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HHCTPYKIIUS
(011 ManMeHToB)
10 MeJHIIMHCKOMY NIPHMEHEHHIO J1eKapCTBEHHOI0 CPeACTBA

JTopHCcaH
(Etorisun)

MHH: sTopukoxcut (etoricoxib).

COTJIAC
JlexapcrBeHHas opma: TaGIETKH, MOKPEITEIE 000NOUKOHHICTEPCTRON 311?,\3(%2,2}”“ 4

PECNIYEJIUKIL BEJIAPYCH
Hpnkas Munyen epc1 BA 3APABOOXpaHens

CocraB ﬁvﬂ ukz Bea
= . LOT tcn (} j oy y 2

B kaxzo#i Tabnerie ConepKuTCs:
JeiicTByromee BemecTBo: 3ToprKokcu6 30 mr, 60 Mr, 90 Mr, 120 Mr

BenomorarenbHble  BemecTBA: LEJUTONO03a  MHKPOKPUCTA/LUIMMECKasd, Kambims —ruapodocdar
Oe3BOHEIIH, KPOCKapMeIUIo3a HaTpHsl, MATHHSI CTeapar.

O6os101Ka Taberkn: Onanpait I 3enensrii 32K510020 (s nosuposku 30 mr), Onappait 11 3enensui
32K510000 (st nosuposku 60 Mr), Onanpait II et 32K580003 (s no3uposku 90 Mr), Onazpait 11
3enensnii 32K510018 (st nozuposku 120 mr).

CocraB 000/104KH: 7TAKTO3BI MOHOTH/IPAT, THIIpOMeNIIo3a 2910, THTAHA THOKCHN (E171), Tpuauerus,
ATIOMUHHEBBIH J1ak MHIprokapymuHa (E132) (mis tabnerok 30 Mr, 60 mr, 120 Mr), skelte3a OKCHT JKeTEIi
(s Tabnetok 30 mr, 60 mr, 120 Mr),

Omnucanue

Ta6merku 30 mr: Kpyrisie NBOSKOBBITYKIBIE TaGIETKH, TOKPHITHIC 0601104KO#1, 3eNeHOBaTO-
royyboro nsera ¢ TucHernem E30 ¢ 0THOM CTOPOHEBI U IIAJKHUE C APYTOH CTOPOHEL.

Tabmerkn 60 mr: Kpyriele 1BOAKOBBITYKIIbIE TaGIETKH, OKPHITHIE 0GOIOYKOM, OT 3€JEHOTO 110
TEMHO-3€JICHOT0 1IBETa ¢ THCHEHHeM E60 ¢ 0XHOH CTOPOHE! i IIafKKe ¢ IpyToi CTOPOHEL.

Tabmerxkn 90 mr: Kpyrible MBOAKOBBITYKIIbIE TA6GIETKH, HOKPBITHIE obonoukoii, 6emoro uim
noyty Genoro 1sera ¢ THCHeHHeM E90 ¢ 0HOMN CTOPOHEI U riafKue ¢ JpYroi CTOPOHEL.

Tabusierxkn 120 mr: Kpyriibie IBOsSKOBBITYKIIbIE TAONETKH, HOKPBITBIE 000JIOYKO#, OT CBETIIO-3€JIEHOTO JI0
GremHo-3eneHoro 1Beta ¢ THcHeHreM E120 ¢ oHol CTOpoHS! 1 miazkue ¢ JIPYroi CTOPOHBL

®apmaxoTepaneBTHIecKas rpymna: HecTepoumsble IpoTHBOBOCIATUTEBHEE mpenapars! (HIIBIT),
KOKCHOBL.
Kox ATX: MO1AHO5.

IToxazanus K NpHMEHEHHIO

OTOPUKOKCHO I0Ka3aH JULs IPHMEHEHHs y B3POCIBIX M IIOAPOCTKOB B Bo3pacTe 16 net u crapie
JUIA  OCIAOJICHHs CHMOTOMOB ocTeoaptputa (OA), peBmarougHoro aprputa (PA),
aHKUIIO3UPYIOINETO CHOHIMINTA, a TakkKe ocinabieHds GONM W BOCHAIEHHS IIPH OCTPOM
IOJArpu9IeCcKOM apTpHTE. poibig
STOPHKOKCHG MOKa3aH ULl NPHMEHEHHUS Y B3POCIBIX M ONPOCTKOB B BozpaCTf 16 ner u' crapine
IUIs  KpaTKOCPOYHOTO JieueHHs OONUM yMEpeHHOHW MHTEHCHBHOCTH BCJIC,ZICTBI/IC npose;[emm
CTOMATOJIOTHYECKOH OIepaIluH. 9T, .
Pemenve o HasHaueHnH ceneKTHBHOro MHruOuTopa 110I-2 momkHO OCHQBLIBaTLCH Ha oueHKe




BCCX MHAMBHUAYAJIBHBIX PHCKOB IJI1 ITAlfUE€HTA.
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Cnocod npauMeHeHHus U 10351 W AN VRPN
TabeTkn >TOpUKOKCHOA IPHHUMAIOT BHYTPh, HE3aBHCHMO OT Iprema numy. Hagano sddexta
HacTymaer OBICTpee, €Clii IIpenapaT MOPUHMMAIOT IE€pel MpHEMOM IHINH, YTO CleAyeT
YYUTBIBATH IIPU HEOOXOIUMOCTH OBICTpOro b deKxra.

ITockonbKy pPHUCK BO3HHKHOBEHHS CEPAEYHO-COCYMHCTBIX OCJIOXXHECHHH IIpH IPUMEHEHHH
3TOPHKOKCHOa MOKET IOBBIATHCS IIPH YBENUYEHHH JIO3bI ¥ NPOAOIDKATEIHHOCTH IIPUMEHEHHS,
cllefyeT MCIONb30BaTh MHUHHMANbHBIE 3(G(EKTUBHBIE [O3bI Ha TPOTHKEHWH MAKCHMAJIBHO
KOPOTKOro Inepuojga BpeMmeHH. CiefyeT IEpHOIMYECKH IIEPEOLEHMBATh HEOOXOIMMOCTD
CHMITOMATHYECKOTO JIEYEHHs], 0COOEHHO y NALIUEHTOB C OCTEOAPTPUTOM.

Ocmeoapmpum (OA)

Pexomenpyemas mosa - 30 mMr stopukokcu6a OfUH pa3 B CyTKH. HEKOTOpBIM ManueRTaM i
noctmxkenus aQdexra MoxeT noTpebosaTecsa Ko3a 60 Mr omMH pa3 B CyTkd. IIpu oTCyTCTBHM
3¢ dexra crexyeT paccMOTPETH BONPOC 00 anbTePHATHBHEIX METOAX JICICHHUS.

Peemamouoneiii apmpum (PA)

Pexomennyemas mosa - 60 Mr sTopukokcuba OmMH pa3 B CyTkH. IIpH HeXOCTATOYHON
9 GeKTUBHOCTH 3TOH JO3BI MAIMEHTAM MOXET GBITh HasHadeHa 1032 90 MT OJMH pas B CYTKH
UL OCTHXKEHHUS TepaneBTudeckoro addexra. ITocme cTabuaM3anuy COCTOSHHS MalHEHTA
MOXHO BepHYThCS K no3e 60 mr B cytkd. Ilpu orcyrctBum addexrta ciexyer paccMoTpers
BOIIpOC 00 aIbTEpHATUBHEIX METOJAX JICUCHHUS.

Anxunozupyrowuii cnonounum (AC)

Pexomennyemas nosa - 60 Mr STOpHKOKCHOa ONMH pa3 B CYTKH. IIpH HeZOCTATOYHOlM
5 })eKTUBHOCTH 3TOH [03B1 MAIMEHTAM MOXET GbITh HasHayeHa 103a 90 MT OIMH pa3 B CYTKH
IUIsL DOCTIDKEHHs TepaneBTHdeckoro 3ddexra. IMocne crabunusanmuu cocTOSHHMSA NanMeHTA
MOXHO BEPHYTBCA K o3¢ 60 mr B cyrku. Ilpum orcyrerBum sddexra cnemyeT paccMoTpers
BOIIPOC 00 aJIbTEPHATUBHEIX METOAX JIEUEHHS.

Cocmosnus, conposoxcoarouuecs ocmpoi 601bi0

IIprt COCTOSHMSX, COMPOBOXNAIOIIMXCS OCTPOM GOJBIO, ITOPHKOKCHG CIEAYeT NPHMEHSTH
TOJBKO Ha MPOTHKEHUH OCTPOTO IIEPHOIA.

Ocmpriii nodazpuyeckuti apmpum

Pexomennyemas mosa - 120 Mr o>TOpHKOKCHOa OMMH pa3 B CYTKH. B  KIMHMYeCKHX
UCCIIENIOBAHMAX UL JICYCHHs] OCTPOTO MOAArPHUYECKOrO apTPHUTA ITOPHKOKCHO HPHMEHSIH B
Te4deHue § mHeH.

Ilocneonepayuonnasn 6o1b 6 cmomamonozuu

PexomenIyeMast 103a - 90 Mr sTopuKOKcHOa OMHH pa3 B CYTKH Ha IIPOTSKEHHH MAKCHMYM

3 nHelt. HekoTOpBIM NalHEHTaM MOXET IIOTPeGOBATHCSA IOMONHUTENLHOE 00e360IHBAHHE B
TeYeHHe 3-X AHEH Iocle onepanum.

Jl03Bl, UPEBBINIAIOMIKE PEKOMEHAYEMbIE UL KAKIOTO MOKA3aHWs, JH6O HE OONAmaroT
JOTIONHUTENBHON 3 PEKTHBHOCTEIO, MO0 He H3ydanuck. [losTomy:

- no3a, HasHagaemas ipu OA, He I0JDKHA NIPeBLIIaTh 60 MT B CYTKH;

- 1033, HasHavaeMas IIpi PA ¥ aHKHIIO3UPYIOIIEM CIOH/MIIATE, HE AOJDKHA ITPEBHIIIATE

90 Mr B CyTKH;

- A032, Ha3HAYaeMast IIPH OCTPOM ITOJArpPHYECKOM apTpuUTe, HE AOJDKHA IpeBHImats 120 mr
B CYTKH, a IPOJIO/DKUTEbHOCTE JICYEHH HE NOJDKHA IIPEeBLIIATh 8 [HEll;

- 71033, Ha3HavaeMasd IIPH OCTPOH OOJH MOCNE CTOMATONIOTHIECKOH ONepalH, He JOJDKHA
NpeBBINATh 90 MI' B CYTKH, a IPOIOKUTENBHOCTD JICUEHUS He TOJDKHA IIPEBHIUATE 3 JTHS.
Ocobble rpynnel naryeHToB

ITayuenmur nooicunoeo 6o3pacma

Her Heo6X0OUMOCTH B KOpPpeKUMH HO3Bl y HAHEHTOB TIOXKHIIOTO  BO3pacTa. Kak u mpu
IIPMMEHEHHH IPYTUX NPENapaToB Y HAllMEHTOB [T0KHIIOTO BOBWCT&,;CHSE}'BT COGJIPO,Z[aTB ;’_
OCTOPOXKHOCTB. ¥ : : AERFN S
Hapywenue ¢pynxyuu nevenu




He3aBucuMoO OT IOKa3aHUS K IPUMEHEHHIO, Y MalMECHTOB C Hapyge%mnvz: (1)y1L11crmir>]rr ZeQCHI/I
Jlerkoii crerenyu Tsxectd (5-6 6amros mo mxaie Yainn - ITsro0) He ciieyeT npeBsiuars 103y 60
MI STOPHKOKCHGA OJMH pa3 B CYTKH. Y IAMEHTOB C HApyIEHMAMA GYHKIHH ICYCHH
yMepeHHo# cTenenn TskectH (7-9 6aymo mo mxaie Yadny - I1b10), He3aBACKMO OT OKA3aHHA
K IIPUMEHEHHIO Tpenapara, He CliefyeT HpeBBINaTh A03y 30 Mr ommH pa3 B CyTkH (wix 60 mr
OJIVH pa3 B 2 IHA).

[ToCKONBKY KIMHAYECKHH ONBIT NPHUMEHEHHS 3TOPHKOKCHOA y INAlHeHTOB C HapyIICHHEM
QYHKIMH II€YeHH yMEPEHHOM CTCIeHH TDKECTH OIPAaHHYEH - PEKOMEHIOBAHO COONIOAATh
OCTOPOXHOCTh NPH HA3HAYEHHWH IIperapaTa YKa3aHHBIM HalHeHTaM. IJOCKONBKY KIMHUYECKUH
OIIBIT NMPHUMEHEHHs STOPHKOKCHOA y MAlMEHTOB C TSKENOH CTENEeHBIO HapymeHHs (QyHKIUH
neuyend (>10 GawroB mo wmkane Yaitng - 116i0) oTCyTCTBYET - Ipenapar MpOTHBOIOKa3aH IJIf
IIPUMEHEHHS Y TaKUX IIaI[HEHTOB.

Hapywenue ¢pyrnxyuu novex.

Her HeoOXOMUMOCTH B KOPPEKIMM O3Bl IIpelapara y NAalUEHTOB ¢ KIMPEHCOM KpeaTHHHHA
semre 30 mu/MuH. IIpoTHBONOKa3aHO MPUMEHEHHE 3TOPUKOKCHOA Yy MAaIMEeHTOB C KIMPEHCOM
KpeaTuHuHa Hipke 30 MJ/MUH.

Lemu u noopocmku

DTOPUKOKCHO IPOTHBONOKA3aH AETAM U ITOAPOCTKaM Miamme 16 ner.

IIpoTuBONOKa3aHUA

- [ToBBIIIIEHHAS YYBCTBHUTEIBHOCTD K aKTUBHOMY WM JPYTrOMY UHI'PEIUEHTY Mperapara.

- AKTHBHAS TIENTHYECKAS A3Ba WM KEITyNOUHO-KHUINEYHOE KPOBOTEUEHHE.

- TlamueHTHI, Y KOTOPBIX HMENH MECTO CIIy4ad pa3BUTHS OpOHXOCIasMa, OCTPOrO pPUHHTA,
Ha3IbHBIX IOJIMIIOB, aHTHOHEBPOTUYECKOTO OTEKa, KPaNHUBHHUIBI WM APYTHX aJUIEPrHYECKUX
peakuii mocie MpUMEeHEHUs aneTuncanuiuIoBoit kucnotsel wiu HIIBII, Bkmoyas HHTHOHTOPE!
muKIIookcurenassl - 2 (1{0I-2).

- BepeMeHHOCTD U KOPMJIEHUE I'PYIBIO.

- Hapymenve QyHKIMHM neyeHH TKENOH cTeneHu (IbOYMHH CHIBOPOTKH KPOBH <25 I/ Wi
>10 6ayutoB 1o mkaie Yaiiny - [1510).

- [Toueunsrit kupeHc kpeatuauHa <30 MII/MUH.

- Jetn u moapocTku Myamie 16 ner.

- Bocmasmarensuele 3a601€BaHUs KUIIIEUHUKA.

- 3acroitaas cepaeunas HegocraToyHocTs (NYHA II-IV).

- IlanueHTsl ¢ apTepHaNbHON THIEPTEH3UEH, Y KOTOPHIX MTOKA3aTeNH apTEPHAIBHOTO AaBIIEHUS
MOCTOSHHO mpeBsInaroT 140/90 MM pT. CT. U HE KOHTPOJMPYIOTCS B JOCTATOYHOM Mepe.

- Mmemudeckas Gone3np cepana, 3a0oneBanus NepudepruyecKux aprepuit u/und 3aboeBaHus
COCYJIOB F'OJIOBHOTO MO3ra.

Oco0ble ykazaHus U Mepbl PeJ0CTOPOKHOCTH

Bnusanue na sicenyoouno-kuuieyHvitl mpaxkm

Hmerorcss coobmenuss 06 OCIOXKHEHHAX CO CTOPOHBI JKENyJOYHO-KHIIEYHOTO TpaKTa
(mepdopanus, 13Ba UM KPOBOTEUEHHE), HHOTAA ¢ (HaTaIbHBIM MCXOOM, Y IaIHEHTOB, KOTOPLIE
IIPUMEHSUIA STOPUKOKCHO.

PeKOMEHI0BaHO C OCTOPOKHOCTBIO IIPUMEHSATH 3TOPUKOKCHO MpH J€YEHHH MAl[MEHTOB C
BBICOKMM PHMCKOM DPa3BHUTHs oclokHeHHH co cropons! XXKT (manueHTs! moXuioro Bo3pacrta, a
TAKKe MAIlMEHTH], KOTOPHIE OJHOBPEMEHHO TIpHMEHMIOT oot gmpyroit HIIBIT wiam
ALECTIICATMIMIIOBYIO KUCIIOTY, TAIIUEHTEI ¢ TakuMu 3abosieBanusmu JKKT B anamHese, kak s3Ba
HUTH JKEJTyJOUYHO-KUIIEYHOE KPOBOTEUEHHE).

CymecTByeT HNOMOMHHUTENBHBIM PHUCK BO3HHKHOBEHHs MOOOYHBIX peakuuit co cTopoHb! JKKT
(KeNly IOYHO-KHUIIEYHEIE SI3BBI WK Apyrue ocnoxHeHus co ctopoHsl XKT) npu onHOBpeMEHHOM
IPUMEHEHUH STOPHKOKCHOA ¥ auneTHWICATHIMIOBOM KHUCIOTH! (lake B HHU3KUX J03ax). B
JUTATENBHBIX KIMHUYECKUX MCCICNOBaHUAX He ObUIO OTMEYEHO  BEIPOKEHHOTO OTIIHIHs
otHOcuTenbHO Oe3onacuHocTy st JKKT npu nmpumeHeHnn CeJIeKTI/IBHOYO MHTHOUTOPA IJOr™- 2 *



aneTHIcaTAIMIoBas kuciora u HITBII + aneruncanuiuiosas KMCnoTa. 5 ) 070
Brusanue na cepOeuno-cocyoucmyro cucmemy b e ~ L U4
KinuHuYeckre HCCIEeNOBaHMs YKA3BIBAIOT HAa TO, 4TO NPUMEHEHHE CENEKTHBHBIX MHTHOHTOPOB
[IOI'-2 MoxeT OBITh CBS3aHO € PHUCKOM BO3HHKHOBEHHS TPOMOOTHYECKHX OCIIOKHEHHH
(ocobenno uHbapKTa MEOKapAa U HHCYIbTa), IPH CpaBHEHHM ¢ Ianedo u Hexoropsmu HIIBIL
[TOCKONBKY PHCK CEPIAEYHO-COCYIUCTHIX OCIOXHEHHH MOXET IIOBBIIATHCS IIPH YBEIMYEHHH
JI036l M TPOJO/DKHTENPHOCTH NPUMEHEHHsS 3TOPUKOKCHOa, Npemapar cliefyeT Ha3HadaTh B
MHHHMAJIBHBIX 3)()EKTHBHBIX H03aX Ha MPOTHKEHHH MaKCHUMaIbHO KOPOTKOTO BPEMEHH.
Crnenyer NEpHOAMYECKH TIEPEOLICHUBATE HEOOXOMUMOCTh CHMITOMAaTHYECKOTO JICUEHHS,
0COOEHHO Y MAIMEHTOB C OCTE0APTPUTOM.

[TarmenTam ¢ daxTopaMu pa3BHTUA CEPIEYHO-COCYINUCTHIX OCIIOKHEHHMH (TaKUMH Kak
apTepHalibHas THIEPTEH3Ms, THICPIUNMIEMH, caxapHbli uaber, KypeHue) ciaelyeT Ha3Ha4aTh
STOPHKOKCHO TOJIBKO IIOCJIE TIATENBHOI0 00CYKACHUS TaKOH BO3MOXKHOCTH.

CenextuBHble HHrubuTOpH! LIOI'-2 He ABJIAIOTCSA 3aMEHUTEISIMH acIUpHHA VI IPOQHIaKTHKH
CEpACIHO-COCYAUCTEIX TPOMOOAMOOMHYECKUX 3a00NeBaHMif, ITOCKOJNBKY HE OKa3bIBAaIOT
aHTHarperanTHoro ge¥craus. [loaToMy He clieflyeT npekpamarh IpUMEHEHUE aHTHArPEraHTHhIX
IIpenapaToB.

Brusnue na nouxu

[Toyeunple MpOCTarJaHAWHEl MOI'YT HIPaTh KOMIIEHCATOPHYIO POJb B MOALEPIKaHHU Hepdy3uu
nouek. [Toatomy npu ocnabneHun nMo4eyHoH Nepdy3un mpueM STOPUKOKCHOA MOXKET BBI3BAThH
YMEHBIIEHHE O00pa30BaHUS NPOCTAINIAHOHMHOB M BCIEACTBHE 3TOr0 - CHIXKEHHE II0YEYHOIO
KPOBOTOKA U ocnabnenye QpyHKIMU nodek. Puck Takolt peakiun HanGoee BRICOK Y MALIAEHTOB C
YK€ HMEIOIMMCS 3HAUNTEIbHBIM OCHabieHHeM OYHKIUHM [0Y€K, HEKOMIIEHCHPOBAHHON
CEepIEYHOM HENOCTATOYHOCTBIO HIIH HUppo3oM. CleayeT paccMOTPETh BOZMOXKHOCTh KOHTPOJISA
NOYECYHOH (YHKIUH Y TaKUX TAIlMEHTOB.

3aoepoicka sHrcudkocmu, omexu U apmMepUATbHASL 2UREPMEH3UL.

Kak u mpu IpUMEHEHHM APYTHX IIPENaparoB, MHTHOUPYIOIMX CHHTE3 IPOCTArIaHINHOB, Y
HEKOTOPHIX IIallME€HTOB, NPHHMMANOIUX 3TOPUKOKCHO, HaOIIONAMMCh 3ajlepKa IKHIKOCTH,
OTeKM H aprepuansHas runeprensus. Bee HIIBII, Bxmogas sTopukokcu6, MOTyT IPUBOIUTE K
BO3HHKHOBEHHIO WJIHM PENMIMBY 3aCTOHHOH cepaedHOil HemoctaTodHOCcTH. C OCTOPOKHOCTHIO
IpernapaT Ha3Ha4aroT IIalMeHTaM, Y KOTODBEIX B aHaMHE3e CepAeYHas HeIOCTaTOYHOCTS,
HapyIIeHHe (YHKIUM JIEBOTO XKeTyJ04Ka MK apTepHalbHas TUIIEPTEH3Hs, a TAKXKe NallHeHTaM
C OTCKaMH, BO3HHKIIMMH IO J000H npyrod mpuumse. IIpi KIMHAYECKHX IIpHA3HAKaxX
YXYIIUEHHUS COCTOSHMS TaKMX IIallHEHTOB CJeMyeT NPHMEHUTh COOTBETCTBYIOLIME MEPEL,
BKJIIOYasi OTMEHY 3TOPHKOKCHOA.

IIpuMeHeHne 3TOPUKOKCHOa, OCOOEHHO B BBICOKHX [03aX, MOXET COIIPOBOXIAThCA Oolee
9acTOH U TSDKETIOH apTepHalibHOM MMIIEPTEH3KEH, YeM IpUMeHeHHe HeKOTOpsIX apyrux HIIBII u
CeNeKTHUBHBIX HHrubutopos LIOI'-2. IloaToMy rumepreH3ns RODKHA OBITH T0J KOHTPOIEM
Iepel HAyaloM JIEYEHHsA 3TOPHKOKCHOOM, a TakKe CleXyeT YIEIMTh 0co0oe BHEMAaHHE
KOHTPOJIIO apTepUATBHOIO JABJEHHS BO BPEMs JICUEHHs 3TOPHKOKCHMOOM. IIpu 3HaumTensHOM
HOBBIIEHUH JIaBIECHUS CIIeyeT Ha3HAYMTh AJIbTEPHATHBHOE JIEYeHHE. ApTepHaIbHOe TaBICHHE
(Al) cmemyeT KOHTPOJMpPOBaTh B TEUCHHE 2 HEAENb IIOCNIE HAyaJla JICUCHHS, a 3aTeM -
nepronuyeckd. Eciu AJl 3HauMTENBHO IMOBBINACTCS, CIEAYET PACCMOTPETH BO3MOXKHOCTE
aJIbTEPHATUBHOTO JICYCHHS.

Bnuanue Ha nevens

[Ipubnusutensho y 1 % nanueHToB, IOTYYaBIIUX JIEYEHHE STOPUKOKCHOOM B mo3ax 30 mr, 60
MI 4 90 MI' B CYTKH B KJIMHUYECKVX HCCIEIOBAHUAX MPONOKHTENLHOCTHIO 0 OTHOTO TOfa,
HabMONaoch  NOBBIIIEHME  AaKTHBHOCTH  anaHWHamuHOTpaHchepasst  (AJIT)  u/umm
acniapraraMuHoTpancdepassl (ACT) (mpubnusurensHo B Tpu u Gojiee pasa IO CPaBHEHHIO C
BEpXHEH rpaHuIeli HOPMEI).

Cnemyer HabmofaTh 3a COCTOSHMEM BCEX NALMEHTOB C CHMOTOMAMH W/HJIM NpH3HAKAMH
HapylIeHus! QYHKIHMH II€YeHH, a TAKKE MAIMEHTOB C ITaTOJIONMIeCKIMY TT0Ka3aTeNsMU GyHKIAHN
neuenu. IIpu npusHakax HapyiieHus QYHKUMH MeYeHH WM, NPH CTOMKHX MATONOTHYICCKIX
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M3MEHEHUAX IIOKasaTeNned (QyHKIwH NedeHH (B TPH pas’a BBIINIE BerHel‘g Irpenesia HOPMBI)
3TOPHKOKCHO CIeIyeT OTMEHUTB. A AP
Obwue yrasanus o f FARCIVARY
Ecnu B mpolecce NleUeHHs y NalueHTa HaOIoJaeTcs yXyHIleHHe (QYHKIUH Kako#-11ubo
CHCTEMBI OPraHOB, YKa3aHHBIX BBIIE, CIEAYET NPEAUPHHATH COOTBETCTBYIOIIME MEphI H
paccMOTpeTh Bompoc 06 0TMeHe 3TopruKokcn6a. COOTBETCTBYIONIEE MENUIIMHCKOE HAOIIOeHHE
cefyeT MPOBOAUTH HPH MPHMEHEHHH 3TOPHKOKCHMOA y NalHMeHTOB MOXHKJIOrO BO3pacrta |
HAlMEHTOB C HapyIeHneM (QyHKIHY 0YeK, IEUYEeHH WK Cepaua.

C OCTOpOXXHOCTHIO CIETyeT HaYWHATh JICUEHHE 3TOPUKOKCHOOM IAlMEHTaM C JETHIpaTalue.
PexoMeHyeTCsl IPOBOAUTH PErHAPATAIMIO IEPEl HAa9aJIOM IIPUMEHEHHS 3TOPHKOKCHOA.

O BO3HMKHOBEHHUH CEPhE3HBIX KOXHBIX PEakIHii, B HEKOTOPHIX ciydasx ¢ (paTaJbHBIM HCXOIOM,
B TOM 4HCJIe 5KC(HOJHATUBHOTO AepMaTHTa, cuHApoMa CTuBeHCa - J[)KOHCOHA M TOKCHYHOIO
SMHACPMATBHOI0 HEKPOJIN3a, OYeHb pefiko coobmanock npu npuMmenenur HIIBIT 1 HekoTOpBIX
cenekTuBHBIX HHruOuTopoB L{OI'-2 BO Bpems mocTMapkeTuHroBoro HaOmoneHus. Cambrit
BBICOKHI PHCK BO3HHUKHOBEHUS TaKHX peaklHUi B Hadajle Tepalud, ¢ HA4aloM IPOSBIECHUH, B
OONBITMHCTBE CIIy4aeB, B TEUCHHE IIepBOro Mecama jedeHus. CooOIanock O CEephE3HBIX
PEeaKUUsIX THIEPYYBCTBUTENBHOCTH (TakMX KakK aHauiakcus M aHTHOHEBPOTHYECKHH OTeK) y
MAIMEHTOB, IPUMEHSIOMMX 3Topukokcub. HexkoTopsie cenextuBubie HHrHOuTOpS! LIOI'-2 MoryT
MOBBIIIATE PUCK BO3HUKHOBEHHS KOXHBIX PEaKIUi y MAIlMeHTOB ¢ aJUIEpTHYECKOi peakipei K
KakoMy-mubo ImpemapaTy B aHaMHe3e. OTOPHKOKCHO cJeIyeT OTMEHHTh TPH IIE€PBHIX
IPOSIBJICHUAX CHIIH Ha KOXE, IOBPEXIEHHH CIM3UCTOH OOONOYKM WM IPYTHX IpPH3HAKOB
THIIEPYyBCTBUTEIHHOCTH.

OTOPHKOKCHO MOXKET NOJABIIATH IPOSBICHHS JIMXOPAIKH WK IPYTUX MPU3HAKOB HHOEKIHH.

C OCTOpPOXXHOCTBIO HA3HA4YalOT OMHOBPEMEHHO JTOPHUKOKCHO M BapbapwH WIM [Ipyrue
HepOpaIbHBIE AHTUKOArYJISHTHL

Ilpumenenne sTopukokcnba, Kak H JIpyrux IpenaparoB, wHruOupyromwx IOl u cHHTeE3
IIPOCTariIaHAUHOB, HE PEKOMEHI0BAHO KEHIUHAM, KOTOPBIE INTAHUPYIOT OEPEMEHHOCTb.

B cocraB mpenapaTa BXOIMT JakTo3a. [JallMeHTBI C TakWMH pEIKHMH BPOXIECHHBIMH
3a00I€BaHUAMH, KaK HETIEPEHOCHMOCTD rajlaKTo3bl, IeQUIUT JakTa3e! Jlanma u MansabcopOius
TTIFOKO3BI-TAJIAKTO3BL, HE JOJDKHEI IPUMEHSITH 3TOT IIpemapar.

B3aumopelicTBHE ¢ JPYrHMH JIEKAPCTBEHHBIMH CPEICTBAMH

DapmaxkoouHamuieckoe g3aumoodeiicmeaue

llepopanvhuvie anmuxoazynsiHmol

Y IanMeHTOB, COCTOSHHE KOTOPBIX CTaOMIM3HPOBAHO MOCTOSHHBIM IIPHMEHEHHEM BapdapuHa,
IpHEM 3TOPHKOKCHOa B o3¢ 120 MI B CyTKH CONPOBOXAAETCS yBEIHMUCHHEM MPUOIH3UTEILHO
Ha 13 % nporpoMOuHOBOro BpeMeHM MeEXTyHApOAHOTO HOPMAIM30BAHHOTO OTHOINECHHUSA
(MHO). ITosTomy y manueHToB, IPUHAMAIOIIHX [IEPOPATIbHBIE AHTHKOATYJISHTHL, CIEAYET YacTo
IPOBEPATH MMOKa3aTeNnn npoTpoMOunoBoro Bpemenr MHO, ocoGenno B mepBble OHHU IpHeMa
3TOPUKOKCHOA WK IIPU U3MEHEHHH €TI0 JO35I.

Huypemuxu, uneubumopvr anzuomensunnpespawjaouezo gepmenma (AIID) u anmazonucmul
aneuomensuna Il

HIIBII moryt ocnabmate 3Q¢eKT IMypeTHKOB M APYTHX THIOTEH3WBHBIX IIpenaparo. Y
HEKOTOPHIX TAIMEHTOB ¢ HapylleHHeM OQYHKIMH TMOYeK (HampuMep, y IAlHeHTOB C
AeTHApaTalUed WM y MOXMWIBIX MAEHTOB ¢ 0cnabiaeHHol QyHKnel MoYeK) OqHOBPEMEHHOE
npuMmeHenne uHrubutopa AII® wmim  aHraroHucra anruotemsuHa Il W mpemapaTos,
uHruoupyromux LIOI', MOXKET NpHBOAMTE K MOCHEAYIOIEMY HAPYIIEHHIO (QYHKIMH IOYEK,
BKJIIOYas: BO3MOXKHYIO OCTPYIO IOYEYHYIO HENOCTaTOYHOCTh, YTO OOBIYHO HOCHT OOpaTHMBEIM
xapakTep. Ciemyer NDOMHHUTb O BO3MOXXHOCTH BO3HMKHOBEHHS TaKHX B3aWMOAEHCTBHU Y
MalMeHTOB, KOTOPBIE NMPUMEHSIOT 3TOPUKOKCHO OfHOBpeMeHHO ¢ mHrubutopamu ATID mm ¢
anTtarogucTamMu aHrumoteHsuHa II. IloaToMy Takyro KOMOMHAIMIO..CIEXyeT Ha3Ha4aTh C
OCTOPO’XXHOCTBIO, OCOOEHHO NalUeHTaM IIOXKHIOro BozpaCTa Crentyet IIpOBECTH aJeKBaTHYIO
THApAaTallii0 U PacCMOTPETh BOIPOC O IIPOBENCHUHU MOHHTopHHra GyHKIUM TIOUEeK B ‘Hagane
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B nccnenoBaHuM Mpu y4acTHH 3[0POBBIX JOOPOBOJIBIEB, B YCIIOBUSX PAaBHOBECHOTO COCTOSNHH,
IpUMEHEeHne 5TopuKoKcuba B pose 120 mr 1 pa3 B CyTKkH He BIMSIO Ha aHTHAIPETAHTHYIO
aKTHBHOCTH aleTHICANUIIoBod kucinorel (81 Mr 1 pa3 B CyTku). DTOPHKOKCHO MOXKHO
Ha3Ha4yaTh OJHOBPEMEHHO C AaUECTUJICATMIMIOBON KHUCIIOTOH, MpPUMEHSIOMIEHCS B J03aX IUIA
NPOQHUIAKTHKA CEPIEYHO-COCYIUCTBIX OCTOXKHEHHH (HHM3kue H03bl). ONHAKO OJHOBPEMEHHOE
IMPHUMEHEHNUE HU3KHMX 03 alEeTHICAIUIUIOBOM KHCIOTHI M TOPUKOKCHOA MOXET MPHBOIHUTE K
IOBBIICHHUIO YacTOTHl BO3HUKHOBeHHA 3B JKKT MaM Apyrux OCNOXHEHHi 110 CPaBHEHHIO C
MOHOTepamued  STopukoxcubom. He  pexoMeHAyercss OIHOBPEMEHHOE  MPUMEHEHHE
STOPHKOKCHOA C alleTHJICATMIMIOBON KHCIOTOH B [I03aX, IPEBHINAIONIMX YCTAHOBIECHHbIE A
IPOQHIAKTUKH CEPAEIHO-COCYTUCTHIX OCTIOXHEHUH, a Takxke ¢ apyrumu HIIBII.

Luxnocnopun u maxponumyc

XoTs B3aHUMOZCHCTBUE ITOPUKOKCHOA C STMMM IpenaparaMd He H3ydYaloch, OJHOBPEMEHHOE
npumenenue  HIIBII ¢ nuknocnopusamMu ¥ TakpoiuMycoM — MOXET — YCHIIMBATh
Heporoxcuuecku#t sddext mocnexuux. CrexyeT KOHTPOTHPOBATh (DYHKIMIO MOYEK IpH
OJHOBPEMEHHOM  IPMMEHCHHH  ITOPHKOKCMOAa ¢  moOBIM M3  3THX  [pENapaToB.
DapMaKoKUHEMUYECKoe 83aumooeticmeue

Bruanue smopuxoxcuba na gpapmaroxunemuxy Opyaux npenapamos

Jlumuii

HIIBII ocnaGisioT BEIBEEHHE TUTHS IIOYKAMHU, TEM CaMBIM MOBBIIIAS YPOBEHB JIUTHSA B IUIa3Me
KpoBH. Eciii He06X0nuMO, IPOBOMAT 9aCTHINH KOHTPONL YPOBHS JINTHS B KPOBH U KOPPEKTHPYIOT
RO3y JHUTHS HA TEPHOA ONHOBPEMCHHOIO MPHMEHEHHS 3THX IPENaparoB, a Takxke IIpH
npexpamesnu npuMenerns HITBIT.

Memompexcam

B 1ByX HCCIEfOBAHUAX H3YdamuCh 3PdHEKTE STOPUKOKCHGA IPH IPHMEHEHHH B 103aX 60 MT,

90 Mr i 120 Mr ofuH pa3 B CyTKH B T€UEHHE CEMHU IHEH MAIMEHTAMH, KOTOPHIE NOJIy9Jamy OJUH
pa3 B HEIEMO METOTpeKcaT B no3e OT 7,5 Mr no 20 Mr IpH peBMaTOMIHOM apTpHTE.
OTopukoken6 B 1o3e 60 Mr m 90 MT He BJIMAT Ha KOHIEHTPALMH B IUIa3Me KPOBH U [OYEYHbIH
KIHPEHC METOTpeKcaTa. B OZHOM HMcCleNOBaHUM STOPHUKOKCHO B fo3e 120 Mr He BIUST Ha
IIOKAa3aTeIM METOTPEKCaTa, HO B APYTOM HMCCIIENOBAHMA KOHIIEHTPAIMS METOTPEKCATa B IIIa3Me
KpOBH TOBBINANAcCk Ha 28 %, a MOYeUHBIH KIMpEHC MeTOTpeKcaTa cHkancs Ha 13 %. Ilpu
OZIHOBPEMEHHOM NPHMEHEHHH 3TOPHKOKCHOA U METOTpEKCaTa ClefyeT IPOBOIUTH MOHHTOPHHT
Ha [IPEJIMET pasBUTHS TOKCUYHOCTH METOTpEKCara.

IIepopanvruie konmpayenmusgwl

OTOpUKOKCHO B 103e 60 MI [Py OXHOBPEMEHHOM IPHMEHEHHH

C HEPOPAIBHBIMH KOHTPANCNTHBAMH, COACPXKAIMMH 35 MKI sTHHWISCTpaguona u 0,5-1 mr
HOPSTHHIPOHA, B TeueHue 21 nHs npuBomun K nopsmieHn0 AUCo.24 STHEHIICTPAZHOIIA Ha

37 %. Oropuxokcu6 B nose 120 Mr npH NPHMEHEHHWH C BEHIIICYKA3aHHBIMU IepopanbHBIMU
KOHTPALCIITUBAMA OAHOBPEMEHHO HIIH C WHTCPBATOM B 12 4acoB MOBHINAT B PABHOBECHOM
cocrossHuu 3HauyeHue AUC,.p4 sTHHMIBCTpaamona Ha 50-60 %. O TakoM HOBBIICHHH
KOHNCHTPALMA  STUHWISCTPAAMONA  CIEAYeT INOMHHTh INpH  BHIGOpDE  NeEpOPAIBHOrO
KOHTPaNeNnTHBa, KOTOPbIH OyIET NMPUMEHATHCA OTHOBPEMEHHO C 3TOPUKOKCHGOM. [T0BHIICHHE
OKCIIO3WUIWH STHHMII3CTPAZXONIA MOXET YBEIMYUBATH YACTOTY BO3HHKHOBEHHS I[TOGOYHBIX
PeakuuH, CBA3aHHBIX C NPHMEHEHMEM IEPOPANBHEIX  KOHTDAIENTHBOB (Hanpumep,
TpoMG03MO0IHS BEH y KEHIIMH [PYIIIEI PHCKA).

3amecmumenvras 2opmoHomepanus

Ilppem 120 Mr sTopukokcm6a ¢ TOPMOHO3AMEIIAIONTMME IIPElapaTaMHd, BKIFOYAROIIHIME
KOHBIOTHpOBaHHBIE 3cTporeHs! (IIpemapun™ 0,625 mr), B Teuenue 28 mueil yBemuuuBaeT
cpennui nokasaresb AUCo-24 B paBHOBECHOM COCTOSHHH HEKOHBIOTHPOBAHHOTO 3CTPOHA (Ha

41 %), sxsumna (Ha 76 %) u 17-P-sctpammona (ma 22 %).. Bmusuue 103, 3TOpPHKOKcHOa,
PEKOMEH/IOBAHHBIX [UIsL IUTENbHOTO mpuMenenust (30, 60 u 90 mr), ne usyuanocs. -
Oropukokcu® B mo3e 120 Mr cHKal MeHee 4YeM Ha NQIOBHHY 3KCHO3HIUIO (AUCo;24)
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3CTPOTEHHBIX KOMIIOHEHTOB Npenapara [IpemapuH 1o cpaBHEHHIO ¢ Q&ﬁowl?anueﬁ dpéna%aﬁom
[pemapun; mo3y nocieanero nossimany ¢ 0,625 mo 1,25 mr. Knuandeckoe 3HaYeHHE TaKuX
NOBEHIIIEHAN HEHU3BECTHO, a Ooliee BBICOKHE NO3bI Ipenapara llpemapnH B KOMOMHAUUM C
3TOPUKOKCHOOM He m3ydanuch. Criemyer IpHHAMATh BO BHUMAHHE IOBBIIICHHE KOHIEHTPAIWH
SCTPOreHOB TMpH BBIOOpPE TOPMOHAIBHOIO Iperapara JUis IPUMEHEHHS B IEPHOX
IIOCTMEHONAY3bl IPU OJHOBPEMEHHOM IIPHUMEHEHUU STOPUKOKCHOA, MOCKONBKY IOBBIIICHUE
IKCIIO3MIIMH 3CTPOTEHOB MOXET IIOBBINATH PUCK BO3HUKHOBEHHS IOOOYHBIX pPEaKUWd IIpH
3aMECTHTENbHOU TOPMOHOTEPAITHH.

IIpeonu3son/npedHusonon

B uccnenoBaHusAX B3aUMOACHCTBUS C IIpelapaTaMH, 3TOPUKOKCHO HE OKa3bIBaT KIMHHYECKH
3Ha4aIero BIMSHUS Ha papMakOKHHETHKY [IPEIHU30HA/ IPEAHU30JI0HA.

Juzoxcun

ITpu mpuMeHenuy sTopuKkokcruOa B m1o3e 120 Mr 1 pa3 B cyTku B Teuenue 10 mHel 310poBEIMU
n00poBOJIbIIaMH He Habmoaanock BIusHMA Ha moka3arenb AUC,.24 B paBHOBECHOM COCTOSHHH
U Ha BBIBEJEHHE AMIoKcHHa noukamu. Habmonanock yBenudenue noxaszatens Cpax JUTOKCHHA
(npubnusurensHo Ha 33 %). Takoe MOBBIIIEHKE, KaK NIPABUJIO, HE ABJSETCS CYIECTBEHHBIM s
OonpIIHHCTBA ManueHToB. OnHAKO clexyeT HaOMIONaTh 3a COCTOSHHEM IAIUEHTOB C BBHICOKHUM
PHUCKOM OTHOCHTEJIPHO TOKCHYHOIO JEHCTBHSA NUTOKCHHA NPH OJHOBPEMEHHOM HPHMEHEHHH
STOPUKOKCHOA M TUTOKCHHA.

Brusnue smopuxoxcuba na npenapamel, Memaboiusupylowuecs cynbgompancgepazamu
OTOPUKOKCHO ABIIAETCA HHTHOMTOPOM aKTHBHOCTH UEJIOBEUECKOM cymbdoTpancdepassl,

B vactHoctu SULTIEL, a Takxke MOXeT NOBBINATh KOHUEHTPAUMM O3THHHIICTPANHONA B
CBIBOPOTKE KpoBH. IIOCKONBKY B HacTosImee BpeMs Mal0 AAHHBIX O BIMSHMH Da3IHYHBIX
cynboTpancdepas, a KIMHHIECKAs 3HAYMMOCT I IPUMEHEHHMS MHOTHX IPENApaToB eIne
u3yJaercd, LeNecoo0pasHo ¢ OCTOPOXHOCTHIO Ha3HA4aTh OITOPHKOKCHO OITHOBPEMEHHO C
APYTUMH IpenaparaMH, KOTOpble METaOONU3MPYIOTCS, TIJIaBHBIM 00pa3oM, dYeJOBEUYECKHMH
cynmbdoTpanchepazamu (HalpuMep, epOPaTbHEL CATBEOYTAMOT X MUHOKCHIIN).

Bnusnue smopuxoxcuba Ha npenapamui, MemabonuUpyIOWUecs ¢ y4acmuem u3oQpepmenmos
CYP

Wcxons w3 maHHBIX MCCIENOBAHMM in vitro, He OXHUmaeTcs HHIHOHPOBaHNE 3TOPHKOKCHOOM
nuroxpomos P450 (CYP) 1A2, 2C9, 2C19, 2D6, 2E1 u 3A4. B uccnenoBauy Ipy y4acTHH
300POBBIX NOOPOBOJIBLEB EXETHEBHOE IPUMEHEHHE 3TOPHKOKCHOa B o3¢ 120 MT He 0Ka3bIBaJIO
BIMAHHS Ha aKTHBHOCTH IeyeHO4HOro CYP3A4, 4ro ycTaHOBNEHO MO IPUTPOMHIIMHOBOMY
IBIXaTeNbHOMY TECTY.

Brusnue Opyeux npenapamos na ¢papmaxokunemuxy smopuxoxcuba

OcnoBHOH ImyTs MeTab0IH3Ma STOPUKOKCHOA 3aBUCUT OT pepMenTOB cucTeMsl CYP,

CYP3A4 ciocobeTByeT MeTabomu3My 3TOpUKOKCHOa in vivo. VccieoBanus in-vitro ykasbIBaroT
Ha 10, yto CYP2D6, CYP2C9, CYP1A2 u CYP2CI19 Takke MOTYT KaTald3UpOBaTh OCHOBHOM
IyTb MeTaboJIH3Ma, HO HX KOJTHYECTBEHHBIE XaPaKTEPHCTHKM HE H3yJAIIUCh i Vivo.
Kemoxonaszon

Keroxonazon sBigercs momusmM uHraoutropom CYP3A4. Ilpu npuMeHeHHH 3710pOBEIMH
nobposonenaMu B no3ax 400 mr 1 pas B cyTku B TeueHue 11 mHed KeTOKOHA30N He
OKa3pIBajl KJIMHUYECKH CYIUECTBEHHOrO BIHUSHMSA Ha (hapMaKOKHHETHKY pa3oBOM O3B
stopukokcuda 60 Mr (yBemmuerue AUC Ha 43 %).

Pupamnuyun

OnmHoBpeMeHHOE MpPUMEHEHHE 3TOPUKOKCHOA W pudaMmumuHa (MOIIHOTO HMHIYKTOpA
$epmentoB CYP) nprBouio K CHIKCHHIO KOHIEHTPAIMK 3TOPHKOKCHOA B IUIa3Me KpOBH

Ha 65 %. Takoe B3amMomeHCTBHE MOXKET CONPOBOXIATHCS PELMAABOM CHMITOMOB, €CIH
3TOPUKOKCHO IIPUMEHSIOT OJHOBPEMEHHO ¢ pHaMIMINHOM. B TO Bpems Kak 5TH JaHHBIE
MOTYT yKa3bIBaTh Ha HEOOXOMMMOCTB IOBBLIIIEHHS JO3BI, HE PEKOMEHIOBAHO IPUMEHSTH
STOPHKOKCHO B J103aX, KOTOpble MPEBBINAKT yKA3aHHble [l KaXIOTO IOKa3aHWd,
IIOCKOJIbKY He H3y4anoch KOMOMHHPOBAHHOE IPUMEHEHHe pr(aMIMUAHA U STOPUKOKCHGA

B TaKHX J03aX. PR ’




Aumayuowi
AHTauWIHBIE —OpenapaTtsl He  OKashIBAIOT — KIMHMYECKM — 3HAYMMOrO  BIHSHHL  Ha

(hapMaKOKHMHETUKY 3TOPHKOKCHOA. £
IIpumenenue B mepnoj 6epeMeHHOCTH M KOPMJICHHS IPYIbI0 4 : ’:‘ } - L §
bepemennocmu

Her KIMHMYECKHX MNaHHBIX O INIPUMEHEHMH 3TOPHKOKCHOa B mepuox OepemeHHOCTH. B
HCCIIEIOBAaHUAX Ha )KMBOTHBIX Habro1anachk penpoayKTHBHAS TOKCHYHOCTE. [loTeHuHaIbHBIN
PHUCK y XEHIIMH B IIeproJ OepeMeHHOCTH Heu3BecTeH. [IpuMeHenne STOpUKOKCHOa B TeUeHHE
TIOCJICTHErO TpUMeCTpa OepeMEHHOCTH, KaK M JPYTHX IPENaparoB, HHTHOMPYIOIMMX CHHTE3
IpPOCTAarJaHAMHOB, MOXET INPHUBOJUTL K  OTCYTCTBHIO  COKpAaUIEHH MaTKH H
IPEeXKACBPEMEHHOMY  3aKphITHIO  bortamnosa mporoka. IlpumeHeHWe 3TOpHKOKCHOA
IPOTHBONIOKA3aHO B MNEpuox OepeMeHHOCTH. Ecimu GepeMEeHHOCTh HACTymuiIa B MEPHOJ
JIEYEHU s, STOPHUKOKCHO ClIeIyeT OTMEHHTD.

Jaxmayus

HeusBecTHO, IPOHAKAET JM ITOPUKOKCHO B IPYAHOE MOJIOKO Y JKEHIIHH. I3BECTHO, 4TO Y KpBIC
Ipenapar BBIAEIIETCS ¢ MOJIOKOM. JKeHIMHEI, KOTOPbIE IPHUMEHSAIOT STOPUKOKCHD, HE HODKHBI
KOPMHTB TPYIBIO.

DepmunvHocmb

IIpnmenenne sTopuKokcH6a, Kak M OPYTHX IpenapatoB, MHTHOupyrommx L[OI-2, He
PEKOMEH/IOBAHO JXEHIIMHAM, KOTOPHIE IUIAaHUPYIOT GEpEMEHHOCTE.

-
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BiustHue Ha ciocoGHOCTB yNIPaBISTH ABTOTPAHCHOPTOM H XPYTHMH MeXaHU3MAMH

He npoBommmuce McCIeNOBaHHA OTHOCHTENBHO BIIHMSHHS STOPUKOKCHOA Ha CIOCOOHOCTH
YIIPaBJIATE aBTOTPAHCIIOPTOM M MEXaHU3MaMH. [TalueHTsl, y KOTOphIX BO BpeMsl IIPHMEHEHHUS!
3TOPUKOKCHGA BO3HHUKAET TOJIOBOKPYXKEHHE, BEPTUTO MITH COHJIMBOCTD, HE JOJIKHBI YIIpaBIIATh
aBTOTPAHCHOPTOM H MEXAHHU3MaMH.

ITo6ounoe neficrBHe

IIpogpunv 6ezonacrnocmu

be3onacHOCT: pUMEHEHHS STOPUKOKCHOA OLIEHUBANACH B KIMHHYECKHMX HCCIIENOBAHHSX,
BKITIOHAOIMX 9 295 y9acTHHKOB, B TOM uHcie 6 757manuentoB ¢ OA, PA, XPOHUYECKOH
Oonbio B MOACHHMIE MJIM AHKHJIOMPYIOIIHUM CHOHAWIMTOM (HpHGIM3nTENsHO 600
nanuerToB ¢ OA wim PA nomyyany feueHne Ha NPOTSKEHAH TOfa KM JOJIBIIe).

B KIHHIYECKHX HCCIEN0BaHUAX TPOGHIb MOGOUHBIX peakumii GbLT OJHHAKOBEIM Y [IALHEHTOB ¢
OA uiu PA, X0TOopEIe IPHMEHSITH STOPHKOKCHO Ha IIPOTSHKEHHH 1 roja Wil ObIIe.

B KIHHH9IECKOM HCCIEAOBAHUM MAIMEHTEI C OCTPHIM [IOJAIPHYECKHM apTPHTOM IIOJIyYaiy
3TOPUKOKCHO B fo3e 120 Mr B cyTku B Teuenue 8 nmeit. IIpoduns moGounbIx peaxnuii B
3TOM HCCJIECAOBAaHUU OBbLI, B IIENOM, TaKUM X€, Kak B 00BeIHHEHHBIX MCCIIETOBAHMIX OA,
PA u xponnueckoit 6011 B nogcHuIe.

B nporpamme Ge3omacHOCTH I CEpAEYHO-COCYMUCTON CHCTEMBI, KOTOpas BKIIOYATA
JaHHBIE 3-X aKTHBHO-KOHTPONHPYEMBIX HCCienoBanuii, 17 412 mamumentor ¢ OA wm PA
ToJy4any JieueHue 3Topukokcubom (60 Mr uim 90 Mr) Ha mpoTshkeHHH, B cpexmHem, 18
MECSIIIEB.

B KIMHMYECKHMX HCCTENOBaHMAX OCTPOH IOCIEOTIEPAHOHHON GONHM, CBI3aHHOM
IIPOBEACHHEM CTOMATONOrMYECKHX ONepanui, B KOTOPhIX 614 mamueHTOB MONyYAIH
aTopuKokcHd (90 Mr uim 120 Mr), npoduib TOGOYHBIX peaKiuit GbUI TOXOGHEM npoduEo
MOGOYHBIX PeaKuui B KOMOMHHPOBAHHBIX HccnenoBanuax OA, PA u xpoHuyeckoii 601u B
HOSICHUIIE.

O cnexyromux n0609HBIX peaKIHaX cOOOIAToch ¢ GObIeH YaCTOTOR TpH IIPUMEHEHUU
ITOPHKOKCHOA, YeM Ianebo, B KIMHAYECKHX MCCIEA0BAHUAX IIPH YUAaCTHH IALMEHTOB C
OA, PA, xponuyeckoif GONBIO B MOSCHHIE HIH aHKMIO3HPYIOIIMM CHOHIWIATOM (AC),
KOTOpBbIe IPUHUMAIIH 3TOPUKOKcHO B 03¢ 30 Mr, 60 mr umu 90 Mr B Tedenne 12 Henens;

B uccnenoBanuax nporpammsl MEDAL (no 3,5 siet); B KOPOTKHX HCCENOBaHUAX OCTPOit
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Tabnuya 1 AT N e “n9n
Cucrema 0praHoB IloGounas peakuus Hatrerdx ~ £ U & U
VHdexuuyu 1 nHBa3NU ANbBEOJISIPHBINA OCTHT Yacto

[acTposHTepUT, HHQEKIMH BEpXHUX Heuacto

JbIXaTeNbHBIX yTeH, HHpeKIun

MOUYEBBIBOASINEIO TPAKTA.
JInmdaruyeckas AneMus (IpeUMYIIECTBEHHO B Heuwacto
CHUCTEMa U KPOBb pe3yibpTare XeayqodHO-

KHIIEYHOTO KPOBOTCUEHU),

JIEHKONEHUS, TPOMOOITUTOTIEH .

VIMMyHHas cucTeMa Peakuuu runepIyBCTBUTENHHOCTH P Hewacto
AHTMOHEBPOTHYECKUH OTEK, Penxo
aHadUITaKTHYeCKUe/aHaDUIAKTON THEIE
PeaKI|y, BKIIOYast Mok”.

OOMeH BemecTB u Otexu/3anepxKa KUIKOCTH. Yacro

IIUTaHHE
CHmkeHue WM YCHIEHHE anmeruTa, | Hewacto
YBEJIHYSHHE MACCHI TEJIA.

Co CTOpOHBI NCUXUKH Tpesora, nenpeccus, yxyamenue Hewacro
YMCTBEHHBIX CIIOCOGHOCTEN,
rJUTIONUHAMH .

CryTaHHOCTH CO3HAHHUS, Penxo
OeCOKOUCTRO. ,

Co cTOpoHHI HEPBHO#H ["onoBokpyxeHue, TooBHAs GO, Yacto

CHUCTEMBI
Jucres3us, 6eCCOHHHILA, HeuacTto
[apecTe3Usl/THIIECTE3 NS,

COHJIHBOCTD.

Co cTopoHBI OpranoB HeueTkocTh 3peHUs], KOHBIOHKTHBHT. Hewacro

3pEHHUs

Co cTopoHEI OpraHoB 3BOH B yImax, BEPTHTO. Heuacrto

Cllyxa U nabupHHTa

Co cTopoHns! cepama [agpnuranms, apuTMusL. Yacto
QubpunIInus IpeacepIuii, Hewgacro
TaxuKapaus', 3aCTORHAT CepreuHas
HEI0CTaTOYHOCTh, HecenuhuIecKue
n3menenns Ha OKI, crenoxapnnﬂ#,
uH}papKT Muokapaa’.

Co cropons! I'uneprensus. Yacto

COCYZIOB
IpunuBEI KPOBH, HHCYJIBTS, Hewacro
TPaH3UTOPHBIC HHIEMHYECKHE
HapyILIEHUs MO3TOBOTO
KpoBoOOpareHus,

THIEpPTOHMYECKui Kpu3®,
BACKYJHUT".

Co cTOopOHEI OpraHoB Bponxocmasm®. | Yacto

JBIXaHUS, TpyOHOR o

KJIETKH ¥ CPEIOCTEHUS
Kamrens, nucnuos, HocoBoe Hewacro

KPOBOTCUYCHHE.




Co cTopons! Bonb B 001acTy XHUBOTA. OueHp yacTo
YKETY JOUHO-KUIIIETHOTO
TpakTa
3anop, METEOPU3M, I'aCTPHT, Hacto 5
OTPBIXKKA/KACIOTHBIN pedirokce, A
Iuapest, Tucnerncus/auckoMopT B - - 70 70
SMUracTpaIbHOM 001acTH, TOIIHOTA, VRV 7 -
pBOTa, 330()aruT, 3Ba B pOTOBOH
HOJIOCTH.
B3ayTtue xxuBoTa, U3MECHEHUE Heuacto
XapakTepa [IepUCTaIbTUKU KHINEUHUKA,
CYXOCTh BO PTY, 53Ba XKeIyIKa U
JIBEHAIaTUIIEPCTHON KUIIIKH,
IEeNTUYECKas S3Ba, BKIIOYAs
raCTpOMHTECTHHANBHYIO nepdopanuio
¥ KPOBOTEUYEHHE, CHHAPOM
pa3pa’k€HHOI0 KUINEYHUKA,
IIAaHKpEaTuT .
Co croporsl neuenu u | [Tosemmenue yposus ACT, nosemmenue | Yacto
CHUCTEMEI ypoBus AJIT.
JKETUEBHIICICHHUS
I'emarut”. Penko
ITeyeHOYHAS HEAOCTATOYHOCTE, Penxo!
xenTyxa’.
Co CTOpPOHBI KOXH H DKXHMO3. Yacto
ITOJIKOXKHOM KJIETYATKHN
Ortex nuua, 3y., ChIilb, apnTeMa#, Heuacto
KpanmuBHHIA" .
Cunppom CrueHca - JxoHcoHa", Penxo!
TOKCHUYHBINA 3NHAepMAaTIbHBIH
HEKpPOIHU3®, CTOMKAS TeKapCTREHHAs
spuTeMa’,
Co cTOpoHBI KOCTHO- Crnia3aMbI/CyTOpOTH MBIIIIII, Heuacto
MEBIIIIEYHOH CHCTEMBI U | 60JIB/CKOBaHHOCTD B KOCTAX H
COCIMHUTENbHON TKAaHH | MBIIIIAX.
Co cTOpOHBI ITOYEK U [IporennypHs, NOBBIIICHHUE YPOBHSA Hewacro
MOYEBBIBOJISIINX IIyTEH | KpEaTHHHUHA B CHIBOPOTKE KPOBH,
HapyIneHne (yHKIHH 104K, BKIIFOYas
MOYEYHYIO HEJOCTATOYHOCTE' .
O6mue paccTpolictBa ¥ | AcTteHust/cinaGocTs, rpunnononobuste | Yacto
PEaKIuH B MECTe CHUMIITOMBL.
BBEJICHUS
Co CTOpOHEI [ToBenmenue ypoBHs a3ota Mo9eBUHEl | Hewacto
nabopaTOpHAIX NAHHBIX | KPOBH, HOBBIEHHE YPOBHS
U ApYTHX KpeaTuH(OoCHOKUHA3EI,
HCCIIeIOBaHUM TUIEPKATHEMHS, TOBLIIIIEHHE YPOBHS
MOUEBOH KUCIIOTHI.
['unonarpueMust. Penxo

*Yacrora ompeneneHa Ha OCHOBAaHMM YaCTOTHI BO3HHKHOBEHHA

P

NOGOUHEIX  peaKTisit B

KIHHHYECKHUX HCCIIE0BAaHHUSX: 049€Hb YacTo (=1/10), vacto (ot >1/100 mo <1/10),
Hedacto (o1 >1/1000 mo <1/100), pexxo (ot >1/10 000 g0 <1/1000),

o4eHs peaxo (<1/10000.




' LRI A S A N Q{
# D1a mo6ounas peaxius 61Ta BHIBIEHA B IOCTMAPKETHHTOBOM negn‘éne’i f[ac*rora‘[coLdGm 15074
JUIs Hee OLIEHWBACTCd Ha OCHOBaHMM Hauboyiee BBICOKOM 4YacTOTHI, HaOMIOHaBINEHcs B
KJIMHHYECKUX HCCIIEIOBAaHUSX, 00BEAUHEHHBIX B 3aBUCUMOCTH OT JIO3bI U IIOKA3aHMU.

" Yacrornas xareropust «Pejxo» Ghlna ONpENeNeHa B COOTBETCTBUH C PYKOBOACTBOM (Bepcus 2,
ceHTa0ps 2009 r.) ;uis Kparkoit Xapaxtepuctuku Ipenapara (SmPC) Ha 0CHOBaHHM pacaeTHOlM
BEepXHEH IpaHulibl 95% N0BEpUTENBHOTO MHTEPBANa st 0 COOBITHI, YUMTHIBAS KOIHYECTBO Ma-
IMEHTOB, MONYYaBIIMX I3TOPUKOKCHO B amamuse pmaHHeX III (asel, OOBEAMHEHHBIX B
3aBHCHMOCTH OT JO3BI U Noka3aHus (n=15470).

P I'unmepuyBCTBHTENBEHOCTD BKIIOYAET TEPMUHBI «AJIEPrusi», «JIEKApCTBEHHAs alJEPrusy, «TH-
TICpIyBCTBUTEILHOCTD K JIEKAPCTBEHHOMY CPEACTBY», «TUIEPUYBCTBHTENHHOCTDY, (THIEPIYB-
CTBUTEJILHOCTE HCYTOYHEHHAN», «PEAKUHA THICPYYBCTBUTEIBHOCTHY M «HecHenudHaecKas
AITIEPTUS Y.

Tlo pesymbTatam [JaHHBIX aHATH3A NOJITOCPOYHBIX IUIANEe60-KOHTPOIIUPYEMBIX M AKTHBHO-
KOHTPOIIMPYEMBIX KIMHUYECKAX UCCIENIOBAHUM IIPH NPUMEHEHHH CENCKTHUBHEIX HHTHOGHTODPOB
[OI'-2 moBBIIAETCS PUCK PasBHTHA CEPHE3HBIX apTepHANIBHEIX TPOMOOTHYECKHX SBJICHHIA,
BKJIFOYas HHQApKT MHOKap/ia H UHCYIbT. McXOns U3 uMeromumxcst JMaHHBIX, MAJIOBEPOSATHO, YTO
abCOMIOTHBIA PHCK Pa3sBHTHA JAHHBIX SBJIEHWH mpeBbimaeT 1% B rox (meuacto). Cuenyromue
CEPBE3HBIC HEXENATEIbHEIC IBICHUS OBbUIY 3apPETHCTPUPOBAHEI B CBA3H ¢ mpreMom HIIBIT u me
MOTYT OBITh HCKIIIOUEHBI [T STOPHKOKCHGA: HEDPOTOKCHIHOCTD, BKIIOYAS WHTEPCTHINATLHBIHA
Hedput n HeGpoTHIECKUH CHHAPOM.

O crnenyromux ceppe3HbIX MOGOYHEIX PEAKIHAX COOBIMATOCch npu npuMenenun HIIBII, mostomy
HEIB3s UCKIIOWATE BO3MOXHOCTh MX BO3HHKHOBEHHS IIDH IPHMEHEHWH STOPHKOKCHOa:
He()POTOKCHYIHOCTB, BKIIOUAs HeDPHUT U HePOTHIECKHUi CHHAPOM.

Baxuo COOGIIIaTB O TM[OIO3pEBACMBIX HEXEIATENbHBIX PCAKIIUAX IIOCHIE perucrpanuu
JICKapCTBEHHOI'O CpPEJZICTBA C IIEJIBIO obecrieyeHns HCNPEPBIBHOTO MOHHTOPHHIA COOTHOIIEHUS
(<HOJII>3a/pI/ICK» JICKApCTBEHHOI'O CpECACTRBA. B ClIydae BO3HHMKHOBEHUS HEXEJIATENbHBIX peaxnnﬁ,
YKa3aHHBIX B HHCTPYKIHU IIO MCIHIHUHCKOMY IPHMEHEHUIO HJIH HE YIIOMAHYTBIX B HEW,
MaUEeHTaM CJIEOYET 06paTI/ITBCSI K JICHalICMy Bpaydy.

Menunyuackam — paGOTHHKAM  DEKOMEHAYETCS coobmaTh o  JHOGEIX II0ZI03pEBAEMBIX
HEMCIATENPHBIX  peaKIMiIX Ha JIEKAPCTBEHHOE CPelCTBO B Pecly6nukanckoe yHUTapHOE
npennpusTie «L{eHTp 9KCIepTH3 U HCTIBITAHUIA B 31pABOOXPAHEHI www.rceth.by.

Ilepexo3supoeka

B 0IMHUYECKHX MCCIISNOBAHMSAX TIPHEM ITOPHKOKCHOA B pasoBoit io3e 10 500 MT' W MHOTOKpATHBIH
mpueM 70 150Mr/nieHs B Tedenre 21 [ He BBBBIBAN CYIECTBEHHBIX TOKCHYECKUX 3bdexroB. Beum
TIOITy4EHB! COOOLIEHHS! 00 OCTPO# IEpeIOUPOBKE ITOPHKOKCHGOM, OHAKO B GOJILITHHCTRE CITyJaeB o
HEXCNATeNBHBIX  pEaKIMsIX He cooOmanock. Hawbonee uwactble  HeXeJaTelbHBIE peaximu
COOTBETCTBOBAIM IPOQIUTFO 6€30IaCHOCTH ITOPHKOKCHGA (Hatpumep, HapyLIeHHs co cTopoHb! JKKT,
CEpAIIA, IT0YEK).

B cryyae mepenosupoBku nenecoo6pasHO HPUMEHSTH OGBMHBIE TIOJUIEP)KMBAKOIIAE MepBI, TaKue KaK
yRanenue Hepcocaserocs npenapara u3 JXKT, wnmudeckoe nabmonenue u, IpH  HEOOXOTUMOCTH,
TIOZIEP)KUBAFOLIAS] TEPAITHS.

OTOPHKOKCHO He BBIBOIUTCS pH TeMOHAIH3E, BEIBEICHHE JTOPUKOKCHOA IIPU MIEPUTOHEATEHOM JHATI3E
HE M3y4asock.

Ynakoska

7 Tabnerox B 6iucTepe. : P
Mot 30 mr, 60 Mr, 90 Mr: 4 6iHcTepa M HHCTPYKUHSA [0 HpHMCHCi—LkL}Q‘ B KapTOHHOI Iauke.
Aot 120 Mr: 1 6;1CTep M HHCTPYKUHMA 1O IPUMEHEHHUIO B KapTOHHOM ITadKe.
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Cpoxk rognocta
3 roma.
He npumensTs nocrne netedenns cpoka romHOCTH.

YciioBus XpaHeHust
XpaHuTs IpH TeMiepatype He BoIe 25°C.
XpaHUTE B HeJIOCTYIIHOM s JIeTell MecTe!

YcaoBust oTrycka U3 anrek
I'lo penrertry.

IlpousBoauTess, cTpana
«Can @apmacsroruxan Uunacrpus JIta.», Uaaus.
PHARMA

Sun House, Plot No.201 B/1, Western Express Highway,
Goregaon (E), Mumbai — 400 063, Maharashtra, INDIA




