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PyxoBoauTessim jieue0HO-NTPOPUIAKTHIECKHUX
YUYPeKIACHUI U BCeM 3aMHTEPECOBAHHBIM JIMLIAM.

P MBJIC poBoaut a0 Bauero cBeeHus c/jiegyHIIYH0 HH(POPMALIMIO:

Poc3apaBHan3op JOBOAUT 10 CBECHMS CHEHATIMCTOB 3{PABOOXPAHEHUS MUChMO KOMITAHUHU
«bpucron-Maitepc CxkBnO0» 0 HOBBIX JaHHBIX 1O OE30MACHOCTH U UI3MEHEHUH HHCTPYKLMH T10
MEIUILIUHCKOMY MTPUMEHEHHIO JieKkapcTBeHHOro npenapara Ournmmnza (MHH: cakcarnunTug),
TabJIETKH MOKPBITHIE MJICHOUHOH 000510uK0it 2,5 Mr/ 5 mr, npousBoacrea «bpucron-Matiepc
Cxsu06 Komnaumy», CLIIA (peructpaumonHoe ynocroseperne JICP-008697/10 ot 25.08.2010).

IIpunoxenue: Ha 2 1. B 1 3k3.

HHupopmanio MOKHO HAlTH B MHTEPHETE Ha caiiTe 1o azpecy: www.nprS2.ru

JAMpeKTop neHrpa N.B. Cnnnkas

Hcn. A B.Crmuxuit

Ten. (831) 466-70-55
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Anpsnc  komiauwmii  Bpuctom-Maiiepc Cxnub6 H  Actpa3eneka, ABIBIICNIHXCH
paspaboTuAKaMu JIEKAPCTBEHHOIO CpEJACTBa «Onrmiza®» (caxcarmmanray) JICP-008697/10-
250810, coobmaer, uyro 30 mapra 2012 r JenapTaMeHTOM rOCYAPCTBEHHOrO PEryiMpOBAHUS
JIEKapCTBEHHRIX cpeJicTB MunucTepeTa 3apaBooxpaeHas H CouHanpHoro passutis PO Obio
saperucTpuposado HMiamenenue Ne2 k HMHCTpYKUHM TIO MEINMIIHHCKOMY PHMCHEHMIO
feKapCTBEHHOTO Npenapara «Olmlma®», Kacaleeca HOBhIX ceefxeHmi no DezonacHocTu. B
X04€ NOCTMapKEeTHHOBOrO NPHMEHEHHS MpeniapaTa OTMEYAlHCE Clydal PasBUTHA y TALHEHTOR
OCTPOro IIAaHKpeaTHTd M peaknuid [UNepuyBCTBUTENBHOCTH, BKIO4asd anadmiakcuio,
aHI'MOHEBPOTHYECKHH OTEK, CHITL ¥ Kpan¥BsHuLY. J0CTOBEPHO OLIEHHTL YACTOTY Pa3sBHTHSA
NAHHBIX ABJEHHH NHe NPEACTABIACTCH BO3MOMKHBLIM, NOCKOJABKY COOGMEHHS IOJIyHeHbI

CHOHTAHHO, OT DONYJ/JINIHA HCYCTAHOBJICHHOTG pasMepa.

B cBA3M ¢ NONYYEHWEM YKa3aHHLIX BHILIC HOBBIX cheieHuii mo Oe3onacHOCTH NpHUMEHEHHA
npenapata B MHCTPYKLHIO [0 MeJHIMHCKOMY IIPHMEHCHHIO Ipellapara BHEcCeHa
HOTIONHHKTENbHAS HHPOPMALHA HO CIEAYIOIUM pa3IesiaM:

* B paiaen «[Ipmunonmcasanna»:

«CepbesHble  peaklM¥  NOBBLILUEHHOH  YYBCTBHTENBHOCTH  (8HadWIakCHA  WIH
AHTHOHEBPOTHYCCKHH OTeK) K MHruGuTopam JIIT1-4;

* B paszgel «C 0CTOPOKHOCTHION:

«IIAIHCHTBI ¢ IIAHKpEeaTUTOM B aHaMHese (CB)IBI: MEXZY INIPpHCMOM Ipenapara H
[OBBIIICHHBIM DPHCKOM Pa3BUTHA IAHKpEaTHTa He ymuosneua)>>;

« B paszen «[loBouHoe peiicTaucy:

«B  Xoe MNOCTMAPKETHHIOBOrO [PHMEHEHHUH CAKCALNHITTHHA 3APerHCTPHPOBAHEI
(71470 H IS noGodnsle  AddekrTsr: OCTpBIH MaHKpPEaTHT H  peaknuH
THOEPYYBCTBATCABHOCTH, BKJIOUAA aHAa(pHIIAKCHIO, aHIMOHEBPOTUYECKUI OTEK, CBlilh H
KpamHBHUIY. JOCTOBEPHO OHEHHTH YACTOTY PA3BHTHA AIHHEIX SBJICHHH HEBO3MOXHO,
NOCKONBKY COOOUICHMA IIONYYEHB! CNOHTAHHO, OT NONYJAUMH HEYCTAHOBIEHHOTO
pasmepa (cm. paspens: «[Ipotusonoxasanna» u «Ocobbie yKazanua»)»,
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* B pasgen «Ocobble yKazaHuA»:

«PeaKuHM IUNepYYBCTBATENBHOCTH. B  X0I¢ HOCTMApKeTMHIOBOTO NPHMEHEHHS
CaKkcarJIHlITHHA OTMEYEHH CephélHble peakliyd TIHIIEPYYBCTBHTEIBHOCTH, BKIIOYas
aHaQHIAKCHIO H aHTHOHEBpOTHUecKHMi oTek. [IpH pasBUTHM CephEIHOH peaxnun
THNIEPYYBCTBHTEILHOCTH CleAyeT NPeKpaTUTh IPEMEHCHUE IIpenapara, CEHHTE APYTHe
BO3MOXKHBEIC NPHYHHBI Da3BUTHs HABJICHHA H HAJHAYHTE AJETEPHATHBHYIO TEPANHIO

caxapHoro nuabera (cM. pazgenst «[lporusomokazanusay» B «[lobodnoe neiicreue»).

IanxpeaTur. B pamMxax moCTMApKETHHIOBOIC IPHMEHEHHS IIpenapata IMoJydeHbl
CIIOMTaHHBIC COOOHMIEHHA O ¢iydasx octporo rnaskpearura. IlanuenTs), NpuHUMaromue
npenapar OHrMH3a", JODKHBL GBITE TIPOUH(OPMHPOBAHE! O X4PAKTEPHBIX CHMITOMAX
OCTPOro NaNKPEaTHTA: MPOAOMKUTENbHAN, HHTeHCHBHA Oons B oOnacTy xusora. {Ipn
MONO3PEHHH HA Ppa3sBHTHE [AHKpPEATHUTa CHeNyeT IPEeKpaTHTh NPHEM INpenapara

Onransa®» (cMotpy pasnenst «C ocTopoxuocTHION H «[loGowHoe neficTBHE).

[Mpockba joBectn coaepxanue JaHHOre HHGOPMALMOHHOTO MHCHMA JI0 CBEJEHHSA BCeX Bpaded,
pabotaromux noa Baumm pyKoBOJCTBOM WM 3aHHMAROIIMXCA JIEYEHHEM caxapHoro amabera 2
THINA,

Hadopmannio o HeKeIaTeNbHBIX SBICHUAX, BORHAKIIAX TIPH IPOBSACHHUH TEPAIMH HPEnapaToM
®

«Onrnu3a », HeoOXOMMMO HanmpaslaTe B ajipec KommaHwu bpucrom-Maliepc CkBubG
(amextpoHnnbii anpec: safety_russia@bms.com; nouTossli anpec - 105064, Poccun, Mockea,
ya. 3emmanoii Ban, 1.9; tex. 8 (495) 755 92 67 ywum 8 800 555 00 23; daxc 8 (495) 755 92 62)
WIn B ajpec KOMITAaHUH Actpa3eneka (3AEeKTPOHHEIH aapec:
AdverseEvents.ru(@astrazeneca.com; moutoseli agpec - 125284, Poccus, Mocksa, yn, berosas,

A.3, ctp.l; Ten.: 8 (495) 799 56 99 (nononHurensusi 1509); daxc: 8 (495) 799 56 98).

«Onrmm3a™y spngerca 3apeTCHCTPUPOBAHHOH TOproso# Mapko# komnannn bpucron-Maliepe
Cxau66. JICP-008697/10-250810.

I/IHCT]JYKJ.II/IH C BHCCEHHBIMH HIMCHCHHAME [IPHJIATacTCH.

C ypaxeHueM,
B

MeanuHHCKHIT AUPEKTOP KOMITAHHH M /

«bpucTon-Maitepc CxBuG6» linbuua J1.B.

PyxoBoauTens rpylisl N0 PpErECTPaiyy APenapaTor

KOMIIAaHUH «AcTpa3eHeKan Packypaxes A.b.




