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Kopaapon®, 200 mr, rabaersn

Jleifc Ty IOl BEIECTBO: aMHOAAPOHA MHIPOXIOPII

Mepen npuMeHenneM NPENAPATA HOJHOCTHIO HPOIHTANTE JHCTOR-BK/EILIN, NOCKOILKY B
HEM coepaaTes Baknbie Lin Bac csenenns
« Coxpanure Imctok-sraansiu, Boimoxkno, Bam notpebyerca npountars €ro e pas.
» Ecmu v Bac BO3HMKIH JONOJHATENLHEIC BOIPOCH!, 0OpaTHTECk K JeualieMy Bpady Him
MCIHUMHCKON cecTpe.
« Tlpenapar masmauen umenno Bam. He nepenmasaiite ero apyrum moasM. On moxer
HABPCIHTH MM, JIa4e eCITH CHMITTOMBI HX 3alo/eranns copnazaior ¢ Bammmn,
» Eom y Bac poanmkan kakue-n00 HexenatenbHble peakuud, o0parnrecs K jiedamenmy
Bpauy, Wi pabGOTHHKY ANTeKH, HIM MEAMUMHCKOR cectpe. Jlannas pekoMeHIaUMA
PACHPOCTPAHACTCA 1A MOOHIC BOIMOKHBIE HEKENATENBHBIC PCAKIMH, B TOM HiCIE HA He
NePeyYHCICHHBIC B pajjese 4 THCTKa-BRIaAbIIA,
Coaepanne AHCTRA-BRAAILIIIA:

1. Yro u3 ceba npeacrasnser npenapar Kopaapos® u Julsd 4ero ero npHMensioT.
O yémM cleveT IHaTh Hepe npuMeHeriesm npenapara Kopaapon®
[pumenenne npenapara Kopaapon®
BO3MOKHBIE HEKENATCIBHBIC PCAKIIHH

Xpaunenue npenapara Kopaapon®

R

CozepauMOoe YIAKOBKH 1 TIPOUHC CBCACHHS.

1. Y7o u3 cebn npeacrasasier npenapar Kopjapon® # 115 4ero ero npumMensor.
Tabnerku Kopaapon® 200 Mr cogepikar AeHCTBYIOMEE BCIICCTBO AMHO/IAPOHA THIPOXJIOPHIL H
OTHOCATCS K 1PyNne aHTHAPHTMHYCCKHMX JCKapersedHbix cpeacts. Jleficrsue npenapara
3AKAKOYMACTCH B PErYIHPOBKE CEPACHHON NEATENLHOCTH, OH CAYKHT JUIA JCYEHHA HapymeHwit
CEpPAEHHOIO PHTMA.

Tpenapar (pHMEHRETCS U NPOHHIAKTHKN CAEAYIOUHX 3a001eBaHMil:
® OpCAYNPCAACHHC  ONACHBIX  JKEIYJI0YKOBBIX  Hapymensit  purma  (manpumep,
weaylouKoBas Taxukapan, GuOpHIIAIHA Key J09KOB);
e NpeAYNpPeRICHAC HAPYIEHHH PHTMA (TAXHAPHTMHMK), CBABAHHBIX ¢ CHIIpomom Bonnda-

[Tapkuucona-Yaiira;
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CYNPABEHTPHKYIPHAR TAXHKAPIHA), €C/IM MHBIE Npenapathl HE oMom
s(pdexta wim UX NIPHMEHEHHE TPOTHBONOKAIAHO.
Kopaapor® noaxoamt /A8 TpPHEMa Y NANMEHTOB €  BHICOKOH  CTENCHBIO  PHCKA
(CHMITOMaTHYCCKAS CCPEHNas HCAOCTATOMHOCTD, CHINKCHHE Ke/YA0UKOBbX (yHKIMA nocie
uH(DAPKTa MHOKAPJIA) JUIS (PEIYNPEAICHAR CMEPTH BCACACTBUE HAPYIICHHH PHTMA.
[TpHMCHSETCH JUIA JIeYEHHS TEPETHCICHHBIX HIDKE 3a00neBatui:

e B coyyasx Hapywenwit purva (QUOPHWIISUMA B TPCNCTAHHE NPEACCPAHIA) MOKET
PHMERATLCS LIS 3AMC/UICHHA HYACTOTEI CEPACUHBIX COKPAUICHHIT HIH BOCCTAHOBICHHA
CHHYCOBOI'O PHTMA.

2. O gem creayer sHATH nepen navaaom npuéma npenapara Kopaapon®
He npuanmaiire radnerkn Kopaapon®:

o com y Bac awepras ma o, AMHOJAPOHA THAPOXJIOPHA WM J0OOH W3
BCIOMOTATE/ILHBIX BEMIECTB npenapata (epeyHcIeHnsIX B nyHKTe 6);

e ecaW W3BecTHO, uTO y Bac HMCIOTCA OnpeleneHHsie cepacukbic 3aboneRanus
(aHOMAILHO MCUICHHOE (Y HKIMOHHPOBARKE Cep/lla, HEKOTOPbIC HAPYIIEHHS CepACTHOH
NPOBOAMMOCTH) H ¥ Bac He YCTaHORIEH MOCTOSHHLIA KapAMOCTHMYJISTOP (VCTPORCTBO,
PErYAHPYIONIEE PHTM ),

e ccim y Bac paccrpolicTBo (pyHKUHN IHTOBHIHON KEAE3bI,

e ecnn Bl npuHMMmaeTe JpyrHe nperaparsl, KOTOpHIE TakKKe MOryT MNOBJAMATE Ha
CCPACHHYIO ACATEIBHOCTD (CM. pasjen «/lpyrie nekapcTBCHHBIC IPENaparsl i npenapar
Kopaapon®»);

e ecan Brl OepemeHHsl (KpoMe HCKMIOYMHTCABHBIX CAYYACB) WIH KOPMHTE IPYABIO (CM.

pasnen «bepeMeHHOCTL H IPYAHOC BCKAPMIIMBAHHEN ).

Ocobpie ykazanus # Mephl NPAOCTOPOKHOCTH
[Mepen npumenennem npenapara Kopaapon® npoKOHCYIBTHPYATECE C JICUAIHM BPAuoM, ¢CiH
y Bac umeercs wan Koraa-anto uMesioch 0060¢ #3 CHeyIONMX COCTORHMIE HIH 3a001cBanuit:

e n0boe 3aboaeBaHNE JCTKHX HIN acTMa (CAy9an Kauuis, oJbINIKH MOIYT YKa3hBaTh

Ha MOBpeXACHHE NerKuX);
* 3a00CBaHHA CEPIa;
¢ 3aboaeBaNNS NCYEHn;
e abojeBanue MITOBHINOMN XKeAe3bl, KOTOPOE Bbl JCHILIH panee;
e ecan Bam npescTont XHPYPrHUecKoe BMEOMATEALCTBO, Bul 10mKH NpeAyNpeiHTs

Bpaya-aHecTe3noaora o ToM, 4o nputnMaere Kopaapon®;

2
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APHTEALHONO Hepsal, B HEPHOL JACHCHHA M B TCUCHHEC HECKOIBKHX MCCHIICE T10CIC

ARHEHHA CACAYET WI0Crath CoHeunoro caera i Yd-muvuenus, n/nim nosasornises o
RN RS KOWH 1 COTHIEL NnoTomy 410 npenapat MORCT ORaalL
(POTOCEHCHOM THINPY IOMICE JICHCTRIE,

ccnn Boi sanucansl B oMepeah Ha NEPecaiKy COpiia, NCHAmHA BPay MOKET HIMEHHTEL
nedenue. 10 00OCHOBAHO TEM, YTO NpPHMEHeHHe AMHOJApOHA MCPe] NEpecaIKoi
CCPLA CONPOBOAIACTCH MOBLIICHHBIM PHCKOM BOZHHKHOBEHHA ONACHOrO I JKHIHH
ocnokuenus (nepsuvHON AMChYHKUMH TPAHCIUIAHTATA): NEPECaueHHOC Cepiue B
TEUCHHE NCPBBIX 24 YACOR NOCe onepanuy He GyHKUHOHHPYET HAUIEKAMM 0DpazoM.

ACTCKHI BO3PACT: MPHMEHEHHE ¥ JCTEH HE PEKOMEHIYeTCA.

Bo Bpems OpHMCHCHMA npenapara HeoOXOAHMO ICPHOAMMCCKH [IPOXOMMTH HEKOTOPHIE,

NPCANNCHIBACMBIE BPAYOM KOHTPOIbHBIC HCCAC/OBAHMA: Kapanonornueckuit ocmotp, KT,

PEHTTEHONOHYCCKOC HCCACAOBAHME IPYIHON KIeTKH, 1ab0opaTopHble Heeaea0Banna (QyHKIMA

MHTOBHHOMN Ke/ie3bl, QepMenTsI NCUCHH, YPOBCHL KQIMA B KPOBH), @ Takxke oDCiejoBanie ¥

odransmonora.

JIONOAHHTEALHBIC CBC/ICHHSA

[pu nprMeHCHHE NPEnapara coodMANOCh 0 BOIHHKHOBCHHH THAKEILIX BHAAX KOKHBIX
peaxumii, B YaCTHOCTH, O MOTCHUHAILHO ONACHBIX A KHIHH KOKHLIX BBICHITAHHAX,
HANPHMEP, MOPAKEHUA € CHITLIO HA CAHIKCTON MOJNOCTH PTa, 143 M BIAraIHILA,
o6pa3oBaHHH NATHHCTBIX YYACTKOB KOXH, NOKPLITHIX CHINLIO (cHuapom Crusenca-
Jlxoncona) u 0b ofpasosaHin Ny3sipel, CONPOBOKAROIMXCA OTACACHHEM BEPXHEIO
CN0S  KOWKHOTO MNOKPOBa (TOKCHUCCKHI INMHACPMAIBHBIA HEKPOJIH3), B HEKOTOPLIX
Cy4asx ¢ ACTAThHLIM HCXOAOM. [IpH HATHYHH KOKHBIX PCAKIMH TCPAIHIO NPENapaToOM
CHCAYET HEMEUICHHO MPEKPATHTDL H 00PaTHTLCA K Bpayy.

Tamensie, NOTCHIMAIBHO ONACHBIE JUIS  XHIHH COCTORHHA - 3aMeLIeHHOe
cepanebuenne  (Opagukapans), OCTAHOBKA  Cepilta  (Hapywenns  cepieqHol
NPOBOJHMOCTH) MOTYT BO3HMKATGE [pPH  COBMECTHOM IIPHMCHCHHH  OTACHBHBIX
NPOTHBOBHPYCHBIX npenapatos (ans neuenns renarura C) n rabaerox Kopaapou®.
Ecnn Takoe ZiedYeHHE SBAACTCR HEH3DEKHBIM, H B XOa€ JICUEHHS YHCIO CCPACHHBIX
COKpAINCHHH CAMIIKOM CHILHO CHHAACTCH, MYIbC HE [POMIYHBIBACTCH  HIN
NPOLLYITLIBAETCH TI0OXO, BOIHHKACT OLIIIKA, OIJYIIEHHe, OUlylleHHe cepiuednenns,
0OMOpOK, CHIEAYCT HEMEICHHO oDparuTecs K Bpayy. B cayuae nanmcHtos ¢
NOATBEPHACHHBIM BHICOKHM PHCKOM TaKHX HapymieHwi puima, B tedenue 48 gacos

nocie Hayana KoMOHHHPOBAHHOIO JIeHeHHs ¢ coocOyBHpOM HEODXOAMMO TIIATENLHOE
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JleKapeTRennLie npenaparthl i npenapar Kopaapon®n).

Jipyrue aexapersennbie npenapats n npenapat Kopaapon®

CooBuHTe neyateMy Bpady o ToM, 410 Bel pHHHMAcTe, HEAABHO NPHHAMATH HITH IIaHupyeTe

HauaTh NPHHUMATS Kakrde-Tnho apyrue npenaparsl.

Mpenapar  palpemaercs  NPHHHMATE  OJHOBPEMEHHO € JPYITUM  [IpEnaparom
HCKAIYHTEILHO HA OCHOBAHMM PAIpelieHHst BPAYa, MOTOMY HTO NPH COBMECTHOM
NPUMEHENHH 1eliCTBHE JEKAPCTBCHHBIX NPENAPATOB MOKET HIMEHATLCH, A TAKKE MOTYT

BOIHHKATL HOKEJIATCIBHBIC PCAKIIHN.

Mpumenenne  npenapara  Kopaapon®  coBMecTHO € HHKENEPCYHCICHHLIMK
JACKAPCTBEHNBLIME NIPENAPATAME 3anpemeno, coobmure sBpaqy, ecan Boei npunnmacre
000 HI YKAIAHHBLIX HIUKE NPENapaTos:
® OT/Ie/IbHBIE EKaPCTREHHLIC NPCIapars! s JIeYeHHs HAPYUWICHHA CEPACYHOrO PHTMA,
HAIPHMEP, ICKAPCTHCHHBIC CPE/ICTEA XHHHIHHOBOTO PAJA, COTANON, Genpumin;
®  HCKOTOPBIC JICKADCTREHHLIC IIPENaparhi, MNPHMCHACMBbIE JUIA JICUCHHA [CHX0308
(mm3ohpennn) (HeHponenTHKa );
® [IpOYHE NEKAPCTBEHHBIE TNMPEnaparbl, TAKUE KAK BHHKAMHH, WH3ANPHJ, PHTPOMHITHN
BHYTPHBCHHO, NCHTAMMIMH JUIA HHLEKIHH, MOCKOJILKY NPH COBMECTHOM NPHMCHCHUH

BO3MOKHO BO3HHKHOBAHHE NOTECHIHATTLHO JCTAJIBHBIX Hapymeuuﬁ pHTMA.

He pekoMentyercst COBMECTHOE npuMenenne:

e CnabuTensubie CPeACTBA, CTHMYIHPYIOIME NEPHCTATLTHKY KHIUCYHHKA: B CBA3H C
noTepeif KaiHs YBCAHYMBACTCH PHCK Pa3BHTHA HEKOTOPBIX Hapymenuit purma. [lpu
COMETAHMM ¢ AMHOAAPOHOM CJIEIYeT HCTOML3OBaTh CIAbHTCbHBIC APYTUX FPYITL.

o Jlwrrnazem, Bepanammui: BO3PACTACT PHCK 3aMCEIUICHHA CepAueOHEHHA W HapylicHHi
Cep/iedHOl MPOBOIHMOCTH, TIOTOMY HX COBMECTHOC NPUMEHEHHE HE PEKOMEHTyeTCs,

e bBera-G0KaTtopel:  MOKCT PasBHIBCH  Hapyllenne (QYHKUHONMpOBaHHS CopaAua M
CCPACHHOM NPOBOAMMOCTH.

o Crenyer wiberats npumencHus GTOPXHHONIOHOBBIX AHTHOHOTHKOB.

o B nepuoa neueHHs aMMOAPOHOM peKOMeHayeTcs wiberats MHIHOHTOPOR depmenTa

CYP3A4 (manpuMep, KIapHTPOMBIIHE, Tpe#ndpy TOBbI# COK).

29.08.2022 4
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(copocOypip B KOMOMHAUMH ¢ MHBLIMH Npenaparami MpoOTHB BHpYCa TenatTa C,

He PEKOMEHAYCTCH COBMECTHOC IIPHMCHCHHC €

HANpHAEp, AAKIATACBHDP, CHMENPEBHP, JICAMIIACBHP), MOTOMY 4YTO B JTOM Ciydae

YBEIHHHBACTCH PHCK 3AMEUICHHA Cep/IeOHEHHA I OCTAHOBKH cepaua (cM, pasien 2).

CoBMecTHOE IPHMEHEHHE C ITHME Ipenapatamu Tpedyer ouenkn spada:

Jlekapersennbie NPENaparsl, CHINKAIOIME YPOBEHL Kalui B KPOBH (BO3PACTAaCT PHCK
OTAC/bHBIX Hapymenun pHTMa): HEKOTOpLIE (0/IHOKOMITOHCHTHLIC WM
KOMOHHHPOBAHHEBIC) AHYPETHKHM, IJIIOKO-, MHHEPAIOKOPTHKOM/bI, TETPAKO3AKTHIL,
amorepuuns B, Baxno npeaynpekiarh passHTHE MTHIIOKAIHEMHH B KOPPErHPOBATL €€
B CJIYHA¢ BOZHHKHOBEHHA.

AnTHKOArynanTHRC Tabnerkuw (Bapapmn, maGurarpan): Moxer notpeboBaThes
HIMCHEHHE JIO3HPOBKH.

[IpenapaTsi HANCPCTAHKA: MOTYT BOZHHKHYTh HapyICHHA NPOBOJHMOCTH, HAPYIICHHA
pHT™A,

denHTORE: NOBBILICHHE KOHUSHTPAHK PCHHTOMHA B MNa3Me KPOBH COMPOBOMXIACTCH
NpHIHAKAMH MEePeIO3HPOBKH, B NEPRYIO OYepedlh CHMITOMaMM CO CTOPOHbI HEPBHOH
CHCTEMBL

LMKAOCNOPHE: YBEIHYHBACTCH PHCK OBPEAICHHS TIOYECK.

dnekaHnHA: MOKET [MOBLINATLCA YPOBCHb (IEKAHHHAZ B IUla3Me. 03HPOBKY
(iekaHuIa CIeYeT HIMEHNTS.

[lpg  OJHOBPEMEHHOM  NPHMEHCHHH C  JIPYIHMH  TpenaparaMmH,  KOTOPhbi¢
serabommanpyiores  epmentom CYP3A4, HX TOKCHUHOCTE MOKET MOBBIUATHCA:
uanpuMep,  (EHTaHWI,  NHIOKaMH,  CHAMeHaduN,  MHZasonaM,  TPHA3OaaM,
JMIHAPOIPTOTAMHH. IPrOTAMHH, KOJIXHIHH.

OnpeeneHHble CTATHHB], CHINKAIOMKE YPOBCHD JIMIKIOB (JKHPOB) B KPOBH, HAlpumMep,
CHMBACTATHH, JIOBACTATHH, ATOPBACTATHH.

[lpn OMHOBPEMEHHOM NpHMeHeHHeM OOWMX AHECTETHKOB COODIATOCh O TIKCIBIX
OCHOKHENHAX. B OTACIBHLIX CIAYYasX, HENOCPEACTBCHHO MOCIAC XHPYPruueckoro
BMCIIATE/NBCTBA  HADMIOAQINCE TRACHBIC pecnuparopuble uapymenus. Hwmecrcs
NPEANONOKEHHE O BOIMOKHOM YCHICHHH TOKCHYECKOTO JICHCTBHA KHCI0pOa.

C npenaparamu, NPOBOUMPYIOIMMHE 3aMELICHAC CepAucOHEHNS WHIH 3ame/LienHe

CCPACHHOMN IPOBOMMOCTH: HEOOXOIHMO KIMHIYecKoe nadbmoaenne i kouTpois KT,

20.08.2022 5
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e C upenapartamu, NPHMEHACMBIMH NPOTHB Hapy —

Pa3HBIM  FPYNNAM: BOIMOKHO OJAroTBOPHOE BAMAHHE, HO HEODXOAHMO CTPOTOE

nabmonenne n KT,

Jlo3y BBIUCHCPEHHUCICHHBIX NPENapaTons, BOIMOKHO, MOTPeOYETCH CKOPPEKTHPOBATEL B Cly4ae
COBMECTHOIO npuMeHeHus ¢ npenapatoM Kopaapon® 200 mr. B csasn ¢ 4em nepea Ha%ajiom
acqenun Kopaaponom, coobmmre Newamemy spavy o Tom, 910 Bel npunumaere, Hegasno

NPHHEMAIH HIH IVIAHHPYETE HAYATL NPpHHHEMATL Kaxue-1mbo Apyrue npenapartel.

Ipuem npenapara Kopaapon® ¢ exoil u nanurkamm
B neprox npuema npenapara Kopaapon® pekOMCHAYETCR He  ynorpeOnsTs 8 mumy

Ipeiindpy roBbift COK, NOTOMY HTO OH MOMKET MOBBICHTH KOHUCHTPALMIO AMHO/IAPOHA B KPOBH.

bepeMennocTs H rpyinoe BCKapMANBaHNHE

Ecin Bel GepeMeHHB WIH KOPMHTE IPYIbIO, AyMaeTe, 4To 3abepeMeHe]H WKW Muannpyere
OepeMeHHOCTE, nepel HAa4YaIoM NpHEMa NPenapara NPOKOHCYILTHPYHTECE C eYalHM BpayoM.
bepemennocme:

Koprapon® snuser Ha dyHKUHOHHPOBAHHE IHTOBHIHON #enesnl mnoga. CaecaoBareibHo, 8O
BpeMA OEPEMCHHOCTH — 38 MCKJIIOYCHMCM OCOOBIX CHYYACB — JICHCHHE AMHOAAPOHOM
OPOTHBOTNIOKAZAHO.

I'pyonoe eckapmausanue:

[MpunnMas BO BHHMaHKE, YTO AMHOJAPOH NOCTYIAET B IPYAHOE MONOKO, €r0 NpHMEHEHHE BO

BPEMA JIAKTAIHH ITPOTHBOMNOKA3AHO.

Yupagaeune TpaHCNOPTHBLIME CPEICTBAME H PaioTa ¢ MEXaHHIMAMH
B cnydae BOIHMKHOBCHMS HAPYIICHHH 3PCHMS B pesyibTare NpHEMa aMMOAapoHa MOXeT
YXVAIIATHCA  CIOCODHOCTh  YNPaBAATL  TPAHCHOPTHBIMH  CPEACTBAMH  HIH  JIPYTHMH

MEXaHHIMaMH,

Hpenapar Kopaapon® coaepanT JaKTo3hl MOHOIHIPAT

Cosepranne MONOUHOrO caxapa (1aKkToisl MOHOIHApaTa) B npenapare Kopaapon® cocrapnser
710 mr B oanoit tabnerxe. Ecnm znevammil spay yxe npeaynpexnan Bac o tom, yro Bu
YYBCTBHTCILHE K HCKOTOPLIM BHAAM caxapa, oOpaTHTech K Bpady nepej HAYanoM npHeMa 31oro

npenapara.

29.08.2022 6
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3. llpumenenne npenapara Kopaapon®

Ilpenapar creayer PUHHMATE CTPOTO B HAZHAYCHILIX JICYAlHM BPAYOM /103aX M B TEHCHHE
HA3HAYCHHOO nepuo/a spemenn. Eciu Bol He yBepens! B 103HpOBKE, 0DPATHTECH K JICHALIEMY

Bpayy Hin apMalesTy.

Ecnn nevatuii spay He gacT Apyrux HASHAYCHANR, peKoMenayemasn 1o3a:

Harpy3sounas 203a 00bMHO COCTABIAET 110 OJIHOI TabneTke Tpy pasa B JAeHb B Tedenue 8-10
JIHEH, 10CIe Yero nesamuii Bpad HaIHaYaeT MOAIePAHBAIMYIO 103Y OT NOJOBHHE IO ABYX
Tab/IETOK B JICHb,

Ecnn spay waznagaer %2 taGnerxku, TabieTky MOMKHO J1ETKO PAsAC/HTE NONOIAM.

Ipumenenne y aeTeil H NOAPOCTKOB
Hanusie o6 >pdexrusnocTr B GeronacHocTi y aereit orpannycHbl. COOTBETCTBYIONIAR 1032 /IS

sauero pebenka OyeT onpeaeneHa Bpaiom.

Ecan Bot npussan npenapara Kopgapon® Goane, 4em cae10sano

CoobummTe cBoeMy Bpady Wi obpaTHTeCk B OT/e/ieHHE HEOTNOKHOH noMoum OGawmxaiined
DOIBHHIBL, TAK KAK BAM MOXKET NOTPeOOBATHCA METHITHHCKAA MOMOIL.

CumnTomel: 3ameviennoe cepauedHenHe, HeAOCTATOYHOCTL KPOBOOOPAIICHHA, HAPYIICHHA

PHTMA, NOBPCHKACHHA TICHCHH.

Ecan Bui 3a0b1am npuaste npenapar Kopaapon®

Ecsm nponyuena oua j103a npenapara, NpUMHTE ee. Kak ToabKo BcrioMunnn ob arom. Ho ecan
y&e npubmkacTcs BpeMst npHeMma caeayiomei o3el, nponycrnre 3abbrrywo aosy. He
MpUHUMAATE ABOMHYIO 03y JUIN BOCMONHEHHS NPONYHICHHON J03LL, NOTOMY 4TO 3THM Bhi

BEIIOBETE PHCK NEPEIO3HPOBKH,

4. Boimomnbie HeKeIATEALHBIC PEAKIIHN
llogobHo BeeM  NCKAPCTBCHHBIM — IpeNaparaM, JaHHEI  NPEnapar MOKET BRI3LIBATH
HEKEIATEILHBIC PEAKIIHH, 0/THAKO OHH Pa3BHBAIOTCA HE Y BCEX.
Ouens wacro (MoryT Bo3nukars Gonee yem v 1 yenonexa u3 10):
® [pH HAPYIIEHHAX 3PEHUA (PACTIIBIBYATOE IPEHHE, CHIKENHE OCTPOTH IPCHHS, BHICHHC

HBETHRIX KOIEH NOpH  OClenIgiomeM cBere) HeOOXOAHMO ITPOBCCTH  TTOJIHOC

29.08.2022 7
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» Snsoce Basoapves
odrarsMoniorHyeckoe  obcireoBanne  (BO w3Geskanue. . sosiikioseHa"”

nopaxennit spenns). [1o OKOHUAHHH JICHEHHS ITH ABICHHUA IPEKPATATCA.

HAPYUIEHHS CO CTOPOHBI KEJIY/I0YHO-KHINEHHOrO TPAKTa (PBOTA, TOINHOTA, HAPYINCHHS
BKYCOBBIX OIIyIeHnit ). OGBMHO CO CHIKCHHEM 10351 OHH MPEKPALIAIOTCA.

YMCPCHHOS TIOBBIICHHE 3HAYCHHIT TeUEHOUHLIX (PEPMEHTOB B HAYAIE JICHEHHA,

horoceHcnOnIMIaIMA.

Yacro (MoryT Boannkars ne 6onee uem y | wenoseka 3 10).

jamezuiennoe cepauetnenne (Gpaaukapans),

HapyIICHHS GYHKUHA WMTOBMAHOH KeneInl (CHIKEHHE HIH NOBBILICHHE QYHKIHH, 4TO
B HEKOTOPBIX CIYHasX MOKET NPHBECTH K JeTaasiomy uexoay). OOparure BHHMaHHe Ha
BOIHHKHOBEHHE CAEAYIOIIAX CHMITTOMOR: VBEIHYCHHE MACChl TE/Id, alaTHs, COHTHBOCTS,
THAYHTENILHO CHHAXEHHBIH Tynbe, a Takke HeoObACHMMAS MOTEpPA BeECa, NOABICHHE
npodaeM ¢ cep/reM, NCHXHATPHYECKHE CHMITTOMLL.

BOIHHKHOBEHHe  3abosieBaHmii  medeHH  (MHOIIA  C  JICTQIbHBIM - HCXOAOM),
XAPaKTePH3YCMBIC OTKJIOHCHHAMH B Pe3yibTartax HaboparopHbiX HCCHeloBaHHH, HHOTA
KCATYXOI,

TPEMOP, KOUIMAPBI, HAPYIEHHA CHA,;

3anop;

IYAANIHE KOKHBIC BRICKINAHHUS (IK3IeMa);

HAPDYLICHMA  JBIXAHMA, Kawelb, OABIUKA — MOIYT ABIATECH  CHMOTOMaMH
BOCTANMTENbHBIX  3a00/ICBAHMEA, KACAIOLIMXCA JISTKHX  (HanpuMep, BOCTANCHHA
COR/IHHMTENLHBIX  TKaHeit, Oubpo3, wiespnt, cneuuduyeckas nNHEBMOHHA), W
NOTEHIHATLHO MOTYT NPHABECTH K JETANBHOMY HCXOY;

cepoBaras i ronyboBaTan MHIMCHTAIHA KOKH [PH JUTHTCIIBHOM JICHCHHH BBICOKHMMM
CYTOYHBIMH JIO3AMH; HOCHE NPEKPALICHHA JCUCHHS FTH NATHA HA KOXKE MOCTENEHHO

HCYHEZAKT,

Heuacto (MoryT soanukats He Gonee yem y 1 venosexa w3 100):

HAPYUIEHHA CEPACYHOrO PHTMA, CEPACYHOR NPOBOAMMOCTH. DBbliM OnMcaus! ciyvaw
OCTAHOBKH CCPALEA ITOCJIC BOSHHKHOBEHHS apHTMHH WiH ee yxymmenus. Ha ocrosannn
AKTYATBHBIX JAHHBIX HEBO3MOKHO ONPEACIHTh, ObUIH JIH ITH CIY4aH BbI3BAHBI HPHEMOM
JICKAPCTB, COCTOSHHEM cepaua HiaH HedDeKTHBHOCTBIO JNCUCHMA, APHTMOICHHbIH
apdexT ammozapona uHabmoga’acs pexe, HEM OPH  HCTIONL3OBAHMH  JIPYTHX
AHTHAPHTMHUCCKHX CPEACTS, H OOBIMHO NPOABIACTCH B KOMOMHAUMHM C HEKOTOPLIMH

JCKAPCTECHHBIMH CPCACTBAMH MIIH IIPH HAPY LICHHAX WICKTPOIHTHOIO Dananca.
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CYXOCTh BO PTY. .

Ouenb peko (MOryT Bosnukarh e Gonee gem y | uenosexa na 10 000):

HIMCHCHHA B dHAMN3EC KPOBH (PAsiaHMHBIC THILI AUEMHH, YMCHBUICHHE UHCIA
TPOMOOUKTOR), YTOMASEMOCTS,

IHAYNTENRHO 3amevtenHoe cepauebueHne ocobenno B NOKHIOM Bo3pacte (HHOILA
MOKET BOIHHKHYTS OCTAHOBKA CEP/UA), 9TO BLIIBIBACT HCOOXOAMMOCTE NpeKpauicHus
npHema;

NOopakeHHe MIH BOCHAICHHC 3IPHTCALHOIO HEPBA, B XOAE HEI0 MOMKET BOSHHKHYTH
CIenoTa;

XpoHHYeckue 3ab0eBaHua NeYeHH (FeNaTuT, IHPPO3), HHOILA C JICTAILHBIM HCXOIOM]
MOBLINICHHE YPOBHA KPEATHHHHA B KPOBH:

ronosxas 6ok, 100POKAYECTBEHHAR BHYTPHUCPCITHAR IMIEPTEHIHA, ATKOCTL NOXOAKH
(ABHraTe/IbHOC PACCTPOHCTBO);

HMIIOTEHITHA, BOCTATEHHE NPHAATKOB AHYKA:

CBHCTALNGS /IBIXAHHE W3-38 CYKEHHA OPOHXOB ¥y NAlMEHTOB, CTPAJAloNMX TAKCNOH
JIBIXATENBHON HEAOCTATOYHOCTHIO H ACTMOI!

OJBIIKA, MOXET OBITH CHMNTOMOM 3a00/ICBAHHA IBIXATCABHOH CHCTEMB — JABIXATENLHON
HEJOCTATOMHOCTH (TAK HA3IBLIBACMBbI, OCTPLIA PECHMPATOPHLIA JIMCTPECC-CHIPOM Y
papocanx (ARDS)), unorza ¢ neranbibiM HCX0AOM. OOGLIMHO MOXET BOZHHKHYTH
HEMOCPE/ICTBEHHO NOC/E XHPYPrHYECKOro BMEaTeNbeTsa.

BACKYJIHT;

KOMHAS Chillh, BRINAJCHAE BOIOC, IKCHONHATHBHEIN JACPMATHT;

[JIOXO€ CaMOYMYBCTBHE, CHYTaHHOCTH CO3ZHAHMA HIH HYBCTBO CiaboCTH, TOWIHOTA,
OTCYTCTBHE ANNETHTA, PalIPAKHTENBHOCTE. JTO MOKET YKalhiBaTh HA CHILIPOM

HCAACKBATHON cexpenun anmiuypernueckoro ropmona (CHCAJID).

Yacrora HensBecTHa (HCXO/19 U3 HMEIONUIMXCH JaHHBIX HacToTy BOIHHKHOBCHHA ONPCICIHTL

HEBOIMOKHO):

29.08.2022

NOBLIIEHHAR Temnepatypa Teaa, Gons B ropse, a3Bbl caM3HcTON  000M04KH  pra
(HeiTpornenns);

OUCHD HH3KOC YHCIIO ONPEACHCHHOIO THIA JCHKOUMTOB (ArpaHy 101HTO3),

TRAKENAR aUlepruYeckas peakuns (asaduhakTuyeckas peakius, anaHIAKTHHCCKHI

HIOK), MPHIHAKAMH Yero, CPejin NPOYHX, SBAKIOTCH KPanHBHHIE 110 BCCMY Teiy,
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BHE3ANHOE NAACHHE PTEPHAIBHOTO JABACHUA (KOTOPOC MOMET TIPHBCCTIN IOKE X NOTCPE
cosHanus), OpIIKa WM obpazosanye OTEKa B 0ONACTH WIEH ¥ ropaa;

e aHrmoHeBpoTHYecKil 0TEK — 01K Kbnnke (0TEK KOAKM H CHIIHCTRIX 0DOJIOYEK JTHILA, BCK
H FOPTaHM);

®  CHIMKCHHEC aNneTnTa;

®  HEKOHTPOIHPYEMBIC MBIICHHLIC JIBHKCHHA, HCINOABIKHOCTE CYCTaBOB, TPEMOp
(NapKHHCOHH3M ) H BO3DYKAEHHOE COCTOAHIE,

* Hapymenue 00oHARNA (NapocMus);

® HapylieHHe COZHAHMS (JIe/HpHit), OOMOPOK, rALTIONHHAIHA]

®  YCKOPEHHOE CepaucOHCHHE, KOTOPOE MOKET OBITH CHMITTOMOM HApYUICHHA CepedHoro
PHTMa 1101 Ha3BAHHUEM forsades de poinfes (TaXHKAPIKA THNA «ITHPYITH);

®  MOKCT YBCAHUHTLCH PHCK JICTOYMHOIO KPOBOTEYEHHS,

®  BHC3ANHOE BOCHAICHHE NOKENYAOYHOH HKenein! (OCTPLIH NaHKPEaTHT);

® KpanuBHHUA;

®  YIPONKAIOUIME HKH3HH PCAKUHH CO CTOPOHbI KOXKH, XAPAKTEPHIVIOUHECH BLICHINAHHEM,
00pasoBAHMEM  1Y3bIPCH, OTTOPKEHMEM TOBEPXHOCTHBRIX crnoen KoxH M 00abK0
(Tokeuueckuit snuaepmansanii nexpoum (TOH), cunapom Crsenca-Jxoncona (CCJL),
Ny3IPYATOE KOKHOE BocnaneHne (Oy/UIe3nblil ISPMATHT) H PEaKkiHa HA ICKAPCTBCHHbBIA
npenapar, CONpoBOKAAOMWIKIICHE s03uHodmHmHed  (npoamdepauus  OAHOIO  THNA
NCHKOUMTOB) M (CHCTCMHBIMHM) NPOSBICHHAMM 110 BeeMy Teay (Tak HalkiBaeMbii
curpom DRESS);

®  BOIMAHOYHONOAOOHBIH CHHAPOM (CHCTEMHAs KpacHas sonyanka — lupus erythematosus
/SLE/ — asronmmynsoe 3abonesanie, NMpH KOTOPOM HMMMYHHA® CHCTEMA MOBPEAKIAET
HECKOJILKO OpPraHoB  YelOBEYeCKOro Tena: BCAEACTBHEC Hero Boluukaer 0oub,
HCMOABHAHOCTE M NPHIYXIOCTH B CYCTABaX, & TaKAKC MOXKET [OABHTHCA
6aboukoobpazHoe MOKPaCHEHHE KOXKH HA MIEKaX):

®  OBICTPOE PAIMHOKEHHE KIECTOMHOM TKAHM (IPaHy/IEMa), BIIOYAS IPARYIEMY KOCTHOIO
Mo3ra:

®  [IOHMAKCHHOE JMOMI0;

®  VIPOKAIOUIEE KHIHH OCHOKHCHHE, BOSHHKAIOMIEE NOCIC NEPECAIKH Cepiula (NepBHYHas
qucYHKIHA  TpaHcniaHTara), KOorja nepecaxkennoe cepaue HE GQYHKUHOHHPYET

najuiexamum obpazom (em. paszaen 2: «Ocobbie yKasaHUA H MEPBI IIPSIOCTOPOKHOCTH Y ).
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Peumythamum be napyce
Coobmense 0 HERCAATEIBHBIX PCAKIHAX ~

Ecan y Bac poaunkim Kakue-mnbo HExeIaTe/IbHbIC PEAaKIMHM, NPOKOHCYIBTHPYHTECH ¢ BPAtoM
wiM paboTHHkoM anTekn. JJaHHAs PEKOMEHIAIMS PacHpOCTPAHACTCA Ha JIODLIC BOIMOAKHEIE
HeKENaATeNLHLIC PEaKIHi, B TOM HHC/IC M HA HE MEPEUHCICHHBIC B AaHHOM JIMCTRE-BKIIAALILIC,
Coobmas 0 HeKenareibHbIX peakuusx, Bl nomoraete nomyunts Oofnbiie CBEACHHA ©

Ge30nacHoCTH npenapara.

5. Xpaneune npenapara Kopaapon®

XpauuTs npu remieparype Huxke + 30°C, XpanuTh B HEAOCTYIHOM JUIR JICTCH MECTE,

6. Copepxanune ynakoBKH ¥ IIPOYNE CBEIEHHR

[penapar Kopaapou® copepmur

JleiicTeyouiee BeltecTo: amnoaapona ruapoxaopua 200 Mr 8 ogroil Tabnerke,

[Tpoume HHIPEAHCHTE (BCIIOMOTATE/ILHBIC BEIMECTBA): JaKTo3el MoHOrmapar (71,0 mr), kpaxman
KyKypy3uniit, nomsszon K9OF (E1201), kxpemuaus auokena Oe3soaubiil komouanei (ES51),

Maraua creapar (E470).

Buemnwit sun npenapara Kopaapon® u cojiepaumoe yHaKkosxm:

Kpyramie Ttabnerks or Oenoro o xenroparo-0enoro usera ¢ JIeNHTENLHON PHCKOH #
I'PABHPOBKO#: cHMBOI B BHAe cepaua ¥ «200» na oanoii 13 CTOpoOH.

[o 15 rabnerox s NBX/amomuanesom Gauctepe. [lo 2 Gaucrepa B KAPTOHHOM 11a4KE BMECTE ¢

JTHCTKOM-BEJIAILILIEM,

Jdepxaresb perucTpauHOHHOTO YI0CTOBEPEHRS

Sanofi-Aventis Private Co. Ltd., Benrpus

1045 Budapest, To u. 1-5, BEHI'PUSA

Mponssoaurens

Opella Healthcare Hungary Limited Liability Company (Opella Healthcare Hungary Ltd.)
Onenna Xenckea Benrpus Jita., Benrpus

Mecro nponisoacraa:

Veresegyhaz, Levai u.5

BEHI'PHUA (Hungary)

Bee nperensnn  norpeburened  caeayer HANPABARTL NPEACTABHTEI0  JICPAKATEINA
PErHCTPANMOHHOIO YI0CTOBEPCHUN:

& Pecnybauxe berapycs:
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000 “Caukc buodapwa™, 220004 Munck, ya. Jlumutposa 5,

Bexapyce,
belarus.info@swixxbiopharma.com

Ten.: +375 (17) 329-0770

& Pecnybauxe Ysbexucman

000 «SWIXX BIOPHARMA»
Viabekucran, r. Tamkenr, 100015,
yn. Oitbex 24, Odpucnsiii bnox 31,

Ten.: +998 78 150-04-80
uzbekistan.info@swixxbio co

JlucToR-BRAAALIN nEpecMoTpen
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