COOTEETCTEY

JKCMEPTHOMY OTUETY
025 Ne 11257

nucTRyKLpst1OCEOOBATENEHOCTE 0003)

1O MEJJUIITUHCKOMY TTPUMEHEHUIO JIEKAPCTBEHHOI'O ITPEITAPATA
I'mapoxopTnzon-AKOC

PerncrpanuoHHblii HOMep:
Toprosoe HanmenoBanue: ['napoxkoptnzoH-AKOC
MexayHapoaHoe HeMATEHTOBAHHOE WM I'PYNIIIUPOBOYHOE HAUMEHOBAHUE: THIPOKOPTU3OH
JlekapcTBeHHas (popma: Mas3b IIa3Has
Cocras Ha 100 r:
eticmsyrowee seugecmeo. ruipokopTruzona anerat — 0,5 r.
Bcnomoeamenvuvie  6ewjecmea:  METHINAPArHIpPOKCHOECH30aT  (MeTHINapaObeH, HHUIIAarkH),
napaduH OenbIit MATKHH (Ba3enuH).
Onucanue
Ma3sp 6enoro, 6e10ro ¢ )KeITOBATHIM OTTEHKOM HITH JKENTOrO LBETA.
dapmakoTepaneBTHYECKAS TPYNIA: TTIOKOKOPTUKOCTEPOUSI 1711 MECTHOTO TPUMEHEHUS.
Kon ATX: S01BA02
dapmakoJioru4ecKoe aeiicreue
DapMaKkoOAMHAMHUKA
['uapoOKOPTH30H - MPUPOIHBIN TIOKOKOPTHKOCTEpOou . OKa3pIBaC€T MPOTUBOBOCHIAIUTEIBHOE,
MPOTUBOAJJIEPTUYECKOE JCHCTBUE. YMEHBIIACT BOCHAIUTEIbHBIE KJIETOUYHbIE HHQUIBTPATHI,
CHI)KAeT MUTPALMI0 JEHKOIMTOB U JUMGOUUTOB B 00nacTh BocmajeHus. Crabummsupyer
KJIETOYHBbIE U CYOKJIETOYHBIC, B TOM UHCJE JTU30COMalbHBbIE MeMOpaHbl U MeMOpaHbl TYYHBIX
KJIETOK. YMEHBIIAET CBA3bIBAHNE UMMYHOTJIOOYJIMHOB C PELIENITOPAMU Ha MOBEPXHOCTH KIJIETOK
U TOPMO3HUT CHUHTE3 WU BBICBOOOXKIEHWE IUTOKMHOB (MHTEPJICHKUHOB U HMHTEp(epoHa) u3
auMGOIMTOB U MakpodaroB. YMEHBIIAeT OCBOOOXKACHHE apaXWJOHOBOM KHUCIOTHI U3
dbochonunuaoB U cHUHTE3 ee MeTaboNUTOB (MPOCTATIAHIUHOB, JEHKOTPUEHOB, TPOMOOKCAHA).
VYMeHbIIaeT 3KCCYAATUBHYIO pEaKLHI0, CHOCOOCTBYET YMEHBIIEHUIO IPOHUIAEMOCTU
KanmuuisipoB. CHUXKAaeT BBIPAXKEHHOCTh pPAHHET0 HMMMYHOJIOrMYeckoro otBeta. OOrnanaer
KaTabOTUYECKUM JIEHCTBUEM M TOPMO3UT Pa3BUTHE COSAMHUTEIHHON TKAaHU U pyOlleBaHHUE.
DapMaKOKHHETHKA
Abcopoyus
[Tocne mprMeHeHus TJ1a3HON Ma3u THAPOKOPTU30H BCAChIBAETCS B BOJSHUCTOM Bjlare, poroBulle,
pamyXKe, COCYIUCTOH 000JouYKe, MHUIMapHOM Tene u ceryaTke. CucremHas abcopOuus
BO3MOXKHA, HO TIPUOOpETaeT KIMHUYECKOE 3HAYCHHE TOJBKO MPU MPUMEHEHUU 0oJiee BHICOKHUX
7103 W/WTY TIPH UTUTEIHFHON TEeparnuu.
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3aBUCHUMOCTD OT CTETICHH MHTAKTHOCTHU SIUTEIUsI POrOBUIIbI M BHIPAXKEHHOCTH BOCHATUTEIIBHBIX
SIBJIEHUU B TJIa3y.

buompancgopmayus

B kpoBu 80 % cBsizbiBaeTcs ¢ TpanckopTHHOM U 10 % ¢ anpOyMuHamu.

Inumunayus

['uapoKOpPTH30H UMEET MEepUoJ MOJIYBBIBEACHUS U3 IIa3Mbl NpuMepHO 90 MUHYT. DKCKpenus
coctapisieT 6omee 90 % movykaMu B BUJE TJIFOKYPOHH 1A, TOJIBKO 0K0JIo 0,5 % BBIBOIUTCS B BUJIE
HENU3MEHEHHOTO THIPOKOPTU30HA C MOYOM.

Iloka3zanus K NPpUMEHEHUIO

- autepruueckue 3aboyieBaHus Tr71a3 (AepMaTUTBl BEK, OnedapuThl, KOHBIOHKTHBUTHI U
KEepaTOKOHBIOHKTUBHTHI);

- BOCMAJUTENbHBIE 3a00JIeBaHUs TJa3 MEPEAHEro OTAeNa Ta3a MPU OTCYTCTBUU HAPYLICHHS
[EJIOCTHOCTH IIHUTEIUS POTOBUIIHI (0J1ehapuThl, KOHBIOHKTHBUTHI U KEPATOKOHBIOHKTUBHTHI);

- TEPMHYCCKUNA U XUMHUYECKUH 0KOT (TIOCIIC TTOJTHOM SMUTENN3AINH 1e(h)eKTOB POTOBHIIBI).
IIpoTuBONOKAa3aHMS

['MnepuyBCTBUTENBHOCTh K JEHUCTBYIOIIEMY BEIIECTBY WM K JIFOOOMY U3 BCIIOMOTaTElbHBIX
BEIIECTB; TyOepKyJE3 riia3; repHeTUYeCKHid KePaTHT SIUTEIHATbHBINA; OCTPBIA MEPUON JPYTUX
BUPYCHBIX MHQEKIUHA Ta3, rpuOKoBbIe 3a0oyieBaHMs TIa3, OakTepHaibHble WHQPEKIUH TIJIa3,
TPaBMbI U IpyTHE HAPYIICHUS LIEJIOCTHOCTH POTOBHIIbL, TJIayKOMa.

IIpumeHeHnne npu 6epeMEHHOCTH U B IEPHOJ TPYAHOI0 BCKAPMJIMBAHUSA

bepemennocmo

KoHTponupyembIx HCClIeI0BaHUM MPUMEHEHUSI THAPOKOPTHU30HA Yy OEPEMEHHBIX >KCHIIUH HE
MPOBOAMIOCH. J[MUTEeNbHOE JIeYeHHE TIIIOKOKOPTHUKOUIAMU BO BpeMs OEpeMEHHOCTH MOKET
MIPUBECTH K 33/IEPKKE BHYTPUYTPOOHOTO pa3BUTHUA peOeHKa. B JOKIMHUYECKNX HCCIET0BaHUAX
MOJIyYEHBI IAaHHBIE O TOM, YTO TTFOKOKOPTUKOUIBI TPUBOAMIIN K paciienune Heba. EcTb nanHbIe
O TIOBBIIEHHOM pHCKE OOpa3oBaHMs pACIIEINMH POTOBOM TOJIOCTH TIpH  Tepanuu
TIIOKOKOPTUKOUJAMH B TEYEHHE TMEepBOro TpuMmecTpa OepemeHHOCTH. Ha ocHoBaHuu
ANUJEMHUOJIIOTMYECKUX UCCIIEIOBAHUM U JTOKJIMHUYECKUX JAHHBIX MOKA3aHO, YTO MPOXOKJIECHUE
JICYCHUS TIIOKOKOPTUKOUJIAMU B TIEPUOJ] OEPEMEHHOCTH MOXKET CIIOCOOCTBOBATH Pa3BUTHIO
MeTaboIMYECKUX U CepPIeYHO-COCYAUCTHIX 3a00JIEBaHUI BO B3pOCIOM BO3pacTe.
KopTtukocrepoupl nOpoHUKAIOT uepe3 IaneHTy. [lOoCKOJIbKYy HEBO3MOXKHO MOJHOCTBIO
UCKITIOYUTh CHCTEMHOE BO3JCHCTBHME JaKe€ TOCIE MECTHOTO  O(TaTbMOJIOTHYECKOTO

NPUMEHEHHUs, He CJelyeT MPUMEHSTh Mpenapar BO BpeMsi OEpEeMEHHOCTH, 3a HMCKIIIOUEHUEM
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(CMIEPTHOMY OTYETY

JIeYeHUs KypcC JOJDKCH OBITh KaK MOYKHO 00Jiee KOPOTKUM M ¢ Ha3HAYCHHEM MUHUMAIBHBIX J103.
Ecnu rirokoKOpTUKOUIBI HA3HAYAKOTCS B TPETHEM TPUMECTPE OEPEMEHHOCTH, CYIIECTBYET PHCK
aTpoduu KOpbl HAJIIOYEUYHUKOB Y 1oaa. [losTomy netu marepei, moay4yaBIIMX THAPOKOPTUZOH
BO BpeMs OEpEeMEHHOCTH, JOJDKHBI HaXOAUTHCSA MOJ TIIATEIbHBIM HAOIIOJEHUEM Ha MpeaMeT
MPU3HAKOB HAAMOYCYHUKOBOW HEMOCTATOUYHOCTH. [Ipr HEOOXOAMMOCTH BO3MOKHO MPOBEICHUE
3aMECTUTEIHHON TEPAITMU HOBOPOKIACHHOTO.

Ilepuoo epyonoco eckapmausanus

[ MIOKOKOPTUKOUIBI TPOHUKAIOT B TpynHOe MoJoko. [IpumeHeHHEe TUIPOKOPTHU30HA Y
OCpeMEHHBIX W KOPMSIIUX JOMYCKAeTCS TOJILKO 10 HAa3HAYEHHUIO JIeYallero Bpada, Korja
OKUJAeMbIN JTeueOHBIN APPEKT I MaTEpH MPEBBIIIACT MOTCHIIMAIBHBIA PUCK IS TUIOJA HITU
peOeHKa.

Cnoco0 npuMeHeHHsI U 103bI

MecrtHo.

B KOHBIOHKTHBAJIBHBIN MEIIOK BBOAAT 1 CM TiIa3HOW Ma3u 2-3 pa3a B CyTKH.

Kypc neuenus 1-2 nenenu. [lo pekomenaanuu Bpada Kypc J€4eHUs MOKET OBITh MTPOUICH.
ITo0ouHOE nelicTBHE

Hwxe npuBeeHbl HexenaTenbHbIe () ()EKTh, OTMEUSHHBIC B X0/ KIIMHUYCCKUX MCCIIETOBAHUI
U HAa OCHOBAaHWUU IOCTMAapKETHUHTOBOTO OIBITA MPUMEHEHUs mperapara. Yacrtora MoOOYHBIX
3¢ HEKTOB OICHUBAIACH COTJIACHO CJEAYIONIeH rpagamnuu: odeHsb yacto (>1/10), gacto (>1/100
no <1/10), nmewacto (=1/1000 mo <1/100), peaxo (=1/10000 mo <1/1000), oyeHb penko
(<1/10'000), gacToTa Heu3BeCcTHA (MMEIOIIUECS JaHHBIC HE MOTYT OBITh OIICHEHBI).

Hapywenus co cmoponsl uMMyHHOU cucmembl

Penko: annepruyeckue peakiuy, Takue Kak KOHTAKTHBIM JepMaTHT, A€PMAaTOKOHBIOHKTHUBHT,
9K3eMa BEK.

Hapywenus co cmoponvl opeana 3penus

Hewacto: KOHBIOHKTHBAIbHAS WHBEKIIHS, CIC30TCUCHHE, OPTAITBMOTHIICPTCH3US (CM. pas3ziel
«Oco0bIe yKa3aHus»).

Penko: sxokeHuwe, TmOKanbiBaHWEe, WH(EKIUN (HAMpUMep, BHUPYCHBbIE, TPUOKOBBIE WU
OakTepuaabHbIC), TPOPHUUECKUE TTOBPEKICHUS POTOBHUIIBI, DK30()TalIbM, KaTapakTa.

YacroTa HEeM3BECTHA: MUJIPHA3, 3aMEUICHHOE 3a)KHBJICHAE PaH, NITO3, 3aTYMaHUBAaHUE 3PCHUS.
Ilepeno3upoBka

[lepemo3upoBka oTMeuaeTcst KpaitHe penko. CHMOTOMBI TEPEIO3UPOBKH:  BO3MOXKHO
BO3HUKHOBEHHE MECTHBIX JI0303aBHCHMBIX MOOOYHBIX 3(¢ekroB. [Ipm oTMeHe mpemnapara

ABJICHUSA IEPEAO3ZUPOBKHU MTPOXOAAT CaMOCTOATECIIBHO.
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CoBMecTHOE  MPUMEHEHHME  MHJPUATUKOB  (TaKUX  Kak  aTponuH  WIM  JIpyrue
AHTUXOJIMHEPTMYECKUE Tpernaparbl) W TUAPOKOPTH30HA YBEIMYMBACT PHUCK IOBBIIICHUS
BHYTPUIJIA3HOrO JAaBieHUs. lIpy COBMECTHOM NpPUMEHEHUM THMAPOKOPTH30HA M IIPENaparos,
IpelHAa3HAYEHHBIX JJIs THUIIOTEH3WBHON Tepanuu B O(TaIbMOJIOTHH, MOXET CHIKAThCS
3¢ (HEeKTHBHOCTH TOCTICTHUX.

Oco0ble ykazanus

[IpumMeHeHHe  MECTHBIX  KOPTUKOCTEPOMJOB  MPHU  QJJIEPTUYECKOM  KOHBIOHKTHUBUTE
PEKOMEHIyeTCsI TOJIbKO B TSDKENbIX CIIy4asX, KOrjJa CTaHJapTHOE JieueHue (Hampumep,
AHTUTUCTAMUHHBIE Ipenaparbl) HE JAeT aJeKBaTHOI'O OTBeTa. B 3aBUCHMOCTH OT TSKECTH
KIIMHUYECKOW KapTHHBI CJIEAYET 4Yepe3 perysipHble MPOMEXYTKH BpPEMEHHU MPOBEPSTH
3¢ (peKTUBHOCT, TPOBOAMMON TEepanmuud M MPUHUMATh pPEIICHHEe O €€ NPOAODKEHUH WU
M3MEHEHUU. JJTUTeNsHOCTh Kypca Teparnuu JOJIKHA ObITh MAaKCUMAIbHO KOPOTKOM.
Koptukocrepouasl MOTYT  MacKMpOBaTh, AaKTUBUPOBATh WM  YCyTryOJsiTh  TEUCHUE
OakTepHuaabHOW, BUPYCHOM WM TPUOKOBOW HH(MEKIHMH TJia3a, 4To TPeOyeT THIATSIIEHOTO
KOHTPOJISI COCTOSTHUS MallMeHTa B Xofe JieueHus. Puck pa3BuTus MH(EKIIMOHHOTO MOpPaXEeHUs
COXpaHsieTCs JlaXKe MOoCIe OKOHYaHUS Tepaluy, OCOOCHHO B Clydyae JJIUTENbHOTO JICYCHUS U B
ClIy4ae IpeaIeCTBYIOMIErO MOBPEXKACHUS POrOBUILBI.

B xome Tepanum mnamueHTOB C OQTaIbMOreprnecoM B aHaMHE3e HEOOXOIUMO OLEHHTH
HEOOXOJMMOCTh HAa3HAYEHHUS COIMYTCTBYIOIIEH MPOTHMBOBUPYCHOW Tepamuu B XOJE JICUEHUs
MpenapaToM.

B xonme mnpoxoxaeHus Tepanuu KOPTUKOCTEPOUJAMU MOMKET OTMEUaThbCS TOBBIMICHUE
BHYTPUIJIA3HOTO JABJICHUS, YTO MOXKET IMPUBECTHU K INTAYKOMHOMY MOPAXEHUIO C MIOBPEXKICHUEM
3pUTENBHOIO HEpBa M TMOCIEYIOLIeH MoTepeld Moisl 3peHHsl W/WIM OCTPOTHI 3pEHHus. ITO
OTHOCHUTCSI, B YACTHOCTH, K MAIMEHTaM, Y KOTOPbIX OTMEYAJIOCh MOBBILIEHUE BHYTPUTIA3HOIO
JIaBJICHUSI BO BpeMs MPEALIECTBYIOIIErO JICYEHHS], a TaK)Ke K IMallMeHTaM I0XKUJIOT0 BO3pacTa.
[ToaToMy BHYTpUIJIa3HOE JAABJIEHUE CIIEAYET KOHTPOJIMPOBATh Uepe3 KOPOTKUE MPOMEXKYTKU
BPEMEHU BO BpEMsI JICUEHUS THIPOKOPTU3OHOM.

[IpuMeHeHrne KOPTUKOCTEPOUIOB B TEPAlMU TIA3HBIX 3a00J€BaHUI TaKKEe MOXKET MPUBECTH K
Pa3BUTHIO KaTapakThl, 00Jee BEICOKOMY PUCKY TIOJIBEPKEHBI TTOKUIIbIE TTAIIMEHTHI U MAIMECHTHI C
caxapHbiM nauabetoM. CrenyeT OCyIIECTBISATh TIIATENbHBIM KOHTPOJIb COCTOSIHMS TJiasa,
0COOEHHO B CITydyae JUIUTEIbHOTO JICUSHHS.

[Tepdoparust poroBUIbl MOKET BO3SHHUKHYTH MPU MECTHOM MPUMEHEHHWU KOPTHUKOCTEPOHIOB B
0o(pTaTBMOJIOTHH TP HATWUYUH COCTOSIHUHM, BBI3BIBAIOIIUX HMCTOHYEHUE POTOBHIIBI U CKJIIEPHI.

[ToaTOMY COCTOSIHHE POTOBHIIBI CIEAYET KOHTPOJIUPOBATH PETYIISIPHO.



COOTBETCTBYET 2KC __ EPTHOMY OTUETY

ot 28.04.2025 N= 11257

JlnurenbHOE JeYeHHE KOPTHKOCTEPOUJAMH s MGC”["]I-;B;"IO-'%&&%EEQ%B&JJ&H}W&};OIFHH

MOKET 0Ka3aTh ITOBPEXKAAIOIIEE NEHCTBUE HA 3PUTEIILHBIN HEPB.

Biansinme Ha CHOCOOHOCTH YNPABJIATH TPAHCHOPTHBIMH CpeacTBaMH W padotath ¢
MeXaHU3MaMHu

Ecin y manueHra mnocie NpUMEHEHUs Mpenapara BpEMEHHO CHUXKAETCS YE€TKOCTh 3PEHUs, 10 ee
BOCCTAHOBJIEHMSI HE pEKOMEHAYETCSl YIpPaBlIsATh AaBTOMOOMJIEM W 3aHUMAaThCsl BHJAMU
JeSITeTbHOCTH, TPEOYIOIIMMU Y€TKOCTH 3PUTEIBHOTO BOCIPUSTHSL.

®opma BBIILYCKA

Ma3ss rimaznas 0,5 %.

[To 3 r, 5 r B TyOBI amomuHKMeBbIe. Kaxayro TyO0y ¢ MHHCTPpYKIIMEH 10 MPUMEHEHHUIO TIOMEIIAI0T B
[a4yKy M3 KapTOHA.

YciaoBus xpanenust

IIpu Temneparype He Boiie 15 °C. XpaHuTh B HEIOCTYITHOM JUIsl IETEH MECTE.

Cpoxk rognocTu

2 roja.

Hcnonp3oBate B TeueHHE | Mecsla 1ociae BCKPBITUS YIIAKOBKU.

He npuMeHATh 10 NCTEYEHNN CPOKA TOJHOCTH.

YcaoBus ornycka

OtnyckatoT 0€e3 perenra.

IIpousBoauTeab

[Ty6nuyHoe akiuoHepHOe o0mecTBO «AkmuoHepHoe KypraHckoe oOIIECTBO MEIUIIMHCKUX
npenapatoB u uznenuit «Cuntes» (ITAO «Cunres»), Poccus.

Kypranckas o0m1., r.0. 1. Kypran, r. Kypran, npocnekt Koncrurynuu, ctp. 7/28.

Buinyckarowuii konmpons kawecmea

Kypranckas o0m., r.o. 1. Kypran, r. Kypran, npocnekt Koncrutyuuu, ctp. 7/32.

Jlepaare/ib perucTpaMOHHOI0 yaocToBepeHusi/Opranusanusi, NpUMHUMAOIIAS NPeTeH3Uu
norpeduresnei

[Ty6nuyHoe akiuoHepHOe o0mecTBO «AkiuoHepHoe KypraHckoe oOOIIECTBO MEIUIIMHCKUX
npenapatoB u u3aenuit «Cunres» (ITAO «Cuntes»), Poccus.

640008, Kyprauckas 0o6:1., T. Kypran, npocniekt Korncturyuun, 1. 7.

Tenedon: +7 (495) 646-28-68

e-mail: info@binnopharmgroup.ru



