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CUMBPUH3A®, 10 Mmr/ma + 2 Mr/mJ, KanJiu rjia3Hble
[HencTByromee Bewectso: bpunsonamun + bpumonuanHaa taprpar
Ilepen npuemoM npenapara NOJHOCTHIO MPOYNTANTE JUCTOK-BKJIABIII, OCKOJbKY B HEM
coaepskarcs BaskHble 14 Bac cBenenus!
— CoxpaHute JTUCTOK-BKIabIII. Bo3moxkHo, BaM moTpeOyeTcst mpounTaTh ero emie pas.
— Ecnu y Bac BO3HUKIIH TOTIOTHATETHHBIE BOIIPOCHL, 00PATUTECH K JieUalleMy Bpady .
— Ilpenapar HazHauen umeHHo Bam. He mnepenasaiite ero apyrum mwoasiM. OH MoOKeT
HaBPEIUTh UM, 1aXKE€ €CIIU CUMIITOMBI UX 3a00JI€BaHMsI COBIAJAIOT C BalIUMHU.
— Ecnu y Bac Bo3HuKIN Kakue-Tu00 HexenaTelbHble peakuu, 00paTUTECh K JieyalleMy Bpauy.
JlaHHAast peKOMEHIAIUs PACIIPOCTPAHSIETCS Ha JTI00BIe BO3MOKHBIC HEXKEIATEIbHBIE PEaKIny,

B TOM YHCJIC HC MCPCUUCIICHHBIC B pa3aciIic 4 JIUCTKa-BKJIaAbIIIIA.

Conep:xxaHue JMCTKA-BKJIAAbINIA
Yro u3 ceds npencrasiser npenapar CAMBPUH3A® u 115 4ero ero npuMeHsioT
O uem ciieqyeT 3HaTh nepes npumenenneM npenapara CUMBPUH3A®
[Tpumenenue npenapata CAMBPUH3A®
Bo3MoskHBIE HEKelaTeNbHbIE PeaKLuU

Xpanenue npenapara CUMBPUH3A®

A e

ConepxuMoe ynakoBKH U IPOYUE CBEACHUS

1. Yro u3 ceds npeacrasasier npenapat CAUMBPUH3A® u 17151 4ero ero npuMeHsiioT

1.1. Yro u3 ceés npeacrasasier npenapat CAMBPUH3A®

IIpenapar CUMBPUH3A® comepxur maBa JEHCTBYIOIIMX BENIECTBA, OPHMH30JAMUI U
OpuMoHHMIMHA TapTpar. bpuH30mamMua OTHOCUTCS K TpYyIIe JIEKapCTB, Ha3bIBa€MBIX
«MHTUOUTOpaMH KapOOaHTUAPa3bl», a OPUMOHUIMHA TapTpaT OTHOCUTCS K TPYIINE JIEKapCTB,
HA3BIBAEMBIX «arOHHCTaMHU aib(a-2 agpeHEepPrUYecKUuX PEerenTopoB». ITO KOMOWHHUPOBAHHBII

npemnapar 4l CHUXKCHUS BHYTPUTIIA3HOT'O JaBJICHUS.

1.2. Jl;ist yero npumensiiotr npenapar CUMBPUH3A®
[Tpenapar CUMBPUH3A® npumenseTcs 11 CHUKEHUS BHYTPHUITIA3HOTO AaBIEHHUS Y B3POCIBIX

nanueHToB (ctapuie 18 5er), y KOTOpBIX €CTh IJIayKoMa HJIM MOBBILICHHE BHYTPHUIJIA3HOTO
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MPUMEHEHUsI OHOTO IIperapara.

Ecnu ynmyumienue He HacTynuio Wik Bel yyBcTByeTe yXyAlleHHE, HEOOXOIUMO OOpaTHTHCS K

Bpauy.

2. O uyeMm ciieayer 3HaTh nepen npumenenuem npenapara CAMBPAH3A®

2.1. He npumensiiite npenapatr CAMBPUH3A®:

— ecnu y Bac ects anneprus Ha OpuH30JIaMHI, OpUMOHHUIMHA TapTpaT WK 000 Ipyroi
KOMITIOHEHT 3TOTO JIEKAPCTBEHHOTO Tpernapata (epevnciIeHHbIe B paserne 6);

— ecnu y Bac ectp amneprus Ha cynbhaHuIamMuabl (HampuMep, Ha JeKapCTBEHHBIN Mpemnapar,
MPUMEHSIEMBINA ISl JiedueHus: nuabera W WHQPEKIUN, a TakKe NUYPEeTUKH (MOYETOHHBIE
CpelCTBa);

— ecnu Bel npuHnMaeTe nHruOMTOphl MOHOAMUHOKCH a3kl (MAQ) (Hanpumep, mpemnapathl s
JIeUeHUs Ienpeccuu i 0onesnu [lapkuHCOHA) MM HEKOTOphIe aHTHIeTIpeccanThl. Eciu Bel
MPUHUMAETE KaKue-Tu00 aHTH IENPECCaHThI, BBI TOMKHBI COOOIUTE 00 3TOM CBOEMY Bpauy;

— ecnu y Bac Tshxenoe 3a0os1eBaHue TTIOYEK;

— ecnmu 'y Bac ciumkoM BBICOKAas KHCIOTHOCTh KpPOBH  (COCTOSHHE, Ha3bIBaeMOe
TUNIEPXIIOPEMHUUECKUM alluI030M);

— AJIA JICUCHUA MJIAACHIICB U ,Z[GTGI\/'I A0 2 Jer.

2.2. Oco0Oble yKa3aHUs U MepPbI NPeT0CTOPOKHOCTH

[Tepen npumenennem npenapara CUMBPUH3A® npokoHCYIbTUPYHTECH C JieyaluM, ecii y Bac

€CTh WJIX OBUIN B IPOIILIOM:

— Mpo0OJIEMBI C TICYCHBIO;

— OJUH W3 BUJOB IOBBIIIEHHOIO JaBJIECHUS B IJa3y, KOTOPBIA HA3bIBAETCS 3aKPBITOYIOJIbHAS
IJIayKoMa;

— CYXOCTb IJ1a3 WIHM IPOOIEMbI C POTOBUIICH;

— uIIeMuyecKas 00Je3Hb cep/ua (CHMITOMBI MOTYT BKJIOYaTh O0JIb B IPyIU WM OLIyLIEHUE
CHIaBJICHHUSA, OJBIIIKY WM YIyILIbe), CEpAedYHas HEIOCTaTOYHOCTb, BBICOKOE MIIM HHU3KOE

apTepHalIbHOE JIaBJICHMUE;
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— HapyIICHHOE WJIM HEJIOCTaTOYHOE KpoBooOpamieHue (Hampumep, 060s1e3Hb PeliHo, cuHapom
Peiino wnu niepeOpanbHas HEIOCTATOYHOCTD );

— Cepbe3HBIC KOXKHBIC PEAKIUH, TaKHe KaK KOXKHAs ChIMb, MIEITYIICHHE KOXH, 00pa3oBaHUe
BOJIJIbIpEel Ha ry0ax, ria3ax uid BO pTy.

Ecnu y Bac Bo3HMKIa cepbe3Hast KOJKHas peakilys, HalpuMep, KOKHasl ChbIb, TOKPACHEHUE KOXKH,

oOpa3oBaHue BOJIBIPEH Ha Ty0ax, IJ1a3ax Uili BO PTY, MIETyIIeHNE KOXU U TUX0paKka (IpU3HAKU

cunapoma CtuBeHca-/[)KOHCOHA, TOKCHYECKOTO SMUEPMATLHOTO HEKPOIH3a, GyIbMUHAHTHOTO

rernaTura, arpaHyjioluTo3a, aljIacTUYECKO aHeMHUH, a TakKe JAPYTUX HapyLIEHUH CO CTOPOHBI

KpOBH), MPEKpAaTUTE NMPUMEHEHHE TAaHHOTO JIEKApCTBEHHOTO IMpenapara ¥ He3aMeIJIUTENIbHO

oOpaTuTech K Bpauy.

Ecnu Bel HOCUTE MSATKHE KOHTAKTHBIE JIWH3BI, HE MPUMEHSHTE Karuld BO BPeMs HOIICHUS JIHH3.

Cm. Pasmen 2.8 «Homenme xoHTakTHBIX 1mH3 — rnpemapar CUMBPUH3A® conmepxur

OCH3aJTKOHUS XJIOPHUI HUXKE).

2.3. JleTn 1 NOAPOCTKH

[Tpenapar CUMBPUH3A® He cremyeT NpuMeHATE y JA€TEH U IMOAPOCTKOB B Bo3pacTe 10 18 ner.
Oco0eHHO Ba)XHO, YTOOBI JICKAPCTBO HE MPHUMEHSJIOCH y JETEH B BO3pacTe 0 2 JIeT (CM. pa3zien
«He npumensiite npenapar CUMBPUH3A®» Beine). [Ipenapar CUMBPUH3A® He cnenyer
NPUMEHSATH Y JeTel M3-32 BO3MOXXHOCTH BO3HMKHOBEHHSI CEPhE3HBIX HEXENaTEeIbHBIX PEaKIHii

(cm. Paznen 4).

2.4. BzaumopeiicTBHS ¢ IPYTrMMHM JIeKapCTBEHHBIMH NpenapaTaMu
CoobmuTe JeyanieMy Bpady, uTo Bbl nmpuHHMaeTe, HEJaBHO MPUHUMAIHA MM MOXKETE HayaTb

IPUHUMATh KaKHe-I100 APYyTHe Mpenaparsbl.

[Tpenapar CUMBPUH3A® MoxkeT BIUATH Ha JPYTUE JIEKAPCTBEHHBIE IPENAPATHI, KOTOPhIE BEI
[IPUHUMAETE, BKIIFOYAsl IPYTHE IJIa3HbIE KAIlIU JJIS JICYCHHS TJ1ayKOMBI.

Ecnu Bel npunuMaeTre Kakoi-1100 U3 NepevyrCcIeHHBIX JIEKAPCTBEHHBIX MTPETapaToB:

— IpenapaTsl Ul CHUKEHHS apTepUaIbHOrO JaBJICHHUS,

— cepleyHble Mpenaparbl, BKIIOYas JUTOKCUH (IPUMEHSEMBbI Ui JIeUYEHUs CepACYHBIX

3a00J1eBaHU);
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00J1e3Hb, TAKKME KAK alleTa30aMU]], MEeTa30JaMU]] U JOP30JaMHUL;

— JIEKapCTBEHHBIE MpENaparbl, KOTOpble MOTYT BIHUATH Ha METa0OJM3M, Takue Kak
XJIOPIPOMAa3HH, METUI(PEHUIAT U PE3EPIIHH;

— HPOTUBOBUPYCHBIE, AHTUPETPOBUPYCHBIE (TUII JIEKAPCTB, IPUMEHSIEMBbIX JUIs JIEYEHUS BUpYca
nMMmyHozAedunnTa yenoseka (BUY)) nnu aHTHOMOTHKY;

— TPOTUBOKAHAMIO3HbBIC WM MIPOTHBOIPUOKOBEIE ITPETIapaThl;

— MHruOoUTOpH MOHOAMHHOKCHAA3bl (MAOQO) mim aHTHIENPECCAHThI, BKIIOYas aMUTPUIITHIINH,
HOPTPUNTHIINH, KJIOMUIIPAMHH, MUAHCEPHUH, BEHJIA(PaKCHH U TyJIOKCETHH;

— aHECTETHKH;

— CelaTHBHBIC CPEJICTBA, OMIMATHI WK OapOUTYypaTHl;

— WJIM €CIIU U3MEHSETCs 103a JI000T0 U3 MPUMEHsIeMbIX BaMu 1ekapCTBEHHBIX MPEraparos.

[IpOKOHCYJIBTUPYUTECH C JICUAIIUM BPAyOM.

CooOmiuTe Bpauy 0 MpreMe KaKux-I1u00 U3 NEePEUUCIICHHBIX BbIIIE IPENapaToB.

2.5. IIpuem npenapata CUMBPUH3A © ¢ anikorosiem
Ecnu Bel perynsipHO ynorpe6uisere ajlkoroiib, IpOKOHCYJIbTUPYHTECH € BallIMM JICHaIllUM BpadyoM,
IIpeX/ie YeM IPUHUMATh TOT JIEKAPCTBEHHBIN IpenapaTt. AJIKOTr0JIb MOKET MOBJIMATh Ha ACHCTBUE

npenapara CUMBPUH3A®,

2.6. bepeMeHHOCTH M TPY/IHOE BCKAPMJIUBAHHE

Eciu Bel G6epemeHHBI WM KOPMUTE TpPYy/AblO, MOJAraere 4ro MOXeTe ObITh OepeMEHHBI WU
IUTaHUpyeTe OEPEMEHHOCTb, 00PaTUTECH K BallleMy Bpady WK (papMalieBTy repes TeM, Kak HauaTh
IpUeM JaHHOro Tmpernapara. JKeHIIMHAM, KOTOpbIE MOTYT 3a0epeMeHEeTb, PEKOMEHIYEeTCS
NpUMEHATh S(QPEKTHBHYI0O KOHTpalennuio Inpu JjedeHuu npenapatom CUMBPHUH3A®.
[Ipumenenue npenapara CUMBPUH3A® Bo Bpems GepeMeHHOCTH He pexomenpyercs. He
npumensiite npenapar CAMBPHUH3A®, eciu 9T0 4ETKO HE yKA3aHO BaIUM JOKTOPOM.

Ecmu Bol kopmure rpyapio, npenapar CUMBPUH3A® MoXkeT BBIAEIATHCSA B BAIllEe MOJIOKO.
[lpumenenne mnpenapara CHMBPUH3A® Bo BpeMs TIPyJHOrO BCKADMIMBaHUS — HE

PEKOMEHIyETCSl.
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Cpasy nocne npumenenusi npernapatra CUMBPUH3A® y Bac MOXeT BO3SHUKHYTh HEYETKOCTD
3pEeHUs] WM JIpyTUE€ 3PUTENIbHBbIE PACCTPOICTBA, KOTOPBHIE MOTYT MPOJOKATHCS B TEUCHUE
HEKOTOPOTr0 BpeMeHH. Y HEKOTOphIX matmenToB npenapar CUMBPUH3A® MokeT TakkKe BHI3BATH
rOJIOBOKPY>KE€HHE, COHIMBOCTD MJIH YCTAIOCTb.

He ympasunsiiTe TpaHCIIOPTHBIMH CpPEICTBAMU M MEXaHU3MAaMHU J0 TeX MOp, MOKa CUMITOMBI HE

HCYE3HYT.

2.8. Homenne koHTAKTHBIX JuH3 - npenapat CUMBPUH3A® comepKuT OeH3aIKOHHUSN
xJopujg

Koncepsant, coxepxammiics B cocraBe npemnapara CHMBPUH3A® (mog HasBaHueM
OCH3QJIKOHHUS XJIOPUI), MOKET BBI3BATh Pa3fpa)KCHHE TJa3, a TaKKe M3MEHSTh IBET MSITKHUX
KOHTAKTHBIX JUH3. M30eraiiTe KOHTaKkTa Kameib ¢ MATKMUMU KOHTAaKTHBIMH JIMH3aMH. CHUMUTE
KOHTAKTHBIE JINH3HI TIepe] 3aKkanbiBanueM npenapara CUMBPUH3A® u nogoxmure He MeHee 15

MUHYT II€pe]l TEM, KaK IOBTOPHO UX YCTaHOBUTD.

3. IMpumenenne npenapata CAMBPUH3A®

Bcerna mnpuMeHsiiiTe [OaHHBIM JIEKAapCTBEHHBIM MpenapaT B TMOJHOM COOTBETCTBHHM C
pEeKOMEHJalMsAMHU Jieyalero Bpada. [Ipu mosiBieHMHM COMHEHHI NOCOBETYMTECHh C JieHalluM
BpavyOM.

[pumensiite npenapar CUMBPUH3A® Tonmbko mis 3akanmsiBanus B riasza. He rioraiite u He

BBOJIUTE B BUJI€ UHBEKIIUH.

3.1. B kakoii 103e npunamath npenapatr CAMBPUH3A®
Pexomennyemasi 103a —oJHa Kamisl B NOpakeHHbIM I1a3 (Wwin oba riasza) JBaXKIbl B CYTKH.

[IpumensiiTe eXXKeIHEBHO B OJTHO U TO K€ BPEMS CYTOK.

3.2. Koraa u kak npuaumars npenapar CAMBPUH3A®

BrimoiiTe pyku nepesl HadyajaoM UCIOIb30BaHMS IIpenapara.

27.01.2025 CDS v2.1 (-1280-s) ctp. 5 us 14


ЛП ГП УТВЕРЖДЕНО


11M-Ne000013-IT1-BY
YTBEPXOEHO

MWHWNCTEPCTBOM 3[IPABOOXPAHEHUA
PECMYBIMKW/ BENIAPYCb

NMPUKA3OMOT 10.04.2025 Ne 425
MOCNEQOBATENBHOCTL 0017

1 2

[lepen mprMeHEHHEM TIIATEIEHO BCTPSIXHUTE.

CHumure konmadok c (iakona. Ilepen mpuMeHEHHEM JIEKApCTBEHHOTO CPENCTBA YAAIHUTE
3alIUTHOE KOJbIIO, €CJIM OHO HE 3aTSIHYTO.

He npuxkacaiitech k KarnenbHHIIE TaJbLIaMU MPU OTKPBITUU UIIH 3aKPBITHH (IaKoHA. DTO MOKET
MHOUIMPOBATH KaTUIH.

Jepxute prakoH KanenbHHUIICH BHU3 MEXKIY OOJBIINM U OCTaTHHBIMU TAJIBIIAMHU.

OTKUHBTE TOJOBY Ha3aj.

[ToTsiHUTE HUYKHEE BEKO BHU3 YHCTHIM MaJIbLIEM, TIOKA HE MOSBUTCS «KapMaH» MEXIY BEKOM U
IJ1a30M, Ky/1a JOJKHA MONacTh Karist (pUCYHOK 1).

[TogHecure koHUMK (hakoHa OnM3Ko K rinazy. BozmoxkHo, Bam Oyzaer nerue caenarb 310 nepen
3epKaJIOM.

He npukacaiitech KamenbHULIEWM K Trja3y, BeKaMm, KOXK€ BOKPYI HHUX WM OKPYKAIOIIUM
MOBEPXHOCTSAM. ITO MOXKET MH(DUIIMPOBATH KAILIH.

AKKypaTHO Ha)XXMHUTE Ha OCHOBaHHME ()IaKOHA, YTOOBI BBIAABUTH OJIHY KaIUTIO Mperapara
CUMBPUH3A® 3a onun pas.

He cxxumaiite ¢iakoH: OH CKOHCTPYHPOBAH TaKUM 00Opa3oM, YTOOBI MSATKOE HakKaTHE Ha JHO
obecreyrnsio Hy>KHbIH A3PPeKT (PUCYHOK 2).

YroObl yMEHBUIMTH KOJMYECTBO JIEKAPCTBEHHOTO Mpernapara, KOTOPOE MOXKET IOonacTh B
CUCTEMHBIH KpOBOTOK IIOCTE€ MPUMEHEHMs TJIa3HBIX Kallelb, 3aKpOiTe Tjla3a M OCTOPOXKHO
HaJaBUTE MaJbIEM Ha YTOJ [J1a3a pSAIOM C HOCOM B TEUEHUE HE MEHEe 2 MUHYT.

Ecau Bbl npuMeHsieTe KanJM JJIs1 000MX I71a3, TOBTOPUTE TY K€ MPOLEAYPY It APYToro riasa.
He Hy»XHO 3aKpbIBaTh U BCTPSIXUBAThH (IIAKOH, MPEXK/IC YeM IMPUMEHSATh KaIlIu JUIsl JPYToro riasa.
[TnoTHO 3aKkpoiiTe IakoH KOJIMAYKOM Cpa3y MOCiie TPUMEHEHHUS.

Ecan Bbl npumeHsieTe Apyrue rja3Hble KAaIlIM, NMOJOXKIUTE HE MEHEE IATH MHUHYT MEXIY

npumenenneM npenapata CUMBPUH3A® u npyrux Kareb.
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Ilepenosuposka npenapara CAMBPUH3A®

Eciu Bbl npuMenun 6oasime npenapatra CUMBPUH3A®, yem ciaenosaio

[Tpomoiite rna3 Temsoi Bomoil. He HaHocuTe OoJibllie Kamenb, MOKAa HE HACTYMUT BpeMs IS
crenyromeid 0OBIYHOM JT03HI.

VY B3poCHbIX, CIAy4YalHO TPHUHSBIIUX BHYTPH JIEKAPCTBEHHBIE IMpenaparhl, CoJiepkKaline
OpUMOHU/MH, BO3HUKAJIO CHIDKEHHE YacTOThl  CEPJEYHBIX COKpAIICHUH, CHIDKEHHE
apTepUaJbHOIO JABJIEHUs, 3a KOTOPBIM MOYET IIOCJIEI0BAaTh IOBBIILIEHUE apTEPHAIBHOIO
JABJICHUs, CEpACYHAs HEAOCTATOYHOCTh, 3aTPYJHEHUE IBIXaHHUS M PACCTPOICTBA CO CTOPOHBI
HEpBHOU cUCTeMBI. Eciiu 3T0 mpon30iiiéT, HeMeJIeHHO 00paTuTech K Bpady.

Coo0manoch 0 Cepbe3HBIX HEKENATENbHBIX PEAKUUAX Yy AETeH, KOTOpBIE CIy4ailHO MPHHSIH
BHYTpb JIEKapCTBEHHbIE IpemapaThl, cojepkauiue OpuMoHuAMH. [Ipu3Haku BKIIOYAIH
COHJIUBOCTb, BSJIOCTh, HU3KYIO TEMIIEpaTypy Teja, 0JIeTHOCTh U 3aTpyIHEHUs nbixaHus. Eciau aTo
MPOU30UIET, HEMEIEHHO 00paTUTECh K Bpayy.

Ecmu Bol cnyuaiino npunsuin BHyTph npenapar CUMBPUH3A®, HemeuieHHO 00paTUTECh K

Bpauy.

Eciu BbI 3206114 puMenuTh npenapat CUMBPUH3A®
IIpuMeHnTe crenyrolyo 103y 10 IUIAHY Ha3HadeHus. He BBoauTe NBOMHYIO 103y Iperapara B
ciTydae MpomycKa BBeIeHUs npernapaTa. He mpumensiiite 6oJiee 0JHOM KaIiv B MOPaKCHHBIN TJ1a3

(wm 06a riaza) aBa pas3a B JICHb.

Eciu BbI ipexpatuTe npumensth npenapat CUMBPUH3A®

He npekpamaiite npumensats npenapatr CUMBPUH3A®, He MpOKOHCYIETHPOBABILKCH CO CBOMM
BpauoM. Ecim Bel mpekparure npumensts npenapar CUMBPUH3A®, BHyTpuria3HOe JaBIeHHE
MOZKCT MMOBBICUTBCS, UTO BIIOCJICACTBHUU MOKCT MPUBCCTU K TOTCPC 3PCHUA.

Ecin y Bac ecTb [ONOIHUTENBHBIE BOIPOCHI II0 IOBOJAY IPUMEHEHUs 3TOrO JIEKapCTBa,

oOpaTuTech K Bpauy.

4. Bo3Mo:KXHBIE HexKelaTeJbHbIe PeaKIuu
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He)KeJlaTeJIbHbIE peaKlliy, OJTHAKO OHU BO3HUKAIOT HE Y BCEX MAIlMEHTOB.

Ecnmu y Bac BO3HHKAOT Kakue-TMOO HEXellaTelNbHBIE PEaKIUU, MPEKPATUTE MPUMEHSITh ITOT
JIEKapCTBEHHBIH MpenapaT U HEMEUICHHO 00paTHTECh 3a MEAUIIMHCKOW TTOMOIIBIO, TTOCKOJIBKY ATO
MO3KET OBITh MPU3HAKOM PEaKIuy Ha JIEKapCTBEHHBIH Npemnapar. YacToTa alliepruueckux peakiui
Hen3BecTHa (HE MOXKET OBITh YCTAHOBJICHA HA OCHOBAHMH MMEIONTUXCS TaHHBIX ).

o BrIipaxkeHHBIE peaKINK CO CTOPOHBI KOXKH, BKIIFOUAs ChIIb, LU TOKPACHEHUE, WK 3Y]1 HA TEJIe

WJIM B IJ1a3ax;

e 3aTpyAHEHHOE JbIXaHUE;

o bonb B rpynu, HepuTMU4HOE cepAlieOneHue.

Hemennenno obOpatutech K Bpady, eciu y Bac pa3BuBaercs BbIpaXeHHas YCTalIOCTh WU
TOJIOBOKPY’KEHHE.

Crnenyrole  HexelaTeNbHbIE peakuuu HAOMIOAANUCh TpU NPUMEHEHMHM Ipernapara
CUMBPUH3A® u apyrux nekapCTBEHHBIX IIPENAPATOB, COAEPKAMIUX TOIBKO OPUH30JaMK/I WU
TOJILKO OPUMOHHIUH.

HekoTtopeie HexenaTelbHbIE PEaKIMd MOTYT HOCUTH CEPbE3HBIH XapakTep, HAmpuMep KOXKHas
ChIIlb, IOKPACHEHHE KOXKH, LIENTYIICHUE KOKH, 00pa3oBaHuE BOJIbIpE Ha ry0ax, rjaa3ax Wil BO
PTY, TUXOpajika WK JIIo00e CoYeTaHue yKazaHHBIX CUMOTOMOB (cuHApoM CtuBeHca-/[>KOHCOHa,
TOKCHYECKUH  AIUACPMAIBHBIA  HEKpoNu3, (yJIbMUHAHTHBI TEMaTUT, arpaHyJIOIHTO3,

anjacTUYecKas aHeMHUsl, a TAK)Ke APYrHe HapyIIEHHs CO CTOPOHBI KPOBH).

Yacrble HekelaTelbHbIe PpeaKuuM (BCTPEYaTes ¢ 4acToToil 10 1 caydas Ha 10 yesioBek)

MecTHBIE HeXKeIaTeIbHbIC PEaKIIMU CO CTOPOHBI OpraHa 3pSHUS: a.H.HepI‘I/I‘IeCKI/Iﬁ KOHBIOHKTHUBUT

(rma3Has ayuieprusi), BOCHaJIeHHME MOBEPXHOCTH TIJa3, 00Jb B IUa3ax, AUCKOMQOPT B IIa3ax,
HEYETKOE 3pEHUE WU IPYTUE 3PUTEIBHBIE PACCTPOUCTBA, IOKPACHEHUE TJ1a3;

CucreMHBIC HEXKEIIATSIbHBIC PECAKIIHHT COHJIMBOCTB, I'OJIOBOKPYKCHHUC, HerI/IHTHHﬁ IIPUBKYC BO

PTY, CyXOCTb BO PTY.

HeuacTble HexesaTelbHble peakuuu (BcTpeyawTcs ¢ 4yacrtoro a0 1 cayyas na 100
YeJI0BeK)

MecTHBIC HEXKEIaTelILHBIC PEaKIUH: MOBPCIKACHUC TOBCPXHOCTU TIJia3 C HOTepefI KJIICTOK,
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MMOpaXCHNH POroBUIELI NI BeKa), CYXOCTH I'J1a3, BBIACJICHUA U3 IJ1a3, CJIC30TCUCHUC, ITIOKPACHECHUC
BCK, HApYIICHHAA HUJIM CHUKCHHAA YYBCTBUTCIILHOCTD IJ1a3, YCTAJIOCTD IJ1a3, CHUKCHUC 3PCHUA,
ABOCHUC B I'Jia3dax, 4aCTUIbI IIpCriapara B Ijia3ax.

CucremMHBIe HEXKEIIATSIbHBIC PEAKIIUM:. CHIKCHHUC ApTCPpHUATIBHOI0 JaBJICHUS, 6oL B rpyau,

HEPETyJIIpHOE CepIeOMCHHe, MEJICHHBIA WM OBICTPBIA CEPIACYHBI PUTM, OIIYIICHHE
cepanebnenus, OECCOHHUIIA, HOUHBIE KOIIMAphl, ACTPECcCHs, o0mIast ciadocTh, TOJOBHAsS 0O0Jb,
TOJIOBOKPYKEHHE, HEPBO3HOCTH, Pa3IpaKUTEIBHOCTh, O0Ilee YYBCTBO HEIOMOTAHUS, TOTEPS
MaMATH, OJBIIIKA, aCTMa, KPOBOTCUCHHE W3 HOCA, CHMIITOMBI IIPOCTY/IbI, CYXOCTh B HOCY WJIH
ropyie, 00Jb B TOpJIe, pa3fpaKeHUE Topiia, Kallellb, HACMOPK, 3aJI0KCHHBIM HOC, YHXaHUE,
MHOEKIHs MPUIATOYHBIX Ma3yX HOCA, OIIYIICHHUE CIABJICHHS B TPYAH, 3BOH B yIIaX, TUCIIETICHS,
METEOpU3M Wi OOJNb B JKMBOTE, TOIIHOTA, IUApes, PBOTa, M3MEHEHHOE OIIyIIEHHWE BO PTY,
BBIpOKCHHBIC  QJUICPIHYCCKHE TIPOSBICHHS HA KOXE, ChIllb, HApYIICHHAs KOXKHAS
9yBCTBHTEIHHOCTD, BBINAJCHUE BOJIOC, OOIIHI 3y, TOBBIIICHHBIA YPOBEHb XJIOpa B KPOBH, WJIH
CHIDKCHHE KOJIMYECTBA SPUTPOIIMTOB B aHATIN3E KPOBHU, 00JIb, 00JIh B CIUHE, MBIIIIEYHAS] OOJTH HITH
cria3M, modevyHasi 60J1b o TUITY OOJIH B MOSICHUIIE, CHIKEHUE JTHOUI0, CeKCYaIbHBIE PACCTPONCTBA

Y MYX4YHH.

Ouenb penkue (MoryT Ha0monaTeest y He Oostee 1 u3 10 000 yestoBek):

MecTHble HexXellaTeabHbIE PEAKIIUU: CYKEHUE 3pauKa.

CucreMHBIe He)KEIATCIbHBIC PEAKIIHH: 06M0p0K, IMOBBIIICHHOC apTEPHUAIILHOC JaBJICHUC.

YacroTa Hen3BeCTHA (He MOKeT ObITh YCTAaHOBJICHA HA OCHOBAHUH UMCIOIIIUXCHA I[aHHbIX)

MecTHEBIC HeKEJIaTSILHBIC PEAKIINHT: YMCHBIICHUC POCTA pCCHUII.

CucremMHBIe HEXKEIIATCIIbHBIC PCAKIIHH: TPEMOpP, CHMIKCHHUEC YYBCTBUTCIBHOCTH, IMOTCPsS BKYCA,

M3MEHEHHU NoKa3arenel (yHKIUYU MeUeHU B aHaJIu3€e KPOBH, OTEK JIUIa, 00JIb B CyCTaBaX, 4acToe
MOYEHCITyCKaHHue, 00JIb B TPYIH, OTEK KOHEUHOCTEH.

KoskHast cbllib, MOKPACHEHUE KOXKH, IIENTyIIEHHE KOXKH, 00pa3oBaHKe BOJABIPEN Ha ry0ax, rinazax
WIK BO PTY, JIUXOpaJKa WIM J000€ coueTaHHe yKa3aHHBIX CUMNTOMOB (cuHApoMm CTuBeHca-
JI>KOHCOHA, TOKCUYECKUH MUACPMATIbHBIN HEKPOJIN3, (DYyJIbMUHAHTHBIN TEMIATUT, arpaHyJIOIUTO3,

anjacTUYecKas aHeMUsl, a TAK)Ke APYrHe HapyIIEHHs CO CTOPOHBI KPOBH).
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Coobuienue o HexcenamenbHbIX PeaKUUAX

Ecnu 'y Bac o3nukaiom kakue-iubo HedxceramenvHvle peakyuu, NPOKOHCYIbMUPYUmecs ¢ 8paioM.
Hannas pexomenoayus pacnpocmpansiemcs Ha 1oovie 03MON4CHbLIE HedxceamenbHble peakyul, 6
MOoM Yucie Ha He nepeyucieHHvle 8 JIUucmke-eKaaoviuie. Bvl makoice mooceme coobuums o
HediCcelamenbHblX peakyusax 6 UH@GOPMAYUOHHYIO 6A3Y OAHHBIX NO HeNCeNamenbHbIM PeaKyusm
(Oelicmeusam) Ha JeKapcmeeHHble npenapamvl, GKI04aAs CooOujeHus o HedpgdexmusHocmu
JIeKapCMBEeHHbIX NPenapamos, blsAGNeHHbIM Ha meppumopuu cocyoapcmea — unena. Coobwas o
HedicelamenbHblX peakyusax, Bvl nomoecaeme nonyuume Oonvuie ceedeHuil o bezonacHocmu

npenapama.

PecnyOauka Bemapycs

VII «lleHTp 3KCnepTH3 U UCTIBITAHUHN B 3APaBOOXPAHCHUN
Anpec: 220037, r. Munck, nep. ToBapuieckuii, 2a
Tenedon: +375 (17) 242-00-29

®axc: +375 (17) 242-00-29

DnektpoHHas mo4ra: repl@rceth.by

Caiit: https://www.rceth.by

Poccuiickas @enepanusa

®denepanpHas cayx0a o Haa30py B chepe 3apaBoOOXpaHEHUS

Anpec: 109012, r. MockBa, CnaBstHCKas Tj101Iaab, a. 4, ctp. 1

Tenedon: +7 800 550-99-03

OnexrponHas noura: pharm@roszdravnadzor.gov.ru

Caitt B MH(POPMAITMOHHO-TEIEKOMMYHHUKAITMOHHOM ceTu «HTEepHET:

https://www.roszdravnadzor.gov.ru

PecnyOauka Kazaxcran

PI'TI na IIXB «HamuoHanbHBIA LEHTP 3KCHIEPTU3BI JEKAPCTBEHHBIX CPEACTB U MEIUIIMHCKHUX
m3aenuit» Kommrera wmeawmuHcKOoro ©  (apMareBTUYECKOro KOHTPOJs MUHHCTEpCTBa

3npaBooxpaneHus: Pecnyonmuku Kazaxcran
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Anpec: 010000, r. Acrana, yn. A.lMmanoBa, 13, 4 sTax
Tenedon: +7 7172 235 135

OnexrponHnas noura: farm@dari.kz, pdlc@dari.kz, vigilance@dari.kz

Caiit: www.ndda.kz

PecnyOinka ApMeHus
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«HAYYHBIA IEHTP SKCITEPTU3bI JJEKAPCTB U MEJUIIMHCKNX TEXHOJIOI'MI

M. AKAJJTEMUKA 5. TABPUEJISTHA»
Anpec: 0051, . Epesan, nip. Komuraca 49/5
Tenedon: (+374 10) 20-05-05, (+374 96) 22-05-05

DnexTpoHHas mouTa: naira@pharm.am; vigilance@pharm.am

Caiit; www.pharm.am

5. Xpanenue npenapara CUMBPUH3A®

5.1. /laTa ucTe4yeHHs CPOKA I'OTHOCTH (CPOKA XPaHEHH)

He ucnonb3oBaTh JaHHOE JEKaPCTBEHHOE CPEACTBO MOCie ucTeueHus: cpoka rogHoctu (EXP),

YKa3aHHOTO Ha ()JIaKOHE U KapTOHHOW yIaKOBKE.

JlaTol nctedyeHus: Cpoka roAHOCTH SIBJISIETCS MOCTEAHUN IEHb YKAa3aHHOTO MecsIa.

5.2. YciioBusi XpaHeHHs
ITpu Temneparype He Bbime 30 °C.

XpaHuTe Ipenapar B HEIOCTYITHOM W HEBUIHOM [Tl IETEH MecCTe.

He npumensiiiTe npemapar mocie UCTeUeHUs CpoKa TOAHOCTH (CPOKa XpaHEHHs ), yKa3aHHOTO Ha

(1akoHe U Ha KAPTOHHOW MayKe MOCIE «TOJIEH JI0».

JlaToi ncreueHus: Cpoka rOAHOCTH SIBJISIETCS MOCIEAHUN IEHb MeCALlA, YKa3aHHOTIO HA YIIAKOBKE.

JlaHHBIN JIeKapCTBEHHBIN MpemnapaT He TpeOyeT KaKuX-JTH00 CIeluaIbHbIX YCIOBUM XpaHEHUSI.

BriOpocure ¢Qurakon yepe3 28 gHEH TOCie TEPBOTO OTKPBITHUS, YTOOBI TPEIOTBPATHUTh

MHOUIMPOBAHUE, U IPUMEHSINUTE HOBBIN (pI1akoH. 3alHUIIUTE AaTy OTKPHITHS Ha KAPTOHHOI Mayke

B YKa3aHHOM MCCTC.

He BreiOpaceiBaiiTe (HE BBUIMBATE) MpernapaThl B KaHAIHM3AIUIO (BOJOMPOBOMA). YTOYHHUTE Y

pabOTHHKA anTeKH, Kak W30aBUTHCSA OT MPEMapaToB, KOTOPHIE OOJbINE HE MOTPEOYIOTCS. DTH
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6. Copepxumoe ymakoBKH M IIPOYHe CBeICHUS
6.1. ITo1HOe MepeunciieHue 1eliCTBYIOIMX BellleCTB M BCIIOMOraTe/IbHbIX BellecTB
1 MJ1 mpenapara coep:Kur:

JeticTByromnue BenectBa: Opunzonamua — 10.0 mr, OpumonuarHa TapTpar — 2.0 M.

BcnomorarenbHble BemiectBa: kapoomep (974P), HaTpust XJI0pHA, MAaHHUTON, TPOIUIICHITIMKOII,

TUJIOKCAIOJI, KUCI0Ta OopHasi, 6eH3zankoHus xjaopun 50% pactBop®, HaTpus TUAPOKCUT W/UITU
KHCJIOTa XJIOPUCTOBOIOPOIHAS JUIs toBeaeHus pH, Bozia ounmennas 1o 1 M.
*(cm. Pasmen 2.8 «Homenuwe koHTakTHBIX JMH3 — mnpenapar CUMBPUH3A® copepxur

OCH3AJIKOHUS XJIOPUITY).

6.2. JlekapcTBeHHas (opma, XapakTep M COJep:KMMOe NEePBHYHOH YNAKOBKH IO Macce,
00beMy MJIM eIHHHLAM J03UPOBAHUSA

Kak seirasiaut npenapatr CAMBPUH3A®
Kannu rnazuele.

[Ipenapat npeacraBiseT OO0 OJHOPOAHYIO CYCIICH3HIO OEJIOT0 WM MOYTH OENIoro 1BeTa.

5 Mn BO (rakoH-KamenbHUIly O€loro InBera W3 TOJIMITHIIEHA HU3KOH IUIOTHOCTH C
HOJIUIPONUICHOBBIM HABUHYUBAIOIIMMCS KOJIIAYKOM O€JIoro 1BETa.

ITo 1 ¢pnakoHy BMecTE ¢ TMCTKOM-BKJIAJBIIIEM B KAPTOHHYIO MAUKY.

JlommyckaeTcsi Hamu4re KOHTPOJIS IEPBOTO BCKPBITUS HA KAPTOHHOW MayKe.

6.3. HammeHoBaHme u ajapec JepskaTejsi PerMcTPANMOHHOIO YIOCTOBepPeHHMA W
NPON3BOMUTEIS, OTBETCTBEHHOI0 32 BHINYCKAIOIIUI KOHTPOJIb Ka4ecTBa

Jlep:kaTe/ib perncTPAlHOHHOIO YI0CTOBEPEHHUS
Hosaptuc ®@apma Al', Jluxtmtpacce 35, baszens, [IBeiuapust /

Novartis Pharma AG, Lichtstrasse 35, CH-4056 Basel, Switzerland

IIpousBoanTe b, 0TBETCTBEHHBbIH 32 BLINYCKAIOUIUI KOHTPOJIb Ka4yecTBAa:
Hosaptuc Maubsrodexuypunr HB, Peiikcser 14, 2870 [lyypc-Cunt-Amanac, bensrus/
Novartis Manufacturing NV, Rijksweg 14, 2870 Puurs-Sint-Amands, Belgium

27.01.2025 CDS v2.1 (-1280-s) ctp. 12 us 14


ЛП ГП УТВЕРЖДЕНО


11M-Ne000013-IT1-BY
YTBEPXOEHO

MWHWNCTEPCTBOM 3[IPABOOXPAHEHUA
PECMYBIMKW/ BENIAPYCb

NMPUKA3OMOT 10.04.2025 Ne 425
MOCNEQOBATENBHOCTL 0017

6.4. 3a mo06oit nHopmarel o mpenapare ciaeayeT o0pamarbes K JIOKATBHOMY MPECTaBUTEITIO
JepKaTels PETUCTPALMOHHOTO YAOCTOBEPEHUSI:

PecniyOiuka Bemapycen:

[TpencraButensctBo AO «Novartis Pharma Services AG» (Ilseitmapckas Kondenepamus) B
Pecny6nuke benapych

Anpec: 220069, r. Munck, ip-T J[3epKuHCKOTO, 5, oM. 3, oduc 3—1

Tenedon: +375 (17) 360 03 65

OnektpoHHas moura: drugsafety.cis@novartis.com

Poccuiickas Penepanus:

00O «HoBaptuc ®apmar»

Anpec: 125315, r. MockBa, JIeHMHTpaaCKuil pocnekT, a. 70
Tenedon: +7 495 967 12 70

daxc: +7 495 967 12 68

OnexrponHas noura: drug.safety russia@novartis.com

Pecnyonuka Kasaxcran:

@unmnan Komnanun «HoBaptuc ®apma Cepsucaz AI» B Pecriybnuke Kazaxcran
Anpec: 050022, r. Anmatsl, yi. Kypmanrassl, 95
Tenedon: +7 727 258 24 47

OnektpoHHas nmoura: drugsafety.cis@novartis.com

PecniyOnuka ApMeHus:

000 «ACTEPHUA»

Anpec: 0051 r. Epesan, yn. Haupu 3apsn, 72/3
Tenedon: +37411519070.

OnexrponHas noyra: drugsafety.cis@novartis.com

6.5. laHHBIH JIMCTOK-BKJIAABIII MTEPeCMOTPEH
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[ToapoGHBIE cBeeHMs O TIpenapare cojepskarcs Ha BeO-caiite Coro3a http://eec.eaeunion.org/
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