HHCTH

1O MEJUITMHCKOMY ITPUMEHEHUIO JIEKAPCTBEHHOTI'O IIPEITAPATA

Koprumenr

PerucrpainioHHbII HOMeEp:

Toprosoe HaumeHoBaHue: KopTuMeHT

MexayHapo/THOe HelTaTeH TOBAHHOe HaMeHOBaHUe: OYyIeCOHU/]

JlekapcTBenHass  ¢opma: TableTKM  KUIMISUHOPACTBOPHUMBIE €  TPOJOHTHPOBAHHBIM
BBICBOOOIK/ICHUEM, TTOKPBITHIE IUICHOUHOH 00010UKOH

CocrtaB

1 TabneTKa COCPIKUT:

oeticmeyiowyee éeujecmeo: Gyaeconun 9,0 mr;

gcnoMocamenvHvle  eujecmeq:;  CTeapUHOBasi KHUCIIOTAa, JIGIUTHH  COEBBIM, IEJUIIOI03a
MUKPOKPHUCTAITMUECKASL, TH/IPOKCUTIPOTTIIIIIEILIII03a, JTAKTO3bI MOHOTHAPAT, KPEMHUSI TUOKCH/T
KOJUJIOW/THBIM, MarHHUsI cTeapart,

obonouxa mabnemxiy: METAKPUIOBOW KUCIOTHI U MeTHIMETaKpuiiaTa comoymmep (1:1), Tum A,
METaKpHUJIOBOU KUCIIOTHI U METHJIMETaKpuiaTa coroiaumep (1:2), tun B, Tajabk, TUTaHA THOKCHI,
TPUATHIIUTPAT.

Onucanue

Kpyribie ABOSIKOBBITTYKJIbIe TaOJSTKH, TOKPBITHIC TUICHOYHOW 000709K0H, OT 0eI0ro J0 MOuTH
Oestoro mpeTa ¢ rpaBUpoBKoH «MX9» Ha OJTHOU CTOpOHE.

PdapmakoTepaneBTHHeCKA TPYIIIA: TJIIOKOKOPTHKOCTEPOU/ I MECTHOTO IIPUMEHEHHSL.

Kox ATX: A0O7EAO06.

DAPMAKOJIOTHUECKHUE CBOMICTBA

Dapmaxoounamuxa

Mexanusm oeticmeuns

Tounbléi MexaHW3M  JCHCTBHA OyJACCOHHMJA TPH JICUCHHH  S3BEHHOTO  KOJUTA H
MHUKPOCKOTIMYSCKOTO KOJIUTA TOJHOCTHIO HE YCTAaHOBJICH. By/ecoHH] WHTHOMpYeT MHOTHE
BOCTIAJIUTEJIBHBIC TIPOIIECCHI, BKJIFOUAS BEIPAOOTKY ITUTOKMHOB, AKTHRAIIMIO CHHTE3a ME/IHATOPOB
BOCIAJICHUSI M DKCIPECCUIO aTe3MBHBIX MOJICKYJ Ha DHAOTEIHAIBHBIX W DIHUTEITHATBHBIX
KJIeTKaxX. B /103ax, KOTopble KIIMHUYSCKH COOTBETCTBYIOT MPEIHU3OIOHY, OYASCOHH]T BhI3bIBACT
3HAYUTEIIPHO MEHBIISE IMOJABICHUE PETYJIAIHA THIIOTAIaAMO-THIO(H3apHO-HATITOYCUHUKOBOH

CHUCTEMBI M OKa3bIBACT MEHBIIIES BO3/ICHCTBHE HAa BOCTIAIMTEIbLHBIC MapKCphbI.



COOTBETC TEH‘ET *r‘"l"—EF‘TH OMY OTHETY

JlaunHble (papMakoJIOTHUSCKUX U (PapMaKOKHHE mqecxnglnccnlﬁt;'ﬂaﬁﬁ‘ﬁ ﬁ%ﬁm&*’ﬂé ro!) aro

MeXaHU3M JehcTBus npenapata KopTuMeHT oOecnieunpaeTcss MECTHBIM JeHCTBHEM B KUIIICUHHUKE.
Dapmaxoounamudeckue dghgpexmoi

[IponoHrupoBanHoe JIeHCTBHe mpenapata KOPTUMEHT JOCTHTaeTCsl 3a CYeT MHOTOMATPHUYHOU
CTPYKTYpbl TaOJICTKH, MOKPHITOM KHUIICUHOPACTBOPUMOHN 0O0O0JIOUKOM, KOTOpas pacTBOpSSTCS
TOJILKO B CoJiepkuMoM kuieunuka (pH > 7).

[Tpu npumeneHuH npenapata KopTUMEHT KUIIEUHOPACTBOpUMAs 000JI0UKa 3all[UIIaeT TablIeTKy
IpH TPOXOMKJICHHH Uepe3 JKEIYJOK U JIBCHAAINMATUIICPCTHYIO KHINKY B HIDKHHE OT/JbI
kumedyHuka. Korja samuTHas o60I0UKa pacTBOPSICTCS, COJIEPIKMMOS KHIICYHHKA BCTYIACT B
KOHTAKT ¢ THAPOPUILHOHN MOTUMEPHOH MaTpHIISH, KOTOpasi HAaUMHaeT HabyXaTh 10 00pa3oBaHHUs
BSI3KOM MaTpHIbI Telisl. PacTBOpUTENb, KOTOPHIH MIPOHUKAST Yepe3 MATPHUILY TeJIsl, BICBOOOKIaeT
JEUCTBYIOIEE BEMIECTBO W3 JUNOGWIBHBIX MaTpuil. Takum oOpasom, OyJecOHH]T
BBICBOOOIKIACTCS ¢ KOHTPOJIHPYEMOU CKOPOCTHIO TIO Mepe MPOXOKACHUS Uepe3 KUIICTHHK.
Byneconua sipisieTcsl TIIFOKOKOPTUKOCTEPOUTIOM, KOTOPBIH YCTIENTHO UCTIONB3YSTCS TIPH JICUSHUH
BOCHIAJIUTEIBHBIX ~ 3a0osieBaHMM  kumeyHuka. OH  OKa3blBaeT  BBIPAXKCHHOE  MECTHOE
IIPOTUBOBOCTIAJIUTENILHOE JCUCTBHE, HO HE CHW)KAST KOHIICHTPAIUIO KOPTU30Ja B TaKOH Ke
CTeTIeHH, KaK JIPYTHE TIFOKOKOPTUKOCTEPOUIbl CHCTEMHOTO JISHCTBHSL

Knunuuecxas sgpgpexmusHocms 1 6e30nacHoCcms

Azeennvlii konum

Briio mpoBesieHO 2 paHIOMU3UPOBAHHBIX KOHTPOJIUPYEMBIX KIIMHUUECKUX UccieioBanusi Pazbl
III ¢ ygactuem 1022 B3pOCJBIX NALMEHTOB € JISTKUM WJIH YMEPEHHBIM AKTHUBHBIM SI3BEHHBIM
KOJIUTOM. 255 MAllMeHTOB B TeUCHUE 8 He/lelib MIPUHUMAIH npenapaT KopTuMeHT B 103¢ 9 MT B
JeHb. B uccnenopanne BKIIOYAIUCH MAIUSHTHI, paHee He MOIyYaBIIie CISIU(PUISCKYIO TepaHIo
(42 %) mubo moNydapIIHE TEPANHIO MpemapaTaMHu S-aMHHOCATUITWIOBOH KuciaoTel (5-ACK),
okazaBmyrocsa HeddphekTuBHOH (58 %). B kaxaoM wuccienoBanuu ObLTa TpyIa CPaBHESHHS, B
KOTOPBIX JUIA Tepanu NpUMEHSUIMCH Mecaia3zul (npemapat Asacol) wim Oyaeconu (mpenapar
Entocort), ais JeMOHCTpallid YYyBCTBHUTEIBLHOCTH HOBOW Tepanuu. KpuTepuu JTOCTHKEHUSA
PEMHCCHH B KaXKJIOM HCCIeI0BaHUH ObUTH cieayroniue: mo mkane UCSAI 6amn < 1 (0 6ayutos mo
KPUTEpHUSAM OLEHKU PEeKTAIBHOTO KPOBOTEYCHHMSI M YacTOThI CTYJIa), HOpMaJbHAasl CIM3UCTAs
(oTCyTCTBHE KOHTAKTHOM KPOBOTOUMBOCTH) U YMEHBIICHUE BBHIPAXKEHHOCTH DHJIOCKOIMUUYSCKUX

u3MeHeHu# Ha 1 6aiut u Bouee.

Pesynbratel npuMeHeHus npenaparta KopTuMeHT



Ne uccememoBanus KopTumenr, Hhﬂ:a‘n—'egrt'r;‘] OBATENBHOC TP-" 0003
JTOCTHIKCHUE JTIOCTHIKCHUE
pemuccuu, % pemuccuu, %
CB-01-02/01 17,9 7.4 0,0143
CB-01-02/02 17,4 4.5 0,0047

B kaxxoM ucceie/1oBaHUHU ObLIO TIOKA3aHO CTATUCTHUSCKH 3HAUUMOE Pasiuiue MKy TPpYIaMu
MAIASHTOR, IPUHUMABIIUX OYIeCOHU/T U TUTane0o, pa3HUIla ¢ Tpymmoi miaredo cocrasmsiia 10,4
% u 12,9 %, COOTBETCTBEHHO.

JI1 cTaHTapTHOM Tepamnuu JETKOro WM YMEPEHHOTO SI3BEHHOTO KojuTa npumensiercs 5-ACK.
PesynbpTathl mpsimoro cpaBHeHHS >(PQeKTUBHOCTH U 0e30MacCHOCTH NpUMEHEHHUs Iperapara
Koptument ¢ 5-ACK otcyterByroT. TpeOyercsi yYTOUHEHHE OUYESPETHOCTH TIPUMCHEHUS
IpenapaTop B KOMIUICKCHOW Tepaluu s3BeHHOro KojuTa. Hauano Tepanuu sI3BeHHOTO KOJIUTA C
npenapata KopTUMEHT MOKeT yJIydmiaTh MPOTHO3 TeUSHUS 3a00JIeBaHHUSL.

Muxpockonuueckuti konum

HNudopmanus 0 BOZMOKHOCTH NMPUMEHEHHS MIPU MUKPOCKOIIUYECKOM KOJIUTE (KOJUIAT€HO3HOM
KOJIUTe U JIUMGOLIUTAPHOM KOJIUTE) Mpe/ICTaBJIeHAa HUXKe. DTH JaHHbIE IMOJIyUeHbl B pe3yJibTaTe
KJIMHUYECKUX HcceoBaHui Oyneconuta (mpenapat Entocort). BuomocTynHocTs mpemnapata
KopTumeHT aHaiornuHa TakoBo¥ mpenapara cpaBHeHHUs (cM. pazaen « DapMakOKUHETUKAY ).

Kosuiare Ho3HLIN KOJUT

Beito mnpoBedaeHo 2 paHIOMHU3HPOBAHHBIX JIBOMHBIX CJIENBIX IUIANE60-KOHTPOIUPYEMBIX
KJIMHUYECKUX HCClieoBaHUS (P PEeKTUBHOCTH WHAYKITMOHHOW Tepalliy KOJIJIAreHO3HOTO KOJIUTA
OyJIecoHHIOM B Jo3¢ 9 Mr B [eHb NPOJODKUTEIBHOCTRIO 6 W 8 Hemedb ¢ OICHKOU
TUCTOJIOTMYECKUX H3MEHEHMHM KHIIeUHHMKAa B IIepHOj Tepanuu. B omaHoM wucciegoBaHuu 23
MalMeHTa NMPUHUMAIIA OyJIeCOHU B J03¢ 9 MI B JIeHb, 22 TNallMeHTa MpUHUMAIH Iutarebo B
TeueHue 6 HeAenb. KimHuueckast peMuccus Obljla 3HAYUTENIBHO BBINIE B TPYIIE, IPUHUMABIICH
OyiecoHu I, TI0 CpaBHESHHIO ¢ Tpynmo# 1wiamnebo (86,9 % u 13,6 %, coorBercTBeHHO) (p < 0,001).
IMucronorudueckast peMuccus HaO IO aTach v 14 manueHToB, NIpUHUMaBImux Oyaeconu (60,9 %),
u y 1 maruenTa U3 rpymnmsl wianebo (4,5 %, p < 0,001). Bo Bropom uccnegoanuu 10 manueHTos
OpUHUMATH OYIeCOHU B TeueHUe 8 Hemenb (9 MT B JieHb — 4 HeJleu, 6 MT B JIeHb — 2 HeJlenu, 3
Mr B JeHb — 2 Hegenu) u 10 mamueHTOR mnpuHMMaIH 1wianebo. Y Bcex 10 manueHTOB,
[IPUHUMABIIUX Oy/1ecoHmT, HaOII0AaIach KIMHUYSCKAs PEMUCCHSL, B TPYIIIE IIaned0 — TOJIBKO Y
2 nanuenTos (p < 0,001).

B IByX OTKPBITBIX KIMHUYECKUX UCCIICIOBAHUAX (BBOJHAS (pa3a paHIOMUBHPOBAHHBIX JIBOWHBIX

CJICTIBIX l'[JIaHeﬁO-KOHTPOJII/IpyeMLIX KIMHUYSCKHUX HCCIISTOBAaHUH noa,uepxcnlsa}om;el‘/‘l Tepannn)
3
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B ognom uccrnenopannu 46 namueHToB (96 %) nocTUTATIA KIIMHUYECKOW PEMUCCHU B TSUSHHUE 2—
30 nuelt (B cpemHeMm 6,4 1OHsI) ¢ 3aMETHBIM YJIyUIIEHHEM KOHCHUCTEHIIMU CTyjda. B Jipyrom
ucclie/lopaHuu 34 nanueHTa u3 42 BKIIOUSHHBIX B ucciegoBanue (81 %), JoCTUTIM KIMHUYECKON
PEMUCCHH (CpeJHsA 4acToTa cTyJia < 3 B JIeHb) Ha 6 HeJleJIe Tepalluy.

JIumbonuTapHBIA KOJIUT

JlokazatenbeTBa 3PPEeKTUBHOCTH MO JAHHOMY MOKA3aHHUIO K MPUMEHEHHUIO OTpaHWYeHBL. bBbIIo
MPOBE/ICHO PAHOMH3UPOBAHHOE JIBOWHOE CIIeToe TUIale60-KOHTPOIUpYeMOoe UccieoBanue y 15
MAIUESHTOB € JUMMOIUTAPHBIM KOJUTOM. 11 MaiueHToB moJTydaiu OyAeCOHUT B J103€ 9 MT B JICHb,
4 nanuenTa nodydanu Ianebo B TeueHwe 8 Hedenb. KimuHuueckas pemuccus (yiaydlieHHe
9acTOTHI JAedeKaiuu kak MUHUMYM Ha 50 %) mocturanack y 25 % HaIlMeHToB B rpymie miareto
uy 91 % nanueHToB, npuHUMaBIUX Oyaeconus (p = 0.03).

Hemu

Uccnenopanue npenapata KopTUMEHT y JieTel He MPOBOUIIOCH.

D apmaxkoxurnemuxka

Abcopbyus

[Tocne mepopalbHOTO TpHeMa MHUKPOHU3UPOBAHHOW (opmbl OyIeCOHHM]I BCAchIBaeTCs
MPaKTHYSCKH MOJTHOCTHIO. 3HAUUTEIbHAS YaCTh JIEUCTBYIOIIETO BeIIeCTBA B HEU3MEHEHHOM BH/Ie
aGcopOupyeTcs B MOJIB3I0MIHON U B BOCXOIAMIeH YacTH 060 J0UYHOM KUIIIKH.

[To pesyapTaTy cpaBHEHHS OHOAOCTYIMHOCTH OYASCOHUIA MOCIE OJTHOKPATHOTO NpUeMa BHYTPD
npenapata KopTuMeHT u mpemnapata Entocort, MeTaOOoMM3UPYIOMMUXCS B TICUSHU TPU «TICPBOM
MPOXOKACHUW», Oblla aHAJOTMYHA U cocTaBsuia okoyo 10 % y 310poBBIX JOOPOBOJILIICB.
MakcumManbHasi KOHI[EHTpaIus1 Oy/1eCOHH/Ia B IUIa3Me KPOBH COCTaBIsieT mpuMepHo 1,3—1,8 Hr/mi
yepes 13—14 u nocie npumenenus. [Ipumenenne npenapara KopTuMeHT Npu npueMe MUINH He
OKa3bIBacT BJIMSIHHUSI HA BCAacChIBAHME. BBLIO YCTAHOBJIEHO, YTO IIPH MOBTOPHOM IPUMEHEHUU
Oy/iIeCOHU] HE KYMYJIUPYET B OpTaHU3ME.

Pacnpeoenenue

Byneconua uMeeT BHICOKHH oO0beM pacripefesicHus (okoio 3 J/kr). Cesi3p ¢ OelKaMH IJIa3Mbl
KPOBH COCTaBJIsIeT B cpeiHeM 85-90 %.

Buompancgopmayus

Byaeconua moaBepraeTcsl 3HAUMTENbHOW OHOTpaHcopMallMK B TEUSHH ¢ oOpa3oBaHUEM
MeTabOIUTOB ¢ HU3KOM TIIFOKOKOPTUKOUTHOM aKTHBHOCTHIO. I JIIOKOKOPTUKOUTHASI AaKTUBHOCTD
OCHOBHBIX MeTaOOIUTOBR, 6B-ruipokcuOyaecoHa U 16¢-THIPOKCUTIPSTHUBOIOHA, COCTABIISAST
MeHee 1 % oT akTuBHOCTH OyaecoHuga. MertaGonusm OyAecoHWIa MPEUMYIIECTBEHHO

omocpeoBan uzopepmentamu nmoarpynmsl CYP3A, mojpcemeiicTBo nuroxpoma P450.



Onumunayus

CKOpOCTL BBIBCCHHA 6y,[[eCOHI/IZ[a OIrpaHHYCHa  CTCIICHBIO  BCACbIBAHHIL. By/‘:[eCOHI/I,[[

JEMOHCTPUPYET BHICOKUN CUCTEMHBIN KIUpeHC (0KoJo 1,2 ji/MUH).

Hemu

(I)apMaKOKI’IHCTHIICCKI/Ie HCCIICJOBaHM IIpellapara y ,Z[eTeﬁ HE IMPOBOJUJIUCE.

Tlokazanusa K IMpHMEHECHUTIO

IIpenapat KopTUMeHT HoKkazaH K IPUMEHEHUIO IS

- HHAYKIIHH PCMHCCHH Y B3POCIJIbIX ITAIIUCHTOB € JICTKUM HJIM YMCPCHHBIM aKTHBHBIM A3BCHHBIM

KOJIUTOM TIpHU HedP(PEKTUBHOCTH Tepalmuu MecCalla3uHOM (S-aMHUHOCATHITUIIOBON KHUCIIOTOU (5-

ACK);

- HHAYKIHH pCMHUCCHUH Y B3pOCJIbIX ITAIIUCHTOB ¢ aKTUBHBIM MHKPOCKOIIHYCCKUM KOJIUTOM.

Hp OTHBOIIORAa3aHA

TUMEePIYBCTBUTEIIHLHOCTD K OYICCOHUTY WIH K JIFOOOMY U3 BCIIOMOTATENILHBIX BEIIESCTR;
TUIEePIYBCTBUTEIHLHOCTD K apaxXucCy WIIH COe,

HEMePSHOCHMOCTh TAJAaKTO3bI, JePHITUT JIaKTashl JIOMApeH WIH TJIIOKO30-TaJIaKTO3HAS
MaJibabcopOIust;

JIeTCKHUH Bo3pact Jio 18 Jer.

C OCTOPOXKHOCTBIO

H606X0}_'[I’IMO C  OCTOPOXHOCTBIO IIPUMCHATL IIpCIiapatr KOpTHMCHT Y HNAOUCHTOB ¢

COIIYTCTBYIOIIUMH HHq)eKI_II/IOHHLIMI/I 3a60.]'IeBaHI/I$IMI/I, apTepHanLHoﬁ TI/IHepTeHSI/Ieﬁ, CaxXapHbIM

nuabeToM (B T.U. IPH HACJIESICTBEHHOHN MpepacooKeHHOCTH), OCTEOIIOPO30M, SI3BOH JKeITyIKa

1217 R 11

JIBCHAJUATUIICPCTHON  KHIIKW, TJaykoMod (B T.4. TpPU  HACJEJICTBEHHOU

IIPE/IPACTIONOKEHHOCTH ) WIIA KaTapaKTOH, WU ¢ JIIOOBIM JIPYTUM COCTOSIHUEM, KOT/ia IPUMEHEHUE

TJIIOKOKOPTHUKOCTCPOU 0B MOIKET IIPUBOJUTE K PA3BUTHUIO HCKCIIATC/ILHBIX peaKHHﬁ.

IIpymeHeHe IPU GepeMEeHHOCTH U B TePHO TPYAHOT0 BCKAPMIMBAHUS

bepemennocmo

JlaHHBIE O TPUMEHEHUH MHTALIIMOHHOW (popMbl OyJecoHHa Y GOJIBIIOTO YHC/A KCHIIUH B

nepuoa 6epeMeHHOCTH HE YKa3bIBAIlOT HAa PA3BHTHUC HEHKEJIATCIIbHBIX peaKHHﬁ. Xots JaHHBIC 00

HCXO/e

6epeMeHHOCTI/I mocCjiic ICPOPAJILHOIO IMPHUMCHCHHA 6y,£[eCOHI/I}_'[a OTCYTCTBYIOT,

OHOIOCTYTHOCTD IIPH MpUEMe TpenapaTa BHyTpb HU3Kast. CorjlacHO pe3yJibTaTaM HCClieI0BaHuN

Ha JKHBOTHBIX JOKa3aHO, 4YTO IIpH IIpUEME TJHOKOKOPTHKOCTCPOHAOB B BBICOKHX [03aXx
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PAa3BHBAKOTCA CCPBE3HBIC HEKCIIATCIIBHBIC PEaKIl

nepuo/| 6epeMeHHOCTH TOJIBKO B CIIydae, eCIM OJKUAaeMast Ioib3a IpUMEHSHUsI [l OepeMeHHOH
JKSHIMHBI TPEBBIMAST NOTEHIUAIBHBIN PUCK TSI TUIOJIA.

Jaxmayus

BynecoHu IpOHHUKAET B IPYAHOE MOJIOKO.

[Topnep:xuBaromasi Tepanusi OpOHXHATIBHOW acTMbI HHTAIAIMOHHOHN (opmoii Oyaeconuaa (200
niu 400 MKr 2 paza B JeHb) Y JKSHIIUH B IEPHOJ TPYAHOTO BCKApMJIMBAHHUS NPHUBOJWIA K
HE3HAYUTEJIbBHOMY CHCTEMHOMY BO3JEGHCTBHIO IIpenapara Ha JeTed TIpyJHOro Bo3pacra. B
(hapMaKOKMHETUIECKUX UCCIISOBAHMSIX CyTOUHAs Jo3a Oy/iecoHn/1a B IU1a3Me peOeHKa JocTUraia
0,3 % oT CyTOuHOW [I03bI B IUIa3Me KpPOBH MaTepH (IOcjie MPUMEHEHHS] YKa3aHHBIX 103
npemnapara), a cpeJHssl KOHIeHTpalus Oy/IecOHU/1a B IJIa3Me KpoBH JieTeH, cocTtapiiuia 1/600 ot
CpeAHeH KOHILEHTpAIlUH Y MaTepH, Mpe/roJiaras MoJHYI0 NepopaIbHyl0 OHOAOCTYNHOCTD IS
JeTeH, HaXOJAIMMXCS Ha TPYJHOM BCKapMIIUBAHUHU.

Konnentpanus OyjiecoHHAa B IUla3Me KpOBH JleTed Oblla HHXKe Ipesesia KOJIMYECTBEHHOTO
OTIpe/lesIeHUsl. YUUTHIBAsl JaHHbIE, IOJIyUYeHHbIe 110 MHIAIMOHHOM dopme OylecoHuaa, u
JUHEWHOCTh (papMaKOKUHETUKH Oy/IeCOHHIA B TepalleBTHUECKHX /103aX IIPH HHTAJIIMOHHOM,
[epopaIbHOM U peKTAIBHOM IIPUMEHEHHH, BO3/IeHcTBHEe Ha peOeHKa, HaXo IAIIerocs: Ha TPy JHOM
BCKAapMJIUBaHUHM, OyJeT HeOOIbIINUM. byaecoHu1 JomycKaeTesl MPUMEHATh B IIEPUOJL IPYTHOTO
BCKapMJIMBaHUs IIPY IIpHEMe BHYTPb U PEKTAJILHOM IIPUMEHEHHH.

DepmunvHocms

HeT naHHBIX 0 BO3JedcTBHU mpenapaTa KopTUMEHT Ha pelpoyKTHBHYIO (YHKIHIO YeJIOBEKa.
Ilpu npoBeJeHMM JOKIMHHYSCKUX HCCIICJOBaHUH OyJecoHH/Ia He OTMEYasjoCh BIIMSHMS Ha

PEIPOAYKTHBHYIO (DYHKIIHIO KPBIC.

Crioco6 npyuMeHeHNs M T03bI

Peoicum oosupoeaniis

Pexomennyemast cyrounasi qo3a — 1 Tabnetka (9 Mr) yTpom, MpoI0KUTEILHOCTE JICUSHUS — /10 8
HeJZleJIb.

IIpu 3aBepIieHUH Kypcea JeUeHUsI HE0OX0JUMO IOCTENIEHHO CHUXKATD JI03Y Mpernapara (CM. pas/iel
«Ocobble yKazaHusI»).

Ocobbvie epynnuvl NAYUeHmos

J]uua HROAHCUTIOSO 603PACINA

Koppekmust 1o3p1 He Tpebyetcsi. CrieyeT yUMTHIBaTh, UTO OIBIT NPUMEHEHMs INpemapara y
MOXKHJIBIX MAIHEHTOB OTPAHUYEH.

Hayuenmet ¢ neueHOUHON 1/ AU NOYSUHON HEOOCMAMOYHOCHILIO
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¢ HapyIIeHUsAMHU (PYHKIUH MeYSHU W/WIH MOYEK ¢ THIATEIBHLIM KOHTPOJIEM TEpalluu B CBS3H
OTPAaHUYCHHOCTHIO JJAHHBIX O IPUMECHEHHUH TIpeTiapaTa y JaHHOH IPYIIIIbI MAITHSHTOB.

Hemu

D¢ dexTUBHOCTH U 6e30MIaCHOCTD Npernapara y JieTed B Bozpacte A0 18 et He ycTaHoBieHsl. He
cJIeAyeT IPUMEHATH IpenapaT y JeTeH 10 MOoIydeHUs JTaHHBIX 00 OIbITe IPUMEHEHHUS.

Cnocob npumeHenus

IIpenapat KopTuMmeHT cieqyeT NpUHUMATh BHYTPh YTPOM, HE3aBHCHMO OT IpHEeMa IHIIH.
Tabnetky cieqyeT MPOTIATHIBATD ICJIUKOM, 3alHBasi BOJOM, HE pa3/eisis, He pa3KeBbIBasl U HE

HU3MCJIbYasi.

Ilodounoe nelicTRHE

HexenaTenbHbIe peaklMd, O KOTOPBIX COOOMATOCh TPH TPOBSIACHUH  KIMHUYSCKUX
UCCIIeIOBaHHM, mpefcTaBieHsl B TaGmume 1. HMHdopMmarusi o HexelIaTeIbHBIX PEAKITHSIX,
TUNHAYHBIX U1l TJIIOKOKOPTHKOCTEPOWIOB, TMpuBeAeHa B Tabmmme 2. B KIMHHYeCKHX
uccyeopanusax @azwei I u 11l yacToTa pa3BUTHS HekeJIaTeJIbHBIX pEaKIUH IIPU MpUeMe Mperapara
KopTHMEHT B peKOMSHIAOBAHHOM CYTOUHOH J03¢ 9 Mr Oblla CpaBHHMa ¢ TAaKOBOM B TPYIIIES
mwiarnebo. HaubGomnee uacTo HekenaTelbHble peakIUU ObLINA JISTKOM WIM CpeJHEH CTeleHU
TSDKECTH.

YacTtoTa HexKeJaTeNIbHBIX PeakIuil ompeessieTcsl CieIyonuM obpasoM: odeHb dacto (= 1/10),
gacto (= 1/100 go <1/10), mewacto (= 1/1000 go <1/100), peaxo (= 1/10000 no <1/1000), ouens
peako (<1/10000), wacToTa Heu3BecTHa (HAa OCHOBAHWH HWMEIOIIMXCA JIAHHBIX OIICHHTH

HEBO3MOIKHO).

Ta@mua 1. Heoicenamenwvivie PEeArKYUU, 6bIACNEHHbIE NPU NPUMEHEHUU npenapama Kopmumeﬂm 6

KIUHUYECKUX UCCNe006 aHUsX bonee 0OHoeo paza (N=255)

CucTeMHO-OpPraHHBIN KJIace YacTroTra BOSHUKHOBEHHS
Yacto Heuacto

Unpexnnu u uHBa3zuU ['punn

Hapymenuss c¢o  cTOpOHBI Jletikonuuros

KpOBH U  JUM(paTHIECKOU

CUCTCMBI

Ilcuxuueckue HapyHoIcHus: becconnuia SMolMoHAILHAS

abUILHOCTH




COOTBETCTBYET 3K(

is 1._

COCﬂHHHTeHBHOﬁ TKaHH

Hapymenust co  croponsl | ['onoBHas 60 MO RSk i
HEPBHOU CHUCTEMBI
Kenynouno-kunieynsle TomrHoTaA, 601b B | MeTeopusm
HapyIICHUSA SIUTacTpajibHOd  oOiacTH,
B3yTHE JKHMBOTa, OOIb B
JKUBOTE, CYXOCTh BO PTY,
JIACTIETICHST
Hapymenuss co  cTopoHBI | AKHE
KOJKH M I10/IKOKHBIX TKaHEH
Hapymenuss co  croponsl | Muanrus bonb B cCHMHE, MBIINICYHBINA
MBINIEYHOH, CKEJIETHOH H crasM

HHCTPYMCHTAJILHBIC JaHHBIC

KOpTH30JIa B KPOBH

O6mue HapyIIeHUS u | Ilopsimennas yromasiemocts | Ilepudepuyeckue otexu
PEaKITUU B MeCTE BBEICHUS
JlaGoparopHbie U | CHIKeHHEe  KOHI[CHTpAILlUU

Taﬁjmua 2. Heowcenamenvnvie Pearyuit, 6biA6INEHHbIE NIPU NPUMEHEHUU 2}1;0KOK0pmukocmep0u006

(npenapamul Ol NeUeHUs 60CHANUMENbHbIX 3aD0Ne8 AHUT KUWEUHUKA, 2TIOKOKOPMUKOCMEPOUO

Ol MECIHO20 NPUMEHEHUS, OYOeCOHUO)

CucremMHo- Yacto Heuacto Penxo OueHb peaKo
OpraHHbII
KJIace
Hapymenus AHapuIaKTUIECKH
CTOpPOHBI ¢ peaKIuu
AMMYHHOH
CHUCTEMBI
DHAOKPUHHBIE Cunpom 3aiep)kka pocta y
HapyIICHUS Hneuxo- nerei
Kymwunra

Hapymenus ['unokanmuemust
MeTabonu3Ma |
MIATAHUS
[lcuxuueckue HUzmenenus Yeuienue ATpecCUBHOCTD




HapyIIEHUs MTOBEICHUSI, MICUXOMOTOPHO
TaKue Kak | i aKTHBHOCTH,
HEPBO3HOCT, TPEBOKHOCTH
OeCCOHHHUIIA,
yacTble CMEHBI
HACTPOCHMUS,
JITIpeCCHsi
Hapymenust co Tpemop
CTOPOHBI
HEPBHOU
CHUCTEMBI
Hapymenus co Katapakra, B
CTOPOHBI OpTraHa T.4.
3peHHs cyOKarcysipHas
: [JIayKoMa;
HapyIIeHUs
YeTKOCTH
3peHus
Hapymenust co | Omymenue
CTOpPOHBI cepAla | cepaieOueHus
Kenmygouno- Jucnencus
KHIISUHbIC
HapyIIeHUs
Hapymenus co | Koxnble DKXUMO3BI
CTOPOHBI KOJKH U | peaKIuu
MOIKOYKHBIX (KpanupHHIIA,
TKaHEH SK3aHTEMA)
Hapymenust co | MplimeuHbIi
CTOPOHBI crazm
MBI YHOH,
CKEJICTHON 51
COETUHUTEIILHO
¥ TKaHH
Hapymenuss co | Hapymenus




JKCMEPTHOMY OTYETY

T TEQBATE

CTOPOHBI MCHCTPYAJIBHOT

PEIPOIYKTUBHO | O IHUKJIA
U CHCTEMBI WU
MOJIOYHBIX

JKCJIC3

* [Tpenapar He MpuMeHseTCs y AeTel (cm. pasmen «Crocob MpUMeHeHHs U 035D

“ Cm. pasgen «Ocobble YKa3aHIsD

MHuorue u3 YKa3aHHBIX HCXKCJIATCIIbHBIX peaKHI/Iﬁ TAKKC PasBHUBAKOTC ITPHU IIPUMCHCHHUH JIPYTHX
TJIFOKOKOPTUKOCTCPOUIOB.

B paae CJIydacB MOTYT OTMCUYATHCA HCKCJIATCJIBHBIC peaKnuu, THUIITHYHBIC JJI5L
TITIOKOKOPTHUKOCTCPOU 0B CHCTCMHOTO HeﬁCTBHH. DTH HEKeIATeILHBIS peaKuu (CI’IH,Z[I)OM
I/II_IGHKO-KyIlII/IHI‘a, 3aJCpiKKa pOCTa) 3aBHCAT OT JO3bI, MNPOAOJIKHUTCIBHOCTH TCpalluu,
COIMYTCTBYIOIICTO HIIH MNPESAIISCTBYIOMICTIO JICUCHHUA APYIHMH TIJIHIOKOKOPTHKOCTECpOUAAMH H
HHHHBHHyaﬂbHOﬁ YYBCTBHUTCIILHOCTH.

Memu

ﬂaHHBIe 00 oIbITe IIPUMCHCHHUA Mpeliapara OTCYTCTBYIOT.

Ilepeno3upoBka

Cumnmomut

C yueToM HH3KOW OHOJOCTYMHOCTH TMpenapaTta KopTHMEHT, HE OXHIAaeTCs, UYTO OcTpas
MepPeO3UPOBKA, JaKe IpU TPHUEMe OUYSeHb BBICOKMX 103, MOMKET IPHBECTH K pPa3BUTHIO
YIPOKAIOMETO KIMHUIECKOTO COCTOSHUSL

Jleuenie

B ciydae pasBuUTHS OCTpOU MepeO3UPOBKH CHENUPUISCKUM aHTUIOT OTCYTCTBYeT. Jleuenue

3aKJIIYaCTCA B HO,ZII[ep)KHBaI-OHIeI\;I U CHUMIITOMATHYECKOH TEepallnu.

BzaumoneiicTBHe ¢ APYTUMHU JIeKaPCTBEHHBIMU CPeacTBAMHU

Uccnenopanusi JeKapCTBEHHBIX B3aUMOJACHCTBUN HE ITPOBOIUITUCE.

Byaeconun metabonmsupyercs ¢ moMmomipio nutoxpoma P450 3A4 (w3zodepment CYP3A4),
CJIeIOBATEe/IbHO, HMHTUOMTOPHI HTOro (hepMeHTa, HampUMep, KEeTOKOHA30J, HTPAKOHAROI,
UHruOuTOpHl mpoTeassl BUY (Briatouas mpemapaThl, cojepiKaliue KOOWUIMCTAT) M COK
rpedndpyTa, MOTYT YBEJIMUUTH BRIPAKEHHOCTh CUCTEMHOTO JISHCTBUS Oy/IeCOHU/IA B HECKOIBKO
pa3 U pHUCK Pa3BUTHSI CUCTEMHBIX He)KeNaTeNbHBIX peakiuil (cM. paszaen «Ocobble yKazaHUD»).

HeoGxoaumo uzberaTh UCMIONB30BaHUS KOMOUHAIUHU Oyieconna ¢ uaruoutopamu CYP3 A4, za
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NOCNENQBATENLHOCTE 0005
UCKITIOUCHHEM CJIyYaeB, KOI/Ia OXKHIaeMasi MHJib3a nbgﬁmm—lfen]"BE@MO;I&'IEIH"—I')HCK PATBHTHS

CHUCTEMHBIX HEXeJATeJbHbIX pPEaKIMH IJIIOKOKOPTUKOCTEPOUIOB, TIpH HEOOXOJAMMOCTH
O/IHOBPEMEHHOTO IPUMEHEHUS CIeyeT TIaTeIbHO HaOJI0JaTh 3a COCTOSIHUEM IAI[UeHTOB Ha
IIpe/IMeT BBISIBJICHUsI CHCTEMHBIX He)KeJIaTeIbHBIX peaklUd INIIOKOKOpTHUKocTepouoB. Ilpu
HeOOXO/IUMOCTH COBMECTHOTO IIPUMEHEHHMs CleAyeT o0ecleduTh MaKCHMAJIbHO BO3MOJKHBIH
IIEPEPBIB MEKIY NIPHEMAMH KaXK/I0T0 IIperapara, a TAkkKe pacCMOTPETh BO3MOKHOCTh CHHKEHUS
no3bl  Oygeconuna. HurubupoBanue MeTaboimM3Ma JIPYTHX  JIGKAPCTBEHHBIX  CPEJCTB,
meTabommsupyembix CYP3A4, MalnoBeposTHO, MOCKONbKY OyaecoHWa oO0nagacT HUBKOU
apPUHHOCTHIO K PTOMY (pepMeHTY.

OnuoBpeMeHHOe TipuMeHeHHe ¢ UHAYKTopamu CYP3A4, TakumMu Kak KapOamMazenuH, MOXKET
CHWJ)KATh BBIPAKEHHOCTh CUCTEMHOI'0O JISUCTBUS OyIeCOHU/IA, B CBSI3H YeM MOJKET MOTpeGoBaThCS
YBEJIMUEHHUE JI03bI Ipenapara.

IIpy oaHOBpeMEHHOM IIPUMEHEHHUH TIJIFOKOKOPTUKOCTEPOMIOB € CEpJACUHBIMM IJIMKO3UJAMHU
MOJkeT HabmonaThesi yewieHHe >(dekra cepAeUHbIX IIHKO3HIOB B pe3ysbTaTe CHIKSHMS
KOHIIEHTpAllUU KaJIHsl.

IIpu ofHOBpEMEHHOM IIPUMEHEHUH [NIFOKOKOPTUKOCTEPOH/IOB € JUYPETHKAMHU MOKET OTMEYAThCS
YCHJICHHOE BbIBEJICHUE KaJIUsL.

ITpu coBMecTHOM IIpHEMeE ¢ 3CTPOreHAMH MJIM IepOpaJIbHBIMU KOHTpAIleNITUBAMHU COO0IAIoch O
HOBBINIEHUH KOHIICHTPALUH [NIIOKOKOPTUKOCTEPOU/IOB B IJIa3Me KPOBH M YCUIICHUH UX 3P PeKTOB
y OKSHIIMH, 3a MCKIIOUSEHHEM OJIHOBPEMEHHOIO IIpHeMa ¢  HH3KOJ03MPOBAHHBIMHU
KOMOMHHPOBAaHHBIMU KOHTPALIEIITUBHBIMH CPE/ICTBAMH.

HecmoTps Ha OTCYTCTBHE OTHEJIBHBIX HCCJICAOBAHHMM, IIPEAIOJATalOT, YTO COBMECTHOE
IpUMEHEHHE ¢ KOJISCTUPAMHHOM WJIU aHTAl[U/1aMU MOXKET YMEHBIIATh BCachlBaHUe Oy/1eCOHU/A,
Hapsily ¢ IpYTUMU JIEKapCTBEHHBIMH cpeicTBaMU. CrieloBaTeNIbHO, TaKHe IIperapaThl He CIeAyeT
IIPUHUMATh O/IHOBPEMEHHO, a ¢ UHTEPBAJIOM He MeHee, YeM 2 U.

B pexoMmeHIyeMBIX J103aX OMEIpa30Jl HE OKa3pIBaeT BO3JEHCTBHE Ha (PapMaKOKMHETHKY
OyJecoHHa, B TO BpeMsi KaK IIUMETUANH MOXKET NIPUBOJUTH K HE3HAUUTESILHOMY IOBBIMISHUIO
KOHIIGHTpalluu OyJecoHH/Ia B IUIa3Me, 0/IHAKO KJIMHHUSCKUE IPOSIBJICHHS TAHHOTO BO3SHCTBUS
HE OTMEYCHBI.

[Tockonbky OyAecOHH] MOXKET YrHeTaTh (PYHKITUH HAAMOYEYHHUKOB, CTUMYJISIIIMOHHBINA TeCT ¢
aapeHokopTukoTporHbiM ropmMoHoM (AKTT) auist iuarHocTuku runogusapHol HEJOCTATOUHOCTH

MOJKET ITOKA3bIBATH JIOJKHBIC PE3YJIbTAThI (HI’IBKI’IG 3HalIeHI/I$[).

Oco0ble yKazaHusa
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HeoGxoqumMo ¢ OCTOPOKHOCTBIO TPHMEHSTH Hpeiﬂpa”r‘_]tﬁg

COTYTCTBYIOIUMH HH(PEKIIMOHHBIMU 3a00JI€BaHUSAMHE, apTepHaIbHON THIEPTeH3UEH, caxapHbIM
nuabeToM (B T.4. IPH HACJICACTBEHHOM MPeIPacooKECHHOCTH), OCTEOIIOPO30M, SI3BOM JKeJTyIKa
WWIA  JBCHAIATUIICPCTHOW  KHUIIKH, TJaykoMod (B T.4. TpH  HACJISJACTBEHHOU
IPeIpacOI0KEHHOCTH ) WM KaTapaKTOM, UJIH € JIFOOBIM IPYT UM COCTOSIHUEM, KOT/Ja IpUMEHEHUE
[JIFOKOKOPTUKOCTEPOU/IOB MOKET IIPUBO/IUTH K PA3BUTHIO HEXKeJIATEJIbHBIX PEaKIIUH.

Ilpy cuCTeMHOM H MECTHOM TPHUMEHEHHH TJIIOKOKOPTHKOCTEPOUIOB MOTYT pPa3BUBATHCS
HapymeHus: 3peHus. lIpd NOMYTHEHHM 3peHHs WIH Pa3BUTHH JIPYTHX HapyIIeHHH 3peHHs
HaIeHTa cJie{yeT HAlPaBUTh K O(TAILMOJIOTY JUIS OIICHKH BO3MOJKHBIX HApYIICHHH, KOTOpBIE
MOTYT BKJIFOUATh KaTapakTy, TJayKOMy WJIH peJikue 3a0oJieBaHHs, TaKHe KaK LEHTpaIbHas
ceposHasi xopuopetuHonatus (IICX), koTopble HaGIIOAAIUCH MIOCIE MECTHOIO M CHCTEMHOTO
IPUMEHEHHUSI INIFOKOKOPTUKOCTEPOU/IOB.

VYxynumienue  QYHKIMM  [€YeHH  MOXKET  OKa3pIBaTh  BO3JCHCTBHE Ha  BBIBEJCHHUE
TJIFOKOKOPTUKOCTEPOU/IOB, BKJIoUasi Oy/JeCOHM, TNPHUBOJSIEEe K YCWICHHIO BBIPAKCHHOCTH
CHUCTEMHOTO JIeHCTBHUSL.

IIpu npueme npenapata cjieyeT YIUTHIBATH BOZMOIKHOCTE Pa3BUTHUS CUCTEMHBIX HE)KeJIaTeJIbHBIX
peakIui, B T.4. [JIayKOMBI.

ITIpu HeoOXOAUMOCTH HpeKpalleHHs JeUYSHUs], TOCJe KOHCYJIBTAIUU ¢ BpauoM, MOXKET OBITh
IpeIOYTUTEILHBIM IOCTSIIEHHOE CHU)KEHHE JI03bI IIpeTiapaTa.

Jleuenne mnpemapatoM KopTUMEHT NpHUBOAUT K Oojiee HHU3KOW CHCTEMHOM KOHIICHTpAIHH
[JIFOKOKOPTUKOCTEPOUIOB 110 CPABHEHUIO € TJIFOKOKOPTHKOCTEPOUIHBIMH IIperapaTtaMu JUis
nepopajibHOro npumMeHeHus. Ilpu nepexose ¢ 0AHOro BUAA IIIFOKOKOPTUKOCTEPOUAHOMN Tepaluu
Ha JpYro¥ MOTYT OTMeYaThCsl CHMIITOMBI, CBSI3aHHbIC ¢ U3MEHEHHEM CHCTEMHOM KOHIEHTpalluu
[JIIOKOKOpTUKOCTepouioB. [lpu oTMeHe mpemapaTta y TAIMEHTOB MOXET HaOII0aThes
Hecnenuduyeckoe HeJOMOTaHUe, HallpuMep, OOJM B MBIIIIAX U CycTaBaxX. B pekux ciyuasx
pa3sBUTHE TAKUX PEaKIMH KaK IOBBIIMICHHAS YTOMIISIEMOCTh, TOJOBHAsI 00JIb, TOIHOTA U PBOTA,
MOJKET CBH/ICTEJIHCTBOBATh O CHUJKCHHOM CHCTEMHOM JICHCTBHH TIFOKOKOPTHKOCTepouaoB. B
VKazaHHBIX  CJIy4asixXx  MOJKeT  MoTpeGoBaThesl ~ BpPEMEHHOE  yBeJIMUYCHHE JI03bI
LJIIOKOKOPTUKOCTEPOU/IOB CHCTEMHOTO JIeHCTRHS.

[TockoabKy IpHeM INIIOKOKOPTUKOCTEPOUIOB OKa3bIBACT BIUSHHE HA UMMYHHYIO CHCTEMY, IIpH
O/THOBpEMEHHOM TpueMe Ipenapata KOpTHMEHT MOKET CHHIKATHCS BBIPAXKEHHOCTh HMMYHHOTO
OTBETa Ha BAaKIIMHALIHIO.

Crnenyer u3berath OJJHOBPEMEHHOTO MPHEMa KeTOKOHA30JIa WK JIPYTUX MOIIHBIX HHTHOUTOPOB

CYP3A4. Ilpu HEOOXOTUMOCTH COBMECTHOTO TIPHUMEHEHUS CISTyeT 00eCIICUHTh MAaKCHMATBHO
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BO3MOKHBIN MEPEPhIB MEKY IPUCMAMU KaXK/10

(cMm. pazaent «BzauMoAeHCTBHE € IPYTUMU JISKApCTBEHHBIMH CPEICTBAMI ).

ITocne moTpeGrieHUsT 3HAUUTENILHOTO KOJIMUECTBA CoKa rpedndpyra (MHTUOMpPYET aKTMBHOCTH

CYP3A4 npenMyIeCTBEHHO B CIMU3UCTOM 000JI0UKE KUIICUHHUKA), BBIPAKESHHOCTh CHCTEMHOTO

neicTBUA OyAecoHH/Ia I IepOpaJIbHOTO IPUMEHSHHS! YBeIMUUBaach IIPUMepHO B 2 paza. Kak

U [IpH NIpUEME JIPYTUX JIEKAPCTBEHHBIX CPECTB, KOTOPbIe MeTaOOIU3UPYIOTCS IIPEUMYIIECTBEHHO

CYP3 A4, neobxonumo u3beraTh perysipHOro motpebieHus rpelndpyToR U coka rpeindpyTta

OJTHOBPEMEHHO ¢ OyJIeCOHHOM (ApYTHE COKH, HAIpUMEp, aleJIbCHHOBBIM, SIOMOUHBIN COK, He

UHrUOupyoT akTUBHOCTE CYP3 A4) (eM. pazgen «BzauMoaecTBrE € IPYTUMHU JICKapCTBEHHBIMU

CpEACTBAMUY ).

IIpenapat KopTHMEeHT COJEpKHUT JIEIUTHH (Macjo COEBOE), IIO3TOMY HE CJIelyeT IPHMEHATH

IpenapaT y HallHeHTOB ¢ THIIEPYYBCTBUTEILHOCTBIO K apaXUCy HJIU COE B aHAMHe3e.

ITarmenTaM ¢ peJKO BCTpevaroUIeMcsl HACJISACTBEHHOM HENEepPEeHOCHMOCTBIO TalaKTO3bl,

AeUIMTOM JIaKTasbl JIOTIApeH WM IJIIOKO30-TAJIakTO3HOW MasbabcopOuuedt He clieayer

IIPUHHUMATH NIpenapaT KopTUMEHT.

Hwxe mnepeuuciieHbl sBJIeHUs, HaOJIIOaeMble NPU NPUMEHEHHH TJIFOKOKOPTUKOCTEPOUIHBIX

IIpeTapaToB:

— 3aMeéHa IJIIOKOKOPTUKOCTEPOM/IOB ¢ BBIPAXKCHHBIM CHCTEMHBIM JSHCTBHEM Ha Ipemnapar ¢
MEHBIIUM CHCTEMHBIM JeHCTBHEM MOXKET IPHUBOJUTH K IOJABICHUIO (DYHKIMH KOpPbI
HaJII0YeYHHUKOB;

— B pe3yJIbTaTeé YMEHBIICHHsI BOCHAJIEHUS M CYIPECCHH HMMYHHOIO OTBETa MOJKET
YBEJIMIMBATLCS YACTOTa UH(EKIUOHHBIX 3a00JIe BaHHIH;

— TJIIOKOKOPTHKOCTEpOMJBI ~ MOTYT  BBI3BaTh  IIOJIaBJICHME  THMIIOTATAMO-THIIO(pU3APHO-
HA/IIOYeYHUKOBOM CHCTeMbl M CHWDKEHHE peaKlIMH Ha cTpecc. lIpm xupyprudeckux
BMEMIATEIbCTBAX WM JIDYTUX CTPECCOBBIX BO3JCHCTBUSIX PEKOMEHYeTCs IPOBOIUTH
JIOTIOJIHUTEIBFHOE JIeUeHUE ITIIOKOKOPTHKOCTEPOUAAMH CUCTEMHOTO JIEHCTBUS,

— Yy NALUEHTOB, MOJIyYAIONUX MepOopasibHbIe TIIIOKOKOPTUKOCTEPOU/IbI, BETPsIHASL OClla U KOpb
MOTYT UMeTh Oosiee Tspkesioe TedeHue. HeoOxoqumo cobionaTh 0cobyl0 0CTOPOIKHOCTD Y
HAI[MeHTOR, KOTOpBIe paHee He Gosiesu >THMHU 3a00JieBaHUSIMH. B cilydae BBISBICHMS WA
[IOJTO3PEHHUST HAa HAJWUME Y TallueHTa HHPEKIUH HEeOOXOAMMO paccMOTPETh BO3MOIKHOCTH
CHUDKECHHMS J1O3bI MJIH OTMEHBI JISUSHHSI IT0CTIe KOHCYJIBTALIUH C JISYAL[UM BPauoM;

— IpH OPUMEHEHUH TIIOKOKOPTUKOCTEPOUIOB, OCOOSHHO B BBICOKHMX [[03aX U B TeUSHHE
IPOJO/DKUTEILHOTO BPEMEHH, MOTYT Ppa3BUBATLCS CUCTEMHBbIE >(PQeKThbl, BKIIOYAIOIMIHE

cuaapom Hnenko-Kymmunra, yraerenue (YHKIHUH HAAMOYSUHHUKOB, 3aJepiKKy poOCTa,
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CHHIKCHHC MHHGp&J’ILHOﬁ IINTIOTHOCTH KOCTeﬁ,

pasIuvHbIe ICUXUUSCKUE/TTOBeIeHUeCKUe paccTpoiicTra (eM. pazien «lloGouHoe nelicTBrEY);
— Tpebyerca cobmiofaTh 0co0yI0 OCTOPOKHOCThL IIPH  PACCMOTPEHHHM  BO3MOMKHOCTH
MPUMEHEHHS TIIOKOKOPTHKOCTEPOUIOB CHCTEMHOTO JICUCTBUS Y TAIMEHTOB € TSDKEIBIMH
apPeKTUBHBIMU COCTOSIHUSIMH B HACTOSIIIEE BpeMsI HJIH B aHAMHE3¢ KaK Y caMoTO MaIfHeHTa,
TaK U Y pOJICTBEHHUKOB IIEPBOU CTETICHH,
— 3aMeHa ITTIOKOKOPTHKOCTEPOUIOR C BRIPAKESHHBIM CHCTEMHBIM JEHCTBHEM MOKET IPUBO/IUTH
K PasBUTHUIO AJUISPTHH, HAMpPUMEp, AJUICPTUYECKOr0 PUHUTA WM HK3EMbI, KOTOpbIE IpH

MPpUMCHCHHH TI'TIOKOKOPTHKOCTEPOU OB CHUCTCMHOTI'O JCUCTBHUSA paHeC HE IIPOABJIAIINACE.

BmisiHue Ha CIOCOOHOCTH YIIPABJIATH TPAHCIIOP THHIMH CpeIcTBaMH, MeXaHW3MaMH

Hccnenoanue BIUsHUS npenapata KopTHUMEHT Ha CHOCOOHOCTH YIPABJIATH TPAHCHOPTHBIMHU
CpeACTBAMU M MeXaHHU3MaMH He NpoBoauiock. HeoOxoaumo coliroaTh OCTOPOIKHOCTE IPH
VIPaBJICHUU TPAHCIIOPTHBIMM CPeACTBAMHU MJIM MEXaHHU3MaMH, TaK KaK B OTACJbHBIX CJIydasix
BO3MOIKHO Pa3BUTHE TOJIOBOKPYIKESHHSI HUTH MTOBBIMIEHHOH yTOMIIIEMOCTH (cM. pazaen «IloGounoe

JISHUCTBUEY).

dopMa BBITYCKa

TabnmeTku KHIMICEYHOPACTBOPUMBIE ¢ TPOJIOHTHPOBAHHBIM  BBICBOOOIKICHHEM, MOKPBITHIC
IUIEHOYHOM 000JIOUKOH, 9 MT.

ITo 10 TtaGnerok B Giuctep W3 POJIBLTH MOTHAMHEY ATFOMHUHUH/ TIOIMBUHIWIXIOPUTHON U GOJIBTH
AJTFOMUHHUEBOU.

ITo 1, 2, 3 unu 5 OIUCTEPOB ¢ HHCTPYKIMEH 110 IPUMEHEHHIO B KApTOHHYIO TTAUKY.

Cpoxk rogHocTH

3 roga. He npuMeHsITh IO UCTEUSHUH CPOKA TOAHOCTH, YKa3aHHOTO Ha YIIaKOBKE.

Y ciroBust XpaHeHUs

XpanuTth npu temnepatype He Boime 30 °C.

XpaHUTh B HEJIOCTYITHOM JIJIS1 JIeTeH MecTe.

YcoBus oTnycka

OTIycKaroT O peLenTy.

JepxkaTes b (Bajesiel]) perucTPAlMOHHOT O YI0CTOBePEeHU

Oeppunr Uuatepremui Centep CA, IIBeitnapus

IITemun ne na Beprornacas 50, 1162 Can-Ilpe, lBeiinapust.

IIpouzBomuTe H

Kocmo C.n.A., Utanusa
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COOTBETCTBYET SKCNEPTHOMY OTYETY
ot 23.12.2022 N= 29886

Bua K. Komom6o, 1 — 20045 Jlaiinate (MU), Hlams. (MOCNEAOBATENBEHOCTE 0003)

OpraHusaius, NPUHUMAIOIIAS MPeTeH3HH TOTPeoHTe IS
000 «Qeppunr PapmaceTHKAIB

115054, r. Mockea, Kocmonamuanckast Hab., 1. 52, ctp. 4.
Ten.: +7 (495) 287-0343.

Qaxc: +7 (495) 287-0342.
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