COOTBETCTEBYET ZKCNEPTHOMY OTUYETY
ot 05.11.2025 N= 27570

(MOCNEOOBATENEHOCTE 0052)

JIucToK-BKJIAABIII - UHGOPMALUS IS MAIlHEHTA
CuemMoOsukc, 20 Mr TadJ1eTKH, MOKPBHITHIE MJIEHOYHOH 0007104KO0M
CuemoOimnkc, 40 Mr Tad/eTKku, NOKPbITHIE VICHOYHOH 000J104K0i
JleiicTBytOIIIEE BEMIECTBO: aCIIUMIHHIO

V Jlexapcmeennuwiii npenapam noonedxdcum OONOIHUMENbHOMY MOHUMOPUHSY, KOMOpPbLl
cnocobcmeyem ObICMPOMY BbIAGIEHUIO HOBbIX C8edeHull o bezonacHocmu. Buvl mooiceme
nOMOUb, CO0OWAs UHDOPMAYUIO O THOOBIX HEHCENAMENbHBIX PeAKYUsX, KOMOopble 603HUKIU 8
nepuoo NpumMeHeHus JeKApCMEeHHOo20 Npenapama (8 mom uucie u O CIYYasx e2o
Heagpexmusnocmu). Cnocod coooweHus 0 HeHCelamelbHbIX PeaKyusx onucan 8 pasoeine 4

AUCMKA-6KAA0bIUUA.

Ilepen npuemom mpenapara MOJHOCTHIO MPOYUTANTE JIMCTOK-BKJIAAbINI, TOCKOJIbKY B
HEM cojiep:KaTcs BaxkHble Ui Bac cBenenus!

e CoxpaHuTe JUCTOK-BKIaAbIII. Bo3moxHo, Bam moTpebyeTcs mpodnTaTh €ro emie pas.

e Ecmu y Bac BO3HUKIM JONOJHUTENBHBIE BOIMPOCH], OOpAaTUTECh K JieHalleMy Bpauy,
pabOTHUKY anTeKH U MEIUIIMHCKOM cecTpe.

e [lIpenapar nHaznauen mMeHHo Bam. He mepenaBaiite ero npyrum monsMm. OH MOXET
HABPEIUTh UM, 1aXKE €CIIU CUMIITOMBI WX 3a00JIeBaHUsI COBMAAAIOT ¢ Bammmu.

e Ecnu y Bac Bo3HUKIM Kakue-TuOO HEXeNaTeNlbHble peaklud, OOpaTUTECh K JiealieMmy
Bpauy, paOOTHUKY anTeKd WIM MEIUIMHCKOM cectpe. JlaHHas peKOMeHJalus
pacripocTpaHsieTcs Ha JtoOble BO3MOXHBIE HEXKeJaTelbHbIE PEaKLUH, B TOM 4YHUCIE HE

MNEPCUYUCIICHHBIC B pa3aciic 4 JIUCTKa-BKJIaAbIllIaA.

COJAEPKXAHUE JINCTKA-BKJIAIBIIIIA
Yro u3 cebds mpeacrasiuset npenapat CueMOIUKC, U A7 Yero ero NpuMeHsIoT
O gem crenyeT 3HATh Tiepea npueMoM mpenapara CreMOInKe
[Ipuem npenaparta CremMOInKC

1
2
3
4. B03MOXHBIE HEKENATEIbHBIE PEAKIIUU
5. Xpanenue npenapara CremMOIMKC

6

CozepKUMOe yITaKOBKHU U MTPOYHE CBEICHUS
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1. Yro u3 cedst mpeacrasisier npenapat CueMOJUKC U IJI51 4Yero ero NpuMeHsII0T
[Ipemapar CueMOJHMKC COACPXKHUT JACUCTBYIOIIEE BEIIECTBO: ACHMMHHHUO, KOTOpOE
MIPUHAJICKUT K TPYTIE MPEnapaToB, HA3bIBAEMBIX HHTHOUTOPAMH MPOTCUHKUHA3HI.
IMoka3aHusi K NPUMeHEHH IO

[Ipenapat CueMOIMKC UCHOMB3YIOT Ui JIGYEHHs B3POCIBIX MAI[MEHTOB B BO3pacTe crapiie
18 1eT ¢ XpOHWYECKUM MHEJIOUIHBIM JICHKO30M, TMOJIOKHUTEIBHBIM 10 (uiaaenbGuiickoi
xpomocome (Ph+ XMJI) B xporudeckoit paze (XD), koTopsie:

e Panee nmonmyuanu npenapaThl CXOXKET0 THUITA, HA3bIBAEMbIE MHTHOUTOPAMH TUPO3UHKHUHA3EI
e lImeroT BO3HUKIIIEE ONPEECICHHOE TeHETHUYECKOEe U3MEHEHUE (MYTAIMIO) 10J] Ha3BaHUEM
T315L

Ph + XMJI — at0 THII paka KpoBu (JIeliko3a), IPU KOTOPOM B OpPraHU3ME BBIPAOATHIBACTCS
CJIMIIKOM OOJIBIIIOE KOJIMYECTBO MATOJIOTHYECKHX JIeHKouToB. XD — nepBas ¢aza 3Toro Tumna
paka KpOoBH.

Kak neiictByer npenapar Cuemo0/1uKe

[Ipenapar CuemOinukc Onoxupyer neiictBue Oenka (BCR::ABL1) B maronormyeckux
JEHKOIMTAX M OCTAaHABJIUBAET UX JIEJICHUE U POCT.

Ecnu y Bac ecth Bonpocs! 110 MOBOJy TOT0, Kak paboTaet npenapat CrieMOIUKC UITH TOYeMY

Bawm ero HazHaumiu, oOpaTturech K jeyalieMy Bpauy.

2. O 4em ciaeayer 3HATH nepea npueMoM npenapara CuemoukKce
IIporuBoONOKa3aHUA

He npunnmaiite npemapar CiieMOJIHKC:

ecin y Bac amreprus Ha acuuMuHuO win J1r00ble  Jpyrue KOMIIOHEHTHI Iperapara
(mepeuncieHHbIe B pa3jiesne 6 TUCTKa-BKIIAbIIIA).

Oco0ble yka3aHusi H MepbI IPEAOCTOPOKHOCTH

Ilepen mpuemom npenapara CreMOIMKC MPOKOHCYIBTUPYHTECH C JICUAIIUM BPayoM.

Ecim uro-1u00 M3 HMKenepeuucieHHOro Kk Bam mnpuMeHumo, coodumurte cBoemy
Jieyalemy Bpauy, npeskjie 4eM HAYaTh NpUHUMATH npenapat Cuem0aukc:

e HaJW4YMe B HACTOSAIIEE BpEMsI HIIU KOTJa-T1M00 paHee BOCMATIEHUS OHKETYI0YHOM jKeJe3bl
(maHkpeaTuTa);

e HaJM4Me B HACTOsAIIEE BPeMs WM KOrAa-1u0o paHee 3a00JeBaHMs WM HAPYILICHHUS] pUTMa
cepAlla, TaKue Kak HEeperyJsipHOe cepAlleOMeHne WM W3MEHEHHE 3JIeKTPUYECKOro CHrHala

10J1 Ha3BaHUEM «yuHeHue unrepsaia QT» Ha sanekrpokapaunorpamme (OKI);



COOTBETCTEBYET ZKCNEPTHOMY OTUYETY
ot 05.11.2025 N= 27570

(MOCNEOOBATENEHOCTE 0052)

e Brl npuHuMaeTe unm cobupaeTech MPUHUMATH MPENapaTbl, KOTOPbIE MOTYT OKa3bIBaTh
HeKeJlaTeJIbHOE BIIMSHUE Ha paboTy cepaua (KeIyA0YKoBas TaXUKapAus TUIIA KITUPYIT») (CM.
«pyrue npenapatsl u npenapatr CrieMOIHKC»);

e y Bac Hu3kuii ypoBeHb Kayius WIM MarHus (TMIIOKAJIMEMHS WM THUIIOMarHueMHs) B
aHaJlu3e KpOBU;

® HaJMYMe B HACTOSIIEE BPEeMs WM KOTAa-T00 paHee MH(EKINH, BbI3HIBAEMON BUPYCOM
renatuta B. DTO cBA3aHO ¢ TeMm, 4TO BO BpeMs JieueHus npenaparom CuemOnHuKC BUPYC
renatuta B MoxeT cHOBa cTaTh akTUBHBIM. llepen HauajaoM JedeHUs Bpad TIIATEIBHO
oOcnenyet Bac Ha npenMeT HaMMYUs 3TOW UH(EKIHH.

Ecau Bo Bpems jedyeHus npenaparoMm Cuemo0umnkce y Bac nosBaTcs kakue-am00 U3 3THX
CUMIITOMOB, HeMe/IJIEHHO COO0IIUTEe CBOEMY JiedalleMy Bpa4dy, paloTHHKY anTeKd WIH
MeIUIMHCKOM cecTpe:

e c11ab0OCTh, CIIOHTAHHOE KPOBOTEUYEHUE WIIM KPOBOIOJITEKH U YacThle HH()EKINU C TAKUMHU
MIPOSIBJIICHUSIMH, KaK JINXOPaJKa, 03H00, O0JIb B TOpJIE WK S3BBI BO PTY (MPU3HAKH CHUKCHUS
aKTUBHOCTH KOCTHOTO MoO3ra (MHEIOCYNPECCHH), KOIJa YMEHbBIIAETCS KOJIMYECTBO
JIEHKOIMTOB, PUTPOLUTOB U TPOMOOLIUTOB);

e [IOBBIIICHUE B aHaIM3€ KPOBH YPOBHS ()EPMEHTOB IOJ HA3BAaHUEM JIMIIa3a M amuiiaza
(mpu3HAaKM  TOBPEXKIEHUS  MOJDKEIyJAOYHOM  JKeNe3bl, TOKCHYEeCKOoe JeHCTBHE Ha
MOKEITYA0UHYIO KENe3y);

e 3a0oJieBaHME WM HapyILIEHUE pUTMa CepJIlla, TAKOE KaK HEPEryJsipHOE cepaleOueHne nin
M3MEHEHHUE AIEKTPUYECKOr0 CUTHAJIA 10J] Ha3BaHueM yuinHeHue untepsana QT;

® HU3KWAH YPOBEHb KaIHs WIM MarHus (TUIOKATUEMHUs WIM THIIOMAarHUEMHs) B aHAJH3e
KpPOBH;

e [IpHMEM IMpernapaTroB, KOTOpPbIE MOTYT OKa3bIBaTh HEXKeJaTeJbHOE BIHMSHHE Ha padoTy
cepana (CKemyJI04YKoBas TaXWKapAHs TUIA «UPYIT») (CM. pasznen «lpyrue mpenaparsl u
npemnapat CuemMOInKe»);

e TO0JIOBHas 060Jb, TOJIOBOKPYXKEHHE, 00JIb B IPYAM MM OABIINIKA (MIPU3HAKU MOBBIIIEHHOTO
apTepHalbHOTO JaBIeHUS (apTepuanbHasi TUTIEPTOHUS)).

Hao0mnaronenne Bo Bpems Tepanuu npenaparom Cuemo0ankc

Bpau Oyner perymnspHO KOHTponmpoBaTh Bare cocrosiHue, 94ToObI YOGIUTHCS B TOM, YTO
JedeHre o0ecreunBaeT xKenaeMblil 3pPexT.

Bo Bpems neuenus Bam OynyT peryispHO BBIIOJIHATH 0OCIIEAOBAaHMS, B TOM YHCIIE aHATU3bI

KpOBH. Ot O6CJ'ICI[OB3.HI/I$I TO3BOJIAT KOHTPOJIHUPOBATH:
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. KOJIMYECTBO KJIETOK KPOBH (JICHKOIUTOB, YPUTPOITUTOB U TPOMOOITMTOB)
J ypoBHU ()EPMEHTOB MOJIKETYTOUHOM JKeJe3bl (aMUIa3bl U JIUIA3hl)

. YPOBHH 3JICKTPOJIUTOB (KaJvsl, MarHus)

. 4acToTy cepaeuHbix cokpaienuii (OKI') u aprepuanbHoe 1aBieHue.

Ecnu y Bac BO3HMKHYT Kakue-1u00 BOIPOCH O TOM, Kak jeicTByeT npemnapat CuemOImKc,
WIN O TOM, ToueMy Bam ero Ha3zHaumiu, oopamaiTech K CBoeMy Bpauy.

JeTn u moapoCTKH

[Ipenapar CuemMOIUKC HENb3s MCIOIB30BAaTh Y JIeTEH U MOJPOCTKOB B Bo3pacte 110 18 mer.
HewusBectHo, Hackonbpko mpemnapar CuemOmukc Oe3omaceH M A(PQEKTHBEH y OeTed WM

HOAPOCTKOB.

JApyrue npenaparsi 4 npenapat Cuem01uKce

CoobmuTe cBOEMY JieHalieMy Bpady MM pabOTHHKY anTeKH O TOM, 4To Bel mpuHHMaeTe,

HE/IaBHO NMPHUHUMAIIN WM MOXETE HauaTh IPUHUMATh KaKHe-Ti00 qpyTue mpemnaparsl:

® KJApUTPOMULMH, TEIUTPOMHUIMH WM TPOJICAHIAOMULUH (JUIs JieueHUs] OaKTepuaibHbIX
UHQEKIH);

® UTPAKOHA30J], KETOKOHA30J UJIM BOPUKOHA30J1 (JUIs JIeUCHHsI IPUOKOBBIX HH(PEKIIHA);

® DPUTOHABUP, WHIMHABHUD, HEI(PUHABUD WJIM CAKBUHABUDP (U1 JICUEHUS WHQEKIHH,

BBI3BAHHOI BUpYyCOM UMMYHOepuuTa yenoseka (BUY));

e kapbOamaszenuH, peHobapOuTan win GEHUTOUH (AJIs JI€UEHUS CYJJOPOKHBIX IPUITAIKOB);

e andeHTaHWI UIu (peHTaHmI (A1 KyUpOBaHUsI OO WM B KAUECTBE CEIaTUBHBIX CPEICTB

710 WJTA BO BPEeMsI METUIIMHCKUX WIIM XUPYPTHUECKUX MTPOIIETYP);

® JIMTHAPOIPTOTAMHH WM DPTOTAMHUH (IS JICUSHHSI MUTPEHH WA JEMEHITHH);

® JIEKaPCTBEHHBIC MpEIapaThl, KOTOPHIE MOTYT OKa3bIBaTh HEKENIATEIIbHOE BIUSHHE HA

ANEKTPUYECKYI0 aKTUBHOCTD CepAlla (KEIyA0UKOBas TaXUKapAUs TUIIA «ITUPYIT»), TAKHE KaK

Oenpuawi, XJIOPOXHMH, KIAPUTHUPOMHIMH, Tano(aHTpUH, TaJoONepuos, METaJOoH,

MOKCH(DIIOKCALIUH MITH TUMO3HL;

® JIEKapCTBEHHBIE NpenapaThl, MCIOJb3yeMble Ul CHIKEHHS CIOCOOHOCTH KpOBU K

CBEpPTHIBAHUIO, HAIIPUMEp BappapuH UIU 1abUraTpas;

® JIEKaPCTBEHHBIC Mperaparbl, NpPUMEHSEMble JUIs JICYEHUS TSDKEIOro BOCHAICHUS

KHUIIEYHUKA WIH TSHKEIOT0 PEeBMATHUYECKOT0 MM OOJIE3HEHHOE BOCIIAIIEHUS CyCTAaBOB, TaKHe

KaxKk cyan)acanamH HUIN KOJXHUIINH,
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e JIeKapCTBEHHBIE MTperapaThl, IPUMEHSIEMbIE [T JICUEHUS paKa, TAKEIO0ro peBMaTHYECKOTO
BOCHAJICHUsI CyCTaBOB WJIM [ICOpHA3a, TaKUe KaK METOTPEKCaT;

® JICKapCTBEHHBIE MpENapaThl, IPUMEHSIEMbIE I CHUKEHHS YPOBHS XOJIECTEpUHA B KPOBH,
TaKHe KaK MpaBacTaTHUH, aTOPBACTATUH, IUTABACTATHUH, PO3yBAaCTaTUH WJIK CUMBACTATHH;

e JICKapCTBEHHBIE Ipenaparhl, MPUMEHSEMbIC [UIs JICYEHHS BBICOKOIO apTepHaIbHOTO
JaBJICHUA U APYTUX 3a00JIeBaHMi cep/lia, HalpuMep TUTOKCHH;

e 3Bepo0OH TPOIBIPSABICHHBIA (TakKe W3BECTHBIM Kak Hypericum perforatum) —
PacCTUTENBHOE JIEKAPCTBEHHOE CPEICTBO, UCIIOJIBb3YyEeMOE Ui JICYEHHS JENPECCUH U JIPYTuX
MaTOJOTUYECKUX COCTOSHHIMA.

Ecnu He yBepeHbI, OTHOCHUTCS JIM MIPUMEHsIeMoe Bamu JiekapCTBEHHOE CPEICTBO K OHOMY W3
MIEPEYNCIICHHBIX BhIIIE, CIPOCUTE CBOET0 Bpaua min (apmalieBTa.

Ecnu Ber yxe npunumaere mpenapat CuemOnukc v Bam HazHauymim kakoe-nnbo HOBOE
JIEKapCTBCHHOE CpPEJICTBO BO BpeMs JedeHus mnpenaparom CremOimkce, Bam crienyer

coo0mMTH 00 3TOM CBOEMY Bpady.

IIpuem npenapara CueMOJIUKC ¢ MUIIEH
He cnenyer npunumats npenapat CuemOnukc ¢ numieid. [Ipunumaiite npenapar CriemOauke
10 MEHBIIEH Mepe uepes 2 yaca mociie uwiu 3a 1 yac 10 eapl. JJonosHUTeNbHYI0 HHPOPMALIUIO

cmM. B pazzene 3 «Korga cinenyer npuHuMaTh penapat CreMOInKe.

BepeMeHHOCTB U rpyiHOEe BCKAPMJIMBAHHE

Ecnu Bbl 6epemMeHHBI WM KOPMUTE TPy/Ibl0, TyMaeTe, uTo 3a0epeMeHeNu, Wil IUIaHupyeTe
OepeMeHHOCTh, NIepe]l HayaJloM MPUMEHEHUs Ipernapara MPOKOHCYIbTUPYUTECH C Jedalium
BpauoOM WJIM PAOOTHUKOM alTEKH.

Bam Bpau oOcymut ¢ Bamu moTeHIManbHBI PHCK, CBSI3aHHBI C NPHEMOM IpenapaTa
CueM6uKc Bo BpeMsi 0€peMEHHOCTH WM TPYIHOT0 BCKapMJIMBaHUS.

HeussectHo, mnponukaer mu mpenapar CreMmOIMKC B TIpyJHOE MOJOKO. I'pyaHoe
BCKapMJIUBaHHE HE PEKOMEHAYETCs BO BpeMms JieueHus npenaparoM CreMOIMKC U B TeUEHHE
10 MEHbIIEN Mepe 3 JHEN 1ocie mprueMa MoCIeaHEN JO3bl.

Crnoco0HbIe K 1eTOPOKACHUIO KeHIIMHbI

[Ipenapat CuemMOnMKc MOKeT HaBpeaUTh BameMy emie He poauBiieMycs pedeHky. Eciu Bor

SBIISICTECH KEHIIMHON IETOPOAHOTO BO3pacTa, Bai Bpau npoBeput, OepeMeHHbI 11 Bbl, 1 ipu
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HEOOXOIMMOCTH MPOBEJET TECT Ha OEPEMEHHOCTD, MPEXKIC YeM HAYaTh TEPAITHUIO TIPETIapaToM
CuemOHKC.

Ecnmu Bel Moxere 3abepemeners, Bam cnemyer ucnonb3oBaTh 3(Q(GEKTUBHBIC METOIbI
KOHTPAIICTIIIUY BO BpeMsl JiedeHusl mpenaparoM CIeMOIMKC U B TEYCHUE IO MEHbIIIEH Mepe 3
THEH mocie npueMa mocieaHe 03el. 00 3¢h(dexkTHBHBIX MeToAax KOHTpaleniuu Bam
clieIyeT CIIPOCUTh Bpaya.

Ecnu nocne navana neuenus npenaparom Crem6Onuke Bel 3a0epeMeHeny wim gyMaere, 4To

OepeMeHHBI, HEeMEJIEHHO cOO0IMTe 00 3TOM CBOEMY Bpady.

YnpasiieHue TPAaHCIOPTHHIMHU CPeCTBAMH M padoTa ¢ MeXaHU3MaMHu

[Ipenapar CuemMOnuKC HE OKa3bIBAET HUKAKOTO BIUSHUS WA OKA3bIBACT HE3HAUYUTEIHHOE
BIIMSHHE HAa CIOCOOHOCTH YIPaBJSATh aBTOMOOWJIeM M MexaHudmamu. OjHako, ecinu Bbl
WCIBITHIBAETE TOJOBOKPYKEHHE, YCTAlOCTh WIM JApyrue HexenareiabHble 3()QeKTsl,
MOTEHIIUAJIbHO BIIMAIONIME HA CHOCOOHOCTh O€30MacHO YMPAaBISAThH ABTOMOOWIEM WIU
MOJIb30BaThCA MEXaHU3MaMH, TO BaMm pekoMeH1yeTcst BO3AepKAThCS OT 3THX ACUCTBUH JI0 TEX

0P, TIOKa HeXKeNaTeIbHbIe 3PPEKThI COXPAHSIIOTCS.

IIpenapar CuemM0/JIHMKC COAEPKUT JTAKTO3Y
Ecnu y Bac HemepeHOCMMOCTh HEKOTOPBIX caxapoB, OOpaTUTECh K JieyallleMy Bpauy mepes

IMPpHUEMOM JAaHHOI'O JICKAPCTBCHHOTI'O ITpCriapara.

3. Ilpuem npenapara Cuemo0aukc

Bcerna npunumaiite npenapar B OJIHOM COOTBETCTBUU C PEKOMEHAAIMSIMU JIEUaIllero Bpaya.
[Ipy nosiBnEHNM COMHEHUI TOCOBETYHUTECH C JIEYAIIUM BPadOM.

He cnenyer npeBblath peKOMEH/I0BAaHHYIO BPauyoM J103Y.

Pexomenayemas 103a

Bpau ckaxer Bam, kakoe MMEHHO KOJIMYECTBO TabieTok mpemnapara CuemMOIMKC M Kak
HEO0OXOIMMO MPUHUMATb.

B 3aBucumoctu ot Bamiero orBera Ha Tepamuio mpemnaparoM CremOIMKC, Bpad MOMXKET
MOMPOCHUTh Bac mepeliTy Ha OoJiee HU3KYIO 103y WJIM BPEMEHHO HIIU MOJIHOCTBIO IPEKPATUTh
JICYECHHUE.

IMoxuibie nauneHThI (B Bo3pacrte 65 jieT nim crapiie)

Ecnu Bam 65 ner unu 6osee Bbl MoxeTe ncmonb3oBath npemnapaTt CiieMOIUKC B TOH e 103¢€,

4TO U ApYTHUC B3POCIIBIC.
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Ecaun Bol npunumaerte npenapat Cuem0JuKce B 0011eil cyrouHoi no3e 80 mr

O6mast cyrounas mosa mpemapara CreMmOnuke oObdHO cocTtaBisier 80 mr (2 TabneTku
npenapara Cuem6nuke 1o 40 mMr B ieHb). Bbl MOXeTe MpUHUMATh CYTOUHYIO J103Y:

® OJUH pa3 B JICHb: NPUHUMaNTE 2 TaOJIETKH MPUMEPHO B OJTHO M TO K€ BPEMs KaXK/IbIi IEHb
nim

e JIBa pasa B JICHb: MpUHUMaKTE Mo 1 TabieTke mpuMepHO uepe3 12 yacos.

Ecian Bbl npuaumaere npenapat Cuemoiaukce B 103e 200 Mr 1Ba pa3za B CyTKH

Cyrounas no3a mnpenapara CremOnuke o0bldHO cocrtaBisger 200 Mr B Buae S TableTok
npenapara CrueMmOiuke mo 40 Mr, MpUHUMAEeMbIX JIBa pa3a B JICHb MPUMEPHO C 12-9acoBBIM
uHTepBasioM (Bcero 10 TabieTok B J1€HB).

BbI HEe TOHKHBI I3MEHATH 103y WM Tpaduk npuema npernapara CreMOimke, He 00CYAHB 3TO
C BpayoM 3apaHee.

Koraa caenyer npuanmarts npenapat CueMOJankc

E>xenneBHblIil npuem npenapata CueMOIMKC B OJTHO U TO K€ BpeMsl 03BOJUT Bam He 3a0bITh,
KOI'/la CllelyeT IPpUHUMATh Ipenapar.

[Tpunumaiite npenapat CuemOIuKC:

® [0 MEHbIIIEH Mepe uepe3 2 yaca Mocie efbl;

® WJIM HE MEHee ueM 3a | yac 110 e/Ibl.

Kak npunumats npenapat Cuemo0auke

Tabnetku CueMOIMKC caeayeT MporiaTekiBaTh HeTuKoM. Henmb3st pa3inamblBaTh, pa3iaBIuBaTh
WJIH JKeBaTh TabneTku npenapara CueMOIuKc.

IIpoaonxuTeIbHOCTH TEPANIMU

[Tponomxkaiite npuHumMath npemnapat CiieMOIUKC Tak 10JIT0, Kak peKOMeH10Baj Bai Bpad.
OTO JOATOCPOYHOE JIEYeHHE, KOTOPOEe MOXKET JIUThCA MecsllaMyd WM rojamu. Bpau Oyzaer
peryysipHO KOHTpoJiupoBaTh Bamie cocrostHue, 4TtoObl yOeaMThCS B TOM, 4YTO JICUEHHUE
oOecrnieunBaeT xenaeMblil 3 PexT.

Ecim y Bac BO3HHMKHYT BOINpOCBI O JUIMTEIBHOCTM IIpHE€Ma JTOr0 Iperapara,
IIPOKOHCYJIBTUPYHTECH C JICHALTUM BPAauOM.

Ecan Bol npunsiiim npenapara Cuemo0ukce 00/1b11e, 4eM CJIeJ0BaJI0

Eciu Bel npussiin Oonbiie npenapata CremMOIuKe, YeM cleloBajo, WM €CIH KTO-TO
cly4aiiHO mpuHsu1 Bam mpemnapaT, HeMeajaeHHO oOpaTUTech K Bpady MU B OOJIBHUILY IS
MOJIy4eHUs KOHCyJdbTamuu. llokaxkuTe uM ymakoBky mpemapata CremOmuke. Moxer

HOTpC6OBaTLC$I MCIUKaAMCHTO3HOC JICUCHUC.
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Ecau Bol 3206111 npuHATH npenapat Cuemo0Jauke

Ecau Bol npunumaeme npenapam Cuyemo1ukc oOuH pas é cymku

Ecnu mpuem 10361 nporyiieH MeHee yeM Ha 12 yacoB, mpumuTe 103y npenapara CremOmmKc,
KaK TOJIbKO BCIIOMHUTE. 3aT€M IIPUMUTE CIEAYIOUIYIO 103y B OOBIYHOE BPEMS.

Ecnu npuem no3sl nponyuieH 6osee yem Ha 12 yacoB, He IPUHUMANWTE MPOIYIICHHYIO J103Y.
3areM MpUMUTE CIEAYIOLIYIO 103y B 00bIuHOE BpeMs. He mpuHuMaiite ABOIHYIO 03y 3a pas,
94TOOBI KOMIIEHCUPOBATH MPOITYIIEHHYIO /103y .

Ecnu Bot npunumaeme npenapam Cyemobaukc 06a paza é cymku

Ecnu npuem 103b1 npomyiieH MeHee 4eM Ha 6 yacoB, IpuUMHTE 103y npenapara CuemMOIuKe,
KaK TOJIBKO BCIIOMHUTE. 3aTeM MPUMUTE CIECAYIOLIYIO 103y B OOBIYHOE BpEMSI.

Ecnu mpuem 10361 portynier 6ojee 4yeM Ha 6 4acoB, HE IPUHUMANTE MPOIYIIEHHYIO J03Y.
3areM MpUMHUTE CISAYIONIYIO 103y B 00bIYHOE BpeMs. He mpuHUMaiiTe IBOWHYIO 103y 3a pas,
YTOOBI KOMIIEHCUPOBATH MPOMYIIEHHYIO 103Y.

Ecau Bl npekpaTnim npuem npenapara Cuemo0ankc

He mnpekpamaiite npuem mnpenapata CuemOIMKC 10 TeX Mmop, Mmoka Bam Bpad He
nopekoMenayer Bam caenats 370.

HpI/I HaJIMYXUKU BOIIPOCOB 11O IIPUMCHCHHIO IIpCIiapaTa O6paTI/ITeCB K JieHyaluemMy Bpaydy.

4. Bo3MoKHbIE HeKeJIaTeIbHble peaKkiuu
[TonobHO BceM nekapcTBEHHBIM cpeacTBam mpenapar CreMOJMKC MOXKET BbI3bIBATh
He)XeJaTelbHble PEaKIM1, OJJHAKO OHU BO3HHMKAIOT HE Y BCEX.
HexoTopble HexkenaTeIbHbIe PEAKIUH MOTYT ObITh Cepbe3HbIMH
B cirydyae BO3HMKHOBEHUS CEphe3HON HEKENATENBHOMN PEakIiy CIeIyeT NPeKPaTuTh NpueM
npenapara u HeMe/JAJeHHO 00PaTUThCA K Bpayvy.
OueHb yacTo — mocym 6osHukame bonee uem y 1 uenosexa uz 10
e CaMOnpou3BOJBHOE KPOBOTEUEHHE WM KpPOBOIMOJATEKH (IPOSIBIEHUS HU3KOIO
KOJINYECTBA TPOMOOLIMTOB, TPOMOOLIUTOIIEHUH)
e Jluxopanka, 601b B ropie, 4actele MHGEKIUU (TMPOSIBICHUS HU3KOTO KOJIUYECTBa
JEHUKOIMTOB, HEUTPOIIEHUH )
Yacto — mozym goznuxamo He 601ee uem y 1 uenogexa uz 10
e Hapymenne puTMmMa cepana, HW3MEHEHHE DJIEKTPUYECKOW aKTHBHOCTH Cepla
(ynnunenue untepsana QT)

Heuacto — mocym so3nuxamo ne bonee uem y 1 uenosexa uz 100
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[ToBbrmienre Temmeparypsl Tena 6osee 38 °C, cBsI3aHHOE C HU3KHUM KOJUYECTBOM

neikonuToB (heOpriibHasT HEUTPOTICHHUS )

Jlpyrue Bo3MoOKHbIe HeKeJIaTeJIbHbIe peaKIuu

Jlanee mepeuyuncieHbl Ipyrue HexenaTelnbHble peakiuu. Eciu 3Tu HexenaTeabHble peakiuu

OyIyT mpOTEKaTh B TSHKENOW popme, 0OpaTUTECh K JieHaleMy Bpady Wik pabOTHUKY alTeKH.

OueHb 4aCTO — Mo2ym 8o3HUKAMb Doee uem ) 1 uenosexa uz 10

Nudexunn Hoca u Tropiia (MHOEKIMN BEPXHUX JbIXaTEIbHBIX MyTeH)

YTomisieMocTb, 00mmas cinabocTh, OJEAHOCTh KOMXKHBIX MOKPOBOB (IMOTEHIHAILHBIE
MIPOSIBIICHUS CHIDKCHUS KOJIMUECTBA SPUTPOIIUTOB B KPOBH, AHEMUH )

l'onoBHas 06onb, TOJIOBOKpYXKEHHE, OOIb B TPYOd WIW OJbIIKA (TIPU3HAKU
MOBBILIEHHOTO apTEPUATBHOTO JaBJIeHUA (apTepHaibHasi TUIIEPTOHNUS))

I'onoBuas 6oinb

I'onoBokpysxeHue

OmnrynieHre HEXBaTKU BO3AyXa, 3aTPYTHEHHOE JbIXaHHUE (IPOSBICHUS OJIBIIITKH)
Kamens

PBota

Hunapes

TomHoTa

boub B xuBOTE

Coimb

Kox#bslit 3y

Bonb B MBITIIIIAaxX, KOCTSAX WK CycTaBax (KOCTHO-MBIIICYHAast 00JIb)

Bbosb B cycTaBax (apTpairus)

YTommnsiemocTs (00111ast cnabocTh)

[ToBeIIeHNE TeMITepaTyphl Tena (JINXopaaKa)

Orek

Yacro — mocym osnuxams He 6onee wem y 1 uenosexa uz 10

Jluxopanka, Kaiienb, 3aTPyAHEHHOE JbIXaHUE, XPHUIbl (MPOSABIECHUS HWHQEKIHA
HUKHUX JbIXaTeIbHBIX MyTeH)

['punm

YTomiseMocTh, YBETUUYEHHE MacChl Tejla, U3MEHEHUE COCTOSHHUS KOXHM M BOJOC
(MpU3HAKY CHUYKEHUS IE€ATEIbHOCTH IIUTOBUIHOM JKeJe3bl, TUIIOTHPE03a)

[Toreps annerura
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e HeuerkocTh 3peHus

e (CyxocTb a3

e Cepanebuenue

e boub B rpyau, Kaienb, HKOTa, yYalleHHOE JbIXaHHe, CKOIIJICHHUE KUIAKOCTH B MOJIOCTH
MEXIy JISTKUMH U TPYIHOW KJIETKOH, KOTOpoe B ciydae OOJIbIIOro oObeMa MOXKET
BBI3BAThH OJIBIIKY (IUIEBPAJIbHBIN BBINOT)

e boub B rpyau (HekapauaabHas 00JIb B TPYIHOM KIIETKE)

e CunbHas 60JIb B BEpXHUX OTAEIIaX KUBOTA (MIPOSBICHNUE BOCHIAICHHS TTOHKETYA0YHOM
KeJe3bl, TAaHKPeaTUTa)

e 3ynsuas cbllib (KparnyBHULA)

Heuacto — mocym eo3nuxamo ne 6onee uem y 1 uenosexa uz 100

e Aunepruyeckass peaklMs, KOTOpas MOXET BKJIKYaTh Chbillb, KpPaIUBHHUILY,
3aTpyAHEHHOE  JIbIXaHWE  WJIM  [OHWKEHHOE  apTepHalbHOE  JaBIICHHE
(TUTIEepUyBCTBUTENBHOCTD ).

He cooTBeTCcTBYIOIIME HOPME Pe3y/IbTAThl AHAJIN3a KPOBH

Bo Bpemsi nedyenuss mpenapatoM CueMOIMKC B pe3yibTaTax aHAJIU30B KPOBH MOTYT
MOSIBIISATBCSL OTKJIOHEHUS, KOTOPbIE MOTYT IpeNoCTaBuTh Bamemy Bpauy uHpoOpManuioo o
¢byHKIMOHMpPOBaHUY opraHoB. Hampumep:

OueHb yacTo — mocym 6osHukame donee uem y I uenosexa uz 10

e Bricokuii ypoBeHb (EepMEHTOB JuIazbl U amuiasbl (QyHKUIUS TOHKETyIO4YHON
KeIe3bl)

e Bricokuii ypoBeHb TpaHCaMHHa3, B TOM uucie aJaHuHaMuHOTpaHcdepassl (AJIT),
acriapratamuHoTpancdepassl (ACT), ramma-rnytamuirpancgepassl (ITT) (byHkums
MIEYEHH)

e Bricokuii ypoBeHb JKUPOB/IUNHNA0B (IUCTUIHIEMUS )

Yacro — mocym o3nuxams He 6o1ee wem y 1 uenosexa uz 10

e Bricokuil ypoBeHb OminpyOHnHa (pyHKLUS TEYSHH)

e Bricokuit ypoBeHb kpeaTuH(poCcPoKrHa3bl (HYHKIUS MBIIIIIT)

Ecnu y Bac nossunucek kakue-nu6o no6ouHbie 3pPeKTrl, He YIOMSIHYThIE B 3TOM JIUCTKE-
BKJIQ/IBIIIIE, TIOXKATYHCTa, COOOIHUTE 00 ITOM CBOEMY JieHalleMy Bpady, paOOTHHKY anTeKH

WJIA MEIULMHCKOM CECTPE.
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Coo01enue 0 HexeNaTeNbHbIX PeaKIUAX

Ecnu y Bac eo3nuxarom kaxue-iubo HedcenamenbHble peakyul, npOKOHCYIbMUpyumecs ¢
gpauom. [annas pekomeHoayus pacnpocmpansiemcs Ha a1iooble 03MOCHbLE HedceNameibHble
peakyuu, 6 momM Yucie Ha He nepeducieHHvie 6 JUcmKe-eKiaoviuie. Bvl makoice moowceme
CO0OWUMb O HedCeNamenbHblX PeaKyusx HanpsamMylo uepes CUcmemy coooujenuti 20cyoapcms
— unenos Eepa3suiicko2o skonomuyeckozo corsa.

Coo0miasi 0 HeXeJaTeNnbHbIX peakiusX, Bbl momoraere MOJy4YUTH OOJIbIIE CBEIEHUH O
0€30MacHOCTH Tpernapara.

Poccuiickasg @eneparys

denepanpHas cayx0a 1Mo Haa30py B cepe 3apaBooxpaneHus Poccutickoit enepamuun
Anpec: 109012, r. MockBa, CnaBstHCKas 1101aib, 1. 4, cTp. 1

Tenedon: +7 (800) 550-99-03, +7 (499) 578-02-20

daxc: + 7 (495) 698-15-73

OnexrpoHHas noyra: pharm@roszdravnadzor.gov.ru

Caiit: www.roszdravnadzor.gov.ru

Pecny0auka bemapych

MunucrepcTBo 31paBooxpanenus Pecny6nuku benapychs,

Pecniy6nukanckoe VYuurtapHoe [lpeanpusitue «llentp Oxcmeptus u  Hcenbitanuit B
31paBOOXpaHEHUI

Anpec: 220037, r. MuHck, nep. ToBapuiueckuii, 2a

Tenedon otaena papmaxkonanzopa/daxc:+375 (17) 242 00 29.

OnektpoHHas nmoura: repl@rceth.by, rceth@rceth.by

Caiit: www.rceth.by

PGCHV6HI/IK3 Kazaxcran

PI'II na IIXB «HauroHaneHbIM HEHTP SKCIEPTU3BI JEKAPCTBEHHBIX CPEACTB U METUIIMHCKUX
m3nenuit» Komurera MeTUIMHCKOTO W (apMaleBTUYECKOro KOHTpoisi MuHHCTepcTBa
3npaBooxpanenus Pecniyonuku Kazaxcran

Anpec: 010000 r. Acrana, yin. A.Mmanosa, 13, 4 stax

Tenedon: +7 7172 235 135

OnextponHas nouta: farm@dari.kz, pdlc@dari.kz, vigilance@dari.kz

Caiit: www.ndda.kz

11
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5. Xpanenue npenapara Cuem0aIuKc

XpaHuTte mpenapar B HEIOCTYITHOM JiJisi peOeHKa MecTe Tak, YTOOBI peOCHOK HE MOT YBHJIETh
ero.

He nmpumensiite npenapar mnocie UCTEYeHHs CpOKa FOJHOCTU (CpoKa XpaHEHHs ), YKa3aHHOTO
Ha OnucTepe U KapTOHHOM Mmavke nocie ciaoB «['ogeH 10:».

JlaToi ncredueHus: Cpoka roAHOCTH SABJISIETCS MOCIEAHUN IEHb JAHHOTIO MECSLA.

XpaHuTte rpu TeMriepatype He Boiie 25 °C, B OpUrHHAIBHOM YITAKOBKE (KOHTYPHAs STYCHKOBAs

YIIaKOBKa B KapTOHHOﬁ naqu) JUIA 3alllMTHI OT BJIaru.

He ucnone3yiite 3TOT npenapar, eciii 3aMEeTUTE, YTO yIIaKOBKa MOBPEXKICHA WM YTO HAa HEM

HUMCIOTCA MMPU3HAKKW BCKPBITHUA.

He BrIOpaceIBaiiTe mpenapar B KaHAJIH3AIHUIO. Y TOYHUTE Y paOOTHHKA alTeKH, KaK CIeIyeT
YTHIU3UPOBATh (YHHUYTOXKATH) TpenapaT, KOTOpPBHIA Oojblie He MmoTpedyeTrcs. DTH Mephl

MO3BOJIAIOT 3allIUIIATh OKPYKAKOIIYI0 CPEaY.

6. Conep:xumoe yNnakoBKM U NMPoYUe CBeAEeHUS
IMpenapar CueM0JMKC COTEPHKUT:
JleiicTByIOIIMM BEIIECTBOM IIperapara sBIseTcsl aCIIUMHHHO.

CI_IGM6J'II/IKC, 20 mr, Ta6J'IeTKI/I, MMOKPBITHIE TNIEHOYHOM 000J109KOM

Kaxxnas tabnerka, MokpeITas MIEHOYHON 000JI0UKON, COAEPKUT aCIMMUHNUOA THAPOXIOPH,
SKBUBAJIEHTHBIN 20 MT aclIMMUHUOA.

[IpourMu MHrpeareHTaMu (BCIOMOTaTeIbHBIMU BEILIECTBAMH) SIBJISIOTCS:

Aopo mabnemxu:

JIAKTO3hl MOHOTHJpAT, LEJUTI003a MHUKpPOKpUCTa/uinyeckas (MenkoaucriepcHas, E460),
[IEJUTIOJI03a MUKpPOKpHUCTaiunueckas (rpanynupoBantas, E460), THAPOKCUTIPOTIIIIICIITION03a
Husko3amereHHass (E463), kpockapmeruiosza nHatpus (E468), marnus creapar, KpeMHHs
JTMOKCHU KOJJIOUTHBIN O€3BOIHBIN;

IInenounas obonouka:

nonuBuHUIOBBIN cniupT (E1203), tutana auokeun (E171), tanek (ES53b), nenutun (E322),
kamenp kcantaHoBas (E415), kpacurens xkene3a okcun kpacHeliii (E172), kpacurens xenesa

oxcu xenteiii (E172).

12
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Cuem0Oaunkc, 40 Mr, TabJIETKH, ITIOKPLITHIE INIEHOYHON 000JI0YKON

Kaxxnas tabnerka, MOKppITas IJIEHOUYHOM 000JI0UKON, COAEPKUT aCIMMUHUOA TMAPOXIOPH,
SKBHBAJICHTHBIN 40 MI aclUMUHUOA.

[Ipounmu UHrpenreHTamMu (BCIIoMOraTeIbHBIMH BEIIECTBAMU) SIBIISIFOTCSL:

Aopo mabnemxu.

JIAKTO3bl MOHOTHJpAT, LEJUII0I03a MHUKpPOKpUCTaIMyeckas (MmenkoaucnepcHas, E460),
LIEJUTI0JI03a MUKpPOKpUCTaInueckas (rpanyiupoBannas, E460), ruipoKcUnponmiiesitoao3a
Huszko3amemeHHas (E463), kpockapmemnoza Hatpus (E468), maraums creapar, KpeMHHS
JHAOKCH], KOJIJIOMIHBIH O€3BOIHEIN;

IInenounas obonouka:

nomBuHUIOBKIA criupT (E1203), tutana nuokcun (E171), Tansk (E553b), neuutun (E322),
kamenb kcantaHoBas (E415), kpacurens xene3a okcua depHbiid (E172), kpacutens xenesa

okcup kpacHseli (E172).

[Tpemapat CrieMOIUKC COEPIKUT JIAKTO3bI MOHOTHAPAT (cM. pasnen 2 «[Ipemapar CriemOamke

COJICPKUT JIAKTO3Y»).

Buemnnii Bua npenapara CuemM0JIMKC U COlep:KMMOe YIIAKOBKHU
JlekapcTBeHHas ¢popMa mpernapara - TabJIeTKH, HOKPBIThIE IUIEHOYHONH 000I0UYKOM.

CI_IGM6J'II/IKC, 20 mr, Ta6J'IeTKI/I, MOKPBITHIEC TIJIEHOYHOM 000J109KOH

Kpyriibie, ABOSIKOBBITTYKJIbIE, CO CKOIIEHHBIMU KpasMH TaOJIETKH, MOKPBITHIE TUICHOYHOM
000J109KOM, OJETHO-KENTOrO IBETa, O€3 PUCKH, C TPaBUPOBKOM «20» Ha OIHOW CTOPOHE U
noroturnom «Novartis» Ha IpyTrou.

CI_IGM6J'II/IKC, 40 mr, Ta6J'IeTKI/I, MOKPBITHIEC TIJIEHOYHOM 000J109KOH

Kpyribie, ABOSKOBBITYKIIbIE, CO CKOMIEHHBIMH KpasMy TaOJETKH, MOKPBITHIE TUIEHOYHOU
0007109KOH, OT 0JIeTHO-(HOJIETOBOTO IBETA 10 O€TI0T0 ¢ (PHOIETOBBIM OTTEHKOM, O€3 PUCKH,
¢ rpaBUpOBKOI «40» Ha OHOI cTopoHe U JoroTunoM «Novartis» Ha JpyToil.

I[To 10 TabmeTok mMOMENmIAIOT B KOHTYPHYIO SUEHKOBYIO YHAaKOBKY U3 IPO3pavyHON
JTAMUHUPOBAHHOW MJIeHKH nonuxjoprpudropatuier/nomusunmwixiaopur (PCTFE/PVC) u
(honbru aTIOMUHUEBOM.

ITo 2 nnu 6 KOHTYPHBIX SYEHKOBBIX YIIAKOBOK BMECTE € JIMCTKOM-BKJIAJBIIIEM (MHCTPYKLUEH

10 MCAULIUHCKOMY HpI/IMeHeHI/IIO) BKJIAABIBAIOT B KAPTOHHYIO ITAYKY.

13
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Jlep:kaTesib PperucTPAIHOHHOI0 YI0CTOBEPEHHUSI
Hosaptuc ®@apma Al / Novartis Pharma AG
Jluxtmrpacce 35, 4056, bazens, [1IBeiiniapust / Lichtstrasse 35, 4056 Basel, Switzerland

IIpousBoauTesn
Hosaptuc ®@apma Llreitn AI' / Novartis Pharma Stein AG
[Taddxayzepmrpacce, 4332 lreitn / Schafthauserstrasse, 4332 Stein

[seimnapus / Switzerland

3a m000ii nH(opManMeil 0 Mpenapare, a TaKxKe B CJIy4asiX BOSHUKHOBEHHS MpeTeH3uil
ciaenyer o0pamaTbcsi K MECTHOMY IHPeACTABUTENI0 [epi:KaTesisi PerucTPalHOHHOIO
Y10CTOBEpPEHMS:

Poccuiickasg @eneparys

00O «HoBaptuc ®apmar»

125315 1. Mocksa, Jlenunrpaackuit mpocrekT, 1. 70
Ten.: +7 495967 12 70

(bakc: +7 495 967 12 68

a11. moyTta: drug.safety russia@novartis.com

PecniyOauka bemapych

[IpencraButennbctBo Novartis Pharma Services AG

220069 r. Munck, np-t. J[3epxxuHckoro, 5, mom. 3, oduc 3-1
ten.: +375 17 396-47-66

¢axc: +375 17 396-47-66

an. mouta: drugsafety.cis@novartis.com

Pecnybonmka Kazaxcran

®wiman Komnannn «Hosaptuc @apma Cepsucaz Al
050022 r. Anmarsl, yn. Kypmanrassl, 95
Ten.: +7 727 258-24-47

a11. moyta: drugsafety.cis@novartis.com
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[TonpoOHble cBeaeHus O mpenapate couepkarcs Ha BeO-caiite Coro3a.

http://eec.eacunion.org/
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