
NNEKapCTBEHHbIX CPeacTB

Associate Member
B Full member

UMC coTpyaHu4yaeT ¢ HaUMOHabHbIMMU

ueHtpamm (HU) no ®H -
o ppsala
136 NonHbIN CTPaAH-Y/1IEHOB mmi’%ﬁ?ﬁ'e"g
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Uppsala Monitoring Centre — UMC

WHO Collaborating Centre for International Drug Monitoring

MeHepxep VigiBase

VigiBase
VigiFlow

- _ Npepocrasnsaetr HU, no ®H cucremy ynpasneHna MHAUMBUAYaNbHbIMMU
- coobuweHnaAMM 0 HexxenatenbHou peakummu (UCHP)

VigiLyze MU CUCTEeMY YyNpaB/eHUA CUTHalaMK

My6aunKyert Hay4uHble ctatbu no ®H
M BbiABNAET CUTHAANDI

\ P
o e Uppsala
" Monitoring
‘ & oo Centre
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Uppsala Monitoring Centre — UMC

WHO Collaborating Centre for International Drug Monitoring

OpraHusauma obcnyxunsanma WHODrug WHODrug Global

WHODrug Global is the world’s foremost source of Medicinal
Product Information.

OpraHusyert Kypcbl no ®H

Monitoring
Centre

VIR O e

ExXerogHblii Kypc B Ynncane

NMy6naukyer matepuannol gna
cneunanuncros no PH,
notpebutenen n peren

I Uppsala
Monitoring
KamnaHuu B couunanbHbIX Centre

ceTax - Building a global safety culture



VigiBase -

nobanbHana 6a3a gaHHbIX BO3 UCHP
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VigiBase — nepBaa AecCATKaA

1968-2019

Other Countries
18%

India
2%
Japan
Italy 2%
2%
Canada
3%

Germw ..........-..
4%......................

United States of
America
47%

A
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UK

5%
China

5% Republic of Korea /-D n Uppsala
Monitoring
8% Centre

- Building a global safety culture




VigiBase - cTpaHbl permoHa

Total 2019
Armenia 3341 525 14.785
14000
Azerbaijan 763 551
12000 Belarus 1108 11
Georgia 20 0
10000 379 3
Kazakhstan
412 161
8000 Kyrgyzstan
2344 342
000 Moldova
Russia 3349 1
4000 Ukraine 2438 311
631 51 T
2000 Uzbekistan
0 ____ﬁ::
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A AR ADT AT ADT AR 4D AR AR ART AR AR ART ART AR ADT ART AR AR

. . ) Uppsala
—Armenia =—Azerbaijan Belarus —Georgia ——Kazakhstan=—Kyrgyzstan Monitoring
Centre

—Moldova =——=Russia —Jkraine Uzbekistan Total
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VigiBase - xapaKTepucTuKn AaHHbIX

Tnn
coobLeHnmn

B nepsyro

o4yepeosb
NocTtmapke-

TUHroBble
CNOHTAHHble
coobuleHua o HP

Takxce
npuUHUMarmcs
CoobuieHuns us

KIMHNYECKNX
nccnenoBaHuUm m
N3 UTepaTypbl

Cepbe3HoCTb

CepbésHble

HecepbésHble

Tun
yBegoMuUTend

T - T
_— 2 -

Tun J1C

Xvmuyeckue (no peuenty
n 6e3), TpaBsaHble,
6buonormyeckue (BK.
BaKuuHbI)

MNoapenbHble J1C, ownMbKM
npumeHenusa J1C,

HeapPEKTUBHOCTb
neyeHus

He: BeTepuHapHble
npenapaTbl, KOCMETMKa U
MeAULMHCKME U3genusa
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Joctyn K aaHHbim B VigiBase

e ObwenocTynHbin Habop AaHHbIX — TONbKO 0630pHbIE AaHHbIE, HE HA YPOBHE
NHANBMAYA/IbHbIX COObLWEHNN

* [loMCK N0 TOProBOMYy HAMMEHOBAHWIO U/IN BELLLECTBY, HO PE3Yy/IbTaT NOKasaH no
BELLEecTBy

VigiBase extract (https://www.who-umc.org/)

e ObwenocTynHbin Habop AaHHbIX HAa YPOBHE MHAUBUAYANbHbIX COOOLEHNN
e OrpaHuyeHHaa MHPopPMaLMS B UHANBUAYANbHbIX COODLEHMAX
e Llenb — BbiABNEHMNE CUTHA/IOB

Custom Searches (https://www.who-umc.org/)

VigiLyze - ucknoumntenosHo ana HU no ®H

Uppsala
Monitoring
Centre
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http://www.vigiaccess.org/

Joctyn K aaHHbim B VigiBase

WWWw.vigiaccess.org

VigiAccess™

|panadol | o

panadol contains the active ingredient(s): Paracetamol.
Result is presented for the active ingredient(s).
Total number of records retrieved: 141245

Distribution

»Adverse drug reactions [ADRs)

¥ Geographical distribution

¥Age group distribution

> Patient sex distribution

»ADR reports per year .fm-M- ML:)F:\?tS:r!i?qg
Centre
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Yro TaKoe Vigilyze?

VigiLyze

Y Y

o —
Search & Analyze Pharmacovigilance data

*  OHAaNH UT MHCTPYMEHT AaloLwmnii 4octyn K gaHHbim B VigiBase
* CcUCTema ynpasaeHUA CUrHaslaMmum Ha HaLMOHA/IbHOM,
pernoHanbHOM U rnobasibHOM ypoBHe

Uppsala
Monitoring
Centre
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Vigilyze — paboume npoueccbl U YCTaHOBKMU

Quantitative Qualitative Investigations

Search for countries, continents or WHO regions ‘ Filter v

0 Continent
WHO region

Custom country groups »

MedDRA language

Chinese Portuguese
® English Spanish
French

Disproportionality measures

v IC
PRR
ROR

Uppsala
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KauecTBeHHbIU pabounit npouecc —

pernoHanbHbIN NOUCK

* WHTepecHoe coobuleHne — a YTo eule ecTb B VigiBase?
* [louck JIC u peakuuu — pesynbTtaT 4NA perMoHa Uam CTpaHbl

Filter on drug, reaction, patient age, patient sex Filter v Clear filters Global view

347 cases match your region and filter

x)
4 Overvi =C f=) Di rtionality = Related i tigati 0 Export ¥
il Overview = Cases isproportionality elated investigations (0) XpOo
Patient age Patient sex Countries
Ll [ il
28 days to 23 months Armenia -
2-11years Azerbaijan
12-17 years - Belarus N
18 - 44 years Kazakhstan
45 - 64 years Kyrgyzstan
65 - 74 years -l Moldova (the Repu.
> 75 years i Russian Federation —Jl
Unknown -l Ukraine
T T T r T T 1
v 13 a5 & M Female I Male  Unknown 0% B 4% 2 =~
Drug (WHODrug) Reaction (MedDRA)

SOC: Blood and lymphatic system di... i

TN: Unknown (Cycloserine)  ~— S0C: Cardiac disorders -l

JWVL}. “Centre

- Building a global safety culture



KauecTBeHHbIU pabounit npouecc — CNUCOK

Co06LWeHUN n BO3MOXKHOCTb 3KCNOPTa

Filter on drug, reaction, patient age, patient sex Filter v Clear filters Global view

o 347 cases match your region and filter
@ Overview = Cases fix) Disproportionality 3 Related investigations (0) Export ¥
Safety reportID & Sex$ Age 3 Country & Serious & Seriousness criteria % Suspected drug (Al) - Action taken Reaction (PT) - Outcome Marrative Score$  VigiBase initial «
@ Male 46 years MNo Cycloserine - Dose not changed Headache - Not recovered B 1.00 2019-10-10
Dizziness - Not recovered
@ Female 21 years No Cycloserine - Dose not changed Headache - Not recovered ] 1.00 2019-10-10
Dizziness - Not recovered
53| Female 41 years No Cycloserine - Drug withdrawn Nausea - Recovered @ 1.00 2019-10-09
Protionamide - Drug withdrawn Vomiting - Recovered
Dizziness - Recovered
53| Male 39 years No Cycloserine - Drug withdrawn Alanine aminotransferase increased - Recovering B 1.00 2019-10-08
Aspartate aminotransferase increased - Recovering
Gamma-glutamyltransferase increased - Recovering
@ Male 59 years Yes Death Cycloserine - Not applicable Completed suicide - Died ] 1.00 2019-10-08
)] > Male 53 years : Yes Life threatening Cycloserine - Drug withdrawn Anxiety disorder - Not recovered @ 0.70 2013-10-04
[15)] m Male 50 years (@) Yes Life threatening Cycloserine - Dose not changed Dizziness - Recovered @ 0.70 2019-10-04
> (0] Loss of consciousness - Recovered
@ O : Male 26 years > No Cycloserine - Dose not changed Paraesthesia - Recovering @ 0.70 201%-10-04
° : Polyneuropathy - Recovering
Q_ Loss of consciousness - Recovering
Q_ Mood swings - Recovering
15| Male 45 years No Cycloserine - Dose not changed Depression - Recovering @ 0.70 2019-10-04
13| Male 40 years No Cycloserine - Drug withdrawn Insomnia - Recovered B 0.70 2019-10-04
Nightmare - Recovered
Male 33 years Yes Caused/prolenged hospitalization Protionamide - Drug withdrawn MNausea - Not recovered B 1.00 2019-10-02
Cycloserine - Drug withdrawn Vomiting - Not recovered
Aminosalicylic acid - Drug withdrawn Decreased appetite - Not recovered
@ Male 23 years No Cycloserine - Dose not changed Pruritus - Recovered ] 1.00 2019-10-02
Rash - Recovered
[15)] Male 29 years No Cycloserine - Drug withdrawn Depression - Not recovered 1.00 2019-09-30
Headache - Not recovered
@ Male 63 years No Cycloserine - Dose not changed Headache - Recovered B 1.00 2019-09-30
@ Female 30 years MNo Cycloserine - Drug withdrawn Headache - Recovered ] 1.00 2019-09-30
/ Uppsala
Monitoring
Centre
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KauecTtBeHHbIN pabouni npouecc —

nobanbHbIU B3rnaa

Filter ~ Clear filters
: . : . ) Drug >
Filter on drug, reaction, patient age, patient sex Filter v~ Clear filters
o Reaction > 4 479 cases match your filter
Patient » _
a5 Overview i= Cases f(x) Disproportionality [ Related investigations (0) . Patient age Export
Admin »
Patient sex
)
Patient age - Countries
Serious
sl &

Seripusness Criteria

28 days to 23 months | ]
Fatal —
2-11years 4
—
12- 17 years -
year South Africa
18 - 44 years Eritrea
45 - 64 years | United States of . -l
Nigeria
65 - 74 years - 'geria
Morocco -l
2 75 years
’ - France -l
Unknown - Moldova (the Repu... 1l
; T ‘ T r i |
% 3 e 50 ° 52 30% 5% 60%
o 1 o 0% W Female M Male  Unknown 0% 15% e * 80
Show more
Drug (WHODrug) Reaction (MedDRA)
[} Lt
TN Unknown (Cycloserine) S0C: Blood and lymphatic system di.. - S—
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KonnuyecrtBeHHbIN pabounit npouecc —apyrou

noaxoa

ch criteria to filte r result

Active ingredient(s)

Lamivudine;Zidovudine
Lamivudine:Zidovudine
Efavirenz

Linezolid

Kanamycin

Efavirenz

Pyrazinamide

criteria to filter

(%]
Active ingredient(s) *
Linezolid
Kanamycin
Kanamycin
criteria to filter r result

SOC: Cardiac disorders
Active ingredient(s)
Chlorprothixene
Hexoprenaline

Fenspiride

Reaction (PT) &
Lipodystrophy acquired

Anaemia
Depressicn
Anaemia
Hypoacusis
Nightmare

Arthralaia

Reaction (PT)

Anaemia
Hypoacusis

Tinnitus

Reaction (PT) &
Tachycardia

Tachycardia

Tachycardia

Filter ~ Columns ¥~
Investigation
Filter ~ Columns + Clear filters
Investigation
Filter ~ Columns ¥ Clear filters

Investigation

3 607 combinations match and filter

cases in regional and 21 231 894 cases in global background

Noaserved s Ne)cpectec s |C025 - ICs

17 0 35 43

16 1 551 39

21 1 29 3.6

9 0 2.7 3.8

1 0 27 36

13 1 26 35
MNosserved ¥ Negectea ¥ 1Czs > IC%
13 1 2.8 3.7
9 0 2.7 38
6 0 1.7 3.0

MNopserved # Megpected 8 1G5« 1IC#
4 0 1.0 28
4 0 10 2.7
[ 1 09 23

Ncountry s Nse'\'ous s Nobse'ved s Ne'xpected s |c025 s cs
1 0 564 7 6.2 6.3
1 10 1965 9% 43 43
1 4 663 250 13 14
1 4 1170 124 3.1 3.2
1 6 569 ] 6.4 6.6
1 2 633 43 3.6 37
1 0 2224 485 2.1 2.2
671 combinations match and filter
cases in regional and 21 231 804 cases in global background
Neountry # Neerious # Nobserved ¥ Newpectes ¥ 1Cpps % IC#
1 4 1170 124 3.1 3.2
1 6 569 6 64 6.6
1 4 437 1 5.1 53

140 combinations match and filter
cases in regional and 21 231 894 ¢ases in global background

s
Neountry ®

MNecrious # Nobserved # MNepected # 1G5 & IC
1 0 145 10 36 38
1 0 12 0 2.8 3.7
1 0 105 4 42 45
Uppsala
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NMpouecc BbiaBneHuna curHanos 8 UMC

- Mepebiv HauyanbHanA

N~ cTatuc-
U—' . MaHyanbHas
& > TUYECKUIA

CKPUHMHT

E ;’ = . YrnybneHHas
MaHyanbHas

(LR

OLeHKa

HL, no ®H

Vigilyze
ilter on drug, reaction, patie

& Ovenview = Cases ionality )
Matehs o Signal shared ¢
Gar S, 01/10/2016
e evens ohmson o

o
B 01/10/2016
d & & 01/06/2015

CurHan
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MepBblKn CKPUHUHT — VigiRank

KonnyectBeHHble
KOMMOHEHTbI

CopeprkaHue
coobweHuns

KauectBO
coobweHuns

e [lncnponopumoHanbHOe penopTMpoBaHune
* HepaBHO NocTynuBeLiMe coobLeHus
* [eorpadmyeckoe pacnpegeneHume

e CBeaeHunA B onncatenbHou popme
(narrative)

® Bbicokun 6ann nonHotbl B vigiGrade

Uppsala
Monitoring
Centre
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MepBbl CKPUHUHT — KaXXAblU pa3 Bblbupaertca

KNIUHUYECKUMN POKYC

- -

|
(RN
NepunaTpuyeckme cayyau Bsanmopencrema J1M1
CepbesHble | pceraa
Hosble HP BR/IOHEHO
N e

"’. %EF

[pynnbl pucKa

Uppsala
BaKLUMHbI .N'LM. Monaring
Centre
- Building a global safety culture

CoobueHuna ot
nauMeHToB




Cnucok KombuHauuu /1N — HP

MNepsbin
CKPWUHWHT

4

Cnucok KombuHauum

1 Oy CaMbIil BbICOKUI
* * . .
@‘\ 6ann vigiRank
V | .‘/‘H Il = § ) - <
)
MT.A.
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HayanbHaAa maHyanbHaA OUEeHKa

*1-2 nonHbIX paboumnx Hegenb AnA Bcero HayyHoro otaena (20 yen.) - cNpUHT

Hay4yHbIM oTAen NnpoBOAUT OLEHKY HanaeHHbIx nap J1M — HP

CKPUHUHT "nTepaTypbl - Npobiema n3BectHa ?

KombuHauum, kotopbie TpebyoT AanbHENLLIEro pacCMOTPEHMS Ha3bIBAKOTCS e
MnoMeHYyuaabHbIMU CU2HAAAMU nitoring

.entre
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YrnybneHHaa maHya/sibHaA OUEHKa
— nocne CnpuHTa

UMC Signal review panel - rpynna KAMHMYECKUX SKCNEPTOB U3
Pa3HbIX CTPaH NPOBOAAT 0630p MOMEHYUAAbHbIX CU2HA08

O630p BKAOYAET:

e KNMHMYECcKan oLueHKa MHANBUAYAbHbIX COOBLLEHUI
e bonee rnyb6okun o630p nnTepaTypbl
® BO3MOMKHbIM 3anpoc MHPOpPMaLUM OT CTPaH-YIEHOB

Ncxoa: curHan unm He CUrHan CurHan

Uppsala
Monitoring
- Centre

- Building a global safety culture



UHPopmMmmpoBaHUe 0 HOBbIX CUTHaNAX

* CwurHanbl goctynHbl B Vigilyze

e (C2012r. curHanbl UMC Takke nybaukytotca 8 WHO Pharmaceuticals
Newsletter

Vigilyze
WHO

Filter PHARMACEUTICALS
NEWSLETTER

Filter on drug, reaction, patie

%
A% Overview  i= Cases  f() Disproportionality | () Related investigations (23)
Match $ Name $ Signal shared $

Ganciclovir and Hypoglycaemia & 017102016

Routine childhood vaccines and Stevens-Johnson & 01/12/2015

syndrome
Lamivudine and Hearing decreased £ 01/10/2016
Routine childhood vaccines and Pemphigoid reaction & 01/06/2015
Rabies vaccine and Erythema multiforme, Stevens-Johnson £ 01/06/2015
syndrome
Meningococeal vaccine and Skin exfoliation & 0170572016
HPV vaccine and Gastrointestinal motility disorders & 01/04/2015
Contents

Emtricitabine/Efavirenz/Tenofovir disoproxil fumarate and

01/0/2013
Phosphate Alkaline Increased DGy
Varicella zoster vaccines and Multiple sclerosis relapse & 0170572016
Dasabuvir and ritonavir/ombitasvir/paritaprevir and & 01/10/2016

Decompensation of hepatic cirthosis and hepatorenal
syndrome

http://www.who.int/medicines/publications/newsletter/en/

Uppsala
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http://www.who.int/medicines/publications/newsletter/en/

PernoHanbHbIN CNPUHT

CnpuHT 7 gHeun B Jlume, Mepy

13 yyactHuKoB 13 HL, nAaTn cTpaH - ApreHTunHa, bpasunauma, Ynnum, dkBagop u
MNepy n 5 cneynanucros n3s UMC

e C uenblo NnoaaepHKKM Pa3BUTUA YCTOMYMBDBIX NPOLLECCOB BblIABNEHUS
CUIHaNoB B PermoHe

* Hantu curHanbl akTyasbHble B JIaTUHCKOM AMepurKe

* Wcnonbsosathb Vigilyze B peanbHOM }KU3HM ANA YNPaABIEHUA CUTHANAMM Ha
HaLWOHa/IbHOM YPOBHe

Uppsala
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- Building a global safety culture



Cnacubo!

Ecnan y Bac ectb Bonpocbl 3anamnte Ha www.who-umc.org
nnn nmwnte Ha Nadja.Jastrebova@who-umc.org
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http://www.who-umc.org/

