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OueHka cucTeMbl MOHUTOPUHIA 0€30MACHOCTH JIEKapCTB B
ApMeHHH HA IpUMepe NPOTHBOTYOEPKYJIe3HBIX MPenapaToB

A.E. Caaksan, H.B. PomanoBa

PesynpTaTel MccieqoBaHUs IOKa3ald, YTO CHUCTeMa MOHUTOPHMHIA IIO-
OOYHBIX peaKIuii JIEKapcTB B APMEHUHU HE PETYIHPYETCs Ha COOTBETCTBYIOLIEM
ypoBHe. IMEIOT MecTO cephe3HbIe HEIOCTATKH B 3aKOHOAATENBHOH 0ase, He
pa3paboTaHbl HEOOXOMUMbIE PEKOMEHIAUN 1 METOTUYECKUE PYKOBOJCTBA IS
YIpaBIEHHUS CHCTEMBI 0€30ITacHOCTH JieKapcTB. [1000YHEIE peakiun JeKapcTB
ABJISIIOTCS IPUYMHOM HEYNAYHOTO MCXO/a B JICYCHHH TyOepKye3a u MPHIHHOM
pasBUTHSL MYJIBTHPE3UCTEHTHOrO TyOepKyne3a. MOHUTOPUHT MOOOYHBIX peax-
LU JIeKapCcTB HAa YPOBHE MEPBUYHON MEIMIIMHCKON IMOMOIIM HE OCYIIECTB-
JsieTcs HaJuIeKaluuM o0pa3oM, B KapTax-cooOIIeHUsIX A (pTU3MATpOB OTCYT-
CTBYET PsiJl IYHKTOB, YTO HE IO3BOJIAET MOJHOLIEHHO OLIEHUBATh M aHAJIU3U-
pOBaTh BBISBIEHHE, a TAKXKE CTENIEHb CEPhEe3HOCTH MOOOYHOTO JeHCTBUSL.

C uenpo 3G (HeKTUBHON JESITETLHOCTH CHCTEMBI MOHUTOpPHHTa 0e30-
IIACHOCTH JIEKapCTB, a TaKXke Ul YCTPAaHEHUS HMEIOIUXCS IPEnsTCTBUH,
pa3paboTaHa crpaterusi peopMbl CUCTEMbl MOHUTOPUHIA MOOOYHBIX peaKLUit
JIEKapcTB ¢ yueToM pekomeHaanuii BO3 n MexxayHapoaHOTO OIBITA.

Evaluation of drug safety monitoring system in Armenia on the
example of antituberculosis medicines

A.E. Sahakyan, N.V. Romanova

Results of the study have shown that adverse drug reaction (ADR)
monitoring system is not regulated properly in Armenia. There are serious
imperfections in legal framework and the necessity of developing essential
guidelines and recommendations for managing drug safety monitoring system.

ADRs are one of the reasons for failure of tuberculosis treatment and
developing of multi-drug-resistant tuberculosis. Drug safety monitoring is not
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conducted properly at ambulatory and hospital levels; lack of key information
in ADR-report forms for tuberculosis specialists makes impossible the
assessment and analysis of adverse effects and their seriousness.

In order to eliminate the obstacles and raise the effectiveness of drug
safety monitoring system an ADR monitoring system improvement strategy
has been developed taking into consideration the WHO recommendations
and the international experience.

Spulwmunipnih

1. Jlenaxun B. Cucrema dapmaxoHanzopa B Poccun Bospoxaaercs. Pemenuym, 2008, N9.

2. Yymax B., Buxmopos A., Mameeesa E. dapmaxkoHan3op B YKpauHe: HOBBIH »Tall
pasButust. Exxenenensuux “Anrexa”, 2009, N 721 (50).

3. Bloss E. et al. Adverse events related to multidrug-resistant tuberculosis treatment,
Latvia, 2000-2004. The International Journal of Tuberculosis and Lung Disease, march
2010, Vol. 14, 3, p. 275-281.

4. ICH guideline, clinical safety data management: definitions and standards for expedited
reporting E2A. version 4, 27 October 1994.

5. Sahakyan A.E., Romanova N.V. Study of Anti-TB Drugs Side Effects Monitoring
Situation in the Republic of Armenia. Drug safety journal, October 1, 2012, Vol. 35, 10,
p. 936-937.

6. The Uppsala Monitoring Centre Pharmacovigilance, reporting trends. (www.who-
umc.org)

7. WHO A practical handbook on the pharmacovigilance of medicines used in the
treatment of tuberculosis. 2012.



