COOTBETCTBYET ZKCNEPTHOMY OTUYETY
ot 14.03.2022 N= 5388

(MOCNEOOBATENBHOCTE 0003)

NMHCTPYKIINA
1O MEJUITMHCKOMY ITPUMEHEHHNIO JIEKAPCTBEHHOI'O
ITPEITAPATA
Opcoren® caum

Orsoten® slim

PerncrpannoHHblii HOMep:
Toprosoe HaUMeHOBaHHE: OpCOTeH® CIINM
MesxkayHapoaHOe HEMATEHTOBAHHOE HAMMEHOBAHME: OPJIUCTAT

JlekapcTBeHHas ¢opma: Karcynbl

Cocras
1 xkancyJa cogepKur:

Jeticmeyrouiee eeuiecmeo:

® nosrydadbpukar-rpanyns 112,80 mr

Opcoten
[Heticmsyrowee sewgecmso nonygabpuxama-epanya: opiucrat 60,0 Mr

Bcnomozamenvroe eewecmso nomygabpukama-epanyn; UEIIION03a MHUKPOKpUCTAIIHYECKas
(T 200)]

Bcnomozcamenvuvie sewgecmea: nienniono3a Mukpokpuctainueckas (tumn 200)

Teepovie rncenamunogvle KAncyvl:
Kopnyc: tutana nuokcun (E171), sxenatun

Kpviweuka: turana quokeua (E171), kpacutens xkene3a okcua xentbiit (E172), sxenatun

Onucanne

TBepaple KemaTHuHOBBIE Karcyiabl No 3, KOpITyC Karcyibl O€oro IBeTa, KpBIIMIeYKa KarCyIbl
cBeTsio-)kentoro 1peta. CoaepKUMOE Karcyil: MHUKPOTPaHYJlIbl HWIM CMECh TIOpOIIKa |
MUKpOTpaHys 0eJI0ro Wiv mouTy OesIoro 1BeTa.

JlormmyckaeTrcst HATM4Ke CIIEKABIIUXCS arJIOMEPaTOB, JIETKO PACCHINAIOIINXCS IPH HAJABIUBAHUY.
dapmakoTepaneBTHYECKas TPYNNA: IPETIAPATHI ISl JICUCHHUS OKUPEHHS, KPOME JHETHUSCKUX
NPOAYKTOB; MPeTapaThl JJs JICYCHUsT O’KUPEHUS Iepru(hepHIeCcKOro NeHCTBHS

Koa ATX: A0OSABO1

dapMaKoJI0ru4ecKue cBoicTBa
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COOTBETCTBYET 2KCNEPTHOMY OTYETY

®dapmakoIMHAMUKA

Opnucrar sSBISETCS MOILIHBIM CHEIH(PUUESCKUM HHTHOMTOPOM >KETYAOYHO-KUIICYHBIX JIUa3
JIIUTCIIBHOT'O )IeflCTBPIH. On MMPOABJIACT CBOIO TEPAICBTUYCCKYHO dKTUBHOCTD B IIPOCBCTE KCITY KA
¥ TOHKOM KHIIKH, 00pa3ysl KOBAJIEHTHYIO CBS3b C aKTUBHBIM CEPHHOBBIM YYACTKOM KEITYIOYHBIX
U TAHKpPEeaTH4eCKuX Jinmna3. VIHaKTUBUpOBaHHBIH  (EpMEHT TepseT BO3MOXKHOCTh
THUAPOJIM3UPOBATh THUIIEBBIC KUPHI (TPUTIUIEPHUABI) B abcopOupyeMbie CBOOOIHBIE >KHPHBIC
KHCJIOTBHI U MOHOTJIHIIEpHUAbI. HepacieneHHble TpUTIUIepUabl HE BCACHIBAIOTCS, YTO MPUBOIUT
K YMCHBUICHHUIO KOJIMYCCTBA Kanopnﬁ, YCBOCHHBIX OpPraHM3MOM, WM K CHMIKCHHIO MAaCChbl TEJia.
Takum oOpa3oM, TepameBTHYECKOE JIEHCTBHE TpemnapaTa OCYIIECTBISAETCS Oe3 BCachIBaHHS B
CUCTEMHBIN KpoBOTOK. [1o pe3ynbraraM KIMHUYECKUX UCCIEAOBAHHUI OPIUCTAT, MPUHUMAEMBIA
exenHeBHO B go3e 60 Mr 3 pasa B JeHb, OnmokupyeT abcopOuuio mnpumepHO 25 % KHPOB,
BXOJISIIIUX B AHEBHOM parmoH. [locne npuema opiucTara yBeJIM4eHUEe COACPIKaHUS )KUPOB B KaJie
oTMmevaeTcst yxke uepe3 24—48 yacos. [locne npekpalilieHrs Tepanuu cojep>KaHue KUPOB B Kaje
BO3BpAILAeTCsI K YPOBHIO, HAOIIOIaBIIEMYCsI 10 JICUEHUs], OOBIYHO B TeueHne 48—72 yacos.
Hapsiny co cHukeHuMeM Macchl Tenla, NpH AJIUTEIbHOM IIpueMe opaucrtara B go3ze 60 mr
OTMEYAeTCsl YMEHbIIIEHNE TaKUX IMOKa3aTeleld Kak OKPY)KHOCTh TaJlWH, KOHIIEHTpamus oO0Iero
XOJIECTePHHA W KOHIEHTpAIMsS XOJIECTEpUHA JIMIONPOTEMHOB HH3KoW tuioTHocTH (JIITHIT) B
mnasme kpoBH. [locnme 6 MecsieB Tepanuu opauctaToM B jgo3e 60 Mr cpefHsis KOHIICHTpalus
o011ero XonecTeprHa B IjIa3Me KpOBU CHIXKAeTCsl B cpeHeM Ha 2,4 %, xonecrepuna JIITHIT — na
3,5 %. OxkpyxHOCTb Taluu uepe3 6 MecsAlleB IpHUeMa Mpenapara yMEHbIIAETCS B CpeHEM Ha
4,5 cMm.

dapMaKOKHMHETHKA

Abcopoyus

HccnenoBanus ¢ ydactuem J0OpPOBOJIBIEB C HOPMAJIBLHONW MacCOW Tela U 0)KUPEHHEM IOKa3ajH,
YTO CTENICHb BCAChIBAHUS OPJIUCTaTa MHHUMANIbHAs. KOHIIEHTpaluy HEeM3MEHEHHOTO OpJINCTATa B
1a3Me KPOBH HE MOIaBAIMCh U3MEpeHuto (< 5 HT/MiT) 4epe3 8§ 9acoB mociie ero mprueMa BHyTPb
B n03e 360 mr. B menom, mocne mpuema TepaneBTUYECKUX 03 BBISBICHHE HEU3MEHEHHOTO
opJMcTaTa B IUIa3Me KPOBM YAaBAJIOCh JIMIIB B PEIKUX CIydasX, IPU 3TOM KOHIEHTPAIMU €ro
obutn kpaitHe HU3KuUMH (< 10 Hr/™Ma wiu 0,02 mxmons). [Ipu3HaKu KyMyJsiiud OTCYTCTBOBAJIH,
YTO TIOJTBEPXKIaET MHHUMAIBHOE BCACBIBAHHE OPJIMCTATA.

Pacnpeoenenue

O0beMm pacrpenenieHus He MOXET OBbITh ONpeAeseH, MOCKOJbKY OpJIHCTAaT BCAChIBAeTCA B
MUHHMAJIBHBIX KOJIMYECTBAX W HE HMMEET ONpEeNIeHHONW CHCTEMHON (QapMaKOKMHETUKH. B

YCIOBHSIX in Vitro opinuctatr Ooniee yeM Ha 99 % cBs3biBaeTcs ¢ OelkaMu TUTa3Mbl KpOBH (B
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OCHOBHOM C JIMIONPOTEMHAMU U ajJbOyMHHOM). B MHHMManbHBIX KOJMYECTBAX OPIIUCTAT
MPOHUKAET B 3PUTPOLIUTHIL.

Buompancgopmayus

CornacHO JaHHBIM, MTOJYYEHHBIM B XOJI€ MCCJIEIOBAHUN Ha KUBOTHBIX, META0OIU3M OpIIMCTATa
OCYILECTBIISIETCS TJIABHBIM 00pa30M B CTEHKE KMILIEYHUKA. B nccnenoBanuu y Jui ¢ 0xKUpEeHueM
YCTaHOBJIEHO, 4YTO TpuMmepHo 42 % OT TOH MUHUMAIbHOW (pakuuu OpJHcTaTa, KOTOpas
MOJIBEPracTCcsi CUCTEMHOMY BCACHIBAaHHMIO, MPUXOJUTCS HAa JBA OCHOBHBIX Merabonuta — M1
("4eThIpexwIeHHOe TUIPOIM3UPOBAHHOE JIAKTOHHOE KoJibllo) U M3 (M1 c¢ oTmernieHHbIM
octaTtkoM N-hopMuieitnuna).

Monekynsl M1 u M3 UMEIOT OTKPBITOE O€Ta-JIaKTOHHOE KOJIBIIO M KpaliHe cl1ab0 MHTUOUPYIOT
muna3zy (coorBerctBeHHO B 1 000 u 2 500 pa3 cnabee, uem opauctat). C y4eTOM TaKOW HU3KOM
MHTUOUPYIONIEH aKTHUBHOCTH W HU3KHUX IUIA3MEHHBIX KOHIEHTpanuil (B cpemHeM 26 HI/MI U
108 HT/MJI  COOTBETCTBEHHO) TIOCJIE TIpHeMa TEpPaneBTUYECKUX 103 OTH METa0OJIUTHI
paccMaTpHuBarOTCA Kak (papMaKoJIOTHYECKH HEAKTUBHBIE.

Dnumunayus

HccnenoBanus y U1 ¢ HOpMaIbHON M M30BITOYHON MacCcoOl Tejla MoKa3alid, 9TO OCHOBHBIM ITyTEM
ANMMHHALIMM HEBCOCABILETOCS OPJIMCTaTa SABIIAETCS BBIBEICHUE €ro Yepe3 KUIIeyHUK. OKoJo
97 % npuHATON BHYTpPb J03bI IIPENapaTa BEIBOAUTCS YEPEe3 KUIIEYHHK, 83 % U3 3TOro KoJIM4ecTBa
— B HEMU3MEHEHHOM BUJIE.

BoiBeneHue opaucrtara U ero MeTaboJIMTOB MOYKAMHU COCTaBIsieT MeHee 2 % NPUHATON J103BI.
[IpenapaT mOTHOCTHIO BRIBOAUTCS uepe3 3—5 nHeil. BriBepeHue opnucrara y JIuil ¢ HOPMaIbHOM
Maccoil Teaa aHaJIOTUYHO €T0 BBIBEICHHIO Y JIUI] ¢ oxkupenueM. OpauctaT U Metabonutsl M1 u

M3 MOTryT BBIBOJUTHCS C JKEITYBIO.

IToxka3aHusl K NPUMEHEHHIO
CHmxeHne M30BITOYHONW Macchl Tela y B3pOCHbIX manueHToB (18 er um crapiie) ¢ WHAEKCOM
Macchel Tena 28 kr/mM> u 6onee. [IpuMeHs€TCS TONBKO B COYETAHMH ¢ YMEPEHHO THMOKATOPUIHHOIM

nueToi, conepikariei He Oonee 30 % cyTouHOM KaJOPUIHOCTH palioHa B BUJIE KUPOB.

IIpoTuBONOKA3aHNS
e [ UnepuyBCTBUTEIHHOCTH K OPJIUCTATY U (WIN) K JIFOOOMY M3 BCIIOMOTATEIIbHBIX BEIECTB,
BXOJISIIMX B COCTaB Ipernapara.
e CuHApPOM XpOHHUYECKON MaTbabcopOLHUu.
e Xonecras.

L4 OI[HOBpCMCHHOC MMPUMCHCHUC NUKIIOCIIOPHHA.
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e OJHOBpEeMEHHOE TMPUMEHEHHWE C BaphapuHOM WIH JPYTUMU  TEPOPATBHBIMH
AHTUKOATYJISIHTAMH HENIPSIMOTO IEUCTBHSL.
e bepeMEeHHOCTh M EpUOJI IPYAHOIO BCKapMJIMBAHUS.

e Jletu u moapocTku B Bo3pacte 10 18 ner.

IIpumeHnenue npu 0epeMEeHHOCTH U B NEPHO/I TPYAHOI0 BCKAPMJIMBAHHUSA

JKeHIMUHBI ¢ IETOPOAHEIM ITOTEHIINAIOM (KOHTPALIEIINS YV MY>KYNH U JKEHIIIH)

Pexomenayercst HCTIONB30BaHUE TOTIOTHUTEIEHOTO METO1a KOHTPALEIINH ISl IPEAOTBPALICHHS
BO3MOXHOM HEe3(h(HEeKTUBHOCTH MEpPOpaIbHOM KOHTpPALEMINU, KOTOpas MOXXET BO3ZHHKHYTH B
cly4ae TsDKelod muapen (cM. paszensl «B3ammoneicTBue ¢ JIpYrUMU  JIEKapCTBEHHBIMH
cpencrBaMmuy», «OcoOble yKa3aHUs»).

bepemeHHOCTD

Knunnueckux NaHHBIX O BIMSHUHM OPIMCTaTa BO Bpemsl OepeMeHHOCTH HeT. MccnenoBaHus Ha
JKUBOTHBIX HC BbIABWIM IIPAMOIO HWJIM KOCBCHHOI'O HETATUBHOI'O BJIMAHHA Ha TCUYCHUC

OCpEeMEHHOCTH, Pa3BUTHE YMOPHOHA/TIIIO/A, POJIBI UIA TOCTHATAILHOE PA3BUTHE.

IIpenmapar OpCOTeH®

CJIMM IIPOTHUBOIIOKA3aH IIpU 6€p€M€HHOCTI/I B CBA3M C OTCYTCTBUEM
JAOCTOBCPHBIX KIIMHUYCCKUX NAHHBIX, MOATBCPKAAOIINX 0€e30M1acHOCTh €T0 MNPUMCHCHUS.

Ilepuon rpyIHOTO BCKapMIMBAHHS

He YCTAHOBJICHO, IIPOHUKACT JIKM OPJIMUCTAT B I'PyAHOC MOJIOKO, B CBA3HM C YCM IIPUMCHCHUC

npenapara OpcoTen” CIIMM B MEPHO TPYIHOTO BCKAPMITHBAHHMS IPOTHBOIOKA3AHO.

DepTUIBLHOCTD

B HCCICIOBAHUAX HA )XUBOTHBIX BPECAHOI'O BJIMAHHA Ha (bepTI/IJ'IBHOCTB BBISIBJIEHO HE OBIIIO.

Cnoco0 npuMeHeHHs U 103bI

Pexxum go3upoBaHus

®

PexomennoBanHas no3a npenapara OpcoteH ciuM coctaiseT 60 mr (1 kancyna) 3 pas3a B CyTKH

C KaXIbIM OCHOBHBIM IIPUEMOM IHIIU B COYETAHUU C YMEPEHHO TMIIOKAJIOPUIHHOM IUETOU C
HU3KUM COJZIep’KaHUEM JKUpa.

MakcumanbHas cyrodHasi fo3a mperapara OpcoreH® cimM cocraBuser 180 mr (ke Gouee
3 kamcyn B cyTkH). [Ipenapar cieayer npuHUMATh TOJIBKO B PEKOMEHTYEMBIX J103aX.

Juera u ¢usnyeckue yNpakKHEHUs SIBISIOTCS BaXXHBIMH COCTABISIOUIMMH IPOTPAMMBI 10

CHM>KCHHIO MACChI TCJa. CO6J’IIOI[€HI/I€ JAUCTBI U pCIKHMaA (1)I/I3I/I‘ICCKI/IX HAarpy3okK p€KOMCHIAYCTCs

HAYMHATH JI0 HAYA/Ia IIpHeMa npernapara OpcoTeH” CIIM.
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Bo Bpems mnpuema mnpemapara cieayeT coOmonaTh COAJaHCHPOBAHHYIO U YMEPEHHO
TUIOKAJIOPUIHYIO JHMETy, coaepskauryto npumepHo 30 % Kajopuii, MOJydaeMmblX W3 KUPOB
(manpumep, mpu auere ¢ KamopuiHOCThIO 2 000 KKaJ/CyT 3TO COOTBETCTBYET < 67 T' KHpa).
CyTOo4HYI0 HOPMY JKHPOB, YITIEBOJIOB 1 OEJIKOB CIEIyET pacpeAeTuTh Ha TP OCHOBHBIX IPHEMa
MUIIH.

®

[Tocne nmpexpamienus npuema npenapata OpcoTeH  CIMM HEOOXOIUMO MPOJ0JKATE COOII0AATh

JUETY U PEXUM (PU3UYECKUX YIIPaKHEHHH.

JUIMTENbHOCTD Tepanuu — He 0oJiee 6 MecsIIeB.

Ecnu mocne 12 Henenb Tepanuu CHWKEHUE MAcChl Tella He Halmrogaercs (TO eCTh CHIKEHHE
Macchl Teja MeHee 5 % OT HCXOHOTO 3HAUEHUS ), MAUEHTY HEOOXOJMMO IPOKOHCYIBTHPOBATHCS
C BpadyoM JUIS PEILIeHHs BOMpOca O IeJIecO00pasHOCTH IalbHEUIIEro MpOJODKEHHS Tepanuu
OpJIMCTATOM.

Ocobbie I'pYIIbI NIAITMCHTOB

Tayuenmor nosicunozo sozpacma (65 nem u cmapuie)

JlaHHBIE O MPUMEHEHUHU OpJUCTaTa y MALMEHTOB MOXWIOrO BO3pacTa orpaHudeHsl. OHaKo,

MOCKOJIbKY OpJIMCTAT BCACHIBACTCSI B MUHMMAJIbHBIX KOJIMYECTBAX, KOPPEKIMH J103bl Y TAI[IEHTOB

MOKUIJIOTO BO3pacTa He TpedyeTcs.

Tlayuenmul ¢ neueHouHOU U (UML) HOYEUHOU HEOOCTMAMOYHOCNBIO

D¢ dexThl oparicTaTa y NalMEeHTOB ¢ HapylIeHHueM (QYHKIMY eUYeHH U (MJIN) oYK HEe U3ydaluch

(cm. pazgen «Ocobbie ykazanus»). OQHaKo, TOCKOIBKY OPJIMCTAT MPAKTUIECKH HE BCACHIBACTCH,

y MalMEeHTOB C HapylIeHHueM (YHKIUU MeYeHU U (UJIN) MOYEeK KOPPEKIIUU 03Bl HE TpeOyeTcs.
eTH

BesonacHocTh M A(PQPEKTUBHOCTH OpJHCTAaTa Yy JETe W MOAPOCTKOB wmiaame 18 et He

yCTaHOBJIEHBL. J[aHHBIE OTCYTCTBYIOT.

Cnocob npuMeHEeHHNs

Bnyrps. Kancyny cienyer npuHuMaTh HENOCPEACTBEHHO IEPEN €10H, BO BpEMs €lIbl WU HE

no3Xe yeM uepes | yac nocie enipl, 3anuBas Bogoi. Eciau mauueHT nponycKaeT NpueM MUILN WA

€CJIM MMHUIIA HE COAEPKUT >KUpa, TO IPUEM Ipenapara OpCOTeH® CJIMM CIEAYET IPOMYCTUTb.

ITo6ouHoe neiicTBHE

Pesrome npodumis 6e3onacHoCTH

HexxenarenpHble peakuuy MpU IpUEME OpJIMCTATa, KaKk MpPaBUIIO, HAOIIOATIHCh CO CTOPOHBI
xkenynouno-kumegnoro Ttpakta (OKKT) m olycrmoBieHsl ¢hapMakoIOTHYECKUM JICHCTBHEM

npemnapata.
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B xonme KIMHMYECKUX HCCIENOBAaHMM IO HM3YUYEHHUIO MPUMEHEHMsI opiuctara B jo3e 60 mr
IPOJIOJDKUTENILHOCTBIO OT 18 10 24 MecsineB ObIIM YCTaHOBJICHBI HEXeNaTelbHble PeaklHu Co
ctoponsl JKKT, koTopble B 11e110M ObUIM JIETKUMHU M 00paTUMBIMU. OOBIYHO OHM MPOSIBISUIUCH B
HayvaJie JiedeHus (B TEUCHHE TIEPBBIX TPEX MECSIICB), Y OOJIBIIMHCTBA HAOIIOMAJICS TOIBKO OJUH
snu3oa. CoOmroneHne AMEThl C HU3KMM COJEp)KaHHEM JKHpa YMEHBIIAET BEPOSTHOCTD
BO3HUKHOBEHUS TAKUX PEAKIIH.

Pesrome HexenaTeabHbBIX peaKIui

Bo3MokHBIE HEKENaTeIbHBIE PEAKIIUU ITPH MPUMEHEHUHN OPJIMCTATa PACIIPEICIICHBI TI0 CUCTEMHO-
opransbM kinaccaM (COK) ¢ ykazaHnem 4acToThl X BOSHUKHOBEHHUS COTIIACHO PEKOMEHIALUSAM
BO3: ouens yacto (> 1/10), wacto (= 1/100, HO < 1/10), HEewacto (= 1/1 000, Ho < 1/100), peaxo
(=21/10 000, o < 1/1000), ouenp peako (<1/10000), yactrora Hem3BecTHa (HUCXOAs U3
UMEIOIINXCS JAHHBIX, YaCTOTY BOSHUKHOBEHUS ONPEACTHTH HEBO3ZMOXKHO).

Icuxuyeckue napyuieHus:

4aCTO —TPEBOKHOCTH*.

Kenyoouno-kuweynvie napyuieHus:

OYE€Hb YaCTO — MAacCISIHUCTBIC BBIACIICHUA U3 HpHMOﬁ KHIIKH, KHUPHBIC MACJIAHUCTLIC
UCTIPOKHECHUS, MATKUI CTYyJ, OTXOXJIEHHE Ta30B C HEKOTOPHIM KOJWYECTBOM OTAEISIEMOTO,
UMIIepaTHUBHBIE TIO3BIBBI HA Ie()EKaIINI0, CTeaTOPEs, METEOPH3M;

9acTo — 00JIb B )KUBOTE, HEIep)KaHHE Kalla, XKUJIKUAHN CTYJI, ydalleHue JAeeKarum.

*BrioyiHe BEpOSITHO, YTO TPEBOXKHOCTH MOKET OBITh CBs3aHA C OXKUJAHHEM HEXKeIaTeIbHBIX
peakuuii co ctoponsl KKT nnu BcneacTeue X BO3SHUKHOBEHUSI.

Ilocmpezucmpayuonnsie ucciedosanus

B xoze mocTperucTpaimoHHOrO MPUMEHEHHUST OpIUCTaTa ObLTH OTMEUYCHBI HUKETIEPEUNCIICHHBIC
HEKeJlaTeIIbHBIC PeaKIny, YaCTOTa Pa3BUTHSI KOTOPBIX OIpeielieHa KaK «J4acTOTa HeU3BECTHAY.
Hapywenus co cmopouvbl ummyHHOU cucmembl. PEAKLUU THIIEPUYBCTBUTEIBHOCTH, BKIIOUYas
KOXKHBIM 3yJl, KOXXHYIO CbIllb, KpalMBHHUILy, AHT'MOHEBPOTHYECKUI OTEK, OpoOHXOCHasM H
aHa(UIIAKCHIO.

JKenyoouno-kuweynvie Hapyuienus: HE3HAYUTEIBHOE KPOBOTCUEHHE U3 MPSIMOI KHMIIKH (CM.
pasnen «OcobOble yka3zaHus ), TUBEPTUKYIUT, TAHKPEATHT.

Hapywenuss co cmoponvl neuenu u Hcenyeblgo0Auux nymei. >XEITYHOKaAMEHHas OOJe3Hb,
renaTtur (B TOM 4YHCJI€ CCEPbE3HLIC Cliydau, Tpe6yIOIlII/Ie TpPpaHCIUIAaHTAllMXU TICYCHU WA
NPUBOSIINE K JICTAJIbHOMY HUCXOJY), HOBBIIICHHE aKTHBHOCTH «II€YEHOYHBIX» TpaHCAMUHA3 U
menouHou ocdarasbl B mazme KpoBH.

Hapywenus co cmoponst kKodtcu u noOKOHCHOU Kiemyamku. Oysie3Hast ChIllb.



. A 03 72 ke 300
ot 14.03.2022 Nz 5388

(MOCNEOOBATENBHOCTE 0003)

COOTBETCTBYET 2KCNEPTHOMY OTYETY

Hapywenus co cmopoHnbl nouek u mouesvigooawjux nymeti: OKcaylaTHas HedpomaTus MOXKET
MPUBECTH K Pa3BUTHUIO OUYEYHOU HEJOCTATOUHOCTH.

Jlabopamopuvie u uncmpymenmanvhvie OaHHble: CHUKEHHE KOHLEHTpalUM MPOTPOMOMHA U
YBEJIIMYECHHE TOKA3aTessi MEXIyHAapOAHOro HopManu3oBaHHoro oTtHomeHnus (MHO) B mmasme

KpOBHU y MAIMUCHTOB, IPUHUMABIINX OPJIUCTAT OAHOBPEMECHHO C HCIIPAMBIMUA daHTUKOAT'YJISIHTAMMU.

Ilepexo3upoBka

IIpn npumenenun opaucrata B g03e 800 mr omHokpatHo U B no3e 10 400 mr 3 pasa B AcHb
€XEJHEBHO B TeueHue 15 nHel Kak y JuI ¢ HOpMaJbHOW Maccoi Tena, Tak U y NAlUEHTOB C
OKMPEHUEM, 3HAUUTENIbHBIX HEKEeNaTeNbHbIX peakuuid He BbIsABICHO. llpm mnpumeHeHun
opnucrata B Jo3e 240 mr 3paza B JieHb B TeueHHE O MeCSIEB YBEJIMYCHHS YacTOThI
J10303aBHCHUMBIX HE¥KEJIATEIbHbIX PEAKIIUN HE OTMEUEHO.

B OonpmmHCTBE COOOIIEHUI O CilydasiX MEpelo3UpPOBKH OPJIUCTAaTa B MOCTPETUCTPALMOHHOM
NepUoie yKa3aHUs Ha HeXXeNaTeNIbHbIe PeaKIuy JTUOO OTCYTCTBYIOT, TMO0 OHU aHAJIOTHYHBI TEM,
KOTOpBIE€ MOTYT OBITh IIOCJIE IPHEMA PEKOMEHIOBAHHBIX /103 Ipernapara.

B ciyuae nepeno3npoBku HeoOXouMa KOHCYIbTalus Bpaya. [Ipu 3HaunTensHOM nepeao3upoBKe
opiMcTaTa peKOMEHyeTcsl HaONIoIeHNe 3a MAlMEeHTOM Ha MpoTshkeHuu 24 yacos. [lo naHHBIM
JNOKIIMHUYECKUX M KIMHUYECKUX HCCIEJOBAHUNH CUCTEMHble J(QQEKTbl, CBS3aHHBIE C

MHTUOMPOBAHHUEM JIMIIA3bI, KaK MPABUIIO, OBICTPO OOPATUMBI.

B3anMopeiicTBHe ¢ APYTMMH J1eKAPCTBEHHBIMHU CPEACTBAMM

[{uksocnopun

B HECKOIBKHMX UCCIIEOBAaHUAX 110 U3YYECHHIO JIEKAPCTBEHHOI'O B3aMMOJEHCTBUS LUKIOCIIOPHHA
OpU €ro OJHOBPEMEHHOM MPUMEHEHHH C OPJHCTATOM COOOIAnoch 00 yMEHBIICHUU
KOHIIEHTPAIIMM LHUKIOCTIOpHHA B IUIa3Me€ KpoBHU. [lOTEHIMANIbHO 3TO MOXKET TNPUBECTU K
YMEHBIICHUIO ~ MMMYHOACTIPECCHBHONW 3P peKTUBHOCTH  mocienHero.  OIHOBPEMEHHOE
MpPUMEHEHHE OpJIUCTaTa U HUMKIOCTIOPUHA MPOTUBOIOKa3aHo (cM. pasaen «IIpoTuBonokazanus»).

HenpsiMble aHTHKOATYASHTEI

[Ipy OoqHOBpEMEHHOM NpPUMEHEHHH BapdapuHa WIH JIPYTUX AHTHKOATYISHTOB Ui IpHEMa
BHYTPb C OpJIUCTaTOM MOTyT u3MeHsAThcs 3HadeHuss MHO. OpgHoBpemMeHHOE NpUMEHEHHe
opiucrata W BapdapumHa — WIM  JIPYTUX ~ AHTHKOATYISIHTOB — IPOTHBOINOKA3aHO
(cm. paznen «IIpoTuBonokazanus»).

[IepopanbHbIC KOHTPAIICITUBEI

B CIICOHUAJIbHBIX HCCICOAOBAHUAX JICKAPCTBCHHBIX BSaHMOHefICTBI/Iﬁ OBUIO MOKa3aHOo OTCYTCTBHUC

BSaHMOHeﬁCTBHH IIpyu OAHOBPEMCHHOM HPHEME ICPOPAJIBbHBIX KOHTPALCIITUBOB W OpJuMCTaTa.
7
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COOTBETCTBYET 2KCNEPTHOMY OTYETY

OpHaKo OpJIMCTAT MOKET OMOCPEIOBAHHO CHUXKATH JIOCTYITHOCTh NEPOPATLHBIX KOHTPALIEIITHBOB
Y B HEKOTOPBIX CIyYasx MPUBECTH K HACTYIUICHUIO HeXKeNaTenpHol 6epemMenHocTH. [Ipu Tspkenon
Auapee peKOMCHAYECTCA UCIIOJIb30BATh AOIIOJHUTCIIbHBIC MCTOABI KOHTPACIIIIUHA.

JleBoTHpOKCHH

[Tpu 0THOBPEMEHHOM MPUEME OPIIUCTATA M JICBOTHPOKCHHA MOXKET PAa3BUTHCS THIIOTHPE03 U (UJITH )
cHIKeHHe Y((HEKTHBHOCTHA KOHTPOJIS TUIIOTHPE03a. ITO MOKET OBITh 00YCIIOBICHO CHIYKCHHEM
BCACBIBaHUS COJIeH Hona 1 (WIIK) IEBOTUPOKCHHA.

HDOTI/IBOSHHJ’ICHTI/ILICCKI/IG JICKApCTBCHHBIC ITpCriapaThbl

Y [mauMeHToB, TMOJYy4YaBIIMX OJHOBPEMEHHO C OPJUCTATOM IPOTHUBOSIMMIEHTHYECKHE
JIEKapCTBEHHBIE TIperapaThl (HANmpuUMeEp, BaJbIPOEBYIO KHUCIOTY, JAMOTPUKHUH), ObUIH
3apEruCTPUPOBAaHbI CIIydyad BO3SHHUKHOBEHUS CYAOPOT, B PAa3BUTHH KOTOPBIX HENb3s MCKIHOYATH
MPUYMHHO-CIIEICTBEHHYIO CBSI3b C JIGKAPCTBEHHBIM B3auMojeicTBueM. OpiHucTaT MOMXKET
YMEHBIIIATh BCACBIBAHME MPOTUBOAMIICIITUYECKUX JICKAPCTBEHHBIX TIpENapaToB, MPUBOAS K
Pa3BUTHIO CYAOPOT.

AHTHUPETPOBUPYCHBIE TIPENIAPaThI

Wcxonst W3 MOCTPErHCTPAlOHHBIX M JIUTEPATYypPHBIX JAaHHBIX, OPIUCTAT MOXET YMEHBIIATh
BCACBIBAHWE AHTUPETPOBUPYCHBIX NPENapaToB, IMPUMEHSEMBIX JUIsl JieueHUs WH(EKINH,
BBI3BAHHOW BUPYyCOM MMMYyHOeduinTa yenoBeka (BUY-undeknnn), u HeraTuBHO BIUSATH HA X
3(HEeKTUBHOCTD.

)KI/IDODaCTBODI/IMI)IC BUTaMHHBI

[Tpuem opnHcTaTa MOXKET MOTCHIIHAIBHO YXYAIIUTH a0COPOIIHIO KUPOPACTBOPUMBIX BUTAMHHOB
(A, D, E, K u Geta-kapoTuH). Y MoAaBiIsIONIEro OONBITHHCTBA MAIUEHTOB, MOTYYaBIINX JICUYCHUE
OpJIUCTATOM B TeUeHHE 4 TMOJHBIX JIET B PaMKax KIMHHYECKUX HCCIICIOBAHUM, MOKA3aTeNn
conepkanmsi ButamMmuHoB A, D, E, K n GeTa-kapoTuHa ocraBaauch B mpenenax HOpMbI. TeM He
MCHEC, MalMcHTaM cnez[yeT peKOMCH}lOBaTL HpI/IHI/IMaTI) ITOJINBUTAMUWHBI BeqepOM Hepen CHOM,
YTOOBI 00ECTIEUUTh aJieKBaTHOE X noTpebienue (cM. paznen «Ocodble yKazaHusm).

Axap6o3a

Y4uuThIBas OTCYTCTBHE HCCJICIOBAHHM, M3y4aromuX (apMaKOKMHETHUECKUE B3aUMOJICHCTBHS,
OJIHOBPEMEHHOE MTPUMEHEHHUE OPJIMCTaTa C akap0030i He peKOMEHIYEeTCS.

Amuonapon

[Ipy OJHOBPEMEHHOM MPHUMEHEHHH C OPJUCTATOM OTMEYCHO YMEHBIICHHUE KOHICHTPAIHH
aMHOJapoHa B TUIa3Me KPOBH IOCIIE OJHOKPATHOTO npuema. KiMHuYeckas 3HaYMMOCTh 3TOTO
addexTa I MANMEHTOB, NMPUHUMAIOIIMX aMHOJApOH, HesicHa. Bo3MmokHa HEOOXOIMMOCTH
KOPPEKIMK 703kl aMHoAapoHa Ha (oHe Tepamuu opiuctatoM. OJHOBPEMEHHOE MPUMCHEHHE

opJjurcTaTa U aMruoaapoHa BO3MOXKXHO TOJIBKO IO pCKOMCHAAIIUN Bpada.



COOTBETCTBYET ZKCNEPTHOMY OTUYETY
ot 14.03.2022 N= 5388

(MOCNEOOBATENBHOCTE 0003)

AHTHIENPECCAHThI, HEUPOJENTUKH (BKIIOUYAs JIUTHI) U OCH30/IMA3ETTHHbI

Coobmianock 0 cioydasx CHIDKEHMS A(QQPEKTUBHOCTH aHTUACIIPECCAHTOB, HEWPOIENTHKOB
(Bxirouass JUTHHM) W OEH30[MAa3€MMHOB, NPUEM KOTOPHIX COBMIAJA]l C HayaJloM JICYECHUs
OpJIUCTaTOM Y paHee XOpOLIO KOHTPOJIUPYEMBIX ManueHTOB. Clle0BaTeNIbHO, JIEYEHHE
OpJIUCTATOM CJIEAyeT HAYMHATh TOJBKO MOCJE TIIATEIbHONW OLEHKH €r0 BO3MOXKHOT'O BIMSIHUA Y

OTUX IIAITUCHTOB.

Oco0ble ykazanus

Hapvyienus co croposs! JKKT

[TanmenTy cnexyer codoaaTh peKOMEHI0BaHHYI0 eMy aueTy (cM. pazzaen «Crnocod npuMeHeHUs
1 J10361»). BepoATHOCTh BO3SHMKHOBEHUS HEKeIATeNIbHBIX peakiuii co ctoponsl JKKT (cm. paznen
«ITobouyHOE nEeiCTBHE») MOXKET YBEIMYUBATHCS, €CIU MPHUHUMAThH Ipernapar He C OCHOBHBIM
MPUEMOM THUIIH, a TAK)KE €CITH B PAIMOHE COACPIKUTCS OOJIBIIIOE KOJIMUECTBO KUPOB.

’KupopacTBoOprMBIE BUTAMHHEI

[Ipuem oprucTaTa MOTEHIIMATBFHO MOKET HAPYIIATh BCACBIBAHUE )KUPOPACTBOPUMBIX BUTAMHUHOB
(A, D, E, K u Gera-xkapotun) (cM. pazmen «B3aumopeiicTBue ¢ APYrHMH JIEKapCTBEHHBIMH
cpencrBammuy). [103TOMy MoNMBUTAMUHBI PEKOMEHIYETCS IPUHUMATH BEYEPOM TIEpEe] CHOM.

unornukeMudeckre mpemapaThl

ITockonbky moOTepss Macchl Tela OOBIYHO CONPOBOXKAACTCA YIAy4IIEHHEM IIOKazaTelei
yII€BOJHOIO OOMEHa, MAaIMeHThl C caxapHbIM auabeToM 2 TuUma Mepes HaydajioM Tepanuu
OpJINCTATOM JOJDKHBI TPOKOHCYJIBTUPOBATHCS C BpPAadoM, B Cilydae HEOOXOIMMOCTH 03y
TUIOITIMKEMUYECKHX MPenapaToB cielyeT CKOPPEKTUPOBATb.

I'MIIOTEH3MBHBIE Y TUIIOIUIIUIEMUYECKNE IPENAPaThI

CHmxeHMe Macchl Tena IpU JIEYEHUM MOXKET CONPOBOXKAATHCS CHUKEHHUEM apTepHaIbHOIO
JIABJICHUS U KOHLEHTPAIMK OOIIEro XojIecTeprHa B Iia3Me KpoBH. [lanmenTaM, npuHUMAIOIIUM
TUIOTEH3UBHBIE WJIM THIOJUIUAEMHYECKHE MpenapaTsl, CIeIyeT MPOKOHCYIbTUPOBATHCS C
BpayoM, B CiTyyae HEOOXOAUMOCTH J0JIKHA OBITH MPOBEAECHA KOPPEKILIUS JI03 STHX JIEKaPCTBEHHbIX
IIpenapaTos.

PekTanbHOE KPOBOTEUCHHE

Coo01manock 0 cityyasiX peKTaJbHOI'0 KPOBOTEUEHHs y MAIMEHTOB, IPUHUMABIIMX OpiaucTar. B
9TOM cllydae MalUeHTy ClleyeT 00paTUTLCS K Bpady.

ITepopanbHble KOHTPALICTITUBEI

B xmmandgeckmx HUCCICOOBAaHUAX BSaHMOﬂeﬁCTBHC MCXKAY IICPOpaJTbHBIMHU KOHTpAUCIITUBAMU U
OpJILCTaTOM  HE Ha6J'IIOI[aJ'IOCB. OI[HaKO opJIuCTaT MOXKET OIIOCPCIOBAHHO CHMHXKATHh

6I/IO}Z[OCTYHHOCTI) MEPOPAJIbHBIX KOHTPALCIITUBOB, YTO MOXCET IPUBECTU K PA3BHUTUIO
9
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HEXXeJIaTeIbHOM 6epeMeHHOCTI/I. PCKOMGHIIYCTCSI NPUMCEHATL  JIONOJHHUTCIBHBIC MCTOABI
KOHTpPAUCIIIWH B CJIy4ac pa3BUTHUA OCTpOfI Auapcu.

Hapvyiuenue yHKIIMY MOYEK

[TanimeHTaM ¢ HapylmIeHHEM (YHKIIMH ITOYeK HEOOX0IUMO IPOKOHCYILTUPOBATHCS C BpA4OM, TaK
KaK BO3MOXXHO Pa3BHTHE TUTIEPOKCATYPUHU U He(DPOMATHH, KOTOPhIE HHOTIa MOTYT MPUBOIUTH K
MOYEYHOW HEJOCTATOYHOCTH. JTOT PHUCK YBEJIMYMBAETCA Y TAIUEHTOB C XPOHUYECKUM
3a00JIeBaHUEM TIOYCK U (MJIH) C TUTIOBOJIEMHUCH.

Amuonapon

[TaruenTam, TPUHUMAIOIINM aMHOJIAPOH, CJIEAYyeT MPOKOHCYJIHTUPOBATHCS C BPauoM Mepe/
HayaJloM mpuema opiucrata (cMm. pasnen «BzaumopeicTBue c ApYyruMu JI€KapCTBEHHBIMU
CPEIICTBAMI»).

JIeBOTUPOKCUH

[Tpu ofHOBpEMEHHOM IMTPUMEHEHUH OPIUCTATA U JICBOTUPOKCHHA MOKET Pa3BUTHCS TUTIOTUPEO3 U
(wmm) cHwkeHHe OS(PPEKTUBHOCTH KOHTPOJSA THIOTHpeo3a. [lammeHTaM, MPUHUMAIOIIAM
JIEBOTUPOKCHH, CJEIyeT MPOKOHCYIbTUPOBATHCS C BpayoM IMepe]] HauajloM MpHueMa OpJrMcTaTa,
TaK KaK MOXET BO3HUKHYTh HEOOXOIWMOCTh B WX TPHUEME B Pa3HOE BpeMs, a TAKKE MOXKET
OTPeOOBaTHCS KOPPEKIIUS JI03bI JICBOTHPOKCHHA.

[IpoTrBOAIHIIENTHYECKIE TPEIapaThl

[TanpenTaM, NPUHUMAKOIKUM MNPOTHUBOSMMUIEHTHYECKHE JIEKAaPCTBEHHBIE Mpenaparhl, CIEIyeT
MPOKOHCYJIbTUPOBATHCS C BpadyoM IE€pe/l HayajoM IMpHeMa OpJIMCTaTa U HaXOJUTHCS TMOJ
HaOJIOZCHNEM Ha TpeIMET BO3MOXKHBIX HM3MEHEHHWH B YacTOTE BO3HUKHOBEHHSI U CTETCHU
TSKECTU CyJOpor. B 3Tux ciyuasx ciegyer paccCMOTPETh BO3MOXHOCTb IIpHEMa OPJIUCTATa U
IPOTUBOAIMJIENTUYECKUX JIEKAPCTBEHHBIX IIpenapaToB B pa3Hoe BpeMs (cM. paszien
«B3aumopeiicTBre ¢ IPYTUMU JIGKAPCTBEHHBIMH CPEJICTBAMM).

AHTHUPETPOBUPYCHBIE TIPENAPATEI

[TanMeHTHI TOJKHBI MPOKOHCYIBTUPOBATHCSA ¢ BPAUOM 0 Hadajaa OJHOBPEMEHHOTO IPUMEHEHHUS
OpJHCTaTa U aHTHPETPOBHPYCHBIX MPENapaToB, MpUMEHSEMbIX i jJeueHus: BUY-undekuun.
Opaucratr MOKeT YMEHbIIATh MX BCACHIBAHME M HETATHUBHO BJIMATH HA MX 3(PPEKTUBHOCTH (CM.

pasaci ((B33.HMO):[CI>‘ICTBI/I€ C APpYIrUMHU JICKAPpCTBCHHBIMHA CpCZ[CTBaMI/I»).

Buusinue Ha c1IOCOOHOCTH YIIPABJISITh TPAHCHOPTHBIMHU CPEeACTBAMHU, MEXaHU3MaMU
[Ipenapar Opcoten®™ cIuM He OKa3bIBAET BIUSHUS HA CIIOCOOHOCTD YIIPABIATH TPAHCIOPTHBIMH

CpeICTBaMH U pabOTaTh C MEXaHU3MaMHU.

®opma BBIIIYCKA
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Kancynsi, 60 mr.

ITo 21 kancyne B KOHTYpPHYIO S4YEHKOBYIO YHNAaKOBKY W3 KOMOMHHPOBAHHOIO MaTepuaia
[NBX/TIBAX 1 ¢onbru amoMuHUEBOH.

2 unu 4 KOHTYpHbIE SIYCHKOBBIE YITAKOBKH BMECTE C MHCTPYKLMEH O IPUMEHEHHIO TOMELIAIOT B

MMa4yKy U3 KapTOHaA.

YcaoBus xpaHeHust
[Ipu Temneparype He Boie 25 °C, B OpUrHHaJIbHOW KOHTYPHOM slu€iiKOBON yIIaKOBKE.

XpaHUTh B HEJAOCTYITHOM JIJIsl AETEH MecCTe.

Cpok romHocTu
3 rona.

He npumensTs npenapar 1o UCTEUEHUU CpOKa FOJTHOCTH.

Ycaosus ornycka

Ormyckarot 6e3 perernra.

Buiajesienq perucTpanMoHHOIO yI0CTOBepeHHMsl nmpenapata/OpraHu3anmsi, NIPUHAMAOIIAS
NpeTeH3uM OT NoTpeduTe e

000 «KPKA-PYC», 143500, Poccus, MockoBckas 0611., r. McTpa, yin. MockoBckas, a. 50

Temn.: +7 (495) 994 70 70, dakc: +7 (495) 994 70 78

IIpousBoauTe b
000 «KPKA-PYC», 143500, Poccust, MockoBckas 00i1., . McTpa, yin. MockoBckas, 1. 50
Ten.: +7 (495) 994 70 70, daxc: +7 (495) 994 70 78
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