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TO HOBBIX JAHHBIX O Oe30IIacHOCTH
JIEKapCTBEHHBIX IIPENaparoB ¢
JIEHCTBYIOIIMM BEIECTBOM JIMHE3OIH]

@enepanpHas ciyxba Mo Hax3opy B chepe 3ApaBOOXPaHEHMs JOBOIHUT 0
CBElleHHs CIEIHaIMCTOB CHUCTeMbl 3lpaBooxpaHeHuss mucbMo OOO «I'porekc» o
HOBBIX J@HHBIX IO OE€30IaCHOCTH JIEKAPCTBEHHBIX IIPENapaToB, COAEPXKAIIMX B
KavyecTBe JAeWCTBYIOIIETO Bell[eCTBa JIMHEe30 M.

IIpunoxxenue: Ha 2 1. B 1 3K3.
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OO0O0 «IpoTekc» SOLOPHARM

Cneuunanuctam 3gpasooxpaHeHus

MNHhopmaumoHHoe nucbMo

YBaxaeMble crneynanucTbl CUCTEMbI 34paBOOXPaHeHus!

OO0 «[lpotekc» BbipaxaeT Bam cBoe noyTeHMe W npeanaraeT O3HAKOMUTLCS C
WHOpMaLMen 0 HOBOM pUCKe NMPUMEHEHWS! TEKAPCTBEHHLIX NPENapaToB, COAEPKALLMX B KAYECTBE
AENCTBYIOLLEro BeLLecTBa NMHe30Mua, B uensax obecrnedyeHus ero 6e30nacHoro u adhhekTMBHOrO
NPUMEHEHUS.

Pesome:

00O «I'poTeke» MHOpMUPYeT MeaULMHCKNX paBOTHUKOB O pUCKe pasBUTUA pabaomuonivaa
npu NpUMEHeHNA NeKapCcTBEHHbIX NpenaparTos, CoAepXallnx B Ka4ecTBe AeCTBYHOLLEro BellecTsa
NMHe3onnMa U pekomeHOyeT NpoBOANTb MOHUTOPWHI YPOBHA KpeaTMHKWHA3bl B KPOBW MpWU ero
HasHa4YeHuN B yCNoBUsIX CTalMoHapa.

Mpn aHanuse nuTepaTypHbIX WCTOMHUKOB OOHapyxeHo 4 onyGnuKoBaHHLIX Ccrnyyast
nuHesonua-wHAyumpoBaHHoro pabaomuonusa [1-3]. Bo Bcex 3aperncTprvpoBaHHbIX criyyasix nocrne
Ha4ana npuUMeHeHWs nvHesonuaa Yy nauueHToB perucTpupoBanu MoBbIWEHUE YPOBHS
CbIBOPOTOYHOW KpeaTuHKMHa3bl Gonee Yem B 5 pas OT BEpXHEN rpaHulibl Hopmbl [2,3], Y oaHoro
nauyneHTa perucTpupoBasn CUnbHbIe MbllLeYHble 6onun, Taxmkapavio, TOLLUHOTY, PBOTY U TaXUnHoa,
3a koTopbiMKu BLICTPO NocnefoBana cuiibHas MbllleyHas crnabocTs, NpUBeALLIas K Ksaapunneriu,
NoYe4HOW HeaocTaToYHOCTUM C Heob6xoAuMMOCTbl nposegeHus avanusa [1]. OueHKka npUdYMHHO-
CNeACTBEHHOW CBSA3WN MO LWKane BePOATHOCTW HEXenaTerbHbIX peakuui NeKkapCcTBEHHbIX CpeacTs
HapaHnxo coctasuna 8 6annos (BeposTHas) B AByx cnyvasix [2] v 7 6annos (BeposiTHasi) B 0AHOM
cnyyae [3]. B oaHOM crniyyae He npuBefeHa OUeHKa NMPUYMHHO-CIeACTBEHHOW CBS3W, OAHAaKo
aBTOpPbI yKasanu, 4To nocne oTMeHbl NMMHe3oNnnaa NPon3oLNO CHMKEHWE YPOBHA NakTaTa Yepes 5
AHEN U CHWKEHWA YPOBHS KpeaTWHKMHAa3bl Yepes 7 AHEeN [0 UCXOAHbIX 3Ha4yeHui [1].

[aHHbIA puck Obin Tawkke 3aperucTpupoBaH MNpv aHanuse CcryYaee feKkapcTBEeHHO-
MHAOYUMPOBAHHOIo pabaoMuonuaa B cucteMa cooblueHuin 0 HexenaTenbHbix asrnenuax FDA. [Ana
nuHesonuaa beino 3apeructpuposaHo 11 cnyyvaes [4].
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Obpaliaem BHMMaHWe, 4TO MHDOPMaLWMs O AaHHOM pucke Bbina BHECeHa B CrpaBOYHYHO
uHpopmauumio no GesonacHoCcTu opurnHanesHoro npenapata 3usokc® (Pfizer Australia Pty Ltd) Ha

TeppuTtopumn Asctpanuu (hitps://www.tga.gov.au/news/safety-updates/product-information-safety-
updates-november-2023), a Takxke NPOBOAUTCA €0 PaccMOTPEeHWEe PEerynAaTOpHbLIM areHTCTBOM

AnoHum (https://www.pmda.go.jp/english/safety/info-services/drugs/risk-
communications/0001.html).

MNpockba coobwaTk 0 HexenaTenbHbIX peakunax

MHdropmalina o passuTnm HexxenaTenbHOW peakummn AomkHa ObiTe BHeceHa B 6asy
AaHHbIX AUC «®apmakoHagsop/MoHuTopuHr K JIC» PocsgpasHagszopa. Mpu
OTCYTCTBUM focTyna B 6asy AaHHbIX coobLieHWs HanpaensTea B PeaepanbHyio
cnyxBy no Hagsopy B cdhepe 3apaBooxpaHeHus (PocaapaBHaa30p) No 3eKTPOHHOM
no4te npr@roszdravnadzor.gov.ru unu no agpecy 109074, r. Mocksa, CnassiHckas
nnowagb, 4. 4, ctpoeHue 1.

WHdopmaLma o pasBnTum HexxenartenbHON peakuum MoxXeT BbiTh Takke nepefaHa B
komnaHuio OO0 «'poTekc» no anekTpoHHon novte safety4@grotexmed.com, no
BecnnatHoMy TenedoHy «ropsyein» nuHumn 8-800-700-04-73 nnu nocpeacTsom

3anonHeHust anekTpoHHON hopmbl Ha cawTe (https://solopharm.com/adverse-reaction-

patient).
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