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Hosas mHpopManmusi u3 pasgenal 6e30MacHOCTH HCIMOJIB30BAHUS JICKApCTBEHHOIO
rpemnapara

01.06.2021
TpacTy3ymal 3MTaH3HH — PUCK 9KCTPABA3aUUH M SIHIEPMAILHOT0 HEeKpo3a

KOMHUTET 10 OIeHKe pUCKOB EBpOIEHCKOro MEIUIMHCKOro arcHTCTBa (PRAC EMA),
¥ Jep)kaTelb PETHCTPAlIOHHOTO  YIOCTOBEPCHHS —OPHTHMHATBHOTO JIEKapCTBEHHOI'O
npenapara (F. Hoffmann-La Roche Ltd, IlIBeiiapys) BBIABHJI O PHCKE SKCTpaBasallil U
SIMIEPMANBEHOTO HEKpo3a MpH BBCACHMM JIEKAPCTBEHHOIO Iperiapara Tpacrty3ymab
OMTaH3MUH.

«Crioco0 NpUMEHEHU U JO3bD)

HauanpHyro 03y CJIEXyeT BBOAUTDH IIyTCM BHYTpUBEHHOH uHGy3un B TeucHue 90 MHUHYT.
TTareHTh! TOUIEXKaT HaGMIOIECHUIO BO BpeMs HHQY3HI H, KAaK MUHUMYM, HOCJIE/YIOLIHIC 90
MUHYT Ha TIPEAMET INOSBJICHUS JTUXOPAIKH, 03HO0A MM MHBIX MH(Y3MOHHBIX peaknui. Bo
BpeMs BBEICHMs IIperiapara CJCAYeT TIIATeIbHO KOHTPOIMpOBATE MECTO BBeIEHHA Ha
IpeIMET BOSMOMKHOTO 00pasoBaHMsA MOIKOXKHOTO HHQUIBTpaTa. B mOCTPErnCTpalnoHHOM
neprone HaGIIONAICh CIlydad OTCPOYCHHOIO IOBPEHACHUA MIH HEKpo3a SIHUACPMHUCA
[ocyIe SKCTpaBas3aliy JIEKapCTBCHHOTO Iperapara.

«[IpemocTepeKeHUA U 0CcOo0BIC YKa3aHUA»

Jleuenre TPacTy3yMaboM SMTAH3MHOM Y IIAIUCHTOB, IOJIHOCTHIO IpPEKPaTHBIINX IPHEM
TpacTy3yMa6a BCICACTBHE PASBUTHS HH(Y3HOHHBIX peaxiumii, He N3yJanoCh; JICYCHAE TAKUX
[IAIMEHTOB TPACTy3yMaboM OMTAaH3HHOM HE PEKOMCHIyCTCS. [lanmeHTOB  CIEAyCT
TIaTeNBPHO HAGIIONATH HAa HAIMUNEC HH(Y3MOHHBIX PeaKiluy, 0COOEHHO TIPH NPOBEACHUHI
nepBo HHY3HUH.



Coofmanoch O pasBUTHM UHQY3UOHHBIX peakimid  (BCJICACTBHE BBEICBOOOXKICHHS
MTOKMHOB), XAPAKTEPU3YIOIMUXCA OOHMM mium Oonee U3  CICOYIOMMUX CHMIITOMOB:
IIOKpaCHEHHE, 03HOO, JTMXOPaJKa, OBIIIKA, THIIOTCH3HS, CBUCTAIICE [IbIXaHUC, OpoHxXOCIasM
W TaxMKapiusi. B OCHOBHOM, [JaHHBIC CHMIITOMBI HE TPOSBISUIACH B THKEIOH dopme. YV
GOJIBIINHCTRBA ITAI[EHTOB yKa3aHHBIC CHMIITOMBI PaspeIIJICh B TCYCHHE OT HECKOJBKHX
4acoB 10 OJHOTO [HS IOC/E IPEeKpameHus uHy3uy. Y MalueHTOB ¢ TOKEIbIME (popMamu
MH(Y3MOHHBIX PEAaKIUi JIeYeHHE HEOOXOAMMO MpPEpBaTh 10 TEX IOp, IIOKa NMPU3HAKH K
CHMIITOMBI HE paspemarbes. PellieHHE O BO30OHOBICHHWM JICYCHHA OCHOBBIBACTCA Ha
KIIMHAYECKOH OIEHKE CTeNEHH TDKECTH peakuuu. JIedeHHe IO/DKHO OBITH OTMEHEHO
HABCETZa B CIyYae PasBUTHA YTPOXKAIOIINX JKU3HHE HH(DY3HOHHDIX PEAKIIHH.

Peakiuy B MeCTE BBEICHHS JIEKAPCTBEHHOTO Mperapara

DKcTpaBasalds JIEKAPCTBEHHOTO IperapaTa TpacTysymaba SMTaH3WHA BO  BpeMd
BHYTPABEHHOTO BBEJIEHHS MOXCT BBI3BATh OOJIb B MECTC MHQY3HH, THKEIBIC IOBPEIKACHHA
TkaHu (3pUTeMy, TIOSBJIEHHE BOJIBIPEil) M HEKpo3 omuiepMuca. B ciydae skcTpaBasaluy
HEOGXOIIMO HEMELIEHHO IIPEKPaTHTh HHby3uio. [lalieHTa CIefyeT pery/ipHo Habonars,
TIOCKOIbKY HEKPO3 MOXKET BOSHHKHYTH B TEUCHHE HECKOJIBKHX JHEH MM HENCNb MOCIe
HHQY3UU.

«HexxenaTeIbHBIC PEAKITNY

DKcTpaBasalnusd

B KIMHHYECKMX WCCIEIOBAaHUAK TpacTysymaba OSMTaH3MHA HaONIONAINCh PEaKIHH,
BEI3BAHHbIC YKCTpaBasammeil. J[aHHbIe peaKuy HanboJee 9acTo MPOABJIIACH B TCUCHUC 24
yacoB Iocie MH(Y3MH W, KaK NPaBWIO, ObUIM JICTKAMM MM YMEPCHHBIMH H BKIIOHAJH
spuTeMy, OOJIE3HEHHOCTB, PasIpPaKCHUC KOXH, Gonp WM OTeK B Mecrte HHQysuun. B
[OCTPErMCTPALMOHHOM IIEPHUOJE CIydayd IMOBPEXICHUS WM HEKPO3a SMHUACPMHCA IIOCIC
HKCTPABA3AIMA HAGIIOIAINCH B TEYCHNE HECKOIBKUX JHCW MM HENCNIb MOCIe uHdys3un. B
HACTOSIIEE BpeMs CIEHU(PHYECKOS JICYCHHE OKCTpaBasaliy TpacTy3ymaba OSMTaH3UHA
HEU3BECTHO.

Umo neobxodumo 3Hams 00 HAYaLa npuema [mop2osoe HaumeHosanue]

Ecii BO BpeMs BBEIEHHUs JIEKapCTBEHHOTO IIperiapara TPacTy3yM SMTaH3MH BBl 3aMCTHIIM
KaKye-TI00 cepbe3Hble HEKEIATEIbHBIE PeaKIUy, CJIEAYCT HEMCITICHHO co00muTs 06 3TOM
Bpady WA MEIULMHCKOW cecTpe.

Peakiuu, CBS3aHHBIE C BBEICHIEM JICKAPCTBEHHOTO IpelapaTa Wik aJuIepriIieCKUe peaKiiH.
TpacTy3yma SMTaH3MH BO BpeMs MH(Y3UH HIM B TEICHUC [ICPBOTO JHA IOCIC uHOY3UU
MOKET BBI3BATh IIOKPACHEHWE, IPOXKb, JHMXOPanKy, 3aTPyIHCHHOC IbIXaHHE, HHU3KOC
apTepuaIbHOE JABICHAC, YUalleHHOE CEPALCONCHHE, OTEK JIMLA, A3bIKA HJIH Ipo0IeMBl C
[IOTaHHeM. Bpau Wi MeACecTpa IPOBEPHT, €CTh JIA y Bac Kakue-1ub0 U3 MepednCIICHHBIX
HeyKe/IaTelIBHBIX peaknuil. Eciu y Bac BOSHMKHET HEKeJaTelbHAs PeaKiud, CIICHHacT
CHU3UT CKOPOCTh MH(DY3MH IIperapara MM NPCKPAaTHT €ro BBEACHHC, MOXKCET HAsHaMTb
JleueHe, UTOOB! CHU3HTH PHCK PA3BUTHUs HEIKENATEIIBHBIX PEaKIMH. BBenenue mnpenapara
MOYKHO ITPOJOJDKHUTE ITOCIE YTy YIICHIS CHMITOMOB.

Peaknyuu B MecTe BBEACHUA




Ecid y Bac 4yBCTBO JOKEHHs, OONb HIH GOJIE3HCHHOCTh B MeCTe MH(Y3MH, 3TO MOXCT
yKaseIBaTh Ha TO, YTO TPAcTy3yMab SMTaH3MH moOmal BO BHECOCYAUCTOE IIPOCTPAHCTBO.
Heo6X0IuMO HEMEICHHO COOOIUTh 00 3TOM Bpady WM MEICECTPC. Ecim TpacTy3ymad
SMTAH3HH IIOMAaJ 3a IIPEIENbl KPOBEHOCHOIO COCYAa, B TCYCHUC HECKOJIBKHX JTHEW WIN
Helenb Y Bac MOTYT YCIJIMTBCA OOJb, M3MCHATHCHA HBET KOXKHBIX IIOKPOBOB, IMOSBUTHCS
BOJLIBIPH, IIETyIICHHE (HEKPO3 KOXKH).
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Jumepamypa:
PRAC recommendations on signals Adopted at the 8-11 March 2021 PRAC meeting
EMA/PRAC/146285/2021 Pharmacovigilance Risk Assessment Committee (PRAC) 6 April 2020



