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Cumynext”, 20 mr, 1uoGuIn3aT JUIs TPUTOTOBIEHHS PaCTBOPA I nHLeKunu/HHcpymn
JleiicTBYyIOIIEE BEMIECTBO: Oa3HIMKCHMa0

Ilepen puUMEHEHHEM Mpenapara MOJHOCTBIO MPOYUTANTE JIMCTOK-BKIIA/BILI, MOCKOJIbKY B HEM
cojiepkatcs BaxKHble Ui Bac cBeneHus.

CoxpaHHTe TMCTOK-BKJIa bIiI. Bo3moxHo, Bam notpebyeTcst npoYuTaTh €ro €ie pas.

Ecnu y Bac BO3HMKIIM JIOTIOJIHATENBHBIE BOIPOCK], 0OpaTHTECH K JieyalleMy Bpady.

IIpenapar HasHaueH umenHo Bam. He nepenasaiite ero apyrum moasm. OH MOXET HaBPEIUTh
MM, JIaKE €CJIM CUMIITOMBI MX 3a00JIeBaHHs COBNAAAIOT ¢ Bammmu.

Ecnu y Bac BO3HHKJIM Kakue-THOO HeXeNlaTelbHble Peakluu, oOpaTuTech K JedalleMy Bpady.
JlaHHas peKOMEH/IAlHsl PaCpOCTPaHIETCsl Ha JI0Oble BO3MOXKHbIE HEXeNlaTe/IbHbIE PEaKlHH, B
TOM YHCJIE Ha HE TIEPEYHUCICHHBIE B pa3/ielie 4 TMCTKa-BKIIabllia.

Coaep:kaHue JHCTKA-BKJIaAbIIIA
Uto u3 cebs npeacTapiser npenapar CUMyIEKT® U ISl YETO €0 IPUMEHSIOT
O 4yeMm crieayeT 3HATh Nepe/l IPUMEHEHUEM TIpenapara Cumynekt®
Ipumenenue npenapata Cumynext”
Bo3MmoxHbIE HeXenaTeIbHbIE PeaKIuH
Xpanenue npenapara Cumynekt”

Conep)xuMoe yIakOBKU U IPOYUE CBEACHUS

v R W~

1.  Yro u3 cebs mpeacTapiasier npenapat CUMyJIeKT” U ISl 4€ro ero NPUMEHSIOT
Ecnu ynyvwenue ne nacmynuio uiu 6ol yyécmeyeme yxyouieHue, Heo0xXooumo obpamumucs K

spauy.

Yro u3 cebs npeacrasasier npenapat CumyrektT®

CPIM}’JICKT® OTHOCHTCH K I'pyIIe JICKaApCTBEHHBIX CPEACTB, U3BECTHBIX KAK UMMYHOCYIIPECCAHTBI.

Jlas 9ero npumensiiotT npenapat Cumyiekt®

Cumynext® npemHasHaueH JUI TPO(UIAKTHKM OCTPOrO OTTOPXKEHHMS OpPraHoB IpH
TPaHCIUIAHTALMU TIOYEK de novo y B3pocibiX U aetei (1-17 net). [Ipenapar qomkeH Ha3Ha4aTbCs
O/IHOBPEMEHHO C IHMKJIOCIOPHUHOM (B ¢opMe MHKpPOIMYJIbCHH) U KOPTUKOCTEPOMJAMH JUISA
UMMYHOCYIIPECCHH TMalUeHTaM (B3pPOCIBIM U JETSIM) C YPOBHEM IaHEIb-PEAKTHBHBIX aHTHUTEI
meHee 80% WM B TPOMHOM IOIEPKUBAIOIIEM HMMYHOCYIIPECCUBHOM PEXHME, COJEPKalIEM
IIUKJIOCTIOPHH (B pOpMe MUKPOIMYJILCHH ), KOPTUKOCTEPOH/IbI U a3aTHONIPHH MIIM MUKO(EHOIaTa
Mo(deTu (TOTBKO B3POCIIbIE MTAIIUEHTHI).

B ciyuae BONpOCOB 0 IIPMHIMIE JeicTBUS npenapata CUMYJIEKT" UM IPUYMHE €r0 Ha3HAYEHHS

He00X0IMMO 0OpaTUTHCS K JIeUalleMy Bpady.

2. O 4em cieayeT 3HATH mepe] MPAMeHenneM npenapata Cumyekt”

He npunumaiite npenapat CumyJaext”:

-Ilpu nanuuuu amnepauu (2unepuyécmeumenvHocmu) Ha 6Gazunukcumad uiu noboe us
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, MepevucientbX 6 ﬁbédeﬂe 6 noo
sazonoskom «IIpenapam Cumyrexm® cooepucumy. Ecin Boi [I0ZI03pPEBAETE, 4YTO B
npouuioM y Bac morna mpucyTCTBOBaTh ajuiepruyeckas peakinus Ha JFOOOM W3 3THX
KOMIIOHEHTOB, COO0IIHTE 00 3TOM JIeyaliemMy Bpauy.

- Ecnu Bl GepeMeHHbI Wil KOPMHUTE IPYABIO.

ecnomozamenvhvix eeujecme npenapama Cumynexm®

Oco0ble yka3aHHsI H MepbI IPEAOCTOPOKHOCTH
Ilepeo npumenenuem npenapama Cumynexm®™ npokoncynomupyiimecs ¢ nesauyum epaqom:
- eci paHee Bel nepeneciu TpaHCIIaHTAIMIO, KOTOpask 3aBEPIIMIIACh OTTOPKEHHEM CITYCTSI
KOPOTKOE BpPEMsl, UJTH

- €M paHee Bac nomemanu B ONEpalMOHHO-XUPYPrHYECKOE IMOAPa3JIeeHHe C ILEIbI0
TPaHCILJIAHTAllK, KOTOpas B KOHEYHOM UTOre He Obula mpoBejneHa. B maHHOM cutyanuu Bam
MOXeT notpeGoBathest npenapat Cumynext”. Jlevamuii Bpad MpOSICHUT TOT BOIPOC U 06CY AUT

¢ Bamu BO3MOXHOCTB IIOBTOPHOTO JieueHus npenapatoM Cumynext®.

Ecin BaM HyHa BakLMHaIMs, CHa4ala IMPOKOHCYJIBTHPYHTECH 110 3TOMY IOBOJIY C JICYAIUM
BPaYyOM.

Jeru u noapocTku (B Bo3pacrte ot 1 roga no 17 jier)
IIpenapar CumynekT® MOXKHO BBOIMTH JETAM M HoapocTKaMm. Jlosa i neTeit ¢ Maccoit Tema
MeHee 35 Kr OyZeT HiKe OOBIMHOMN JJO3BI /Il B3POCIIBIX.

IlanueHTHI MOXKWJIOr0 Bo3pacrta (= 65 Jer)
IIpenapar Cumynext®
HHpOpMALIHS O TAKOM NIPUMEHEHUH orpaHuyeHa. Jleuammii Bpau MoxeT o6cyuTh ¢ Bamu stot

BOIIPOC JI0 TOTO, Kak Bam 6yzer BBesieH npenapat CumyaekT®.

MOXHO BBOJUTH IMallUCHTaAM IIOXHWJIOIO BO3pacCTa, HO JOOCTYyIIHas

JIpyrue npenapatsl u npenapata CumyJiekt”

Coobwyume nevawemy 6pavy o mom, 4ymo Bei npumenseme, neoaéHo NPUMEHANU ULU MOdICEmME
Hayams NpuMeHsimb Kakue-1ubo opy2ue 1ekapcmeenHvle npenapami.

BepemMeHHOCTH M rpy/IHO€e BCKAapMJ/IMBAHHE

Ecu Bbl GepeMeHHBI HITH [10/103PEBAETE, YTO MOXKETE OBITH OEPEMEHHBI, 0YEHb BaXKHO COOOIIUTH
06 3TOM JieyareMy Bpauy 10 TpaHciaaTanuy. He ciemyer npumensts npenapat CumyJiekt® B
ciyyae OepeMEHHOCTH. BBl JODKHBI HCHOIB30BaTh HAUICKAIIYI0 KOHTPALEHIHIO IS
NpeOTBPAIIEHHs] OEpPEeMEHHOCTH Ha TMPOTSHKEHHH JiedeHus npenapatom Cumysiekt” u 10
4 MecaueB 1mocie noiydeHus mocieaHei no3wl. Ecnu Bel 3abepemeHeere B TEUeHHE 3TOTrO

Iepro/ia, HECMOTPS HA Mepbl KOHTpALENIMU, BBl J0DKHBI HEMEUIEHHO COOOHIMTH 00 3TOM
JevaiiemMy Bpady.

Kpome Toro, HeoOXoauMO COOOLIMTH JiedamieMy Bpady O KOpMJIEHMH TIpy/bto. [Ipenapar
CumyJiekt™ MOXeT NIPUYUHUTL Bpesl Bamemy peGenky. Bbl He TODKHBI KOPMHTB IPYIBIO MOCIIE
nosyyenus npenapara Cumyiekt™ u 10 UcTedeHus 4 MecsIeB Mocie IPUMEHEHHS BTOPOH 03Bl
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[TpoKOHCYIBTUPYHTECH € JI€YallliM Bpa4oM Iepe] NPUMEHECHUEM KaKHUX-THOO0 JIEKapCTBEHHBIX
TpenapaToB B epuoz OEpPEeMEHHOCTH WJIH TPY/IHOTO BCKapMIIMBAHHSL.

YnpasJieHHe TPAHCIIOPTHBHIMH CPeICTBAMH M padoTa ¢ MeXaHH3MaMHU
CBHIETELCTBA TOTO, YTO Ipenapat CUMyYIeKT® 0Ka3bIBaeT Kakoe-TH00 BIMsSHHIE Ha CIIOCOOHOCTH
YIPaBJIATH TPAHCIIOPTHBIMU CPECTBAMH MM paboTaTh C MEXaHU3MaMH, OTCY TCTBYIOT.

Hpenapam Cumynekm® codepcum nampuii u Kaaui

JTOT JIeKapCTBEHHBINH HpenapaT COAEPKUT MeHee 1 MMoib Hatpus (23 mMr) Ha (IakoH, T.e.
SBJIAETCS IO CYIIECTBY «HE COJIEPXKHT HATPUSY.

DTOT NEeKapCTBEHHBIH Ipenapar coAepXUT MeHee | MMonb Kamus (39 mMr) Ha QuakoH, T.e.
SIBJISIETCS 110 CYLIECTBY «HE COJAEPIKHT KaIHs». 0

3. Ipumenenne npenapata Cumyiekt”
Bcezoa npumensiiime npenapam 6 NOIHOM COOMEEMCMEUU C PEKOMEHOAYUAMU JleHauyeco.-epayd.
IIpu nosienenuu comHenull NOCOGEMYUMECh C 1e4AUjUM 6PA4OM.

Bel Gyznere monydarh mpenapat CumyiekT®

®

TOJILKO B CJIy4ae TPAHCIUIAHTALUU HOBOW IOYKH.
[Tpenapar CumysekT" BBOAAT B OOJIbHHIIE JBa pa3a JIMOO MOCPEICTBOM MEUIEHHOIO BBEJACHHUSA
yepe3 pa3sMELIEHHYIO B BEHE MIUIy B BUJE UH(Y3UH POJOIDKUTETbHOCTHIO 2030 MUHYT, 100
MOCPEICTBOM BHYTPUBEHHOM MHBEKIIUH IPU ITOMOIIY IIITPHLIA.

Ecin Bbl nepeHecHn TSOKENYIO alIepPrHUecKyio peakiumio Ha mnpernapar Cumysext” Wi
OCJIOXKHEHHSI [T0CJI€ XUPYPrUIeCKOl OIepaly, TaKhue Kak OTTOpXKEHHE TpaHCIulaHTaTa, Bel He

JIOJDKHBI TIOJTyYaTh BTOPYIO 103y mpernapara CuMynekt”.

HepBax J103a BBOOAUTCA HEMOCPEACTBEHHO NEPE] onepauneﬁ IO TpaHCIJIaHTAallUH, a BTOpAas —
qepe3 4 nmHS TIOCHIE OII€paluu.

Pexkomenyemasn oo3a:

OObruHas 103a TS B3pOCIIBIX, BBOIUMAs B paMKaX KaX 10l HH(Y3UU UM UHBEKLIUHU, COCTABIISAET
20 mr.

IIpumeneHnue y aereii u moapocTkoB (B Bo3pacrte ot 1 roaa xo 17 jer)

-O6bryHas no3a npenapata Cumynext® juist geTeil ¥ MOAPOCTKOB C MAccoi Tena 35 Kr uim
Oonee, BBoIMMasl B paMKaX Kak/10i HH(QY3UU UM UHBEKINH, cocTaBisieT 20 Mr.

-O6brunas 03a npenapata Cumysekt® 171 JeTell M MOJPOCTKOB C Maccoil Teia MeHee
35 kr, BBOZIMMAsl B paMKaxX KaJa0i HH(Y3UH WIH UHBEKIUH, cocTaBiseT 10 mr.

Ecin BbI npussian npenapata Cumyiekt® Gosiblne 4eM cJie0BaIo0

BeposTHOCTH TOro, YTO mepeno3upoBka npenapatra CuMyseKT® NpPUBEACT K HEMEAJICHHOMY
BO3HMKHOBEHHUIO MTOOOYHBIX 3P (HEKTOB, HEBETHUKA, HO ITO MOXKET OCIa0MTh KIMMYHHYIO CUCTEMY
Ha GoJiee MPOJOLKUTENbHBIH MeproA. Jleyammii Bpau OyIeT OTCIeXHUBATh JTH000€ BO3NCHCTBUE
Ha HIMMYHHYIO CUCTEMY H YCTPAHSTh €ro B CIlyyae HEOOXOUMOCTH.
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IIpu nanusuu 60npocos no npumenenulo npenapama obpamumecs K iedaujemy 6pauy.

4.  Bo3MoOKHBIE HeXKeJIaTeIbHbIE PeaKIHH

Ilooobno ecem JIEKAPCMBEHHbIM npenapamam npenapam MolNCem Bbl3bl6Amb HeNCelameslbHble
peaxkyuu, O0OHAKO OHU BOZHUKAIOM HE Yy ecex.

B ciayuyae Bo3sHHKHOBeHMsI JTIO0BIX HeXeJaTeJIbHBIX PEeAKUMi BO BpeMs INPHMEHEHHS

npenapara Cumyekt®

WM B TeYeHHE 8 HEJeNb MOCiIe HEro Kak MOXHO ObICTpee coodumTe 00
9TOM JieYalleMy Bpady, Jaxe eciu Bel monaraere, 4To OHM He CBA3aHBI C JIAHHBIM JIEKAPCTBEHHBIM

IIperapaToMm.

C006manocr, O BHE3AIIHBIX TSDKEIIbIX AJVICPrU4€CKUX pEeaKHUsIX Yy IalMCHTOB, IOJYYaBIIHX
npenapar CHMyHCKT®. Ecnu Bel 3aMeTHIN BHE3aIHbBIE [IPU3HAKH aJUICPTrUH, TAKUE KaK ChIIlb, 3y 1
WA aJUICPrH4€CKHUEC IIATHA HAa KOXE, OTEK JIMIIA, Fy6, A3bIKA UJIK JPYTUX yacTeu Tena, YYali€HHOE
cepzme6neﬂne, I'OJIOBOKPYXKCHHE, HpCHO6M0pO‘{HOC COCTOSAHHUE, OABIIIKA, YAXAHUEC, XPHUIIbI UJIH
3aTPYAHCHHOC JIbIXaHUE, CYIICCTBCHHOC COKpAIICHUEC obbemMa MOYH, IIOBBIINICHUE TEMIIEPATYPBbI
HJIA I"pHHHOl'IOIlO6HbIe CUMIITOMBI, HEMCIJICHHO coobmuTe 00 3TOM JicHalmeMy Bpady HIIA
MEACECTPE.

V B3pocCIbIX HauOOJIee YacTO PErUCTPUPYEMBIMU HEXeJIaTeIbHBIMU PEaKIUsIMHU SBJISITUCH 3a110D,
TOILIHOTA, IHapesi, yBEIMUYEHHE MAcChl Tella, roJIoBHAs 00JIb, 60JIb, OTEK KUCTEH PyK, HIMKOJIOTOK
WJIH CTOII, BLICOKOE apTepUaIbHOE JaBJICHHE, aHEMUsl, U3MEHEHHS [ToKa3aTesieit OHOXUMHYECKOTro
aHaJM3a KpOBH (HampuMmep, Kaiiusl, XoJjiecTepuHa, ¢ocdara, KpeaTWHHHA), OCJIOXKHEHH,
CBSI3aHHBIE C [TOCJIEONIEPALIMOHHBIMYI PaHaMH, ¥ pa3JInuHble BH/1bl HH(EKLHUI.

)IOHOJ]HI/ITCJ]LHLIC HEXKeJIATECJIbHbIC PCAKIIHUH Y aeTen

V nereit HauboJjiee 4acTo PEruUCTPUPYEMBIMH HEXKEJIATCIIbHBIMU PEAKIHUSAMH SABJISJIIMCH 3allop,
qpe3Meprn‘/'1 POCT HOPMAJIBHBIX BOJIOC, BBIICJIICHHSA H3 HOCa HWJIH 3aJIOXKECHHOCTH HOCa,
IIOBBIIICHHAsA TEMIIEpATypa, BBICOKOC apTEPUAIbHOC NaBJICHUE U PA3JIMYHBIC BH/IbI PIH(bCKHHﬁ.

Coobmenne 0 HexeJIATeIbHBIX PeaKIHAX

Ecau 'y Bac 6o3nuxaiom kakue-1ubo nedjiceiamenvhbie peaKyuu, NPOKOHCYIbMUPYUmecs ¢ 6pa4oM.
Jlannas pekomenoayusi pacnpocmpanaemes Ha 1lobvie 603MOJICHbIE HEJICEIamelbHble PeAKYUU, 8
MOM Yucie U Ha He Nepevuciennvie 8 JUcCmKe-6Kiaoviuie. Bol makoice modceme coobwums o
HeJICelameNlbHbIX PeaKkyusx 6 uHGOpMayuouHylo 6asy OaHHLIX NO HeJCelamelbHbIM PeaKyusim
(Oeticmeusam) Ha 1eKapcmeeHHvle npenapamvl, 6KI0Yas coobuwjenus o Hesggexmusnocmu
N1eKaApCMBENHbIX NPeNnapamos, 6bIAGIEHHLIM HA meppumopuu 2ocyoapemsa - wiena. Coobwas o
HedcenamenbHblx peakyusx, Bei nomoeaeme nonyuumv 6onvuie ceéedenuni o bezonacrnocmu
npenapama.

Pecnybauxka benapyco

Aopec: 220037, e. Munck, nep. Tosapuweckui, 2a

VII «I]enmp skcnepmus u ucnvimanuil 8 30pagoO0XpaHeHUU

Tenegpon: +375 (17) 242-00-29
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5. Xpauenue npenapata CumyjiekT”

XpaHuUTh B OPHTHHAIBHO# ynakoBke npu Temnepatype ot 2 °C o 8 °C.

[Tocie pacTBOpEHHs CPOK IOHOCTH cocTasiseT 24 yaca mpu Temmeparype ot 2 °C 1o 8 °C u He
Gomee 4 uacoB mpH KOMHaTHOW Temmeparype (cm. pasgen «MHCTPYKIMSA TIO
[TPUT'OTOBJIEHUIO PACTBOPA U BBEJIEHUIO»).

TpaHCIOPTHPOBKA M XpaHEHHUE IOJDKHBI OCYLIECTBISTHCS IIPH yCIOBUAX oxnaxaenus (ot 2 °C 1o
8 °C).

Xpanume npenapam 6 HeOOCMYNHOM U He 6UOHOM O/l Oemel Mecme.

He npumeHsiiTe npemnapar nocjie HCTeUYeHHs CpoKa roJJHOCTH (CpoKa XpaHEHHs ), yKa3aHHOTO Ha
KapToHHO# ynakoBke nmocie Haanucu «I"OJIEH J10».

I[aTOﬁ HUCTECYCHUS CPOKA 'OJHOCTHU SBJISACTCA MOCJICIHUM J€Hb MecsIa.

He BoIOpackiBaiiTe (He BBUIMBAMTE) Mpenaparsl B KaHATM3ALHIO. Y TOYUHUTE y paOOTHHKA aNTEKH,
Kak M30aBUTHCS OT IpENnapaTroB, KOTOpble Ooiblie HE NMOTPEOYrOTCA. DTH MEPBI MO3BOJIAT
3aIUTUTh OKPYIKAIOIIYIO CPELy.

YcaoBus OTIYCKA U3 aNITEK: 110 PELENTY.

6. Copaepxumoe yNaKoOBKH U IPOYHe CBeIEHHSA

Ipenapat CumyekT® cogepKuT

Heticmeyrowum eewecmeom sensiemcs Oazunukcumad. Kaxapii ¢iakoH comepxut 20 mr
6a3minkcumaba.

Bcnomoeamenvhvle 6ewjecméa: MaHHMT alMPOTCHHBIN, TJUIMH AalMpOTeHHBIH, caxapo3a
anmuporeHHas, Kainus quruapodocdar, HaTpus XJI0pu, TUHATPUsS Gocdat 6e3BOIHBIH.

Amnyna ¢ pacTBOPUTENIEM COJIEPXKUT 5 MIT BOJBI 111 HHBEKIIHH.
Ha peinke MoxeT OBbITh Mpe/icTaBIeHa KOMIUIEKTALUs YITAKOBKH, KOTOpasi HE BKIIOYAET aMITy Ty
C pacTBOPHUTENIEM BO BTOPUYHOM yITaKOBKe.

BHemHuil B H coepKHMOE YIIAKOBKH

Baemumuii Buj

Jluopummzar  Gemoro  uBeTa,  JOMyCKaeTcs  e€ro  (parMeHTanus,  OOYCJIOBJIEHHAs
TPAHCIIOPTUPOBAHUEM.

PactBoputens: [Ipo3paunas GecuBeTHas )KUAKOCTb.

Coaepxxknmoe ynakoBKH
I. JlekapcTBEHHBIH MpenapaTr B KOMIUIEKTE ¢ PACTBOPHTENIEM:
1 CTex/ISIHHBINA (IAKOH ¢ Pe3MHOBOM MPOOKOM, AMIOMUHMEBBIM KOJIMAUKOM H ¢ Kpbiuko# “flip-
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off”, comepxammii nModuUIM3AT IS TPUTOTOBIEHMS PACcTBOpA IS UHBEKIMI/ UHDY3Ul, B
KOMIUIEKTE C pacTBOpHTENEM (BOJAA JUISl MHBEKIMH B CTEKJSIHHBIX aMmIlylaX 5 Mi) BMecTe ¢
MHCTPYKUHUEH 10 IIPUMEHEHHIO YIIAKOBAaHbI B KAPTOHHYIO MAUKYy.

[I. JlekapcTBeHHBIH Mpenapar (KOMILICKTALHMS yIIAKOBKH 63 pacTBOPUTEIIS):

1 crexusiHHbIA (1akoH ¢ Pe3sMHOBOH MPOOKOMN, ATIOMHHHMEBBIM KOJMAYKOM M C KPBIIKO# “flip-
off”, coneprkaruii 1MOQuIM3aT 115 MPUTOTOBIIEHHS PACTBOPA /1l MHbEKIHH/MH(Y3Hii, BMecTe ¢
MHCTPYKIMEH 110 IPUMEHEHHIO YIIAKOBaH B KAPTOHHYIO MAUKYy.

HanmenoBanme u agpec nep:karesisi perucTPAlHOHHOIO Y10CTOBEPEHHSs H IIPOU3BOIUTeJIs,
OTBETCTBEHHOI'0 32 BBINYCKAKIHII KOHTPOJIb KA4eCTBA

JlepiaTe/ib perncTPAliMOHHOIO0 YAOCTOBEPEHHS
Hosaptuc ®apma Al', Jluxtmrpacce 35, 4056 bazens, [1Iseitapus
Novartis Pharma AG, Lichtstrasse 35, 4056 Basel, Switzerland.

IIpousBoauTeIb:

[Ipouszeooumensw, nepsuunas ynaxoska: llateon Utanus C.n.A., Besute ['man barucra Ctykku
110, 20900 Monua, Utanus/
Patheon Italia S.p.A.,Viale Gian Battista Stucchi 110, 20900 Monza, Italy

Bmopuunas ynaxoska: Jlensdapm Jlmwxon, 6 Oynsap ae 1’ HOpon, Kerunbu, 21800, ®@panuus /
Delpharm Dijon, 6 boulevard de I’Europe, Quetigny, 21800, France

Buinyckarowuii koumpons kavecmea.: HoBaptuc @apmacerotuka C.A., I'pan Bua nie nec Kopte
Karananec 764, bapcenona 08013, Ucnianus/
Novartis Farmaceutica S.A., Gran Via de les Corts Catalanes 764, Barcelona 08013, Spain

3a moboii HHpOpMalKei o mpenapare, a TAkKe B CIy4asX BOSHUKHOBEHUS MPETEH3UH ClelyeT
oOpamarbest K NPeCTABUTEIIO JIEPXKATENsl pETHCTPALMOHHOTO y/10CTOBEPEHHUS:

Pecnybnuxa Benapyco:

[TpencraButensctBo AO «Novartis Pharma Services AG» (IlIBeiinapckas Kondenepauus) B
Pecny6siuke benapycs;

220069, r. Munck, np-T. J{3epxuHckoro, 1. 5, noM.3, ogpuc 3-1

Ten.: +375 (17) 3600365

DnektpoHHas mo4ra: drugsafety.cis@novartis.com

ﬂaHHblﬁ JIMCTOK-BKJIAAbII MEPECMOTPEH

IIpoyune ucToYHHKH HHPOPMAHH
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UHCTPYKIUS IO MPUTOTOBJIEHUIO PACTBOPA U BBEJJEHUIO

Cnedylowasa uH@opmayus npeoHasHa4eHa UCKIIOHUMEIbHO ONIA MEOUYUHCKUX PAOOMHUKOE:
Ipenapat Cumy.ekT® cJieyeT BBOAUTH TOJILKO B CJIydae a0CoTIOTHOI yBEPEHHOCTH B TOM,
YTO MANMEHT MOJYYHT TPAHCIIAHTAT M COMYTCTBYIONYI0 HMMYHOCYIPECCHIO.

JI1s NpUroTOBJIEHUS PACTBOPA JUIsl MH(Y3UH HIIM HHBEKIIUH aCEITHYECKHM METOIOM 100aBbTe BO
drakon, comepxammii aHOoGMIM3aT Tpenapata CHMyJEKT®, 5 MJI CTEPHIBHOM BOABI U
UHBEKIMH (CIIEIyEeT UCIIOJIB30BaTh BOMY JUISl HHBEKIUI U3 NPHJIAraloIeics aMITyJibl, €CIIH OHa
BJIOJKEHA B YIIAKOBKY JIEKapPCTBEHHOTO Tpenapata CUMYJIEKT", WM APYTYIO AOCTYIIHYIO BOY UL
UHBEKIUHN 0e3 100aBOK, pa3pelieHHy0 K IPUMEHEHHI0). OCTOPOKHO MOTPACHTE (PIIaKOH, 9TOObI
pPacTBOPHUTH JTHOGWIN3UPOBAHHBIM TMOPOIIOK, H30eras oOpa3oBaHusi NeHbl. PekomeHayeTcs
UCIIOJIb30BAaTh IOJIyYEHHBIA II0CJI€ BOCCTAHOBJICHHMS OECIBETHBIM IPO3pavyHbId  HIH
onaJecuUpYIOIUi pacTBOp HeMeUIeHHO. [lepe 1 BBeIeHHEM IPUTOTOBIIEHHBIN NpenapaT CIeayeT
BU3YaJIbHO TIPOBEPUTH HA TMpPEAMET NPHUCYTCTBUS TMOCTOPOHHUX YACTHUIl. 3amperaeTcs
UCIOJIb30BaTh IMpenapar Mpu HAJIMYUU WHOPOJHBIX YacTHIl. BbLIO MpoJeMOHCTpUPOBAHO, YTO
npenapar COXpaHseT XHMHUYECKYI0 U (U3MYECKYIO CTAaOWIBHOCTH MPU HCIOJIH30BAHUU IOCIE
IIPUTOTOBJICHUSI B TeueHUe 24 yacoB npu temneparype 2—8 °C wiam B TeueHue 4 4acoB IpH
KOMHATHOM TeMmmeparype. YTUIM3UpPYWTE IPUTOTOBJICHHBIH pacTBOpP, €CIM OH He Oyner
HCII0JIb30BaH B T€YEHHUE 3TOT0 BpeMeHU. C MUKPOOHOJIOTMYECKON TOYKH 3PEHHUS PACTBOD CIIETYET
MCIIOJIb30BaTh HEMEIJICHHO.

[Ipurorossenusii npenapar Cumyaext™

BBOJIAT B BHJIE BHYTPUBEHHOU UH(DY3uHu B TeueHue 20—
30 MUHYyT wiM B BuAe OONIOCHOH WHBEKIHH. [IpUrOTOBIEHHBIA pPacTBOp SIBIACTCS
U30TOHMYECKUM. J[1s1 MHQY3UH NPUTOTOBICHHBIA PACTBOP HEOOXOAMMO pa30aBUTH 10 0OBeMa
50 M1 i 6osee GpU3MONOrMYECKUM PacTBOPOM HJIH PACTBOPOM AEKCTPO3bl C KOHIEHTpAIHEH
50 mr/ma (5%). IlepBast no3a momkHa OBITH BBEJCHA B TEYEHHE 2 4acoOB JIO OIEpAIMU 10
TPaHCIUIAHTAlli¥, a BTOpas — B Te4eHUEe 4 JHEH Iocie onepauuu 1o TpaHcriantauud. He
cjlealyer BBOJMTBL BTOPYI0 /03y B CJIy4ae BO3HHKHOBEHHMS TSDKEJIbIX peaKIui
THNEPYyBCTBUTEILHOCTH Ha npenapaT CuMyaekT” WM 0TTOPKeHHs TPAHCILIAHTATA.

ITockoibKy JaHHBIE O COBMECTUMOCTH mpenapaTta CHMyJeKT® ¢ JApYTMMH CyOCTaHIMAMM JUIS
BHYTPHBEHHOIO BBEJEHUS OTCYTCTBYIOT, npemapaT Cumynekt® He clelyeT CMEIMBaTh C
JNPYTUMH JIEKAPCTBEHHBIMH IIpenapaTaMu/CyOCTaHIIMsIMU M CIIeyeT BBOJUTH TOJILKO 4Yepes3

OTJEIbHYIO HHPY3UOHHYIO CUCTEMY.
bela noaTBepiKI€Ha COBMECTUMOCTD CO CJIEAYFOIUMH HH(PY3MOHHBIMH CHCTEMAMMU:

HUndy3noHHbIi Memok
- Mununaxket Baxter NaCl 0,9%

HNudy3uonubie cucremMbl
- Luer Lock™, H. Noolens
- HaGop Abbott 1151 BHyTPUBEHHOTO BBEICHHUS CO CTEPUIIBHBIM BXOIOM
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- Undysuonnas cucrema, Codan

- WUundy3omar™, Braun

- Infusionsgerit R 87 plus Ohmeda

- Lifecare 5000™ Plumset Microdrip Abbott

- basoBas ycraHoBka Juis BBefeHus, Baxter H,L—_l PB

- Flashball device, Baxter
= OcHoBHas cucTeMa Juis BBeeHus Imed 00U z

COBMECTHMOCTD C APYTHMH KOMMEPYECKUMHU CUCTEMaMU HE TECTHPOBAJIACh.
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