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neKapCTBeHHble npenapartbl, cogepxalme MmetaMmm3osn: BaXxHble Mepbl MUHUMU3aLU NN CePbEe3HbIX
ncxonoB, CBA3aHHbLIX C PUCKOM pa3BUTUA arpaHynouuTo3a

YBaxaemble creyuanuctbl CUCTEMbI 34paBoOXpaHeHus,

HacToqawmm komnaHus «Tesa ®apmavestudeckue Mpeanpuatus J1ta.» (“Teva Pharmaceutical Industries
Limited”), N3paunb, aBnstoiascs KOHEYHON MaTEPUHCKOM KOMMNAHWEN CreayroLmnx Ao4YepHUX KOMNaHUN,
Bxoaswmx B rpynny komnaHun Tesa (Teva): Balkanpharma-Dupnitsa AD (Bonrapus), Balkanpharma-
Troyan AD (bonrapwus), Balkanpharma-Razgrad AD (Bonrapuda) no cornacosaHuio ¢ EBponeinckum
areHTCTBOM MO JleKapCTBeHHbIM cpeActBaM U LleHTpom 3KcnepTusbl NEKApCTB U MEeAULUHCKMX
TexHonorun MHKO coobuwaeT Bam crnegytoulee:

KpaTkoe cogepxaHue:

O MauneHTbI, nony4awuwue nevyeHme nekapcreBeHHbIMU npenapatamMu, cogepxawmmm
MeTaMun3on, AOJIXKHbI ObITb HpOI/IH(*)OpMMpOBaHbI O cneaywouwem:

O PaHHUMU CUMMTOMAaMM, CBUAETENbCTBYHOLWMUMU 06 arpaHynounTose, ABNAKTCA
cnepywuwme: nmxopagka, o3Ho6, 6onb B ropne, 6one3HeHHble NU3MEeHEHNA B
NoJsIoCTU pTa U ropra, Ha NONOBbIX OpraHax unuM B obnacTu aHyca;

o HeobxoAMMOCTb COXpPaHATb 64AMTEeNbLHOCTb B OTHOLUEHUN pa3BnTUA AaHHbLIX
CMMNTOMOB, KaK BO BpeMA, TaK U BCKOpe nocre npekpaweHnsa nev4yeHums,

O B chny4yae pa3BnTtud CMMNTOMOB arpaHynouuTo3a nauueHTam criegyet HemearneHHoO
npekpaTnTb ne4vyeHne n HesamenrMTeribHO 06paTVITbCF| 3a MeAULUMHCKOW NOMOLLLHO.

O Ecnu metamuson npnmMmeHseTcd Npu nuxopaake, HEKOTopbie CUMNTOMbI HA4YUHaAKOLWerocs
arpaHyinouyuTto3a Moryt octatbCsd He3aMe4eHHbIMN. AHanorn4Ho, Korga
aHTVI63KTepVIaJ1beIe npenapartbl NPUMEHAKTCA BMeCTe C MeTaMnU30J1I0M, CUMNTOMbI
TaKXXe MoryT ObITb 3aMaCKNpoBaHbI.

[0 Mpw noao3peHMn Ha arpaHyioLMTO3 crieayeT He3aMeAnuTeNbHO NPoBeCcTM OOLWuM aHanus3
KpoBU (C noacuyeTom nenkouutapHon copmynbl). JleyeHune cnepyeT npekpaTuTb, He
AoXnpasacb pe3ynbTatoB JlabopaTtopHbix uccnegoBaHun. Ecnu  guarHos  Oyaper
NoATBepPXAeH, TO NPUMeHeHMe npenapaTta BO30OHOBNATL HeNb3A.

0 bonblie He peKkomMmeHAayeTCA OCyLWeCTBIATb pyTMHHbIﬁ MOHWUTOPUHT ob6Lwero aHanusa
KpOoBU y NauneHTOB, NPUMEeHALWNX MeTaMu3on-cogepxaiwume npenaparbl.

[0 MpuMeHeHMe MeTaMM30S coaepXKalnX fieKapCTBEeHHbIX NpenapaToB NPOTUBOMNOKa3aHo Y
NaLuMeHTOB C HanNM4YMeM B aHaMHe3e arpaHyfiouuTo3a, BbiI3BaHHOro MeTaMU30syIoM (Unu
APYrMMu nupasonioHamu/nMpasonuauHamm), ¢ HapylieHMeM (pyHKLMN KOCTHOrO MO3ra Unm
3a6oneBaHUAMM KPOBETBOPHOW CUCTEMbI.

*DHPC (direct healthcare professional communication)



O6buwue ceedeHus o npobneme 6e3onacHocmu

MeTamnson npegcraBnsieT cobon MPOM3BOAHOE MMPA30SioHa, OTHOCALLEeeCHa K rpynne HeonuouaHbIX
aHanbreTukos, obnagairowee MOLHBbIM aHanbre3vpyoLwmM, XapornoHWKaLWNM U CNasMONUTUYECKUM
OENCTBMEM, KOTOPOE NMOKa3aHo ANs NeYeHns onpeaerneHHbIX TUNoB 6onu 1 NMXopagku, Kak ykasaHo B
WMHCTPYKUMM ANS KaX4oro fiekapCTBEHHOro npenapaTta, cogepXxatlero metammson. Metamuson goctyneH
B BMAE MOHOKOMMOHEHTHOrO (-bIX) 1 KOMOMHUPOBAHHOIO(-bIX) NeKapCcTBEHHOro(-bIX) Npenaparta(-oB).

ArpaHynoumTos, KOTOpbli MOXET MNPUBECTU K PasBUTUIO Cepbe3HbIX MHAEKUUN WUnn MHGEKUUNn C
netanbHbIM  UCXOOOM, $BMSeTCA WU3BECTHbIM MOBOYHbIM  3PEKTOM MeTaMu3on  Ccoaep)alunx
nekapcTBeHHbIX npenapatoB. [lpy 3TOM NPOMUCXOAUT BHE3aMHOE U pe3koe YMeHbLUEeHWe KonmyecTBa
rpaHynoumnToB (KONn4ecTso HerTpodunos Hke 0,5x10%n).

B MHCTPYKUMAX K pa3HbIM NekapCTBEHHbIM NpenapaTam, CoaepXxalum MeTaMmsort, 3aperncTpupoBaHHbIM
B Pecnybnuke ApmeHusi, 4YacToTa pa3BuMTUSA arpaHynoLMTo3a yKasaHa Kak «04YeHb pegko» (pas3BmBaeTcs
y 1 13 10 000 yenoBek) unu «4actoTa HeM3BecTHa» (MO MMELLUMMCS OaHHbIM YacTOTy Pa3BUTUS OLEHUTb
HEBO3MOXHO).

MNMocne oOLleeBpONeNCcKOro aHanuMsa fAaHHblX — pasdenbl,  Kacalowuecs  NpOTUBOMOKa3aHWN,
npeaynpexaeHuin u Mep NPegoCTOPOXHOCTM NPY NPUMEHEHUM METAMU30S-CoAEPXKaLLMX NTEKAPCTBEHHbIX
npenapaToB, B WHCTPYKUMSIX, NpeaHasHayeHHbIX Kak Ans MauuMeHToB, Tak U AN MeOULMHCKMX
paboTHUKOB, ByayT NepecMOoTPeHbI, A5 TOro YTOObI CBECTU K MUHUMYMY Cepbe3Hble UCXOAbl, CBA3aHHbIe
C M3BECTHbIM PUCKOM pasBUTUSA arpaHynoumTo3a. AT WM3MEHeHus GyayT BkMoyaTb OobaBneHue
nHOpMaLMM O TOM, KOrda MeTamu3os He [AOMKEH MPUMEHSITbCA, U O TOM, Kak obGecneynTb GbicTpoe
pacrno3HaBaHWe U AMarHoCTMKy arpaHynoumTo3a, BbI3BaHHOrO METaMU30NIOM.

MpoBeAeHHbI aHanu3 BKIOYan OLeHKY BCeX MMEeHLMXCS OaHHbIX, BKIYas HayyHylo nutepartypy u
OTYETbI, MOSyYEHHbIE B pamKax MOCTPErncTpauMoHHOro MPUMEHEHUS!, YacTb U3 KOTOPbIX BKM4ana
CBefleHVs1 0 neTanbHbIX Ucxoaax.

B pesynbTate aHanu3a He Obifo BbISIBIEHO OaHHbIX, KOTopble Obl noaTBepXaanu 3dPEKTUBHOCTb
PYTMHHOIO MOHUTOPWHIa O6LLEro aHanm3a KpoBY Y NaLMeHTOB Asi paHHETO BbISIBNIEHUS arpaHynoumuTosa,
BbI3BAHHOrO METaMM30510M. ArpaHynoumTo3, Bbi3BaHHbI METAMMU30S10M, He SIBNSIETCS 40303aBUCUMbIM U
MOXXET BO3HWKHYTb B NGO MOMEHT BPEMEHM BO BPEMS NleYeHus], Aaxe Y NauueHToB, KOTopble paHee
NPUMEHSANN 3TU NeKapcTBeHHbIe npenapaTbl 63 OCNoXHEHUn. B cBA3M ¢ 3TUM, NPUMEHEHME OaHHOW
npakTukn Gornblle He peKOMeHOyeTCs.

MHCprKLI,VII/I no NpMMeHeHnto NekapCTBeHHbIX npenapartoB, cogepXanx MmetTammaon, 6y/:|,yT OOHOBIEHbI
C Uenblo OTpaXXeHna 3TUX BaXXHblX MePp N0 MMHUMU3aL NN NCXOA0B, CBA3aHHbLIX C PUCKOM arpaHynounTo3a

UcmoyHuku

1. EMA website: https://www.ema.europa.eu/en/medicines/dhpc/metamizole-0
2. EMA website: https://www.ema.europa.eu/en/medicines/human/referrals/metamizole-containing-
medicinal-products-0
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lMpuem coobuwieHull 0 He)xxenamesibHbIX PeaKyusix

Mocne perncrpaumm nekapcTBEHHbIX NPenapaToB BaXXHO COOOLLAaTh O pa3BMBAOLLMXCS NO4O3PEBAEMbIX
HexxenaTtesnbHbIX peakuusx. OTO MO3BONSAET OCYLWECTBMASATb HEMPEpPbIBHbIA MOHUTOPUHI COOTHOLLEHWUS
«MOMb3a-pucky ONA 3TUX NEeKapCTBEHHbIX npenapaToB. MeaunumMHckuMm paboTHWKam npegnaraeTcs
coobwaTte O NbbIX NOAO3PEBAEMbIX HeXenaTeNnbHbIX peakuuMax 4Yepe3 HauWOHamnbHYK CUCTEMY
OTYETHOCTU: Ha canTe www.pharm.am munm no ropsyen nuHum: (+374 10) 20-05-05, (+374 96) 22-05-05

U1 Mo ANEKTPOHHOM NoyTe KomnaHuw:_Safety.Armenia@tevapharm.com

Ecnu y Bac BO3HMKNM BOMPOCKI UM NOTPEOHOCTb B AONONHUTENBHON MHGOPMaLUK, NN pa3bACHEHUAX
MEANLNHCKOro Xapakrepa OTHOCUTESbHO NIEKAPCTBEHHLIX CpeacTB « TeBay», Bbl MoxeTe obpaTuTtbCs B
MeguumHcKknn otaen no anekTpoHHoMy agpecy Info.Armenia@tevapharm.com.
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