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HucTpykuus 0o MeIHUMHCKOMY NPHMEHEHHIO
TFACTA®EH® 50 mr Tabaerku

ToproBoe naumMeHoBaHHMe JIEKAPCTBEHHOTO CPEACTBA
THCTA®EH® 50 mr tabaerku

Meocoynapoonoe nenamenmosannoe nazeanue: Sequifenadine.
Xumuueckoe nazeanue: (xuHyximu-3)-nu-(0-Tomn)-kap6uHona THIPOXJIOPUI JUTHAPAT.

KpaTkas xapakrepHcTHKA roToBOi JIeKApPCTBEHHOM dhopmbr:
1Inockonmmnapuyeckue Tabnerku Genoro um moutu Geroro mBera ¢ (ackoit u puckoit ¢
OJHOM CTOPOHBI TaOIETKH.

Cocras

HAelicmeyrowee semecmeo: cexudenanuua ruapoxIopus.

Onna tabnetxa comepxur 50 Mr cexudenamuuna THAPOXJIOpU/a (B epecuere Ha 6e3BOaHOE
BEIIECTBO).

Bcnomozamenwhvie éemjecmea: n1akTo3a MoHOrHApar, MUKPOKPUCTA/UIMIECKAsA LEJUTI0N03a
(E460), xyxypysmeni xpaxman (E1422), Mmaruus creapat (E572), xpemuus pmuoxcun
KOJUIOUHEIN 6e3BouEnf (E551).

@®opMma BRITyCKA
Tabnerxu.

®APMAKOJIOIT'MYECKHUE CBOMUCTBA
DapmakoTepaneBTHYeCKas rpynna u Koy ATX: IIPOYME aHTHTUCTAMMHHBIE IIPENapaThl
g cuctemMHoro npumeHennd. Kog ATX: RO6AX32.

dapMakogHHAMHKA ,
Je#icTByromee BemecTBo Ipemaparta — cexudeHamuHa THAPOXJIOPUA (Zajee MO TEKCTy —
cexu(eHaIMH) SBIIETCS GIOKATOPOM T'HCTAMUHOBBIX Hi-peuenropos, Taxke ymepenuno
Giokupyer cepoTOHMHOBBIE HT|-penenToprl, Taxum obpazoM ocnabnsas JeficTBue
MCEMaTOPOB AJUICPTMH THCTAMHHA X CEPOTOHMHA. [MCTAMHH BEI3BIBAET KIMHHYECKHE
TIIPOSIBIICHUA  AIUICPrMYECKOTO  BOCHANCHMA: OTEK (YBEIMYMBAETCS HPOHMIAEMOCTD
KalMJULIPOB), MHNIEPEMHS KOXKH (PACIIMPEHUE COCYHOB), KOKHBIA 3ya ¥ 601, OcobeHHOCTE
cexudeHapHa COCTOMT B TOM, YTO OH OKA3bIBAET aHTHIHCTAMUHHOE NCHUCTBHE, HE TOJIBKO
Groxupyst Hi-penenTopsl, HO ¥ CHIKas COAEPKAHUE TMCTAMHUHA B TKAHSX IIyTEM YCKOPEHHS
ero MmerabomusMa (EpPMEHTOM IMAMHHOKCHIA30#, KOTOPEI pacwemseT SHAOTeHHEBIH
rucramuH. Ilpu amtepraueckux 3a60JeBaHMAX TAKXKE MOBBINACTCS YPOBEHb CEpOTOHHHA B
KpoBH. CepOTOHMH IMOBBINIAET AaPTEPUANLHOE [ABIEHHE, BHI3BIBACT OpoHxocnasm,
YBEJMUUBACT MPOHUIAEMOCTE KaMJLIAPOB, YCUIMBAET NEHCTBUE MEAMATOPOB BOCIIAIEHHS —
rACTaMuHa, OpaJUKUHUHA, IPOCTarTaHauHOB, CexnpeHaqun NPEAOTBPAIACT MIlH:0CAbAICT
CIIa3MOTEHHOE JCHCTBME TMCTAMMHA M CCPOTOHMHA HA TIALKYIO Mycxyl{aﬁp ::6_;_139'}1")’(6_"_‘“(,.&
KHIIEYHHKE, KPOBEHOCHBIX COCY[OB; MHTOKCHKALMIO, BEI3BAHHYIO “lﬁl&é?;j‘aﬁKHOM
CEPOTOHMHOM; HAPYLICHNE IPOHUIIAEMOCTH KAlIAILIAPOB M Pa3BUTHE OTEKOB
CexuoeHaanH OKa3bIBaeT BHIPOXCHHOE IPOTHBO3YAHOE H anmaxccynfm
IPOJIOJDKUTEILHOTO XapaKTepa. '
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Hi UULJIACUBAHO
MUHHUCTEPCTBOM 3IPABOOXPAHEHUS,
PECHHYBJMKY BEJIAPYCL
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CexupeHamun BIMAET HAa MMMYHOJOTHYECKYIO PCaKTHBHOCTbL OpraHHU3Ma, CHHXAA
KOJIMIECTBO aHTUTENOOOPA3YIOMMUX H PO3ETKOOOPA3yIOImUX KIETOK T-mamponuros =
CCJIC3CHKE, KOCTHOM MO3re, JUM(MATHYECKMX Yy3/1aX, a TAaKKe CHHXAeT IIOBBIIIEHHYIO
KOHUEHTPAMIO UIMMYHOIJIO0YJIMHOB KiaccoB A u G.

CexubeHamun He3HAYUTENBHO IIPOHHKAET 4epe3 reMarodHuedanuueckuil Gaprep, dem
OOBSCHAETCA OTCYTCTBHE BBIPAXECHHOIO yraetaomero Biusaus Ha L[HC, oamako, B
OTACIBHBIX CIIyHasX, [PH HHAMBHIYANbHOM NOBHIIEHHONH YyBCTBHTENBHOCTH HabomaeTcs
JIETKU# CeAaTUBHEIA QD eKT.

Ilpu npueme cexubenanuna He HaGMONAIOTCS M3MCHEHHS OHOXHMUYECKHX MOKa3aTeneit
KpOBM W MOYM, IpENapaT HE BIHAET HA apPTEPUANTLHOE MNaBICHWE, TOKa3aTeily
dnexTpokaparorpammel (JKI'), korneHTpaumio caxapa u XOJIECTepHHA B KPOBU, HE BIIMSET HA
[I0Ka3aTeNH IMEKTPO3HNEDaTIOrpaMMEL.

PapMaKkoKHHETHKA

Ilpenapar G6BICTPO BcackBaeTcs W3 XKCIYJOYHO-KMIICYHOTO TpPaKTa. MakcuMansHas
KOHIICHTpalXs AEHCTBYIOMErO BELIECTBA B ILIA3Me KpoBH pocturaercs uepe3 1-2 yaca. B
OPTaHN3ME HAKAIUIMBACTCS NPCUMYMIECTBEHHO B JIETKMX, [CYCHH, caMas HH3Kas
KOHICHTpalMs — B roj0BHOM Mo3re. Cexudenamun MeTaboNM3UPyeTCsl ITyTEM OKUCIIEHHS,
00pasys GapMaKoIOruIecK: HeaKTUBHEIA METaGOMT.,

Ilocne nprema omHOpazoBoit 10381 50 Mr IIEpUOJ NOTYBEIBEACHUSA [CHCTBYIONIEr0 BEIIECTBA
3 IUIa3MBI KPOBM COCTaBiseT 12 9acos, a Iocie MOBTOPHBIX 03 IICPHOJ IOIYBBIBEAECHHUS
YKOpa4HBaeTCH 1O 3,8 4acos, T.e., cexu(eHaauH He KyMmynupyercsi B oprauusme. 50 % o351
BRIBOZUAITCS M3 OpraHu3Ma ¢ JKem4sio, 6omnee 20 % — ¢ Moyoit. Oxomo 30 % no3s! BEIBOJIATCS B
HEU3MEHEHHOM BHe, 40-50 % B BUIE MeTabOIUTOB.

Hannsie no GapmakokuHeTHKe Npenapara Y HaIMEHTOB ITOXKMIJIOTO BO3pPAcTa M MAUEHTOB C
HapyIIeHuEM QYHKIWY NEYEHH W/ UK II09eK OTCYTCTBYIOT.

KJIMHUYECKAS XAPAKTEPUCTUKA

Iloxasanusi K NPUMEHEHHIO

OcTpbie U XpOHHYECKHE AlUIEPrUYeCcKre 3a00ICBaHMS: TIOJUINHO3EI, alIEPIUYECKUi PHHHT,
PHHOCHHYCOIIATHY (aTONHYECKUE U MH(EKIMOHHO-a/IepruIecKue); aJUICPTHYECKUE PEaKIVH,
CBA32HHBIC C NPUMEHCHHEM JIEKAPCTBEHHBIX CPEJCTB, IHINEBEIX IIPOAYKTOB, CpEACTB
OBITOBO XHUMHH.

Anneprudeckue u  apyrde 3a00NI€BaHMs, CONPOBOXKAAIOINAECH  KOXHEIM 3yioM
(anneprudeckuil mmM atomudeckwuit ACPMATHT, BAaCKYIMT KOXH, HEHPOXEPMHT, KpPacHHILH
IUIOCKM JIMImaii).

IIpodunakruxa 3aboneBanmii AJLICPru9eCKOro Xapakrepa (OO CE30HHOro oboctpenus) u
IOAJCPXKUBAOINASA TEPATIMS.

Croco6 npumMenenns u 103u1

Tabnerxu I'ucmaghena npuanmaror BHYTDE II0CTIE €], 3alTUBast BOLOH.
Ocmpuie u xponuyeckue annepeudeckue 3aboneéanus: B3PocHbM 10 50-100 mr 2-3 pasa B
Aenb. OGBMHO TepameBTHYeCKmit d(deKT HacTymaeT 4epes 1-3 AHA mocie Hayana jeYeHus.
JUmTenBbHOCTE Kypea nedeHns cocTaBiser 5-15 muei. Ilpn meobxonmmmocty Kype neuenus
IIOBTOPSIIOT.

Ilpodunaxmuxa 3abonesanuii AI1ePeULecKo20 xapakmepa (00 ce30HHO020 0bocme
no0OepIICUsaIowas mepanus: B3POCIBIM TIO 50 Mr 2 pasa B gmens. Jlna sipothu
PCKOMCHIyCTCS HAaYMHATh NPUMEHEHWE Ipenapara 3a 2 Hedeln gf
aJICPrUYeCcKOl peaKIyy. A
Tabnetku I'ucmaghena MoxHo couerats c [penapaTaMd MECTHOIO npfiiyxéﬁé
KOMIIPECC, TTIa3HbIe KaIUlH, KaILUIH UIS HOCa). e
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Ocobennocmu npumenenus nexapcmeentozo cpedocmsa
@ynxkyuu noyex

llammentam ¢ HapymeHusaME QYHKIUE NOYEK CIEAYET COBIIONATS OCTOPOXKHOCTH U HAYMHATE
JIEYCHAE C MUHUMAIIBHOM JI03BI JIEKApCTBEHHOTO CPENICTBA (cMompemb makaice pazden Mepu
npedocmopodicHocmu).

Ocobennocmu npumenenus nexapcmeennozo cpedcmea y nayueHmosé ¢ HapyuleHusmu
@ynxyuu nevenu

OTCyTCTBYIOT JaHHBIE 0 HEOOXOAMMOCTH CHYYKEHUS AO3MPOBKH, OXHAKO CIEAYET COOII0AaTh
OCTOPOXHOCTe ~ NaHHOH TIpynne ManMeHTOB (cMompembv  makoice pasden  Mepul
npedocmopodcHocmu).

Ocobennocmu npumenenus nexapcmeennozo cpedcmea Y nayuenmoe noicunozo eospacma (8
gospacme 0o 70 nem)

OTCyTCTBYIOT HaHHBIE 0 HEOGXOMMMOCTH CHUDKCHMS JAO3MPOBKY JaHHOM IpyNIle MAllMEHTOB,
OZIHAaKO CJICAYET yIUTEIBATE BO3MOXKHOE CHIDKCHHE QDYHKIMH T09EK M/MIIM ICYEHH.

Ecmm  nmponymen OpueM, IPUMHUTE IIpenapar, KaKk TOJBKO BCIOMHUTE 06 3TOM, HO
IPONyCTHTE, €CIU MpUOIIKaeTCs BpeMs cieayromero npuema. Huxorna He npunMMaiite
JBOMHEIE MO3BI.

IToGouHnble geiicTBUSA
lleperocumocTs npenapara xopomas.
YactoTa NOOOYHEIX HeHCTBHME II0 cHCTeMe knaccupukanmn MedDRA  (Meauuunckuit
CJI0Bapb TCPMUHOJIOTHH PErNAMEHTAPHON AeATENLHOCTH):

Ouens gactrie — 21/10;

Yactere - 21/100 go <1/10;

Heuacteie — 21/1000 10 <1/100;

Penxue — 21/10 000 mo <1/1000;

Ouens peaxue — <1/10 000;

Henssectro (Henb3st onpeaenuTs mo nMerommMes JIaHHEIM).

Hapywenua co cmoponvt xpoeu u UMPBaAmu4ecKkoi cucmemsl: penKue — 303MHO(UIbHAL
JEAKOITEeHHS.

Hapywenus co cmoponwr nepenoii cucmemu: qacTsie — COHIIMBOCTE (B cpemHeM — 13,3 %) —
A0303aBUCHMas; Npu po3ax lucmagena 150 Mr B HeHP COHIHMBOCTE HabmopawT y
1,97 % GonbmbIX, npu ysemumuenun no3sl g0 400 Mr B IeHb — y 24,6 % GonbHEIX. B
OONBIIMHCTBE CITydYaeB COHNMBOCTD YMEHBINACTCS WITH ucye3aeT yepes 2-5 nHel oT Havaga
neyenns. He gacTeie: ronosnas 6oms. Pemxue — BO30yxneHne, 6eccoHHnIa, KOTOpBIE HaIe
BCTPEHAIOTCS IIPY MPUMCHEHUM BBICOKMX /103 IIpenapara.

Hapywenusa co cmoponwr acenydouno-xumennozo mpakma: JacTble — CyXOCTh BO PTy — y
9,5 % GonbEbX. He wacThie — cnabrie 60mu B SIHTacTpUH, NUCHENTHYECKUE PaCCTPONUCTRA y
2,4 % OGONBHBIX, 0COOGEHHO TIpu NpueMe npenapara HaTOmaK. Y JHMI ¢ XPOHHYECKMMH
3a00JICBAaHMAME  XKEITYJOYHO-KHIIETHOTO TpakTa BO3MOXHOCTh IIOABIECHHUS IOOOYHBIX
AeicTBUi yBenuumBaercs. I1o60vnHbIc 3 GeKTE MPOXOHAT B NEpBHIE AHHM JEYECHHS W HET
HEOOXOMMOCTH B OTMEHE NPENapaTa Wil B 3HAYATEIEHOM CHIDKCHHUHM 103b1. O4ueHs penkue —
YCHJICHUE aleTUTa.

Co cmoponwt nouex u MOUeBbIB00AUUX Nyme: PEAKHE — ClIabhIil AXypeTHYIECKuit adexr.

Co cmoponvt penpooyxmusnoii cucmemvi u 3abonesanuti zpyou. penkue — HapyleHus
MEHCTPYaJIBHOTO IHKJIA. 3
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Ecnu y Bac nposBunuce xaxue-m60 mo6oyHble ACHCTBYS, KOTOPEIE HE yKa3gH B aHHOM
- - N g

MHCTPYKIIMH, WIM KaKoe-TuO0 M3 YNOMSHYTHIX MOGOYHEIX NeHCTBHIL BEIDasKe

CHJIHO, HEOOXOMMO 0GPaTHTHCS K Bpavy.
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IlpoTruBonokazanus
IloBBIIIEHHAS YYBCTBHTENBHOCTh K J€HCTBYIOIIEMY BEINECTBY MM BCIIOMOraTelIbHBIM
BEIIECTBAM IIpenapaTa, GepeMEeHHOCTh M IEPHO KOPMIIEHHS IPY/BIO, BO3PACT 10 18 JIerT.
OnuoBpemennslii npueM uHru6uTOpoB MAO.

Ilepexosuporka

Ilpenapar manorokcuyen. O coygasx NIEPEI0O3UPOBKH HE COOOIIAIOCE.

Cumnmompl: CyXoCTh CIU3UCTEIX 06OIOYEK, FOIOBHAS 60116, pBOTa, 6ONM B XKUBOTE M APYTHE
JUCIIENITUIECKAE SBJICHHS.

Meponpusmus: NpoBOIAT CHMITOMATHYECKYIO Tepanuio. Cnennpuyeckuii aHTHIOT He
H3BECTEH.

Meps1 npexocropoxnocTn

Cobmoznare O0CTOPOXHOCTE IIpu HapymeHusX QYHKIUHA IoYeK (IeYeHHEe HAYMHAIOT C
MHHUMAIBHOR J03B1), TSOKENBIX 3a00/IeBaHuMsIX CEPAEYHO-COCYAUCTON CHCTEMBI, XKEITyJOYHO-
KHIIEYHOr'O TPaKTa, ICUCHH.

Jlakmosa. B cocTaB TablIeTKH BXOMUT JIAKTO3a. IIpenapat He cnegyeT NPUMEHATH NAHEHTAM
C PeNKoH HaCIe[CTBEHHON HENepPeHOCHMOCTBIO TallaKTO3bL, nepunutoM Lapp naxtasbr wim
ManbabcopOnueit rIrOKO3BY/ TaaKTO3EL.

IIpumenenne B meproa GepeMeHHOCTH M KOPMJIeHHSE rpyabIo

Ilpumenenue B mepuom GepeMeHHOCTH H KOPMJICHHS TpPYAbI0 IIPOTHBOIIOKA3aHO.
BezonacHocTs npuMenenus ta6netox I ucmaghen 'y GepeMEHHBIX He H3ydeHa.

B mepuox KOpMIEHHMS TIpyABIO IIPUMEHEHHE AHTHIMCTAMMHHEL IpenapaToB He
PCKOMEHAeTCS 13-32 BO3MOXHOCTM HeGnarompusatHoro BiumsHums Ha I[HC wmuagenna.
Heo6xomumo pemmuTs Bonpoc o mpeKpameHuu TPYJAHOrO BCKAPMIIUBAHHS.

Buimsinne Ha cnoco6uocTh ynpasasts TPAHCIOPTHLIMH CpPeICTBAMH

JIunam, pa6ota KoTopsix TpeGyer OBICTPOH hH3MIECKON MM HCHXIIeCKOi peaknyu (Hamp.,
BOMMTEIN TPAHCIOPTA), CIEAYeT IHPEeIBAPUTENLHO YCTAHOBHTD (TIyTeM KpaTKOCPOYHOTO
Ha3HAYCHUs), HE OKa3bIBACT JIM MpPENapaT CEAATHBHOLO HIIH CHOTBOPHOI'O NEHUCTBHA. DTUM
UaM He00X0IMMO COOIIONATE OCTOPOXKHOCTD.

BzaumopeiicrBue ¢ qpyramu JICKaPCTBEHHLIMH CPEXCTBAMH

T'ucmagpen me ycunusaer yrueraromee qeitcTpie CHOTBOPHEIX CpeACTB M ankoroys Ha [JHC.
Onnaxo, B HEPHO NeUeHHs CleyeT BO3JIEPXXATECA OT YIOTPeOIIEHHS AlIKOroJIs.

[TanmenTam, npuUMeHSTIOIMM uHrubutoper  MAO, mpoTHBOmOKa3aHO IIPUMEHEHHE
AHTUTMCTAMUHHEIX IIPEHapaTos.

OAPMAIIEBTUYECKASI HHOOPMAIIUS

Cpox rognocTn
4 rona.

YciaoBust Xxpanenus

XpaHUTB B 3aIMAIIEHHOM OT BIIATH M CBETa MECTE IIpY TEMIIepaType He Beime 25 °C.
XpaHATE B HENOCTYIIHOM JIIA IETel MecTe.

Ynakoska

Ilo 10 Tabnerok B KOHTYpHOMN sueiikoBoil YTIaKOBKE M3 IIJICHKH IIOJIMBH
CBETO3AIIUTHON U G OJIEIM aTFOMIHUEBOIA. R
2 KOHTYpHEIE SYEHKOBEIE ymMaKoBKM (20 Ta0JIETOK) B MauKe KApTOHHOH ¢ ﬁquxc
MHCTPYKLHUER 110 MEAUIIMHCKOMY IIPHMEHEHHIO. e
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YciaoBus OTIIyCK2a puxas Muducrepersa 3PaBOCXPANEHUS
ITo penenTy. Pecnybavuryu Benapycs

IIpousBouTens M Biajeen perucTpanHoOHHOro YAOCTOBEpeHHUs
AQO “Onattapapm™.
Anpec: yn. Pynauny 5, Onaitue, LV-2114, JlatBus.

Adpec opzanusayuu, npunumaroweii na meppumopuu Pecnybnuxu Benapyco npemenzuu
om nompebumeneil no Kkauecmay npooykyuu (mosapa):

Ipencrasutensctro AO «Omnaitndapm», yi. Kpacnossesnnas, 1. 18 «B», k. 501, Pecrrybmxa
Benapycs.

HaTa nocienHero o6HoBIeHAs ONMCARMS JIEKAPCTBEHHOI0 cpeacTBa: uioHs 2018 .




