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Ta6nuua 1. Knaccudwmkaums BO3 creneHeit [OCTOBEPHOCTU NPUYMHHO-CNEACTBEHHOM CBSA3M «HEXENaTeNbHas peakuus — nekapcr-

BEHHbIV npenapaT»

Table 1. WHO classification of the degrees of certainty of the causal relationship between an adverse drug reaction and a medici-

nal product

Tvn NnpUumnHbI
Causality term

Kputepuu oueHkun
Assessment criteria

OnpepeneHHas
Certain

KnuHuyeckve nposiBneHns HexenatenbHbIX peakLmii, HapylweHns nabopaTopHbIX NokasaTtenen
BO3HMKAIOT B NEPUOA NpUeMa npenapata, He MoryT ObiTb 06bSCHEHBI HAIMUYMEM CYLLECTBYIOLMX
3aboneBaHuit U BAMSHWEM ApYrnX GakTopoB. [posiBNeHns HexenaTesbHbIX peakLimii perpeccupytot
nocne OTMeHbl IEKapCTBa U BO3HWUKAKOT BHOBb NpU NMOBTOPHOM Ha3Ha4yeHWM npenapara

A patient treated with a medicinal product shows signs of an adverse drug reaction or has abnormal
laboratory values that have plausible time relationship to the medicinal product intake and cannot be
explained by a disease or other factors. The signs of the adverse drug reaction subside upon withdrawal
of the medicinal product, yet reappear upon rechallenge

BeposTHas
Probable / Likely

KnuHuyeckue nposiBneHuns HexenatenbHbIX peakLmii, HapyLweHUs NabopaTopHbIX NMoKasaTenei CBA3aHbl
no BpeMEeHM C MPUEMOM Npenapara, BpsiA i1 UMEIOT OTHOLLIEHWE K COMYTCTBYIOLWMM 3360N1€BaHMAM UK
Lpyr1M (akTopam, U KOTOpble perpeccupytoT C OTMeHOI npenapata. OTBETHas peakuus Ha NOBTOPHOe
Ha3HaYeHue npenapaTa HEM3BECTHA

A patient treated with a medicinal product shows signs of an adverse drug reaction or has abnormal
laboratory values that have reasonable time relationship to the medicinal product intake but hardly any
relation to a disease or other factors and subside upon withdrawal of the medicinal product. The patient’s
response to rechallenge is unknown

Bo3MoxHas
Possible

KnuHuyeckve nposeneHus HexenatenbHbIX PeakLuit, U3aMeHeHUs NabopaTopHbIX NoKasaTeneii CBA3aHbl
no BpeMEHW C MPUEMOM NpenapaTa, Ho UX MOXHO 06GbSICHUTb HAIMYMEM COMYTCTBYHOLWMX 3a601eBaHUM
MW NPUEMOM [,PYTUX NIeKapCTBEHHbIX MPENapaToB U BAMSIHUEM XUMUYECKUX coeanHeHnin. MHGopmaums
0 peakuuu Ha OTMEeHY IeKapCTBEHHOTO Npenapara HesicHast

A patient treated with a medicinal product shows signs of an adverse drug reaction or has abnormal
laboratory values that have reasonable time relationship to the medicinal product intake and could be
explained by a disease or other medicines/chemical agents. The patient’s response to withdrawal of the
medicinal product is unknown

CoMHuTeNbHas
Unlikely

KnuHunuyeckne nposiBneHns HexxenatenbHbIX peakuui, UsMeHeHns 1abopaTopHbIX NokasaTtenen
BO3HMKAIOT MPY OTCYTCTBUM YETKOW BPEMEHHOW CBSA3M C MPUEMOM MNpenapara; NpuUCcyTCTBYIOT Apyrue
akTopbl (NekapcTBeHHble Npenapatsl, 3a601eBaHUs, XMMUYECKMe BeLLEeCTBa), KOTOPble MOryT ObiTb
MPUYMHOMN UX BO3HUKHOBEHUS

A patient treated with a medicinal product shows signs of an adverse drug reaction or has abnormal
laboratory values that have improbable time relationship to the medicinal product intake. There are other
factors (medicinal products, diseases, chemical agents) that provide plausible explanations

YcnosHas
Conditional / Unclassified

KnuHuyeckve nposBneHns HexenatenbHbIX peakLmit, HapylweHns nabopaTopHbIX NokasaTenen,
OTHECEHHbIE K HeXenaTteslbHbIM peakuusM, TPYAHO oLeHMBaTb. Heo6X0AMMbl LONONHUTENbHbIE AaHHbIE
[ON9 OLLEHKM, MK XKe 3TU JaHHble B HACTOsILLEe BPEMS aHAIM3UPYIOTCA

A patient treated with a medicinal product shows signs of an adverse drug reaction or has abnormal
laboratory values that are hard to explain. More data are needed for a proper assessment or are under
examination at the moment

Hexnaccubuumnpyemas
Unassessable / Unclassifiable

CoobLUeHns 0 NOJ03PEBAEMON HEXENATENbHOM peakLyn HeNb3sl OLEHUTb, TaK KakK HET [OCTaTO4HOM
MHGOPMALIMK, MU 3Ke OHA NMPOTUBOPEYUBA

Reports of a suspected adverse drug reaction cannot be considered because information is insufficient or
contradictory

TabnuLia 3aMMCTBOBaHa aBTopaMu M3 UcTouHMka'/ The table is reproduced from®

' The use of the WHO—UMC system for standardised case causality assessment. https://www.who.int/docs/default-source/medicines/

pharmacovigilance/whocausality-assessment.pdf
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Tabnuua 2. Anroput™ HapaHXo 419 OLEeHKM NPUYUHHO-CNeACTBEHHONM CBA3WU KHEXenaTenbHas peakuus — NeKapCcTBEHHbIM npe-
napar»

Table 2. Naranjo's algorithm for assessing the causality between an adverse drug reaction and a medicinal product

Bonpocbi
Questions

J1E]
Yes

Her
No

HeuseectHo
Unknown

Bbiin nn panee foctoBepHble coobLieHns 06 3Toi HexenaTenbHoW peakumumn?
Are there previous conclusive reports on this reaction?

+1

0

0

HexenatenbHas peakuma BO3HMKNA NocC/ie BBEAEHUA (npmeMa) noAo3peBaeMoro N€KapCTBEHHOro

npenapara?
Did the adverse event appear after the suspected drug was administered?

+2

Ynyylwmnnock n coctosiHue 60IbHOTO (MPOSIBAEHUS HEXenaTeNbHOM peakumm) nocne
npeKpalleH1s npueMa npenapata Uamn nocsie BBeAEHMs cneundUyeckoro aHTMaoTa?
Did the adverse event improve when the drug was discontinued or a specific antagonist was
administered?

+1

Bo3o6HoBKnach M HexenatenbHasi peakuus nocie NoBTOPHOrO BBEAEHUS npenapaTa?
Did the adverse event reappear when the drug was readministered?

+2

EcTb nin ewe npuunHbl (KpOMe NOA03pEBAEMOro IEKapCTBEHHOIO Npenapara), KoTopble Moru
BbI3BaTb HEXENATE/IbHYIO peaKLmio?
Are there alternative causes that could on their own have caused the reaction?

+2

OTMmeuanock nv nosTopeHune HP nocne HaszHauveHus nnaue6o?
Did the reaction reappear when a placebo was given?

+1

Bbin v nekapcTBeHHbIM NpenapaT 06HApYXXeHO B KPOBM (MU APYTUX XKMAKOCTAX) B
KOHL,EHTpaLMsIX, U3BECTHbIX KaK TOKCUYECKMe?
Was the drug detected in blood or other fluids in concentrations known to be toxic?

+1

Bbina M HexxenaTtenbHas peakums 6onee TKENOW NOC/Ie YyBENMYEHUS [L03bl U MEHEE TAXENON
nocne ee yMeHbLIeHns?

Was the reaction more severe when the dose was increased or less severe when the dose was
decreased?

+1

Otmeyan nu 60NbHOM aHANOTUYHYIO PEAKLMIO Ha TO XXe UM NOA0OHbIN NeKapCTBEHHbIN
npenapar npu NpexHux ero npuemax?
Did the patient have a similar reaction to the same or similar drugs in any previous exposure?

+1

10.

Bbina nu HexxenatenbHas peakums NOATBEPXKAEHA 0ObEKTUBHO?
Was the adverse event confirmed by any objective evidence?

+1
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