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I[10 MEJUIIMHCKOMY ITPUMEHEHUNIO JIEKAPCTBEHHOI'O ITIPEITAPATA
CUMKOKCHBb

PerucrpaunoHHblii HOMep:

Toprosoe HaumeHoBanue: CUMKOKCHO

Me:xkayHapoaHOoe HeMATEeHTOBAHHOe HanMeHoBaHue: [{enexokcuod

JlekapcTBenHasi gopma: KarcyJsibl

Cocras:

Kaxnas kancyna conepxur:

Heticmeyrowee geujecmeo.

Lenexoxcu6 100,00 mr umu 200,00 mr.

Bcnomozamenvhule gewjecmea:

Jlakto3sl MmonorHapat 149,70 mr / 49,80 mr, Hatpus naypuicynbdat 8,10 mr / 8,10 mr, moBua0H
K-30 6,80 mr / 6,70 mr, kpockapmernosa Hatpus 2,70 mr / 2,70 mr, maruus creapar 2,70 mr /2,70
MT.

Kancynor 100 me:

TBepnas sxenmaTHHOBAs KarcyJsia pazMepa 2 ¢ KOPIycoM U KPBIIMIeUKoW roiayboro npera — 1 miT.
(63 mr).

Kancynor 200 me:

TBepaas xemaTuHOBas KarcyJja pa3mepa 2 ¢ KOPIyCOM M KPBIIIEUYKOH KENTOro 1peTa — 1 mr.
(63 mr).

Cocmas obonouku xancynvt 100 me (2onyboeo ysema):

Kopnyc: xpacutens OpwimuaHToBbId Tony6oii 0,2205 mr, tutana nquokcuna 0,819 wmr, xenatuH
32,6879 mr, Boga 5,025 mr.

Kpviweuxa: xpacutens OpriuinanToBbIi roryooit 0,2205 mr, Tutana quokcun 0,819 mr, sxenatuH
20,1155 mr, Boma 3,0926 wmr.

Cocmas obonouku xancynvt 200 me (scenmozo ysema):

Kopnyc: xpacutens xkeneza okcun xkenteii 0,3515 mr, turana guokcupa 0,3059 wmr, xenatuH
32,6876 mr, Boga 5,6550 mr.

Kpoviweuxa: xpacutens xene3a okcus xxenteiit 0,2163 mr, turana auokcup 0,1882 mr, xenatux

20,1155 mr, Boxa 3,4800 mr.

Onucanue

Kancynsl 100 mr:
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TBepaple KenaTUHOBBIE Kamcyjbl pa3mepa 2| c Kopd%gﬁw%&%gﬁah%hJG&b I:II_"[:ﬂeTa.

Cozep:xuMoe KaricyJi: OPOIIOK, HITH TPaHyIMPOBAHHBIN MTOPOIIIOK, HIIH MOPOIIOK C KPYITHHKAMH
oT 0eJIoro 40 MOYTH OEJIoro 1IBETA.

Kancynsl 200 mr:

TBeplble KETAaTUHOBBIE KAmCyJibl pasMepa 2 ¢ KOPIIYCOM M KPBIIIEYKOW >KEJITOro IBETa.
CoaepxuMoe KarcyJi: MOPOLIOK, UK IPaHyJIMPOBAHHBIN MOPOIIOK, WU MTOPOLIOK C KPYTHHKAMU

oT 0eJIoro 40 MoYTH OENIoro 1IBETA.

dapmakoTepaneBTHYeCKas IPynna
MPOTUBOBOCTIATIUTENIbHBIE U MIPOTUBOPEBMATUYECKUE npenaparhl; HECTepOUIHbIE

IPOTHBOBOCTIAJMTEIbHbIE U IIPOTUBOPEBMATHUYECKHE MTPETIAPAThI; KOKCHUOBI.
Kon ATX: MO1AHO1

dapmakoJIornyecKue CBoiicTea

Dapmakoounamuka

[enexkokcnd o06maaeT MPOTUBOBOCHAIUTENBHBIM, 00€300IMBAIONIUM H KaPOIOHIKAIOLIIM
neicTBreM, OJIOKUPYsI 00pa30BaHUE BOCHATHTENBHBIX MpocTarianauHoB (Pg), B ocHOBHOM 3a
c4yeT MHruompoBanus nmukiIookcurenassl-2 (LHOT'-2). Uaaykius 11OI-2 npoucxoauT B OTBET HA
BOCMAJICHUE U TMPHUBOJUT K CHHTE3Y M HAaKOIUICHHIO MPOCTarjaHAMHOB, B OCOOEHHOCTHU
npocTrarnananaa Eo, mpu 5TOM IPOUCXOANUT yCUIICHUE TIPOSBICHMIA BocialieHus (0TeK u 60b). B
TEpaNeBTUUYECKUX J103aX Y YeJOBEeKa IEIEKOKCHO 3HAYUMO HE MHTHOMPYET IUKIOOKCUTEeHA3y- |
(I10I'-1) u He oka3pIBaET BIMSHUS HA IPOCTATJIAHINHBI, CHHTE3UPYEMBIC B PE3YJIbTAaTE aKTUBAIIUN
[HOI'-1, a Tak)ke HE OKa3bIBaCT BIMSHUS HAa HOPMaJbHBIC (U3HOJOTUYECKHUE TMPOIIECCHI,
cesa3annble ¢ [{OI'-1 u npoTekaromniye B TKaHsIX, U MPEkKIE BCEro B TKAHIX JKETy/IKa, KUILIEYHUKA
U TPOMOOLIUTAX.

Bausnue na ¢pynkyuro novex

[lenexokcnbd cHmkaeT BbIBeneHHe ¢ Mmouoi PgEs n 6-keto-PgF (MeTabonuTta mpocTanukinga),
HO He BJIMSIET Ha CBHIBOPOTOYHBIM TpomOokcaH Bz u BwiBemenue ¢ Mouoi 11-germapo-
TpoMOokcana By, merabonuta TpoMOokcana (06a - mpoayktel LIOI'-1). Ilenekokcub He BhI3bIBACT
CHIDKEHHUS CKOpocTH KiyOoukoBoi ¢unbTpanuu (CK®) y MOXHIBIX MalMEHTOB W JIAI[ C
XPOHUYECKOM IMOYEYHON HEJOCTATOYHOCTBIO, TPAH3UTOPHO CHIOKAET BBIBEJCHHE HATpUs. Y
NAIMEHTOB C apTPUTOM HaONIoJaeMas dYacToTa pa3BUTHA TepUPEPUIECKHUX OTEKOB,
apTepuanbHONl THUMEPTEH3UMH W CEepACYHOM HEIOCTATOYHOCTH CpaBHMMa C TakoBOM Ha (oHe
npuemMa HeceleKTUBHBIX HHruOuTopoB L{OI', koTOphIe 0071a1a10T HHTHOUPYIOIIEH aKTHBHOCTHIO
B otHomeHun [IOI'-1 u IIOI'-2. HambGonee BwIpakeH naHHBIA 3PdeKkT ObLT y MaIMEeHTOB,

MoJIyJaromux TCparnu AUYPCTHKAMMU. TeMm He MCHEC, HC OTMCYHAJIOCh YBCIIMYCHUSA YaCTOThI
Z
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CIy4aeB TIOBBINICHHS apTEPUATBLHOTO JIABJICHHSI H paéQ/I";'I:/I-";I_I %E&ﬁgg%ﬁ&ﬁ_ﬁt}h&frh, a

nepudepuyeckie OTEKH OBbUTH JIETKOH CTEMEeHHM TSDKECTH M IMPOXOAMIN CaMOCTOSATENBHO.
DapmaxokuHemuxa

Bcacvisanue

[Ipy mnpueMe HaToIIaKk IEJIEKOKCUO XOpOIIO BCAachIBAaeTCs, JOCTUTas MaKCUMalbHOU
KOHIEHTPAUUH (Cmax) B IJIa3Me KPOBH MPHUMEPHO uepe3 2-3 yaca. Cmax B IUIA3ME KPOBU TOCIIE
npuema 200 mr - 705 Hr/mi. AGcomoTHas OMOIOCTYITHOCTD MIpernapaTa He uccieqoBanach. Cmax
W IUomanb 1o (papMakOKMHETHYECKOW  KpHBOW  «koHIeHTpamus-Bpems» (AUC)
MPUOJIM3UTENHHO MPOTIOPIIMOHATBHBI IPUHATOM 103€ B 1uana3one 103 10 200 Mr 2 pa3a B CyTKH;
Ipy NMPUMEHEHUH IiefieKokcrOa B Ooyiee BBICOKMX J03aX CTerneHb NOBBIMEHUS Cmax U AUC
IIPOUCXOJUT MEHEE TPONOPLIMOHAIIBHO.

Pacnpeoenenue

CBs3b ¢ OenkaMM TUTa3Mbl KPOBH HE 3aBHCHT OT KOHIIEHTPAIIMH W COCTaBJseT OKojo 97 %,
IIEIEKOKCUO He CBSA3BIBACTCS C DJPUTpOUMTAMH KpoBH. llenmexkokcu® mNpoHUKaeT uyepes
reMatodHIepaIndecKuii 6apnep.

Memabonusm

[{enekokcu® MeTabonU3UpyeTCsl B MEYEHH MyTEM TUAPOKCUIMPOBAHUS, OKUCICHUS U YaCTUYHO
[JIIOKYpOHUpOBaHUs. MeTaboa13M B OCHOBHOM IPOTEKaeT ¢ yuactueM nutoxpoma P450 CYP2C9
(cM. pasgen «BsammopelcTBHE ¢ APYTUMH JICKQpPCTBEHHBIMH CpEICTBAMM»). MeTabOIUTHI,
oOHapyXMBaeMble B KpOBH, (papmakosiornuecku He akTUBHBI B oTHomeHuu [[OI-1 u [{OT-2.
AxTtuBHOCTB IuTOXpoMa P450 CYP2C9 canxeHa y JIHI] ¢ TeHETHYECKUM IMTOTUMOP()HU3MOM, TAKHM
kak romo3urotHeld mo CYP2C9*3 mnonumopdus3Mm, KOTOpBI BeAEeT K YMEHBUICHHUIO
3¢ (HEKTUBHOCTH SH3MMOB.

Buigeoenue

[lenekokcu® meTabonuU3UpyeTCsl B IEYEHU, BBIBOAMTCS dYepe3 KUIIEYHUK W TIOYKH B BHJE
MeTabomutoB (57 % u 27 %, cOOTBETCTBEHHO), MeHee | % TMPUHATON 03Bl - B HEU3MEHECHHOM
Buje. [Ipyu noBTOpHOM IPUMEHEHUH NTEPUO/]] TIOJTYBBIBEIEHUS COCTABIAET 8-12 yacoB, a KIIMPEHC
coctaBisieT okoio 500 mi/mMuH. [Ipr MOBTOPHOM MPUMEHEHUH PAaBHOBECHBIE KOHIICHTPAIIMH B
1asMe KpOBU JOCTUTarOTCs K 5 aHi0. BapmaGenbHOCTh OCHOBHBIX (DapMaKOKMHETHYECKHX
napameTpoB (AUC, Cmax, IEpUOJ MONTYyBbIBeCHUS) cocTaBisgeT okoio 30 %. Cpennuit oobeM
pacrpenienieHusi B paBHOBECHOM COCTOSIHUM paBeH npumepHo 500 11/ 70 KTy MOJIOJBIX 310POBBIX
B3pOCJIbIX MAI[MEHTOB, YTO YKa3bIBa€T Ha IIUPOKOE paclpeiesieHue eJIeKOKcn0a B TKaHX.
Bausnue npuema nuwu

[Ipuem nenexokcnda BMECTE € )KUPHOHN MUIIEH yBETUUUBACT BpeMs TOCTHKEHHUS Cimax IPUMEPHO
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Oco0ble rpyInel NAKMEHTOB

Toowcunvie nayuenmoi

V nauueHToB crapiie 65 get orMevaeTcs yBenuueHnue B 1,5-2 paza cpeaHux 3Ha4eHUN Cmax, AUC
1eJIeKoKcrOa, 9To B OOJIBIIEH CTENEeHN O0YCIIOBJICHO N3MEHEHHUEM MacChl Teja, a HE BO3PacTOM
(y mamMeHToB MOXKUIJIOTO BO3pacTa, Kak MpaBHIIo, HaOmonaeTcs Ooyiee HU3Kas CpeiHsAs macca
TeJa, YeM y JIMIl OoJiee MOJIOIOTO BO3PAcTa, B CHIIY YEro Yy HHMX IPH MPOYUX PABHBIX YCIOBHUSX
JOCTUTAIOTCSl OoJiee BHICOKME KOHIEHTpaluu Lenekokcn6a). [1o Toil ke mpuyrHe y MOMXKHIIBIX
JKEHIIUH 00BIYHO OTMe4daeTcsi 0oJiee BhICOKasi KOHIEHTpalUs Mpernapara B Ijia3Me KpoBU, YEM y
HNOXWIBIX MYXXYHMH. YKa3aHHbIE 0COOCHHOCTH (apMaKOKMHETHKH, KaK MpaBWIIO, HE TPeOyroT
KOppeKIMH 1103bl. TeM He MeHee, y MOXKWIbIX MMallUeHTOB ¢ Maccoi Tena Hike 50 Kr ciengyer
HA4YMHATH JIeUEHUE C MUHUMAaJIbHONW PEKOMEHTyeMOM 103bI.

Paca

VY npexacraButeneii HerpounHoi packl AUC nenekokcuba npumepHo Ha 40 % Bblle, 4eMm y
eBporneiines. [IpyunHbl U KITMHUYECKOE 3HAUCHHE ATOTO (paKTa HE U3BECTHBI.

Hapywenue ¢ynkyuu neuenu

Konnentpanuu nenekokcrnba B mjaa3Me KPOBH y IMALMEHTOB C JIETKON CTENEHbIO MEYEHOYHOH
HeJocTaToYHOCTH (Kimace A Ho kinaccudukanuu Yaina-11p10) He3HAUUTETFHO U3MEHSIFOTCSL.

VY nanMeHToB € NEYEHOYHOM HEIOCTAaTOUYHOCTBIO CpEAHEN CTeNeHM TsbkecTu (kimace B mo
knaccuukanmu  Yaina-I1st0) KOHIEHTpanusi IeNeKOKCMOa B IUIa3Me KPOBU  MOJKET
YBEJIMYUBATHCS TIOYTH B 2 pasa.

Hapywenue ¢pynxyuu novex

V HOXHJIBIX HarueHToB co cHikenneM CK® > 65 mu/mun/1,73 M2, CBS3aHHBIM ¢ BO3PaCTHBIMHU
u3MeHeHUAMH, U y marmeHtoB ¢ CK®, paBroit 35-60 mu/mun/1,73 M?, (dapmakokuHETHKa
nenekokcuba He u3mensierca. He oOHapykuBaeTcs 3HAUUTEIBHOU CBSI3U MEXKIY COJEp:KaHUEM
CBIBOPOTOYHOT0 KpearnHuHa (uiau kiaupeHcoMm kpeatnnuHa (KK)) m kmupencoMm nenexkokcuba.
[Ipennonaraercsi, YTO HaIUM4KUE TSKEION CTENEHM MOYEYHOW HEJOCTATOYHOCTHU HE BIMSET HA
KIIUPEHC 1[EeKOKCH0a, TOCKOJIbKY OCHOBHOM IyTh €0 BBIBEJICHUS - MpEBpallleHUE B NICUYCHU B

HEaKTHUBHBIC META0OJIUTEI.

Iloka3zaHus K NIPUMEHEHHIO

CuMKOKcHO ToKa3aH K MPUMEHEHHIO Y B3POCIIBIX.

CuMnromaTdeckoe JIEYEHHE OCTe0apTpO3d, PEBMATOMAHOIO apTPUTA U AHKWIO3HPYIOIIErO
CIIOHTUJINTA.

Bonesoii cunapom (0omu B CIMHE, KOCTHO-MBIIICYHBIE, MTOCICONEPAIMOHHBIE U IPYTHUE BHJIBI
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6omn).

Jleyenue nepBUYHON JUCMEHOPEH.
[Ipenapar npeaHa3Ha4YeH Al CHMITOMAaTHUECKON Tepaniy, yMEHbIIEHUS 00T U BOCTIAJICHUS Ha

MOMCHT HMCITIOJIb30BaHMs, HA ITPOrpeCCUPOBAHUC 3a00JIeBaHUs HE BIIUAECT.

IIporuBonokazanusi

['umepayBCTBUTENBHOCT K IIENIEKOKCHOY WM JIOOOMY JpYroMy KOMIIOHEHTY IIperapara.
W3BecTHAs MOBBINIEHHAS! YyYBCTBUTEIBHOCTD K CYJTb(OHAMUIAM.

[TonHOE MM HETIOJTHOE COYeTaHWe OPOHXUAIBHOW aCTMBI, PEIUIUBUPYIOIIETO MOJIUII03a HOCA H
OKOJIOHOCOBBIX Ma3yX M HEMEPEHOCUMOCTH alleTWICAIMIIMIOBON KUCIOTHI win apyrux HIIBII,
BKJITI04as Apyrue uHruoutops! LIOI'-2 (B TOM uncie B aHaMHe3e).

[lepuon nmocie mpoBeaeHUs ONEPaii A0PTOKOPOHAPHOTO HIYHTUPOBAHUSI.

AKTUBHBIC  JPO3MBHO-S3BCHHBIC  TOPAXCHHS  CIM3UCTOH  OOOJIOYKM  IKENylIKa WM
JIBEHAIIATUIIEPCTHOW KUIIIKH, WK SI3BEHHAs! O0JIE3HB KETy/IKa ¥ TBEHAIATHIIEPCTHOW KHUIIIKH B
CTau 00OCTPEHMSI, WU JKEITYA0YHO-KHILIEYHOE KPOBOTECUCHHE.

BocnanurensHbie 3a0oneBaHus kuiieyHuKa (Oone3nb KpoHa, s3BeHHBIM KoiUT) B (ase
obocTpeHwusl.

Xponuveckas cepaeunas HemoctatouHocts (II - IV dynkmumonanbnsiii kimacc mo NYHA).
Knunnueckn nmoaTBep:kIeHHast MIIEMHUYEcKas 00Je3Hb cepAla, 3a00jaeBaHus NMepu(epruuecKux
apTepuil ¥ iepeOpoBacKyJIISIpHbIC 3200I€BaHUS B BBIPAKCHHOH CTaINU.

I'emopparuueckuii HHCYJIBT.

Cy0apaxHOUIaTbHOE KPOBOH3IIUSHUE.

HekouTponupyemast apTepuanbHasi THIEPTEH3HS.

BepemeHnHOCTh M IepHO TaKTaluu (CM. pa3zaen «bepeMeHHOCTh U JTaKTalus»).

Tspkenas neueHOYHAst HEIOCTATOYHOCTh (HET OIBITa IPUMEHEHUS).

Tsoxenast moyeunast HegocrarouHocTh (KK menee 30 mu/mun), mporpeccupyromme 3a001eBaHus
MOYEK, OITBEPKICHHAS TUTIePKATHEeMHUs (HET ONbITa IPUMEHEHU).

JedunuT nakraspl, HEIIEPEHOCUMOCTh JIAKTO3bI, TIIFOK030-TaIaKTO3HAS MaThabCcopOITusl.

Bo3spact 10 18 et (HeT ombiTa MpUMEHEHUS).

C 0CTOPOKHOCTBIO

CuMKOKCHO clieyeT MPUHUMATH C OCTOPOKHOCTBIO MPH CIEIYIOIIUX COCTOSHUSAX: 3a00JIeBaHUS
JKCITYJOYHO-KHIICYHOI'O TpPaKTa (}I3BGHHa$I 60H€3HB KCIIyaKa 1 I[BeHaI[HaTHHepCTHOI\/'I KHIIIKH,
SI3BEHHBIN KOJUT, 00s1e3ub KpoHa, KpoBoTeueHus B aHaMHe3e), Hannane nunpexumun Helicobacter
pyvlori; coBMecTHOe TIpUMEHEHHWE C aHTUKOAryJsiHTamMu (BapdapuH), aHTHArperaHTamMu
(aueTHICATUIIIIOBAsT KUCIIOTa, KJIOMHAOTPEN), MEepOpPaTbHBIMU TIIIOKOKOPTUKOCTEPOUAAMU
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(uurtanonpam, (IYyOKCETHH, MApOKCETHH, CEPTPajNH), JTUTOKCHHOM; 3aJepXKKa >KUIKOCTH W
OTEKH; HapymeHuss (YHKIMM TEYeHU cpenHeil cremeHn TsokectH (oM. pasgen «OcoOble
yKa3zaHus»), 3a00JieBaHUs TICUEHU B aHAMHE3€e, NeUeHOYHas nopdupusi; XpoHUYecKasi MoyeuHas
HenoctatouHOCTh (KK 30-60 Mi1/MuH); 3HAUUTENIBHOE CHIDKEHIE 00beMa IIUPKYJIUPYIOIEH KPOBU
(B TOM 4YHCIE IMOCIE XUPYPrHUECKOrOo BMEIIATENIbCTBA); 3a00JEBaHUS CEpPIEYHO-COCYIUCTON
CHCTEMBI, apTepHajbHas TUIepTeH3us (cM. pasnen «Ocobble yKazaHus»); HepeOpoBacKyIsIpHbIC
3a00JICBaHNS; T CITUTTUACMUST/ TUTICPITUTTH ICMHUSI caxapHbIH nuao0erT; 3a00JIeBaHUs
nepuepudecKux apTepuil; OJHOBPEMEHHOE MPUMEHEHHWE C WHTruOuTOpaMu u30(epMeHTa
CYP2C9; y manueHTOB, KOTOpBIC SIBISIOTCS MENJIEHHBIMH METa0OIM3aTOpaMH WU HMEETCs
MIOJI03PEHUE HA TaKOE€ COCTOsHME; jummrenbHoe npumeHeHue HIIBII; Tsokenble comatuueckue
3a00JIeBaHuUsl; MOXKUJIbIE MAIMEHTHl (B TOM YHCIE MOMyYarollue IUYpPeTHKH, ociabieHHbIe

MAIMEHTHI C HU3KOM Maccoil Tena); KypeHue; TyOepKyIie3; allKOrOJU3M.

bepemeHHOCTD M JIaKTALUSA

bepeMeHHOCTD

OTCYyTCTBYIOT OCTaTOYHbIE JaHHBIE 110 IPUMEHEHUIO 1[eIeKOKCH0a y 6€peMEHHBIX KEeHIIUH.
[ToTeHManbHBI pUCK NpUMEHEHHsS mnpenapata CHMKOKCHMO BO BpemMsi OCpEMEHHOCTH He
YCTAHOBJICH, HO HE MOXET ObITh UCKIIIOUEH.

B cootBeTcTBHM ¢ MexaHU3MOM aeicTBHs, npu npumenenun HIIBII, Bkmrouas 1menexkokcuo, y
HEKOTOPBIX JKEHIIUH BO3MOXHO PAa3BUTHE U3MEHEHUH B AMYHUKAX, YTO MOXET CTATh IPUYMHOU
OCIIO’)KHEHUH BO BpeMsi OEpEMEHHOCTH WM HapylleHus (epTUIbHOCTU. Y KEHIIHUH, KOTOpbIE
IUTAHUPYIOT OEpEeMEHHOCTh MJIM TPOXOIAT 00Cieq0oBaHHWE IO TMOBOAY OeCIulonus, Cleayer
paccmotpeTh Borpoc 00 ormene mpuema HIIBII, Bkirrodas mienekokcuo.

[{enekokcuO, OTHOCSIIUICS K TPyHIIe HHIMOUTOPOB CHHTE3a MPOCTATIaHIUHOB, IIPU TIpUEME BO
BpeMs OepeMeHHOCTH, 0c00eHHO B III TpuMecTpe, MOXKET BBI3BIBATH CITA00CTh COKPAIICHUH MaTKH
U TPEXKICBPEMEHHOE 3aKPhITHE apTEpUANbHOTO MpoToKa. IIpuMeHeHne MHruOMTOpPOB CHHTE3a
IPOCTarJIaHJAWHOB Ha paHHEM dTare OEpEeMEHHOCTH MOKET HETaTMBHO OTPAa3UThCS HA TCUCHHUH
OCpEeMEHHOCTH.

[Tpumenenue npenapara CUMKOKCHO MPOTUBOMOKA3aHO BO BpeMsi OEpPEMEHHOCTHU U B MEPHUOJ
rpyAHoro BckapmunBaHus (cM. pasnen «lIporuBomokaszanusi»). Ilpu nmpumenenun Bo II-III
tpumecTpe 6epemenHocty HIIBII MoryT cipoBouMpoBaTh HapylieHne GyHKINHU MOYEK Y III0/1a,
YTO MOXKET MPHUBECTH K YMEHBIIEHUI0O 00beMa aMHUOTHYECKOM >KUIKOCTH WU B TSKEIbIX
CIy4asx K MaJoBOAuIO. JlaHHBIE SIBIIEHHWS MOTYT BO3HHMKATh BCKOpE IOCJIE Hayaja JICUYECHUs U

00b1yHO 00paTuMbl. He06X01MMO IPOBOIUTH THIATEIBHBI MOHUTOPUHT 00BeMa OKOJIOTIIIOAHBIX
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BOJ1 y O€pEeMEHHBIX KEHIINH, TPUHUMAIOIIUX II

COOTBETCTEBYET ZKCNEPTHOMY OTUETY

JlakTanus

NmeroTcst orpaHMyYeHHbIE JTAHHBIE O TOM, YTO LIEJIEKOKCUO NMPOHUKAET B IpyAHOE MOJIOKO. B
MCCIIEJOBAaHHUAX OBLIO IMOKA3aHO, YTO [ENEKOKCHO MPOHNUKACT B TPYAHOE MOJIOKO B OYEHb HU3KHX
KOHILIEHTpanusiX. TeM He MeHee, NPUHHMas BO BHHMAaHHE NOTCHIUAIBHYIO BO3MOXKHOCTb
pa3BUTHS MOOOYHBIX YPPEKTOB OT IEIEKOKCHOa y BCKAPMIIMBAEMOT'0 peOeHKa, CIeTyeT OLIEHUTh
11e51eco00pa3sHOCTh OTMEHBI JIMOO TPYJHOrO BCKapMIIMBaHUS, JHOO mpueMa LeleKoKkcuoa,

YUUTBIBas BXKHOCTH MpueMa npenapara CUMKOKCHO JUIsl MaTepH.

Cnoco0d npuMeHeHHs M 103bI

BuyTtpb, HE pa3xkeBbIBas, 3aM1Basi BOJOM, HE3aBUCUMO OT MPUEMA MHUILIH.

[TockonbKy pHUCK BO3MOXKHBIX OCJIOXKHEHUU CO CTOPOHBI CEPACUHO-COCYAUCTON CUCTEMBI MOXKET
BO3pAacCTaTh C YBEIMYCHHEM J03bl U MPOJOJDKUTEIHLHOCTH TpueMa mnpernapata CUMKOKCHO, €ro
clenyeT MPUMEHSTh MUHUMAJIbHO BO3MOKHBIM KOPOTKUM KYPCOM B MUHUMAJIbHO 3D PEKTUBHON
no3e npenapara. MakcuMainbHas peKOMEH/IOBaHHAsl CyTOYHas J03a P JJIMTEILHOM IpHUEME -
400 mr.

Cumnmomamuueckoe Jieuenue ocmeoapmposa: PeKOMEHJ0BaHHas 103a cocraBiser 200 mr B
CyTKH 32 1 unm 2 npuema.

Cumnmomamuueckoe jieyeHue pesmamouoHo2o apmpuma. peKOMEHI0BaHHas J103a IelIeKoKcroa
cocraiuseT 100 mnu 200 mr 2 paza B CyTKH.

Cumnmomamuueckoe ieyeHue AHKUI03Upyrouje2o0 CROHOUIUma. peKOMEHIOBaHHAS 1032
nenexkokcrba cocrapisieT 200 Mr B cyTku 3a 1 wm 2 nmpueMa. Y HEKOTOPBIX MAIMEHTOB OTMEUYCHA
3 peKTUBHOCTH npruMeHeHust 400 MI B CyTKH.

Jleuenue b6onesoco cunopoma: peKOMEHIOBaHHAsl HavyaJbHas J103a Iefekokcrba cocraniser 400
MT, C TIOCJICTYIOIITUM, P HEOOXOAUMOCTH, IPUEMOM JOTOTHUTEIHHOM 710351 B 200 MT, B TIEpBBIA
JleHb. B mocnenyromme THA peKoMEHJ0BaHHas no3a coctaBisier 200 Mr 2 pa3za B CyTKH, IO
HEOOXOIMMOCTH.

Jleuenue nepsuunou oucmenopeu: peKOMEHIOBaHHAS HadallbHAs J03a [EIEKOKCHOa COCTaBISET
400 Mmr, ¢ TOCIEnYIOMUM, MMPU HEOOXOIUMOCTH, TIPUEMOM JIOMOJIHUTEIbHON 10361 B 200 Mmr, B
nepBbld AeHb. B nocnenyromue oM pekoMeHoBanHas 103a coctapisgetr 200 mr 2 pa3a B CyTKH,
110 HEOOXOIUMOCTH.

[oxkuipie marMeHThl: 00BIYHO KOPPEKIMH 1036l He TpeOdyercsa. OMHAKO y MalMeHTOB ¢ Maccou

Tena Hwke S50 Kr JiedeHHWe JIyylle HAaYyuHATh C MHUHHUMAJIbHOM PEKOMEHJIOBAaHHOW J103bI.

Hapynrenue d)VHKHI/II/I MNEYCHU: Yy IMaIUCHTOB C JIETKOM CTEIIEHBI0 TSHKECTH IICUCHOYHOM

HepocTaTouHoCTH (Kiace A mo kinaccudukamuu Yainn-I1s10) koppeknuu 10361 He TpeOyercs. Y
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MAIMEHTOB C TICUCHOYHOH HEI0CTATOYHOCT cpenﬁgﬁ-“v;lér—cl'irpﬁ;&g@@ilﬁ"-'

knaccudukanuu Yaina-I1p10), caenyer CHU3UTh HAYaIbHYI0 PEKOMEHI0BAHHYIO JI03Y Mpernapara
BaBoe. OmbITa NPUMEHEHHUs IMpenapara y MalUeHTOB C TSKEIOW CTENEHbIO IMEeUYEHOYHOU
HenocrarouHoctn  (kmacce C  mo  winaccudukanmmm — Yainn-Ilero) Her (cM. pazgen
«IIpoTrBOIIOKA3aAHUS ).

Hapymienne QyHKIUM MoyYeK: y MalMEHTOB C JIETKOM U CPEIHEN CTENEHBIO TSHKECTH MOYEHHOM

HEI0CTaTOYHOCTH KOPPEKIMHU 1036l He TpebyeTca. OnbiTa NpUMEHEHHUs Mpenapara y NalueHTOB
C TSDKEJION CTEMEHbI0 TSHKECTH IOYEYHOM HEIOCTaTOYHOCTH HeT (cM. pazaenbl «Ocobble
ykazaHus», «[ [poTHBOTIOKA3aHU).

OnHOBpeMEHHOE TIpUMEHeHHe ¢ (IYKOHA30J0M: TIPH  OJHOBPEMEHHOM IPHUMEHEHHH

¢daykonaszona (uarudburop mzopepmenta CYP2C9) u npenapara CUMKOKCHO ClieyeT CHU3UTh
HavyaJbHYI0 PEKOMEHOBAHHYIO 103y npenapara Basoe. Cienyer coOaoaaTh OCTOPOXKHOCTh TpU
OJTHOBPEMEHHOM MTPUMEHEHHUH ¢ APYruMu uHruoutopamu nzopepmenra CYP2C9.

CHUMKOKCHO CIIeIyeT C OCTOPOKHOCTHIO MPUMEHSTh Y MAlMEHTOB, SBISIOMIMXCS MEAJICHHBIMU
MeTa0O0IM3aTOPAMU WIIM € MOJIO3PEHUEM Ha TAKOE€ COCTOSHHE, TaK KaK 3TO MOXET MPHBECTH K
HAKOIUICHHWIO BBICOKUX KOHIEHTpAlUN LEJIeKOKCHOa B IUla3Me KpPOBU. Y TaKWX MAIEHTOB

ClIelyeT CHU3UTh HaYaJIbHYI0 PEKOMEHIOBAaHHYIO 03y IpernapaTa BJIBO€.

ITo6ounbIe 3¢ pexTnI

Kpurepun onienku yactoTsl: oueHb yacTo > 10 %: gacto - > 1 % u <10 %; neuacto - > 0,1 % u <
1 %; penxo -> 0,01 % u <0.1 %, ouens peako - <0.01 %.

Co cmoponbl cepOeuno-cocyoucmou cucmemvl. 4acmo - Nepupeprudeckue OTEeKH, TOBBIIICHUE
apTepUaNbHOTO JaBJICHUS, BKIIOYAsl yTSHKEIIEHUE TEUEHUS apTepHalibHON TUIIEPTEH3UH; Heuacmo
- (IPWIUBBD», OIIYUICHHWE CepAUeOueHus; pedko - TPOSIBICHHE XPOHUYECKOH cepedHon
HEJIOCTaTOYHOCTH, APUTMHUSL, TAXUKAPANS, HIIEMHYECKUN HHCYIIBT M HHPAPKT MUOKAP/IA.

Co cmoponbvl d#ceny0ouHo-KuuweuHo20 mpakma: udacmo - abdIoOMUHaIbHAas Ooyib, IUapes,
JHCTICTICUSI, METEOpU3M, pBOTA; Hewacmo - 3aboineBaHusi 3y0OB (IMOCTIKCTPAKIIMOHHBIN
JYHOUYKOBBIH alIbBEOJIUT); pedKo - s13Ba JKEIyJKa M JBEHAJLUATHIIEPCTHON KHUIIKH, U3bA3BICHUE
IHIIEBOMA; OYeHb peoKo - Iepdoparys KNIICYHNKA, TAaHKPEaTuT.

Co cmopoHbl HepeHOU cucmembl. Yacmo - TOJOBOKpPYXXEHHE, OECCOHHHMIA, Heudacmo -
0€CIIOKONUCTBO, MOBBIIIEHUE MBIIIEYHOIO TOHYCA, COHIMBOCTD; peOKO - CIIyTaHHOCTb CO3HAHMS
(mcuxo3).

Co cmopoHbl nouexk u Mo4egblOeNUmenbHOU CUCHeMbl. Yacmo - THQEKIUS MOYEBBIX ITyTeH.

Co cmoponbl ObixamenbHol cucmemyl: 4acmo - OpOHXUT, Kalllellb, CHHYCHUT, HH()EKIIMH BEPXHUX

IBIXATEeNbHBIX MyTeU; Heyacmo - GapuHTUT, pUHUT.
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Co cmopomnbl KOJNCHBIX NOKPOBOG: YACMO - KQIKHBIN é%'(ﬁjﬁj%“‘édcﬂgmbﬁ!epaﬁ%?o%a H£1171),

KOXKHAsl ChIIIb; Heuyacmo - KPalmBHULIA, IKXUMO3BL; peoKo - aJOMelHsl.

Co cmoponbl UMMYHHOU cucmeMbl. peOKo - aHTHOHEBPOTUYECKHM OTEK; 0YeHb pedko - OyIe3Hble
BBICBITaHUS (OyJUIC3HBIN IEPMATHT).

Co cmopoHvl opeanos uyscms. Heuacmo - MIyM B yIIaX, HEYETKOCTh 3PUTEIIEHOTO BOCTIPHSATHSL.
Co cmoponvl 2enamobunuapHoli cucmemyvl. Heuacmo - TOBBIIICHUE aKTUBHOCTU «II€UEHOYHBIX)»
(bepMeHTOB (B TOM 4HCIIe alaHHHAMHHOTpaHC(epa3bl U acrapTaTaMHUHOTpaHC(epassbl).

Co cmoponbl Kposu: Heuacmo - aHeMUs; peoKo - TPOMOOITUTOIICHUSL.

Obwue: nHewacmo - TUNIEPUYBCTBUTEIBHOCTD, TPHUITIONOO0HBIH CHHAPOM, CIIydaifHbIe TPaBMBI,
OTEK JIMLIA.

TTo6ouynbie ¢ deKThL, BEISIBICHHBIE B IIOCTPErUCTPALMOHHBIX HAOIIOICHUAX:

Hecmotps Ha TO, 4TO 3TH peakiuu ObUIH BBISIBJICHBI B X0O€ MOCTPErUCTPAIIMOHHBIX HAOTI0CHUIH,
OHM ObUIM pacmpeiesieHbl M0 YacTOTe CIEAYIOMMM 00pa3oM: odeHb yacTo >10 %; vacto - > 1 %
u <10 %; neuacro - > 0,1 % u <1 %; peaxo - > 0,01 % u <0.1 %; ouens penko - <0.01 %, yactora
HEU3BECTHA - HEBO3MOYKHO OIIEHUTh YaCTOTY HA OCHOBAaHUH UMEIOIIUXCS TAHHBIX.

Co cmopoHbl UMMYHHOUL cucmembl: 04eHb pedko - aHaUIaKTUIECKHE PEaKInu.

Co cmopomuwsl HepeHOU cucmemvl: pedKo - TAJUTIOLUHALIMM, OYeHb pPeoKOo - KPOBOUBIIUSHUS B
TOJIOBHOW MO3T, aCENTHYECKU MEHUHTHT, TIOTEPs] BKYCOBBIX OIIYIICHUN, TOTEPS] OOOHSIHHUS.

Co cmopoHbl opeana 3penus; Heyacmo - KOHbIOHKTHBHUT.

Co cmopoHvl cocy008: ouenb pedKo - BaCKYIHUT.

Co cmopoHvl dvixamenbHol cucmemsl: peoko - TPOMO03MOOIUS JIETOYHOM apTepuu, MTHEBMOHUT.
Co cmopoHbl JHceny0ouHO-KUUEYHO020 MPAKMA: peoKo - KellyIOYHO-KUIIEYHbIE KPOBOTECUEHUSI.
Co cmopoHbl 2enamobunuapHol cucmemvl: pedKo - TENATHT;, OuYeHb peoKo - TIEYCHOYHAs
HEJ0CTAaTOYHOCTh, (PYJIbMUHAHTHBIN reNaTUT, HEKPO3 medeHu (cM. pasaen «Ocobble yKkazaHusy»,
nonpaszzen «BnusHue Ha GYHKIUIO IEYEHN» ), X0JIeCTa3, XOJIECTaTUUECKUH TeMaTuT, KeTyXa.
Co cmopoHbl Kodtcu U NOOKONHCHOU KIeMUAmKU: peoKo - peakiii (OTOUyBCTBUTEIBHOCTH; OUYEHb
peoxo - cunapom CrueHca-/[)koHcoHa, MynbTU(OPMHAS JpUTEMa, TOKCHYCCKHUI
snuAepMaIbHBIA HEKPOJIU3, JIEKAPCTBEHHAS CHIIb B COUETAHUU C F03MHO(PUIINEH U CHCTEMHBIMU
cumntomamu (DRESS wnm cuHapoMm THUmepuyBCTBUTEIBLHOCTH), OCTPBIM T€HEPaTU30BaHHBINA
9K3aHTEMAaTO3HBIN MMyCTYyJEe3, IKC(HOTNATUBHBIN JepMATHUT.

Co cmoponbl nouek U MOUEBbIOETUMENbHOU CUCmeMbl: pedKo - OcTpas IOoYeqHast
HEJI0CTaTOYHOCTH (M. pazaen «Ocolble yka3zaHus», moapas3aen «Bausaue Ha QyHKIIAIO TOYEK» ),
TUTIOHATPUEMHUS; OUYEHb PeOKo - TYOyJIOMHTEPCTUITHATBHBIA HePpUT, HEDPOTUUECKUI CHHIPOM,

00/1€3Hb MUHUMAJIBHBIX U3MEHEHHH.
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HeuzéecmHa - CHIKeHNE PepTUITHBHOCTH Y XKEHIIUH (cM. pazien «bepeMeHHOCTh U TaKTamusD).
Cucmemmnvie Hapyuienus: Hedacmo - 60JIb B TPYJHON KIIETKE.
Kenmunel, miaHupyoounme O0epeMEHHOCTh HCKIIOYAINCh U3 HCCIENOBAaHUS, MOITOMY HX HE

YUUTBIBAJIN IIPU IOACYETE YACTOTHI BCTPEYACMOCTHU pCaKIIH.

Ilepeno3upoBka

Cumnmonmbi

Knunudeckuili ompIT mepeqo3upoBKH OrpaHuyeH. be3 KIMHMYECKH 3HAYMMbBIX MOOOYHBIX
3¢ eKTOB MPUMEHTHCH OMHOKpaTHBIE 10 1200 Mr 1 MHOTOKpaTHBIE 10361 10 1200 Mr B 2 mpuema
B CYTKH.

Jleuenue

[Tpu momo3peHnH Ha MepeIo3UPOBKY, HEOOXOJUMO 00ECIIEUNUTh MPOBEACHUE COOTBETCTBYIOIIEH
nojaaepkuBatoleil tepanuu. [IpennonoxurensHo, Auanu3 He sBisieTcsa 3Q(PEeKTUBHBIM METOA0M
BBIBE/ICHUS TIperapaTa U3 KPOBHU, M3-32 BBICOKOH CTETNEHM CBS3BIBAHUS Mperapara ¢ OemkaMu

IJ1a3sMbl KpOBHU.

B3aumopneiicTBHe ¢ APYTrUMH J1eKAPCTBEHHBIMH CPeACTBAMM

OnHOoBpeMEHHOE TIPUMEHEHHE IieneKkokcnba ¢ maruoutopamu u3zodpepmenta CYP2C9 moxer
MPUBECTH K TOBBIIMICHUIO €r0 KOHIICHTpPAIlMM B IUIa3Me€ KPOBU. B Takux ciydasx MOMKET
MOHAZ00HUTHCS CHUYKEHHE J103bI LIEIEKOKCHOa.

OnHOBpeMEHHOE MPUMEHEHHUE T1eJIeKoKcr0a ¢ nHaykropamu nzopepmenta CYP2C9, takumu kak
pudammuimm, kapdamazenuH u 6apOUTypaThl, MOKET IPUBECTH K CHIKEHUIO €70 KOHIIEHTPAITHI
B IIa3Me KPOBU. B Takux ciaydasx MO>KeT MOHA0O0UTHCS TOBBIICHUE J03bI LIEIEKOKCHOA.

B knuHHUYECKUX UCCIeNOBaHUAX (papMaKOKMHETUKU M UCCIIEAOBAHUAX in Vitro ObLJIO MOKAa3aHo,
YTO IIEJIEKOKCUO XOTsS M He siBIsieTcs cyocTparoM n3odepmenta CYP2D6, Ho nHruObupyer ero
aKTUBHOCTh. [lo3TOMY cyliecTByeT BEpOSITHOCTH JIEKAPCTBEHHOTO B3aWMOJAEWUCTBUA In VIVO ¢
npernapaTamu, MeTaboIi3M KOTOPBIX cBsi3aH ¢ m3odepmentom CYP2D6.

Bapgapuu u opyeue anmuxoazynsinmei: MPA OJHOBPEMEHHOM IpPHUEME BO3MOXKHO YBEIMYECHUE
MPOTPOMOMHOBOTO BPEMEHH.

DnyKoHazon, kKemoKoHa304: IPH OJHOBpeMeHHOM npuMeHeHnu 200 M ¢urykoHa30J1a OIMH pa3 B
CYTKH OTMEYaeTcs YBEIUYCHHE KOHIIEHTPAIMU LIETIEKOKCHOa B Tia3Me KpoBH B 2 paza. Takoi
3 QeKT cBsi3aH ¢ yrHeTeHHeM MeTaboiu3Ma IieJieKokcrOa (IIyKOHA30JI0M yepe3 HU30(pepMEHT
CYP2C9. TIlamuentam, mpuHuUMaromuMm ¢uykonazon (uaruourop wusodepmenta CYP2C9),
ClIeTyeT CHU3UTh PEKOMEHIOBAHHYIO 103y LieJieKoKcnOa BaBoe (cM. pazaen «Crnocod npuMeHeHus

u 7103b»). Kerokonazon (unrubutop msodepmenta CYP3A4) He oka3biBaeT KIMHUYECKH
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(NOCNEOOBATENLHOCTS 0005)

3HAYUMOTO (P ekTa Ha MEeTabOoIN3M IIEIEKOKCHOA.

Hexcmpomemopghan u memonponon: 6bUI0 YCTAHOBIEHO, YTO MPH OJHOBPEMEHHOM MPUMEHEHUHT
nenekokcu6a B go3e 200 Mr B CyTKM, NPUBOAWIO K TOBBIIICHUIO KOHLEHTPAIHA
nekcrpomeropdana u Merompoisona (cyoctparel m3odpepmenta CYP2D6) B 2,6 u 1,5 paza
COOTBETCTBEHHO. Takoe MOBbIIIEHNE KOHIIEHTPAIUil CBS3aHO C MHTHOMPOBaHHEM MeTaboIu3Ma
cyoctparoB uzodepmenta CYP2D6 menexkokcnbom mocpeacTBOM MHTHOUPOBAHUS aKTUBHOCTH
camoro m3oepmenta CYP2D6. B cBs3u ¢ 3TuM, B MEepHO] Hayajla TEpanuu IEIEKOKCHOOM,
CJIeMyeT CHU3UTh 703y MperapaToB, ABIsomuXcsa cyoctparamu uzopepmenta CYP2D6, a mocrne
OKOHYAHUS JICYEHUS 1IETIEKOKCHOOM /103y ATHX MPENnapaToB CleIyeT YBEIHUUUTb.
Memompexcam:  He  OTMeHalochb  (PAPMAKOKMHETHYECKUX  KJIMHUYECKH  3HAYMMBIX
B3aUMOJICHCTBUI MEKY LIEIEKOKCHOOM U METOTPEKCATOM.

T'unomen3usHuvle npenapamwl, 6KII0YUASL UHSUOUMOPLL AHSUOMEH3UNNPespawarowezo gepmenma
(AIID) / anmaconucmol aneuomenzuna Il (unu 610KaMOpPvl AHSUOMEH3UHOBLIX PEYEenmopos),
ouypemuku u Oema-aopeHob6I0Kamopsvl: WHTHOMPOBAHUWE CHHTE3a MPOCTArJIaHAMHOB MOXKET
CHU3UTHh 3((EKT TUMOTEH3UWBHBIX IpEnaparoB, B TOM uyucie HHruoutopos AN w/mnm
0JIOKATOPOB aHTHOTCH3WHOBBIX PEIENITOPOB, JIUYPETHKOB M OeTa-aapeHO0JI0KaTOpoOB. ITO
B3aMMOJICICTBHE JOHKHO MPUHUMATHCS BO BHUMaHKE IPU MPUMEHEHUH 1IeJIEKOKCH0a COBMECTHO
¢ uaruouropamu AIID w/mmu O61oKkaTopaMu aHTHOTEH3MHOBBIX PELENTOPOB, AUYPETHKAMH U
Oera-aapeHo0I0KaToOpamMH.

VY NOoXuibIX MaldeHTOB, 00E€3BOKEHHBIX (B TOM YHWCJE y MAIMEHTOB, MOJIYYaloIIUX Teparuio
JUYpETUKaMH) WIH Y MalUEeHTOB C HapylIeHHeM (YHKIIMH MOYeK, OTHOBPEMEHHOE TPUMEHEHNE
MIIBII, Bxmtouast cenektuBHble HHruOUTOpHl LIOI-2, ¢ mHrn6uropamu AIl®, anTaronucramu
anrnoTeH3uHa Il 1 nuypernkamu, MOKET MPUBOANTH K YXYIIICHUIO (PYHKIIMH MOYEK, BKIIIOUAs
BO3MOKHYIO OCTPYIO MOYEYHYIO HEA0CTaTOYHOCTh. OOBdHO naHHBIE 3 (deKxTh oOpaTuMbl. B
CBS3M C J3TUM CclieAyeT cOOI0aTh OCTOPOKHOCTh MPH OJHOBPEMEHHOM MPUMEHEHUHU ITHX
npenapatoB. B Takux ciyuasx menecooOpa3HO CHayajga MPOBECTH PETHApATaluio, a 3aTeM
HauuHaTh Tepanuio npenapatoM Cumkokcud. Kpome Toro, ciemyer paccMOTpeTh BO3MOKHOCTD
MPOBEJCHUSI MOHMTOpPHUHra (YHKIUU TMOYEK B Hauyaje Tepamuud U NEPUOAMYECKH BO BpeMs
OJIHOBPEMEHHOT'O IPUMEHEHUS IIPETapaToB.

Luxnocnopun: yuutbiBas, uro HIIBII oka3piBatoT BiIMSHHE Ha TOYEUHBIM CUHTE3
IOPOCTarJIaHAWHOB, OHH MOTYT TIOBBILIATh PUCK PpaA3BUTUS HUEPPOTOKCHUYHOCTU  IIPH
OJIHOBPEMEHHOM NMPUMEHEHHUH C LIUKJIOCTIOPHHOM.

Juypemuxu: wu3BectHble panee HIIBII 'y HEKOTOphIX MalUMEHTOB MOTYT CHUXaTb

HaTpuilypetnueckuil 3¢¢dext pypocemMusa U THA3UIOB 32 CYET CHUIKCHHUS MMOYEYHOTO CHHTE3
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IPOCTarJIaHAXHOB, 3TO CIEAYEeT UMETh B BUAY IpU npnMchrmMEé&og%E HOCTE 0005

Ilepopanvuvlie koumpayenmugvl. HE OTMEYAJIOCh KIMHUYECKHM 3HAYMMOIO BIUSHUSA Ha
(apMaKkOKMHETUKY KOHTpalenTuBHOW komOuHamuu (1 Mr HopatucrepoH / 35 MKr
STUHUIIICTPAIAON).

Mugenpucmon: ipu npueme MUGPETTPUCTOHA, IIEIEKOKCHO MOKET OBITh HCIOIB30BaH uepes 8-12
nHel mocie npueMa mudernpucrona, Tak kak HIIBII ymenbmaroT 3¢ ¢dext npenapaToB JaHHOM
TPYIIIBL

Jlumuu: 0TMEYaIOCh NOBBILICHUE KOHIIEHTPALIMK JUTHUS B IJIa3Me KPOBU NpuMepHO Ha 17 % npu
COBMECTHOM IIpHeMe JINTUSA U 1iesiekokcuOa. [TaruenTsl, nomyyaroniye Tepanuio JUTHEM, TOJKHbBI
HaXOJUTHCS MOJI TIIATEIbHBIM HAOII0IEHUEM IIPU IIPUEME UITH OTMEHE IeJIeKOKcHoa.

Hpyeue HIIBII: cnenyer n3beratb 0THOBPEMEHHOTO MpUMEHEeHus 1eniekokcnOa u npyrux HITBII
(HE comeprKaImux areTUICATUIIMIIOBYIO KUCIIOTY).

Jluzunonpun: B 28-THEBHOM HUCCIEIOBAHMM MAlMEHTOB C apTEepUaIbHOW runeptreHsuet 1 u 2
CTETICHH, MOJIyYaIOIIKX 110 3TOMY [TOBOIY JIM3HHOMPHUII, OBUIO YCTaHOBIEHO, YTO OJJHOBPEMEHHOE
npuMeHeHue Ienekokcuba B no3e 200 Mr aBa pa3a B CyTKHM HE NPHUBOJWIO K KIMHUYECKH
3HAYUMOMY YBEJIMYEHHUIO CPEIHEro CHUCTOJMYECKOrO0 WM JHACTOJIMYECKOTO JaBIICHUS
(ycraHoBIIeHO MO pe3ysbTaTaM 24-4acOBOIO MOHUTOPUHIA apTEPUAIBHOIO JaBJEHHS), IO
cpaBHEHHIO ¢ mane6o. Cpeau NMareHToB, MoJIydamux nenekokcnd B 1o3e 200 mr aBa pasza B
CYTKH, y 48 % 13 HUX HE OBUIO OTMEUEHO OTBETA HA TEPAITUIO JTU3UHOIPUIIOM (32 KPUTEPUU OTBETA
OBbUIM TPHUHATHl MOKa3aTeNd YPOBHSI JUACTOJIMYECKOro naapieHus Oosee 90 MM. pT. CT. WiIu
MOBBILICHUE JUACTOIMUYecKoro nasieHus Ha 10 % Mo cpaBHEHUIO C UCXOJHBIM YPOBHEM), IO
CpaBHEHHIO C MAIUEHTaMH, MTOJIyYaBIIMMU TU1aedo (B 3TOH TpyIe He ObUIO OTMEUEHO OTBETA Y
27 % manneHToB).

Jlpyeue npenapamsei: HEe OTMEYAIOCh KJIMHUYECKH 3HAUYMMBIX B3aUMOJEHCTBUH  MEXIy
IEJICKOKCHOOM | aHTaluaaMu (aTIOMHUHUN- 1 MarHUK-COJEpIKaIie MperapaThl), OMENPa3ojoMm,
IIIMOCHKIIAMHUIOM, (PEHUTOMHOM HJIH TOJIOYTaMHJIOM.

[enexokcu®b He BIMSIET HA aHTUATPETaHTHOE JCHCTBHE alleTHIICATHUIIMIOBOM KHCIIOTHI,
NpUHUMaeMoOl B HHM3KHX J103ax. llenexokcu® oOmamaer cinabbiM JelcTBHEM Ha (DYHKITHIO
TPOMOOILIMTOB, MIOATOMY €T0 HEJb3s pacCCMAaTPUBATh KaK 3aMEHY alleTHJICAIUIUIOBON KHUCIIOTHI,
IpUMEHSIeMOH IS TPO(UITAKTUKH CEPJCUHO-COCYIUCTHIX 3a00JICBaHUM.

VY 310poBeix 106poBosblieB HIIBII He oka3piBatOT BAUSHHUS Ha (apMaKOKMHETUKY JAUTOKCHHA.
Tem He MeHee, TpY OTHOBPEMEHHOM MPUMEHEHUH JUTOKCUHA U UHJOMETalnHa 1 uoynpodeHa y
MAlMEHTOB OTMEYaJoCh TIOBBIIIEHHE KOHLEHTPAlMU JUIOKCHMHA B IUIa3Me€ KPOBH. OITO

H€O6XO,Z[I/IMO INpUuHUMAaTb BO BHHUMAHUC IIpU OJHOBPCMCHHOM MNPHUMCHCHUU C JPYTrHMU
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B3aUMOJICHICTBUM 1EJIEKOKCMOAa W JUTOKCHHA. YUHuThIBas Apyrue 3¢ddexTsl meirekokcuba Ha
CepACYHO-COCYTUCTYIO CUCTEMY, CIEAYET C OCTOPOXKHOCTHIO MPUHUMATh €r0 OJHOBPEMEHHO C
JUTOKCUHOM. B 3TOM citydae pekoMeHayeTcs TIIAaTeIbHO KOHTPOIUPOBATh MOOOYHBIC PEAKIUH.
[{enexokcub nmpenMyIecTBeHHO MeTaboau3upyetcs B neuenu uzopepmentom CYP2CI. Tak kak
OapOutypatsl SBISIOTCS HMHAYKTOpamu u3odepmenta CYP2C9, mpu uX OJHOBPEMEHHOM
NPUMEHEHUH C IEJIEKOKCMOOM, MOXET OTMEYaThCs CHUKEHHE KOHLEHTpAIMHM IOCIECTHEro B

1a3Me KPOBH.

Oco0ble ykazaHust

[Ipemapar CumkokcuO, yuYuTBIBasS  JKAapONOHWXKAOIIEe  JCHCTBUE, MOXKET  CHHU3UThH
JMAarHOCTUYECKYI0 3HAYMMOCTh TaKOTO CHMIITOMA, KaK JINXOPaJKa, U TOBIUATH HA JTUArHOCTHKY
nHpEKIuu.

Bausnue na gpepmunvnocmo

B cootBercTBHM ¢ MexaHU3MOM aeicTBHs, npu npumenenun HIIBII, Bkmrouas 1enexkokcuo, y
HEKOTOPBIX KEHIIUH BO3MOXHO Pa3BUTHE U3MEHEHUH B SIMUHUKAX, YTO MOXKET CTaTh MPUYUHOU
OCIIO’)KHEHUH BO BpeMsi OEpEMEHHOCTH WM HapylleHus (epTUIbHOCTU. Y KEHIIHUH, KOTOpbIE
IUTAHUPYIOT OEpPEeMEHHOCTh WJIM MPOXOIAT oOcieloBaHHE MO MOBOAY Oecrionusi, Cleayer
paccmotpeTth Boripoc 00 ormene mpuema HIIBII, Birodas mienekokcuo.

Bausnue na cepoeuno-cocyoucmyro cucmemy

[Tpenapatr CuMKOKCHO, Kak U BCe KOKCHOBI, MOXET yBEJIMYUBATH PUCK CEPbE3HBIX OCIOKHEHUMN
CO CTOPOHBI CEPACUYHO-COCYIUCTOM CHCTEMBI, TaKUX Kak TpomMOooOpa3oBaHue, HH(OAPKT
MHOKap/ia U UHCYJbT, KOTOPbIE MOTYT MPUBECTH K JIETAILHOMY MCXOXy. PUCK BO3HHKHOBEHHS
3TUX pEaKIHMi MOXET BO3pacTaTh C J030W, JUIMTENBHOCTBIO NpHEMa Ipernapara, a TaKkKe Y
MAlMEHTOB € 3a00JIEBaHUSIMH CEPACYHO-COCYIUCTON CUCTEMBbI W (DaKTOpaMH pHUCKA TaKHX
3a0oneBaHuil. UTOOBI CHU3UTH PUCK BOZHUKHOBEHUS 3TUX PEaKUUil y MallMeHTOB, IPUHUMAIOIINX
npenapat CHUMKOKCHO, €ro cieayer NPUMEHATh B MUHUMAIbHBIX 3()(EKTHBHBIX H03aX H
MHUHHMAaJIbHO BO3MOXHBIM KOPOTKUM KypcoM (Ha YCMOTpPEHHE Jiealero Bpaya). Jleammii Bpau
U TIAIMEHT JO0JDKHBI UMETh B BUY BO3MOXKHOCTb BOSHHUKHOBEHHS TAKUX OCJIOKHEHHM, Taxke Mpu
OTCYTCTBHUH PaHEEe U3BECTHBIX CUMIITOMOB HapyIIeHUs PYHKIIMH CEPACUHO-COCYTUCTON CUCTEMBI.
[TaneHTHl JOJDKHBI OBITH MPOMH(MOPMUPOBAHBI O MpPH3HAKaX M CHUMOTOMAax HETaTHBHOTO
BO3/ICICTBUS Ha CEPAECUHO-COCYIUCTYIO CUCTEMY U O Mepax, KOTOpBIE CIENyeT MPEANPUHATH B
Clly4ae UX BOSHHUKHOBEHHS.

[Tpu npumenennu HIIBII (cenextuBnble mHTHOUTOPHI [[OI'-2) Yy manueHToB mociie omnepanuu

A0pPTO-KOPOHAPHOTO IIYHTHPOBAHMSI, JJIs JIeUeHUs 00JIeBOTO CHHIpoMma B mepBbie 10-14 mHeid,
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KPOBOOOpAIIIEHUSI.

B cBsi3u co cnabbIM aeiicTBUeM 1enekokcr0a Ha GyHKIHIO TPOMOOIIUTOB, OH HE MOKET SBISATHCS
3aMEHOI aleTUIICATUIMIIOBOM KUCIOTHI Ui TpoduiIakTUKu Tpombosmbonuu. Takxke, B CBA3M ¢
9TUM, HE CIIeJyeT OTMEHATb auTHArperaHTHyI0 Tepamnuio (HalpuMmep, aleTUICAIULUIOBYIO
KHCJIOTY) Y allMEHTOB C PUCKOM PA3BUTUSA TPOMOOIMOOIMUECKUX OCTIOKHECHUH.

Kak u Bce HIIBII, nienekokcu® MOKeT IPUBOJUTH K TIOBBIIIICHUIO ApTEPUATLHOTO JIABJICHHUS, YTO
MOXET CTaTh TAK)KE MPUUYMHOM OCIOKHEHUU CO CTOPOHBI CEPACUYHO-COCYUCTON CUCTEMBI. Bee
HIIBII, B ToM 4ucie W LEIEKOKCHO, y TMAalMeHTOB C apTEepPHATbHOM THUNEPTCH3UEH MTOJIKHBI
OPUMEHATBCI C OCTOPOKHOCThIO. HalOmioneHue 3a apTepHaibHBIM JaBIEHHEM JIOJDKHO
OCYILECTBIISAATHCS B HAYaJIe TEPAIUU IIETICKOKCHOOM, a TaKXKe B TEUEHUE Kypca JICUCHHUS.

Bausinue na siceny0oyHo-KuueyHvltl mpakm

VY manueHToB, NPUHUMABIINX 1€JIEKOKCHO, HAOMIOAAUCH KpailHe pellkue ciydau nepdopaiu,
U3bSI3BIICHUSI W KPOBOTEUEHHUS U3 JKEIYJIOYHO-KMUILIEYHOTO TpakTa. PHUCK pa3BUTUSA 3THX
ocnoxHeHuit npu sedennu HIIBII nHanbosee BHICOK y MOKUIIBIX JIIOJIEH, MAIIIEHTOB C CEPJCUHO-
COCYAMCTBIMH 3a00JI€BaHUSIMU, MAIIMEHTOB, OJJHOBPEMEHHO IMOIYYAIOIIUX alleTUIICAIULIUIOBYIO
KHUCJIOTY, ¥ TMAalMEHTOB C TaKUMHU 3a00JEBaHUSIMH KeNyJI0YHO-KUIIEUHOTO TPaKTa, KakK 53Ba,
KPOBOTEUCHHE, BOCHAIUTEIbHBIE MPOIECCHl B CTaauu OOOCTpEeHUs M B aHaMmHese. Jpyrumu
(dakTOopamMyu pHUCKa pPa3BUTHA KPOBOTEUEHHUS W3 JKEIYAOYHO-KHMIIEYHOTO TpaKTa SBISIETCS
OJIHOBPEMEHHOE MIpUMEHEHNE C nepopabHBIMU TIIIOKOKOPTUKOCTEPOUIaMHU u
AHTUKOATYJITHTaMH, JJIUTEIbHbIN niepuon tepanuu HIIBII, kypenue, ynmorpebieHrne aakorois.
BonbIIMHCTBO CMOHTAaHHBIX COOOIICHHWH O CEephbe3HBIX MOOOYHBIX d(PPeKkTax Ha KETyT0UHO-
KHIIEYHBIN TPAKT OTHOCHIIUCH K MOKUIIBIM U OCTTIaOJICHHBIM MAI[UCHTAM.

Coemecmmoe npumenerue ¢ NepopaIbHbIMU AHMUKOA2YTAHMAMU

IIpu omnoBpemennom npumeHenun HIIBII ¢ mepopanbHBIMM aHTUKOAryJISTHTAMH IMOBBIIIAETCS
puck kpoBoTeueHHid. Cremyer coOmoaTh OCTOPOKHOCTH NMPH OJHOBPEMEHHOM NPUMEHEHUHU
TUX mpenapatoB. llepopanbHble aHTUKOATYJISIHTHI BKIIIOYAIOT BaphapuH, aHTUKOATYJISHTHI
KyMapuHOBOTO psilla U TMepopaibHble AaHTUKOATYJISHTHI TPSIMOro JAeWCTBUA (Hampumep,
anukcaban, maburatpad U puBapokcadan). CooOIanocs 0 cepbe3HbIX (HEKOTOPHIC U3 HUX ObLIH
(daTaabHBIMH) KPOBOTEUCHHAX Yy MAIMEHTOB, KOTOpPbIE MOJy4ald COIYTCTBYIOIIEE JICUCHUE
Bap(apMHOM WJIM aHAJIOTHYHBIMU cpelacTBamMu. IlockonbKy coolOmanoch 00 yBETHUCHHH
MPOTPOMOMHOBOTO BpeMEHH (MEXIyHapOAHOTO MpoTpoMOuHOBOTO BpemeHu (MHO)), To nmocne
Havajna JiedeHus mnpenaparoM CHUMKOKCHO WJIM HW3MEHEHHS €ro J03bl, Yy MaIlUeHTOB,

OIHOBPCMCHHO MOJIyHJarounx TCPpaInro NnepopajibHbIMU AHTHUKOAryJIIHTaMH, JOJI2KHa
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COOTBETCTEBYET ZKCNEPTHOMY OTUETY

3adepoicka scudkocmu u omexu

Kak w nmnpum mnpuMeHEeHUM JpPYrHuX JIEKApCTBEHHBIX CpPEICTB, TOPMO3SIIUX  CHUHTE3
MPOCTArJaHAMHOB, Y psi/ia MallMeHTOB, MPUHUMAIOUINX npenapaT CUMKOKCHO, MOTYT OTMeUYaThCs
3aJiep>KKa KUJIKOCTU U OTEKH, IIO3TOMY CIeAyeT COOJII0/IaTh OCTOPOKHOCTh MPHU MPUMEHEHUU
JTAHHOTO Tperapara y MaleHToB ¢ COCTOSIHUSIMU, MPeIpacoNaraloMMy WU yXyAIIAIOIUMHUCS
U3-32 3aJ€pKKM JKUAKOCTHU. IlanmueHTsl ¢ cepAeuHOl HENOCTaTOYHOCTHIO B aHAMHE3E WU
apTepHalIbHON TUIIEPTEH3UEH TOJIKHBI OBITH MO/ TIATEIbHBIM HAOIIOACHUEM.

Bausnue na ¢pynkyuro novex

HIIBII, B TOM ynCIIe 1 IETEKOKCHUO, MOTYT OKa3bIBaTh TOKCHYECKOE IEHCTBUE HAa (DYHKITUIO MTOYCK.
Bbuto ycraHoBNIEHO, YTO IIeNEKOKCHO He o0iamaer OoNbIIed TOKCMYHOCTBIO 1O CPaBHEHUIO C
npyrumu HIIBII. [Ipenapat CuMKOKCHO cleayeT MPUMEHSATh C OCTOPOKHOCTHIO Y TIAIMEHTOB C
HapylnieHneM (QyHKINHU T0YeK, CEpACUHON HeJOCTaTOUHOCTbIO, HapyllIeHNeM (YHKIMU MTEYeHH U
y TMOXWIBIX ManueHToB. @DYHKIMS TMOYEeK Yy TaKUX IMalUEeHTOB JOJDKHA TIIATEIBHO
KOHTPOJHPOBAThes (cM. pazaen «Crnocod NpUMEHEHHs U J03b1»).

Cnenyer cobio1aTh OCTOPOKHOCTH NMPHU NMpUMEHEHHH MpernapaTta CUMKOKCHUO y MalUeHTOB C
neruaparanveit. B takux ciydasx neiaecooOpa3HO cHavajia MPOBECTH pEerujapaTaluio, a 3aTeM
HAYMHATH Tepamnuto npenapatoMm CUMKOKCHO.

Buanue na ¢pynkyuio neuenu

[Tpennapatr CuMKOKCHO HE clieyeT MPUMEHSATh y MAlMEHTOB C HapylIeHHeM (QYHKIHH TeUYeHU
TsoKenon creneHu TsokectH (kimace C mo knaccudukamuu Yaina-I1s10). [Ipemapatr CumMkokcuo
CleyeT NPHUMEHATh C OCTOPOKHOCTBIO TMpU JIEYEHHHM Yy NAIUEHTOB C IEYEHOYHOMU
HEJ0CTAaTOYHOCTBIO CPEHEN CTENEHU TSHKECTU U CHU3UTHh HaYaJIbHYI0 PEKOMEHIOBAHHYIO J03Y
npenapara BaBoe (cM. pazaen «Crnocod MpUMEHEHHS U T03bD»).

B HekoTophIx ciydasx HaOJMIOATMCh TSDKENbIE PEAKIUU CO CTOPOHBI IEYeHH, BKIIOYas
(GyITbMUHAHTHBIA TenaTUT (MHOTJA C JIETAThbHBIM HCXOJOM), HEKpPO3 TMEYCHH W TICUCHOYHAs
HEJOCTAaTOYHOCTh (MHOTZIA C JIETAIbHBIM HCXOJIOM WU HEOOXOAMMOCTBIO TpPaHCIUIAHTAIUN
neyeHu). BoTbIMHCTBO M3 ATHX peakluid pa3BHBAIMCH yepe3 |1 Mecsll Mmocie Hayaiga mnpuemMa
LeJIEKOKCcHoa.

[TarueHTH ¢ CUMIITOMaMU W/WJIM IPU3HAKAMU HapyIIeHUs GYHKIMHU TIEYCHU, WIH T€ TAIllHeHTHI,
y KOTOPBIX BBISBIICHO HapylleHHe QyHKIUHU MMeYCHH JT1a00paTOPHBIMH METOJaMH, JOJKHBI OBITh
MOJI TIIATEJIbHBIM HAOJIIOJIEHUEM Ha NMpEeAMET Pa3BUTHs OoJiee TSKENbIX peakluuil co CTOPOHBI
MEYEeHU BO BpeMs JeueHus npemnapatoM CUMKOKCHO.

Anagunaxmuueckue peaxyuu
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peakuuii (cm. pazaen «IIpoTUBOMIOKA3aHUS ).

Cepvesnvle peakyuu co CmopoHbl KOJHCHBIX HOKPOBOE

Kpaiine peako npu npruemMe 1enekokcrda, 0OTMEYalnuch CEpbe3HbIE PEAKIIMH CO CTOPOHBI KOKHBIX
MOKPOBOB, TaKWE KakK OJKCPOIUATUBHBIA JepMartut, cuHapoMm CrtuBeHca-/[KoHCOHa, U
TOKCHYECKUI dSMuepMalbHBI HEKPOJIM3, HEKOTOpble M3 HUX ObUIM QaraibHbBIMH. Puck
MOSIBJICHUST TAaKUX peakiuil Oojiee BBHICOK y TMAIMEHTOB B Haudaje TEpamuu, B OOJBIIMHCTBE
OTMEYEHHBIX CIIy4yaeB TAaKWE pPEaKUUM HAYWHAIUCh B NEpBbIM Mecsau Tepanuu. Crenyer
IpeKpaTuTh npuem mnpemnapata CHUMKOKCHMO TpU TMOSBICHUM KOXHOW CBHINHM, U3MEHEHUN Ha
CIIM3UCTBIX 000J0YKAX WU APYTUX MPU3HAKOB TUIMEPIYBCTBUTEIHLHOCTH.

Tepanus 2ntoKOKOpmMuKoCmepouoamu

[Ipenmapar CuMKOKCHO HE MOXET 3aMEHUTh TJIOKOKOPTHUKOCTEPOUIBl WM NPUMEHSATHCS B
KAaueCTBE TE€paIU MNIFOKOKOPTUKOCTEPOUTHON HEAOCTATOYHOCTH.

Yenemenue ¢pynxyuu usogpepmenma CYP2D6

Bbu10  yCTaHOBIEHO, YTO MEIEKOKCHUO SBISETCS YMEPEHHBIM HMHTHOMTOpPOM H30(hepMeHTa
CYP2D6. B mepuwon Havanma Tepanmuu IEJIECKOKCHOOM CleIyeT CHU3UTh J03y Ipenaparos,
MeTtabonmzupyommxcs uzopepmentom CYP2D6, a mocine okoOHYaHHS JICUCHHS 1EIEKOKCHOOM
703y 3THUX I[IpernapaToB CcleAyeT yBeIMUuTh (cM. pas3znen «BsaumopeicTBue c Apyrumu

JIEKaPCTBEHHBIMU CPEICTBAMMY).

Bausinue Ha cIOCOOHOCTH BOKIEHHUSI ABTOMOOWIIS U YIIPABJICHUSI MEXaHU3MAMM.
Heobxogmmo coOmo1aTh OCTOPOXKHOCTh TPH YMNPABICHUH TPAHCIIOPTHBIMH CPEACTBAMH U
3aHATUAX I[pyFI/IMI/I IIOTCHIIUAJIBHO OIIaCHBIMHA BUIaMH ACATCIIbHOCTH, Tp€6yIOH_II/IMI/I
NOBBIIIEHHONW KOHIICHTPALIMM BHUMAaHMS M OBICTPOTHI INICHXOMOTOPHBIX peaKIuii, Tak Kak
mpenapar MOKET BBI3BaTh TOJOBOKPYXKEHHE M JIpyrue moOodHble dP(HEKThl, KOTOPhIE MOTYT
BIIUATH Ha yKa3aHHBIE CIIOCOOHOCTH.

BJII/IHHI/IG I.[GJIGKOKCI/I6a Ha CHOCO6HOCTB BOXIOCHUA aBTOMOGI/I.H}I 148 praBHGHI/I}I MEXaHNU3MaMHU HE
uccnenoBaochk. OIHaKO OCHOBBIBAACH Ha (hapMaKOAMHAMUYECKUX CBOMCTBAX U 001eM npodure
0€30MacHOCTH, MPEACTABISAETCS MAJIOBEPOSTHBIM, 4TO Tpenapar CUMKOKCHO OKa3bIBaeT TaKOe

BJIMSIHHUC.

dopMa BbINTYCKA
Kancynsr 100 mr, 200 wmr.

IlepBuyHasg ymakoBKa:

ITo 10 xarcyn B 6mucrep u3 aatoMHUHHEBOU ¢osbru u tuieHku [1BJ1X.

Bropuunasg ymakoBka:
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Xpanenue
B 3amumienHom ot cBera Mecte, pu Temneparype He Boiie 25 °C.

XpaHUTh B HEAOCTYITHOM JIJIs IETEH MECTe.

Cpok rognoctu
3 rona.

He MNPUMCHATH MpCIiapar 1o UCTCYCHNUU CPOKa rOJHOCTH, YKA3aHHOT'O Ha YIIAKOBKE.

YcaoBus oTnmycka

OTmycKarT 1o perenTy.

KOpuanyeckoe Ju10, HA UMS KOTOPOr0 BHIIAHO PErHCTPAIMOHHOE YI0CTOBEPEHHUE
000 «ITAHB1O ®APMy, Poccus

143960, MockoBckas 00s1acTth, T.0. PeyTos, r. PeyToB, yin. ®abpuunas, 1. 8A, ctp. 2, mom. 14.

IIpousBoauTenb:

CUMIIEKC ®APMA IIBT. JITA,,

[Tomemenue Ne 302, bamns Ancane, 3-ii atax, Hepy Ilneiic, 38, FOxubiit Jlenu, Hero-/lenu,
Hemn, Uamms, 110019.

3aBoa: C-7 mo C-13 u C-59 no C-64, leutp Pazsutusa Curagou, CUIAKYJI, Curagau, Kotasap -
246149, [ucr. Ilaypu I'apxBan, YTrapaxaun, Unaus.

IIperensun norpeduTeseii NPUHUMAKTCA MO aApecy:
000 «ITAHBHNO ®APM», Poccus

119530, r. MockBa, OuakoBckoe mocce, 1. 34, od. A303
Ten.: +7 (495) 225-57-87

e-mail: info@panbio.ru
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	ИНСТРУКЦИЯ
	ПО МЕДИЦИНСКОМУ ПРИМЕНЕНИЮ ЛЕКАРСТВЕННОГО ПРЕПАРАТА
	СИМКОКСИБ
	Регистрационный номер:
	Торговое наименование: Симкоксиб
	Международное непатентованное наименование: Целекоксиб
	Лекарственная форма: капсулы
	Состав:
	Каждая капсула содержит:
	Действующее вещество:
	Целекоксиб 100,00 мг или 200,00 мг.
	Вспомогательные вещества:
	Лактозы моногидрат 149,70 мг / 49,80 мг, натрия лаурилсульфат 8,10 мг / 8,10 мг, повидон К-30 6,80 мг / 6,70 мг, кроскармеллоза натрия 2,70 мг / 2,70 мг, магния стеарат 2,70 мг / 2,70 мг.
	Капсулы 100 мг:
	Твердая желатиновая капсула размера 2 с корпусом и крышечкой голубого цвета – 1 шт. (63 мг).
	Капсулы 200 мг:
	Твердая желатиновая капсула размера 2 с корпусом и крышечкой желтого цвета – 1 шт.
	(63 мг).
	Состав оболочки капсулы 100 мг (голубого цвета):
	Корпус: краситель бриллиантовый голубой 0,2205 мг, титана диоксид 0,819 мг, желатин 32,6879 мг, вода 5,025 мг.
	Крышечка: краситель бриллиантовый голубой 0,2205 мг, титана диоксид 0,819 мг, желатин 20,1155 мг, вода 3,0926 мг.
	Состав оболочки капсулы 200 мг (желтого цвета):
	Корпус: краситель железа оксид желтый 0,3515 мг, титана диоксид 0,3059 мг, желатин 32,6876 мг, вода 5,6550 мг.
	Крышечка: краситель железа оксид желтый 0,2163 мг, титана диоксид 0,1882 мг, желатин 20,1155 мг, вода 3,4800 мг.
	Описание
	Капсулы 100 мг:
	Твердые желатиновые капсулы размера 2 с корпусом и крышечкой голубого цвета. Содержимое капсул: порошок, или гранулированный порошок, или порошок с крупинками от белого до почти белого цвета.
	Капсулы 200 мг:
	Твердые желатиновые капсулы размера 2 с корпусом и крышечкой желтого цвета. Содержимое капсул: порошок, или гранулированный порошок, или порошок с крупинками от белого до почти белого цвета.
	Фармакотерапевтическая группа
	противовоспалительные и противоревматические препараты; нестероидные противовоспалительные и противоревматические препараты; коксибы.
	Код ATX: М01АН01
	Фармакологические свойства
	Фармакодинамика
	Целекоксиб обладает противовоспалительным, обезболивающим и жаропонижающим действием, блокируя образование воспалительных простагландинов (Pg), в основном за счет ингибирования циклооксигеназы-2 (ЦОГ-2). Индукция ЦОГ-2 происходит в ответ на воспаление...

