COOTBETCTBYET 2KCNEPTHOMY OTYETY

NMN-Ne002179-IM-BY ot 16 12:2'2123 Mz 20486
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MWUHUCTEPCTBOM 3[1PABOOXPAHEHUA
PECMNYBIVKN BENTAPYCb

neukason ot 13.05.2025 Ne 579 ABAPTA®, 10 Mr/mua + 5 Mr/mJ1, KaIiu riiasHble
NMOCNEAOBATENLHOCTL 0012

JeticTBytomue BemecTBa: OpUH30JIaMHU + TUMOJION

Hepez( NPpUMECHCHMUEM IIpenaparTra moJHOCTbIO HquHTaﬁTe JIUCTOK-BKJIAAbIII, IIOCKOJbKY

B HEM COAECPKATCH BaKHbIC NJIHA Bac cBenenusi.

° CoxpaHuTe JUCTOK-BKIAAbIII. Bo3MokHO, Bam noTpebyeTcs mpounTarts €ro emie pas.
o Ecnu y Bac BO3HHMKIM JOTIOTHUTEIBHBIE BOMPOCH], OOPATUTECH K JIeUalleMy Bpauy.
. [Ipenmapar naznaden umenHo Bam. He nepepaBaiite ero apyrum jogsiMm. OH MOXET

HaBPEIHUTh UM, JJa’KE €CIIM CUMITOMBI UX 3a00JI€BaHuUs COBIAAa0T ¢ Bamumu.
. Ecnu y Bac BOo3HMKIM Kakue-THOO HeXeaTeldbHble pPeaKLUu, 0OpaTUTECh K JieHaliemy
Bpauy. /laHHas pekoMeHJanus pacpoCTpaHseTCs Ha JTI00bIe BO3MOYKHbIE HEXKEJIaTeIIbHbIC

pCaKknuuu, B TOM YUCJIC HAa HC IICPCUUCIICHHBIC B pa3aciic 4 JIUCTKa-BKJIaJbIIIaA.

Coaep:xkaHue JIMCTKA-BKJIAAbINIA

1.  Yro u3 cebs npexncrasnser npenapar ASAPTA® u mis 4ero ero npuMeHSIIOT.
2. O ueM ciedyer 3HaTh Hepesl MpuMeHeHueM npenapara ASAPTAY.

3.  Ilpumenenwue npemnapata ASAPTA®.

4.  Bo3MOXHBIE HEXKellaTeIbHbIE PEaKLUH.

5.  Xpanenue npenapata ASAPTA®.

6. CopepuMoe YITaKOBKH U NMPOYUE CBEICHHUS.

1. Uto u3 cebst npeacrasisier npenapat ASAPTA® u 1J1st 4ero ero npuMeHsioT
IToxa3zaHus K NPUMEHEHHIO

IIpenapat ABAPTA® npumensieTcst Juisl JiedeHHs MOBHILIEHHOTO BHYTPHIJIA3HOTO JABIICHHUS,
TaKX€ Ha3bIBAEMOT'0 OTKPBITOYTOJIbHOM IIayKOMOW WJIM TJIa3HOW TUIEPTEH3UEH, Y B3POCIbIX B
BO3pacTte OT 18 NeT, y KOTOPHIX MOBBIIIEHHOE BHYTPUIIIA3HOE JaBICHUE HE MOXKET 3PPEKTUBHO

KOHTPOJHUPOBATHCS IpCriapaToM, COCTOAINUM U3 OJHOT'O I[eﬁCTBYIOHIeFO BCIICCTBA.

Crnioco6 aeiicrBusi npenapara ASAPIA®

[Ipenapar A3ZAPTA® MpeCTaBIseT CcoO0M KOMOWHAIMIO ABYX JEHCTBYIOIIMX BEIIECTB -
OpuH30IaMKIa U TUMOJTOA. [Ipu npruMeHeHn KOMOWHAIIMM ATUX JIBYX BelecTB 3¢ ekt Oonee
BBIPAXKEH, YEM MIPU MPUMEHEHUH KaXO0T0 U3 ACHCTBYIONINX BEIIECTB B OT/IEILHOCTH.
BpuH301aMu]T OTHOCHTCS K TPYIIIIE TPEMapaToB, HA3bIBACMBIX HHTHOUTOpAMHU KapOOAHTHUAPA3HIL.

bpun3onaMu CHUXKaeT BHYTPHUIJIa3HOE JaBJICHHE, YMEHbIIAs BBIPAOOTKY >KUJIKOCTH BHYTPU
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Tumonon (THMOONIA MajieaT) OTHOCUTCS K TPYyIIE MpEenaparoB, HA3bIBACMBIX OJOKaTOpaMH
Oera-perenTopoB. THMOJION CHIDKAeT BHYTPHIJIA3HOE JaBIICHHE, YMEHbBINAs BBIPAOOTKY

JKUIKOCTU BHYTpPHU TJia3a.

2. O yeMm cJieayeT 3HATh mepe] npuMeHenueM npenapara ASAPTA®

IIpoTruBonokazanus

He npumensiiite npenapar ABAPTA®:

. ecnu y Bac anmneprus Ha OpunH3051amMu, cyinbGoHaAMUIABI (HApuMeEp, Ha MpenapaTsl s
JedYeHUs caxapHoro nauabera, MH(EKIUH, a TakXKe MOYETrOHHbIE), TUMOIOJN, Oera-
O710KaTOPHI (Mperapathl A CHIKEHUS apTEPUATbHOTO AaBICHHS HITU JICUCHHSI CepAeYHO-

COCYAMCTBIX 3a00JIEBaHUI) WU IpYyTUEe KOMIIOHEHTHI IIpernapara, yKka3aHHble B paszzene 6;

. ecnu y Bac ectp nim 6bu1H B IPOIIIIOM IPOOJIEMBI C IbIXaHHUEM, TaKHe KaK acTMa, TSKEIIbIN
U JUIUTEIbHBIA OOCTPYKTHBHBIA OpPOHXUT (TSKEIOE COCTOSHHUE JIETKUX, KOTOPOE MOXKET
BBI3BATh CBUCTSIIIEE JBIXaHUE, 3aTPYAHEHHOE JbIXaHUE W/WITH MIPOJOKUTEIBHBINA KaIllellb)
WIH PYTHE MPOOJIEMBI C IbIXaHUEM;

. ecnu y Bac 3ameuieHHOe cepaiieOnenue, cepednas HeJJOCTaATOYHOCTh WU HapyIICHUs

CEpICUHOT0 pUTMa (HEPETYJIIPHOE CepilieOneHue);

. ecin y Bac ceHHas nmuxopazaka (aJuiepruuyeckuii pUHNAT TSDKEJIOTO TEUEHUS);
. eciu y Bac Tsoxenoe 3aboseBaHue MoyeK;
. ecii 'y Bac caBUr KHUCIOTHO-IIENOYHOro OajaHCa KPOBU B KUCIYIO CTOPOHY

(TUnepxI0peMUUECKUN alua03).

Oco0ble ykazaHusi 1 MepPbl PEI0CTOPOKHOCTH

[epen npumenenuem npenapata ASAPTA® npokoHCynbTUpYIiTECh ¢ TeYalluM BpauoM.

Eciu Bo Bpems npumenenus npenapata ASAPIA® y Bac mosBuIMCh NPU3HAKH CEPhE3HBIX
HE)KEJIaTEJIbHBIX PEAKIMI WU peaklUi TMIepYyBCTBUTEIBHOCTH, BKIKOYAs TSXKENbIE KOKHBIE
peaxIiy, Takue Kak KOXHas Chlllb, TOKPACHEHUE KOXKH, 00pa30BaHue My3bIpel Ha Ty0ax, ria3ax
WIN BO PTY, LIENyIIEHHE KOXKU U Juxopazaka (mpu3Haku cuHapoma CtuBeHca-/[KoHCOHA HITH
TOKCHUYECKOT0 3MMJIEPMAIBHOTO HEKpOJM3a), IPEKpaTUTe IPUMEHEHHE Ipernapara U

HEME/IJICHHO 00paTUTECh 3a MEAUITMHCKON TOMOIIIBIO (CM. pasnen 4).

Ilepen npumeHennem npenapaTta ASAPIA® npokoHCYIBTHPYHTECH C IeYallIiM BPAauoM, €CIH Y

Bac Ha6n}0):[aeTc;1 celyac uim Ha6n10z[an005 B IIPOIIJIOM:
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OABIIIKY HIIN y,I[yI_HBe), cepacuHass HEAOCTATOUYHOCTb, HU3KOC apTCPHUAJIBHOC HAaBJICHUC,

HapyIIEHHs CePJICYHOr0 PUTMA (3aMEJICHHBIN WIIM HEPETYIISPHBIA PUTM);

J 3a0o0J1eBaHus, CBA3aHHBIE C HApYLIEHHEM KpoBooOpateHus (0one3Hs PeliHo minu cunapomM
Peiino);

o poOJIeMBl ¢ AbIXaHUEeM, OpOHXHATIbHAS ACTMA WIIM XPOHUYECKasi OOCTPYKTHUBHAs O0JIe3Hb
JIETKUX;

o caxapHblil [uabeT (TUMOJION MOKET MAacKUPOBAaTh CUMIITOMBI HU3KOTO YPOBHS caxapa B
KpOBH);

o MOBBIIIEHHASI aKTUBHOCTH IIIUTOBUIHOM JKeJIe3bl (TUMOJION MOKET MAaCKUPOBATh MPU3HAKU

Y CUMITTOMBI 3200JI€BaHMSI IIIUTOBUTHOM JKEJIE3bl);

. MUACTEHHSI TPaBUC (XpOHUYECKAsi HEPBHO-MBIIIEYHAs Ca00CTh);

. mo0as TspKenasi aiepruveckas peakiuus (KOXHas Chlllb, TOKpACHEHUE U 3y B IJ1a3ax),
HE3aBUCHMO OT IPUYMHBI, BO BpeMs IpuMeHeHus npenapata A3BAPIA®, mockonbky
JeYeHUE aApCHATMHOM (3MUHEGPUHOM) MOXKET OBITh HE CTOJb d(PdekTuBHBIM. Takum
o0pa3oM, Mpu MOTYy4YEHUH JI00OTO APYroro JIeYeHHs, MOoXKalyicTa, COOOIIUTE CBOEMY
Bpauy WX MEIMIMHCKOM cecTpe, 4To Bl npuMensere npenapat A3APTA®;

o 3a00NIeBaHMUsl TOBEPXHOCTH TJ1a3a (POTOBUIIBI);

. Tnepes omeparueii coobIuUTe CBOEMy Bpauy, uTo Bel mpumensere npenapaT ASAPTA®,
MOCKOJIBKY TUMOJIOJN MOXKET U3MEHUTH JICUCTBUE HEKOTOPBIX MPENapaToB, UCIOIb3YEMbIX

BO BpCMs aHCCTC3UU,

° 3a00JIeBaHUs ITOYEK;
) 3a00JIeBaHUs [ICYEHH;
o TSKEJIBIC KOYKHBIC PEAKIMH, TAKKE KaK ChIIlb, HISTYIICHHE KOXKH, 00pa3oBaHUE IMy3bIpei

Ha Ty0ax, ria3ax Wi BO pTy.

JeTu u moapoCTKH
He npumensiite npemapat A3API'A® y neTeit u mompocTKoB Miagme 18 5eT, Tak Kak
0e30MacHOCTh U 3(1)(1)€KTI/IBHOCTB MMPUMCHCHUA JaHHOI'O IIpCIiapara y ITOH KaTCropuu MmafuCHTOB HC

YCTaHOBJICHEI.

Jpyrue npenapatbl u npenapat ASAPTA®
Coo0muTe JieyammeMy Bpady O TOM, 4TO BbI mIpHMEHseTe, HEJaBHO MPUMEHSIIN WJIH MOXKETE
HAYaTh MPUMEHSATH KaKue-IMO0 JPyrHe MPEnapaThl. ITO CBI3aHO € TEM, YTO JAPYTUE IPENapaThl

MOTYT B3aUMOJIeiicTBOBATH ¢ IpenapatoM ASAPTA®.
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IperapaToB:

* JIpyryue WHruOUTOPHI KapOOoaHTHAPa3bl (arieTa3onaMusl WA JOP30JIaMu/);

* Mpenaparbl, BIUSIONIME HA METa00IM3M TUMOJIOJA, BKIIOYAsl XUHUIUH (MCIOJIb3yEeMBbIH IS
JedeHuss 3a00NleBaHUN cepalla W HEKOTOPHIX BHUIOB MAaJSpHH) WIH aHTUACTIPECCAHTHI
(pryokceTHH M MapOKCETHH). DTH TperapaThl MOTYT YCHIIUBAThH JCHCTBHE OeTa-0JI0KaTOpOB,

YTO MOXKET NPUBECTU K CHUIKCHUIO YaCTOTHI CEPACYHBIX coxpameHHﬁ W JCTIPECCHUH,

* Ipenapatbl I CHWKEHHMS apTEepUalbHOTO JABJIEHUS, KOHTPOJS YacCTOThl CEepAEUHBIX
COKpAILEHUH, JIEUEHUsI CEpACUHON HEAOCTATOYHOCTU WJIM MpPENnaparthl, CTUMYJIUPYIOLIUE YacTb
HEPBHON CHCTEMBI (MMapaCUMIATHYECKYI0). DTO MOKET MPUBECTH K CHIKEHUIO apTEPUAIbHOTO

JAaBJICHUS WX YaCTOTHI CEPACYHBIX coxpameHHﬁ.

Taxke cooOmure cBoeMy Bpady, eciau Bbl mpuHHMaere win cobupaeTech NPUHUMATh
npenaparsl Ui JICYEHHs CaxapHOTO Juabera WM SI3BBl JKeNyJKa, NPOTUBOTPHOKOBBIE,

IPOTUBOBUPYCHBIE IIPETIapaThl WK aHTUOUOTHKHU.

B HexoTopbIX ciiydasix cooOmianoch 0 pacUIMpeHnH 3payka Mpu OJHOBPEMEHHOM NPUMEHEHHUH

npenapata ABAPIA® ¢ anpenanuHoM (SnHEQPUHOM).

THUMOJI071 MOXET BIUATH HA JIEUEHUE IPYTrUMU NpenaparaMu. Kak u apyrue mpemnapaTsl TOTO ke
KJlacca, OH MOKET CHHU3UTh PEaKIHI0 Ha aApeHaNuH (dMUHEPPUH) TPU JICYCHUU TSKEIBIX
aJUIePrUYeCcKUX peakiuil. DTO 3HAYMT, 4TO BO BpeMs NpuMeHeHHs npemapata A3APTA®

JICYCHUE aIPEHATTMHOM MOJKET OBITh HE CTOJb 3(P(EKTHUBHBIM.

Ecnu Bbl He yBepeHsl, npuHUMaeTe a1 Bbl kakoii-nm16o u3 npenapaToB, HEPEUHCICHHBIX BBIIIIE,

cnpocute 00 3ToM y Barero snevamero Bpaya.

Ecnu Bel npuMensiete apyrue npenaparsl Ui JICYEHUsS IU1a3, TaKUME KaK Kaluld WM Masw,
BBIZIEPIKHTE HE MEHee 5 MUHYT MKy 3aKansiBaHueM mpenapata ASAPIA® u npuMeneHnem

APYTUx mnpemnapaTroB AJIs JICUCHUS TJ1a3.

BepemeHHOCTDH M rpyAHOE BCKAPMJIMBaHHUE

Eciu Bbl GepeMeHHBI, JyMaeTe, uTto 3abepeMeHeNnH, He mpuMeHsiite npemapar ABAPTA®.
[TpOKOHCYIBTHPYHTECH C IeUaluM BpadoM 70 NpuMeHeHus npemnapata ASAPTA®.

He npumensiite npenapat ASAPTA® B nepuoj rpyaHOro BCKapMIMBaHMS, THMOJIOI MOKET
IIPOHUKATh B TPYIHOE MOJIOKO. B mepuon rpyiHOro BCKapMIIMBaHMs IPOKOHCYJIBTUPYHTECH C

JICHallM BpadyoM OO0 IMPUMCHCHUA JIFOOBIX ImperaparTos.
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MOCJTE[AOBATEJIbHOCTb

Cpasy nocne npumenenus npenapata ASAPTA® y Bac Ha HEKOTOpoe BpeMs MOKET BO3HUKHYTh
HEYETKOCTh 3peHus. He ympaBnsiiTe TpaHCIIOPTHBIMH CpEACTBAMH M HE paboTaiTe C
MexXaHu3Mamu, 1oka Baine 3peHue He cTaHeT sicHbIM. OJIHO U3 JEHCTBYIOLIUX BEIIECTB MOXKET
oc1abuTh CHOCOOHOCTH BBIMOJHATH 3a7aud, TPeOYIOUIMEe KOHLEHTPAIMM BHUMAHUS H/HIU
KOOpAMHAIMKU JBWXKeHUH. Eciu 3T0 mpousonuio, OyIbTe OCTOPOXKHBI NpU  YNPaBICHUU

TPAHCTIOPTHBIMU CPEACTBAMH WU paboTe C MEXaHU3MaMHU.

Ipenapat ABAPT'A® cogep:kuT GeH3aIKOHMS XJIOPH/L

benzankonus XJopua — O9TO KOHCCPBAHT, KOTOpBIfI MOXCT IIOTJIOMAThCAd MATKHMMHU
KOHTAaKTHBIMHU JIMH3aMH, a TaKXKE HU3MCHATH HUX IIBCT. Ecim BBl HOCHMTE KOHTAaKTHBIC JINH3HBI,
CHHMMHTE UX Tlepe puMeHenneM npenaparta ASAPIA®. Brl MoxeTe HajeTh HX 00paTHO uepes
15 MUHYT noCIe 3aKanbIBaHUs.

BenzankoHus XJIOpHI TakkKe MOKET BBI3BIBATh pa3JpakeHHe TIJa3, ocoOeHHO eciu y Bac
CYXOCTb TJ1a3 WK 3a00s1eBaHMs POrOBUIIbI (IIPO3pavHbIi CI0M B nepenHel yacTH rinasa). Eciu
Bbl ucnbiThbIBacTe HEOOBIYHBIE OLIYLIEHHS B IU1a3y, XOKEHHME MM Oosb B IJasy Iocie

npumenenus npenapata ASAPIA®, o6¢yaure 510 ¢ Bammm Bpagom.

3. llpumenenue npenapara ASAPTA®
Bcerna npumensiite npemapat A3APTA® B HOTHOM COOTBETCTBHH C PEKOMEHIAIUSIMH

nevaniero Bpayva. [Ipu nosiBieHMr COMHEHUI MOCOBETYMTECH € JICHAIIUM BPAdyOM.

B cnyuae 3ameHbl Kakoro-nu0o aHTUTIIAyKOMHOTO TIperapara Ha Mpernapar A3APTA®,
MpeKpaTUTe MPUMEHEHUE TMPEIbIIYIIero Ipenapara ¥ HayHUTE NPUMEHEHUE IMpenapara
A3APTA® Ha ciaenyromud AeHb. [Ipu mosiBNEHWH COMHEHMH MOCOBETYMTECh C JICUAIIUM

BPavyOM.

He mnpukacaiitech KOHYMKOM (hIaKOHA-KaleIbHUIBI K KaKOW-THOO ITOBEPXHOCTH, YTOOBI
n30eKaTh 3arpsi3sHeHUs (hIIaKoHa-KareIbHHUIBI U €r0 COAEP)KUMOro. 3aKphIBaliTe (PIIaKOH Mmocie

KaXa0ro mnpuMCEHCHUAA.

ITocne 3akambiBanus npenapata ASAPIA® 3akpoiiTe BeKn U MIPIKMHTE Najiel] K BHyTPEHHEMY
YJTOJNKYy Tha3za (K TOMY, YTO HaXOAWTCA y HOca) Ha 2 MHUHYTHL. JTO MOMOXET OTPaHUYUTh

nomnaganve nperapara B KpoBb IOCJIC €TI0 MPUMCHCHHUA.

Pexomennpyemas 103a

| xarig B HOpa)KeHHBIH TJ1a3 WM TJ1a3a, 2 pa3a B CyTKH.
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MOCJIE[JOBATEJIbHOCTb

CJIelyeT MpOoJOoJIKaTh TaK JOJro, Kak pekoMeH1oBan Bam Bpau.
[pumensiite npenapaT ASAPTA® ToabKo 171 3aKanbIBaHuA B I71a3a.

Kak caenyer npumensith npenapat ASAPTA®

1 2
. Bossmure drakon npenapata ASAPTA® u BcTaHbTe mepes 3epKajioM.
. BrimoiiTe pyku.
o ITepen npuMeHeHrEM (IAKOH XOPOLIO BCTPSAXHUTE.
. OTtkpyTHTe KphIKY. [locne CHATHS KPBIIIKH, €Clii (PUKCUPYFOIIEe KOIBIO ST KOHTPOJIS

MIEPBOTO BCKPBITHSI OCIIA0JICHO, YIAINUTE €T0 Iepe]l MPUMEHEHUEM Tperapara.

L I[ep)KI/ITC q)HaKOH, HalpaBuB €r0 BHU3, MCXKIY OOJIBIIINM U OCTAJIbHBIMUA najbaMu pyKH.

° OTKHUHBTE TOJIOBY Ha3sal. OTTSIHUTE BEKO YUCTHIM najabneM Tak, ‘-ITO6I:I MCXKY BCKOM U
IJ1a30M TONMyYWiIcs «KapMman». HeoOxommmo, 4TOOBI Kamuisl monana B OO0JacTh, Kak
n300paKeHO Ha PUCYHKE 1.

. [TonnecuTe koHuMK (prrakoHa OIM3KO K TiMa3y. Mcnonp3yiite 3epkano, eciiu HeoOX0IuMo.

L He HpHKacaﬁTCCB KOHYHMKOM KallCJIbHUIIBI K IT1a3y WJIM BEKY, OKPYXKAarOIIUM o0acTsIM uim

JIPYTUM MOBEPXHOCTSIM. DTO MOXKET MPUBECTH K MONAAaHNI0 HH(EKINH B IIa3HbIE KaIlIH.

. AKKypaTHO Ha)XKMHTE Ha OCHOBaHHWE ()IaKOHA W 3aKamaiTe Mo OJHOW Karlle mperapara 3a
OJIMH pa3s.
o He cxxumaiite ¢uakoH, OH CKOHCTPYHUpPOBaH TakUM 0Opa3oM, 4YTO JOCTATOYHO JIETKOTO

Ha)KaTUs Ha €ro OCHOBaHME (PUCYHOK 2).

. [Mocne npumenenus mnpemapara A3APTA® mpmwkmuTe mamer K Yroaky Iiasa B
HaMpaBICHUHN HOCA HA 2 MUHYTHI (PUCYHOK 3). DTO MOMOXET MPEJOTBPATUTD MOMAJaHHe
npenapara B JIpyrue 4acTH OpraHu3Ma.

o Ecnu Br1 3akanbiBaeTe npemnapar B 00a 1i1a3a, HOBTOPUTE OMUCAHHBIC BhIIIE ACHCTBUS IS
JIpyTroro riasa.

. [T10THO 3aKpyTHUTE KPHIMIKY (IIaKOHA Cpa3y MOCIE 3aKaIbIBAHUSI.

. Hcnonb3yiite oquH (h1akoH, MPEXe YeM OTKPBITh CIEAYIOIHH.
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MOCJIE[JOBATEJIbHOCTb

Ecnu Bl npuMensiete apyrue npenaparsl Ui JICYEHUsS IU1a3, TaKUE KaK Kaluld WM Masw,
BBIZIEPIKHTE HE MEHee 5 MUHYT MKy 3aKansiBaHueM mpenapata ASAPIA® u npuMeneHnem
JOpYTUX MpenapaToB Uid JIeYeHHs TIa3. [ 1a3Hble Ma3u JOJHKHBI MPUMEHSITHCS B MOCIEIHION0

o4epeib.

Ecin Bol 3akanaau npemapara A3BAPTA® Goablue, ueM cieanoBaao, To Bbl MoxeTe
OILIlYIATh CHM)KEHHE 4ACTOTBI CEPIEYHBIX COKPAILCHUN, CHJKEHUE apTEPUAIBHOTO JaBJICHUS,
CEPIIEYHYIO HEIOCTATOYHOCTb, TPYXHOCTH JIBIXaHUs, & TAK)KE U3MEHEHHS CO CTOPOHBI HEPBHOU
CHUCTCMBI.

Hemennenno npomoiite riasa temion Boaon. He 3akanbsiBaiTe Karui, IOKa HE HACTYIIUT BPEMsI
JUIS CIENYIOUIETO 3alUIAaHUPOBAHHOTO 3aKambiBaHus. [Ipy BOSHUKHOBEHMHM CUMITOMOB CPOYHO

o0OpaTuTech K JieyalieMy Bpauy.

Ecim Bbl 3a0bumm  3akanare mnpemapat A3APIA®, mnpomomkaiite co  ciemyromieit
3aIUIAHMPOBAHHOM 103bl. He 3akambiBaiiTe ABOMHYIO 103y Ul BOCIOJHEHHUs IPOIYIIEHHOM.

Jlo3a He moKHA MPEBBINIAThH | KaIlIl0 B KOHbIOHKTUBAJIBHBIN MENIOK IJ1a3a 2 pa3a B CyTKH.

Ecau Bol npekpaturte npumenenue npenapara ASAPI'A®, He MOCOBETOBABIINCH ¢ BPAuOM,

BHYTPUITIA3HOC NABJICHUC HEC GyHCT oA KOHTPOJIEM, YTO MOXKCT IPUBCECTU K IOTCPC 3PCHUH.

[Ipu Hamu4UKM BOIIPOCOB 110 IPUMEHEHUIO TIperapaTa 00paTUTECh K JieHalleMy Bpagy.

4. Bo3aMoO:KHbIE HexKelaTelbHbIe peaKIu
[Tomo6HO BceM JeKapcTBeHHBIM mpemapatam npemapat A3APIA® MoxkeT BBI3BIBATH
HeXeJaTellbHbIE PeaKliy, OJTHAKO OHU BO3HHUKAIOT HE Y BCEX.
HexoTopsble HexeaTeIbHbIE PEAKIMU MOTYT OBbITh CEPbe3HbIMM.
IlpexpaTure npumenenue npenapara ASAPIA® u memenjeHHo obparurech K Bpady B
Clly4ae BOSHHMKHOBEHHUS JTIOOBIX U3 MEPEUHCICHHBIX CHMIITOMOB:
® BBIpAKEHHOE IMOKPAaCHEHHE U 3y IJ1a3;
®  KpacHOBaThble, IUIOCKHE, MUIIECHEBUAHBIE WM OKPYIJIble MSATHA (4acTo C My3bIPSMU B
[IEHTPE) Ha BEpXHEH YacTH Tena;
e IIENyHICHUE KOXH;
® 53BBI BO PTY, TOpJIE€, HOCY, HA MOJIOBBIX OpraHax U ryia3ax.
OTUM  CEphE3HBIM KOXHBIM  BBICBIIAHUSAM MOTYT NPEALIECTBOBATH JHUXOpaJka |

TPHUIIIONO00HBIE CUMIITOMBI (cuHApPOM CTuBeHCa-/[KOHCOHA, TOKCUYECKUH ATHUAepPMaIbHBII
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OObIYHO, €clu TMepevyMCcIeHHbIE pPEaKIMM HE HMEIOT CEpPhE3HOr0 XapakTepa, NMPUMEHEHHE
npernapara MOKHO IPOAODKATH. Ecinu Bbel coMHeBaeTech, MOTOBOPUTE CO CBOMM JICHAIIUM
Bpadyom. He mpekpamaiite npumenenne mnpenapata A3APIA® 6Ge3 npeasaputenbHoil

KOHCYJIbTallUu Bpaya.

Jlpyrue BO3MOXKHBIEC HexKeJaTeJbHble pPeaKUHMH, KOTOpPble MOIYT HaOJIOAaTbCsl NPH
npuMenennu npenapara ASAPICA®
Yacto (MOryT BO3HMKATH He 0oJiee yeM y 1 yesmoBeka u3 10)

HexenareapHbIe peakIiuy cO CTOPOHEI IJ1a3

Bocnanenne IMMOBCPXHOCTHU TIJia3da, HCUCTKOCTh 3PCHUS, NNPU3HAKU W CHUMIITOMBI Pasapa KCHUA
r1a3 (HampuMep, #OKeHHE, MOKAJIBIBAHNE, 3Y/1, CJIE30TeUEHUE, TIOKpacHEHUE), 00Ib B TJ1a3y

O6H_II/IC HCKCJIATCJIIbHBIC PCAKIINN

CHuKeHHue 4acTOThl CEpACUHBIX COKpPALEHUH, HapyIlIEHHE BKYCOBOM YyBCTBUTEIbHOCTU

HeuacTto (MOryT BO3HUKATH He 0ojiee uem y 1 yenoBeka u3 100)

HexemaTensHBIE peaKIIMU CO CTOPOHEI 7143

[ToBpexxaeHue nepeIHero caos rIa3Horo 010Ka (3pO3usi POrOBHUIIbI ), BOCIIAJICHHE TOBEPXHOCTH
TJ1a3a, BHyTPUTIIA3HOE BOCIIAJICHHE, OKPAITUBAHUE POTOBUIIBI, HEOOBIYHBIE OITYIICHHS B TJIa3aX,
BBIZICJICHUS] W3 TJIa3, CyXOCThb TJia3, yCTAJIOCTh TIJja3, 3yJ B TJla3aX, MOKPAaCHEHHE TJias3,
MOKPaCHEHHUE BEK

O6I_HI/IG HEXCJIATCIBbHBIC PCAKITUN

CHMXKEeHHE KOJHMYECTBA HeﬁKOHHTOB, CHWXCHUC apTCPHUHAIIBHOI'O HABJICHUA, KalllCjib, HAJIUYNC

KPOBHU B MOY€, CIIa00CTh

Penko (MoryT Bo3HUKATH He 0oJiee yeM y 1 yesioBeka u3 1000)

HexemaTensHBIE peakIInU CO CTOPOHEI 7143

Hapy1enus co cTOpoHbI pOroBUIlbl, YyBCTBUTEIBHOCTh K CBETY, MIOBBIILIEHHOE CIIE300TACICHHE,
o0pa3oBaHUe KOPOUEK Ha KPasix BEK

O01me HexeaaTreabHbIE PEAKIINHT

TpynHocTH co cHoM (OecconHua), 601k B TOpIIe, HACMOPK

YacTtora Heu3BecTHA (MCXOASl M3 HMEIOIIMXCH JAAHHBIX 4YaCTOTY BO3HUKHOBEHHS
omnpeaeIuTh HEBO3MOKHO)

Co CTOpOHEI IU1a3

ANnepruuecKkue peakiuy IJia3a, PacCTPOWCTBO 3PEHUS, MOBPEXKICHUE 3PUTEILHOTO HEPBA,
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YyBCTBUTEILHOCTH TJIa3a, BOCTIAJICHNE WIH HH(EKINSI KOHBIOHKTUBHEI (OeJIKa ri1a3a), TBOCHHE B
IJ1a3aX WK CHUKEHUE OCTPOTHI 3pEHUs, MOBBIILIEHUE MUTMEHTALIUH IJ1a3a, POCT Ha TOBEPXHOCTH
rJla3a, OTEYHOCTH Ijia3, YyBCTBUTEIBHOCTD K CBETY, CHIDKEHHE POCTa WM KOJIMYECTBA PECHHUII,
OIYIICHHE BEPXHUX BEK (TJ1a3 OCTAETCsI MOJIy3aKPHITHIM), BOCTIAJICHHUE BEKa M TIIa3HBIX JKele3,
CHUKEHUE YYBCTBUTEIBLHOCTH POTOBHIIBI BCIICICTBHE BOCHAJICHUS] POTOBHIIBI U OTCIOWKH
COCYAMCTON OOOJIOUKH TMOcCie (QUIbTPALIMOHHOW ONepaldyd MO BOCCTAHOBIEHHIO OTTOKA
BHYTPUTIIA3HOMN JKUKOCTH

O011IMe HeXeNlaTeNbHbIE DEAKIIUU

KpacnoBarsle, miockue, MUIIICHEBUIHBIE WM OKPYTIIBIC MSATHA (4AaCTO C My3BIPSAMHU B IICHTPE) Ha
BEpXHEW YacTH Telna, MIeTylIeHHe KOXKHU, SI3Bbl BO PTY, ropJjie, HOCY, Ha MOJIOBBIX OpraHax W
rJ1a3aX, KOTOPbIM MOTYT MpPEALIECTBOBATh JIMXOPAIKa U TPUIIONOAOOHBIE CHUMITOMBL. DTH
CEpbE3HBIC KOXKHBIE BBICHIMIAHUS MOTYT OBITH MOTEHIIMAIHHO OMACHBIMH IS KU3HU (CHHIPOM
CruBenca-/[>xoHCOHA, TOKCHYECKUH MUACPMATIbHBIN HEKPOJIU3)

Cepate 1 kxpoBooOpaleHue

Hapymenue cepaeuyHoro putma, ydaiieHUe, 3aMeIJICHHE CEepACYHOro puTMa, 0oib B TPYIH,
HapylIeHHEe CepAeyHON QYHKINHU, CEPCUHBINA PUCTYII, OBHIIIEHNE apTEPUATHHOTO TaBJICHUS,
CHIDKEHHE  MO3IOBOIO  KpPOBOOOpAIll€HHs, HHCYJIbT, OTEK, 3acTOiHas  cepledHas
HEJ0CTAaTOYHOCTh (3a00JIeBaHuE Cep/la C OJBIIIKON M OTEKaMH CTON M HOT M3-3a CKOIUICHUS
KUJKOCTH), OTEKH KOHEYHOCTEH, MOHM)KEHHOE apTepHalbHOE [aBJ€HHE, W3MEHEHHE I[BETa
KOKH MAaJIbIEB PYK U HOT, @ MHOTIa U IPYTUX Y4acTKOB Tena (6one3Hb PeliHo), X0I01HbIe PYKH
Y HOTH

JIbIxaHue

CyxeHHe [JbIXaTeNbHBIX MyTel B JIETKUX (MPEUMYIIECTBEHHO Yy TMAIMEHTOB C paHee
CYIIIECTBOBABIINM 3a00JIEBAHUEM ), OJIBIIIKA WIIH 3aTPYAHECHHOE IBIXaHUE, CHMITOMBI ITPOCTYIIbI,
3aJI0)KEHHOCTb B T'PYIHOW KIIETKe, HH(PEKIUN HOCOBBIX Ma3yX, YNXaHUE, 3aJI0KEHHOCTh HOCA,
CYXOCTb B HOCY, HOCOBBIE KDOBOTEUEHHSI, aCTMA, pa3JIpakeHue ropia

HepBHas cucreMa U 00111e paccTpoicTBa

lamuttonnHanmu, 1enpeccusi, HOUHble KOIIMaphl, HOTEPs MaMsTH, TOJIOBHAas 00JIb, HEPBO3HOCTH,
pa3apaXUTENbHOCTh, YTOMIISIEMOCTb, TPEMOp, YXYAIIEHHE CaMOYYyBCTBHUsS, OOMOpOK,
TOJIOBOKPY>KEHHE, COHJIMBOCTh, I'€HEpPAIM30BAHHAS WJIM BBIPAXKEHHAs CJIa00CTh, HEOOBIYHbBIE

OINYIICHUWS, TAKMEC KaK ITOKaJIbIBaHUA

Kenynok
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ropiaa, CyXOCTb BO PTY, CyYXOCTh WU HapyIIEHWE YyBCTBUTEIHLHOCTH B TMOJOCTH PTa,
paccTpoOMCTBO KemyiKa, 00JIb B )KHBOTE

Kposb

OTKJIOHEHHE OT HOPMBI MOKa3areneil (yHKINY eUeHH, MTOBBIIICHUE YPOBHS XJI0pa B KPOBH WIIH
YMEHBIIIEHNE KOJUYECTBA IPUTPOIIMTOB B aHAIM3E KPOBU

HNmMmMyHHAS cucTeMa

Ycunenue amiepruueckux CUMITOMOB, TeHEPATM30BAHHBIE AJNIEPTUYECKUE PEAKINH, BKIIOYast
OTeKM B O0JIACTH JIMIIAa U KOHEYHOCTEH, YTO MOXKET BBI3BaTh 3aTPyIHEHUE TJOTAHUS WIH
JIbIXaHUSI, KpAITUBHUIA, MECTHAS M TEHEPAIM30BaHHAS ChIMb, 3Y/I, TsDKEIast, BHE3aIHasl, OTTacHast
JUTSL )KU3HU ajieprudeckasi peakius

Yxo

3BOH B yIlIaxX, OUIYIIEHUE BPALIEHUS WU TOJIOBOKPYKEHUE

Koxa

CpInib, MOKpAaCHEHUE WM BOCMATICHUE KOXKHU, N3MEHEHHAs WM MOHM)KEHHAs YyBCTBUTEIbHOCTD
KOKH, BBINIaJICHUE BOJIOC, CBIMb 0€JI0ro cepedpucToro 1sera (ICopuas3uogo0Has Chillb) WU
o0ocTpeHue rncopuasza

MBI

I'enepanu3oBanHass 00Jb B CIHMHE, CyCTaBaX WJIH MBINIAX, HE CBs3aHHAs C (PU3HUECKOUN
HArpy3Kko#, MbIIIEYHbIE CHa3Mbl, 0OJb B KOHEYHOCTSX, MbIIIEYHas C1a00CTh/yCTanoCTh,
yCHUIIEHUE TIPU3HAKOB U CUMIITOMOB MUACTEHHUH I'PaBUC (MBILIEYHOE PACCTPONCTBO)

Ilouku

Bosb B moukax (Takas, Kak 00JIb B TIOSICHUIIE), YIAIICHHOE MOUCHCITY CKAHHE

PenpoaykTHBHASA CHCTEMA

CekcyanpHast TUCYHKLUS, CHUKEHUE TMOUI0, CEKCyallbHbIE HAPYILIECHHS Y MY>KUMH

(OOMeH BelIeCTB

CHuxeHue ypoBHs caxapa B KPOBH.

Coo01eHue 0 HesKkeIaTeJIbHbIX PeaKIuAX

Ecniu y Bac BO3HHKalOT Kakue-TMOO HEXKeNaTeNbHbIE pPeaKIMH, MPOKOHCYIbTUPYHTECH C
BpauoM. J[aHHAs peKOMEHMAlMs PaCHpPOCTPAHSIETCS Ha JIOObIE BO3MOXKHBIE HEKeIaTelbHbIC
peaKHI/II/I, B TOM YHCJIC HA HC Hepe‘II/ICJ'ICHHLIe B JINCTKE-BKJIaABIIIIC. Brl TAKXEC MOXETEC COO6HII/ITI>
0 HEXeJaTeJIbHBIX PEaKIHIX HAapsaMyto (cM. Huxke). CooO1mas 0 HexenaTeNIbHbIX peakiusiX, Bor

IMOMOTracTe MOJYUUTh OoubIIIe CBEICHUM O 0e30macHOCTH npemnapara.

Poccuiickas @enepanus
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Anpec: 109012, r. Mocksa, CraBsiHCKast TIIOIIaab, 1. 4, cTp. 1
Tenedon: +7 (800) 550-99-03, + 7 (499) 578-02-20

®dakc: + 7 (495) 698-15-73

OnexTpoHHas nourta: pharm@roszdravnadzor.gov.ru

Caiit: www.roszdravnadzor.gov.ru

PecnyOnuka bemapycs

MunucrepceTBo 3npaBooxpanenus PecriyOnuku benapycs,

PecnyOinkanckoe Yuurtapuoe Ilpeampusitue «lLlentp DOxcmeptu3 u  Hcnbitanwmii B
31paBOOXpaHEHUM

Anpec: 220037, r. Munck, nep. ToBapuiieckuii, 2a

Tenedon oraena dhapmakonanzopa/daxc: + 375 (17) 242 00 29

DnekrponHas nouta: repl@rceth.by, reeth@rceth.by

Caiit: www.rceth.by

PecnyOsmka Kasaxcran

PI'TI na IIXB «HauuoHaJIbHBIN LEHTP 3KCIEPTU3BI JIEKAPCTBEHHBIX CPEICTB U MEAULIMHCKUX
unenuit» Komurera MeauIMHCKOr0 #  (papManeBTUYECKOro KOHTpOds MUHHCTEpCTBa
3apaBooxpanenus Pecnyonuku Kazaxcran

Anpec: 010000, r. Actana, yn. A.Mmanoga, 13, 4 stax

Tenedon: +7 7172 235 135

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

Caiit: www.ndda.kz

PecniyOnnka ApmeHus
«HAYYHBIN LHEHTP DKCITEPTU3LI JIEKAPCTB U MEJJUIITMHCKX TEXHOJIOTUI
M. AKAJIEMUKA 3. TABPUEJISIHA»

Anpec: 0051, r. EpeBan, ip. Komuraca, 49/5
Tenedon: (+374 10) 20-05-05, (+374 96) 22-05-05
DneKTpoHHas movTa: naira@pharm.am; vigilance@pharm.am

CaiiT: www.pharm.am

5. Xpanenue npenapara ASAPTA®

XpaHute npenapar B HEIOCTYITHOM JJIs1 peOeHKa MeCTe TaK, YTOObI peOEHOK He MOT YBHJIETh €T0.

He HpHMeHHﬁTC npenapar nocje UCTCYCHUA CpOKa rOAHOCTU (chKa XpaHCHI/IH), YKa3aHHOT'O Ha
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JI€Hb JIaHHOT'O MECSIIa.
XpanuTte mpenapart mnpu temneparype He Baiiie 30 °C.

Jlnis mpeioTBpalleHus pa3BUTHA MH(EKIMK NPEKpaTUTE UCIONIb30BaTh (hIakoH uepes 28 aHen
1I0CJI€ TIEPBOTO BCKPBITHUS, UCTIONIB3YyHTE HOBBIN (DIaKOH. 3amuIIuTe AaTy, Koraa Bel oTKpbun

¢d1akoH, HA KAPTOHHOM TTAYKe.

He BbIOpackiBaiiTe mpenapaTr B CTOUHbIE BOJBI MJIM OBITOBBIE OTXOAbl. Y TOUHHUTE Y paOOTHHKA
anTeKH, KaK CleqyeT YTUIN3UPOBaTh (YHUUTOXKATh) JIEKAPCTBEHHBIE MpemapaThl, KOTOpbie B

0oJbIIIe HE TPUMEHSIETE. DTH MEPHI MO3BOJIST 3AMUTUTH OKPY>KAIOIIYIO CPEy.

6. ConepxxuMoe yNakOBKH U MPoYMe CBeleHUs

Yro comepsxut npenapar ASAPTA®

JleficTBYIOIIMMU BEIIECTBAMH SIBIISIIOTCS OPUH30JIaMUJI U TUMOJIOJIA MaJiearT.

1 mi mpenapara cogepxxut 10 Mr 6pun3zonamuaa u 6,8 Mr TUMoJI0Ia Masieata (COOTBETCTBYET
TUMOJI0ITy 5,0 MT).

[Ipourmu MHrpeqUeHTaMu (BCIIOMOTATEIbHBIMU BEIIECTBAMH) SIBJISTFOTCS:

oenszankonus xjaopua (B Buae 50 % pactBopa) (cM. pasen 2), IMHATPUS SAeTaT, HATPUS XJIOPHU/I,
TUJIOKCAIOJI, MAaHHUTOJI, Kapoomep (974P), Bona ouninennas. Hebompime konuyecTBa HATpUst
TUIPOKCHUJIA W/WITH XJIOPUCTOBOIOPOTHON KHCIOTHI MOTYT OBITh JOOABJICHBI [Tl TIOIICPKAHUS

yYpOBHsI KUCIO0THOCTH (ypoBHs pH).

Buemnuii Bux npenapara ABAPTA® u cogepiknmoe yniakoBKH

Karnu rnasnsie.

[Ipenapar npeacrasisier cOO0H OJHOPOAHYIO CYCIICH3HIO O€JIOTO MJIH MTOYTH OEJIoro 1BETA.

[To 5 M1 BO hi1akoH-KaneabHUILy U3 TTOJIMATUIICHA HU3KOW TNIOTHOCTH.

[To 1 ¢pnakoHy C TUCTKOM-BKJIAAbIIIEM B KAPTOHHYIO MAUKYy.

JlonyckaeTcst HaIM4re KOHTPOJIS IEPBOTO BCKPBITUS HA KAPTOHHOW MayKe.

Jlomyckaercsi HaM4nMe CTUKEpa (A1 HAHECEHUS CPEICTB MICHTH(HUKAINU IJIT MOHUTOPUHTA
JBUKEHHSI JIEKAPCTBEHHBIX MPENapaToB A MEAUIIMHCKOTO IPUMEHEHHUS OT MPOU3BOIUTEINS 10

KOHEYHOTO OTpeOuTes).

JlepskaTe/ib peruCTPALMOHHOTO YA0CTOBEPEHUsI
Hosaptuc ®@apma AT, Jluxtmtpacce 35, 4056 bazens, 1lBeiinapus /
Novartis Pharma AG, Lichtstrasse 35, 4056 Basel, Switzerland
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ﬂO J'IE,D,OBATEﬂbHOCT g

benprus / Belgium
Hosaptuc Manstodexuypunr HB / Novartis Manufacturing NV
Peiikcger 14, Ilyypc-Cunr-Amannc, 2870 / Rijksweg 14, Puurs-Sint-Amands, 2870

3a ;110001 MHpoOpManueil o npenapare, a TaKKe B CJy4assX BOSHMKHOBEHMS NpeTeH3UH
ciaeayer o0pamarbcsi K MECTHOMY IMPEACTABHUTENI0 [epiKaTels PerucTpaniMoHHOrOo
YAOCTOBEPEHHA:

Poccuiickas @enepanus

00O «HoBaptuc ®apma»

Anpec: 125315, r. MockBa, Jlenunrpasackuii npocmnekr, 1. 70
Tenedon: +7 495 967 12 70

®axkc: +7 495 967 12 68

OnekrpoHHas nouta: drug.safety russia@novartis.com

Pecnybauka bemapycn

[IpencraButensctBo AO «Novartis Pharma Services AG» (IlIBetinapckas Kondenepamus) B
Pecniybnuke benapyce

Anpec: 220069, r. MuHck, np-T J[3epkuHCKOTO, 5, T0M. 3, oduc 3—1

Tenedon: +375 (17) 360 03 65

OnekrponHas nmouta: drugsafety.cis@novartis.com

PecnyOsmka Kasaxcran

®unmnan Komnanun «Hoaptuc ®apma Cepsucasz AI» B Pecniy6nuke Kazaxcran
Anpec: 050022, r. Anmartsl, yi. Kypmanrassel, 95
Tenedon: +7 727 258 24 47

DnektponHas nmoura: drugsafety.cis@novartis.com

PGCHV6J'II/IK3 ApMeHus

000 «ACTEPHA»

Anpec: 0051, r. EpeBan, yn. Haupu 3apsia, 72/3
Tenedon: +374 115 190 70

OnexkTpoHHas noyra: drugsafety.cis@novartis.com

JIMCTOK-BKJIAABIII nmepecMoTpEeH

IIpoyune MCTOYHUKU HHPOPMALHHU
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