NMHCTPYKIINUA
1O MEJUIIMHCKOMY ITPUMEHEHUNIO JIEKAPCTBEHHOI'O
ITPEITAPATA
Opcoren® caum

Orsoten® slim

PerncrpanuoHHblii HOMep:
Toprosoe HanmeHoBanue: OpcoTen® ciuM
MexayHapoaHOe HeNATEeHTOBAHHOE HAUMEHOBAHME: OPJIUCTAT

JlekapcTBeHHas (popMa: KarcyJibl

CocraB
1 kancyaa coaep:KuT:

[eticmeyiowee geuiecmeo:

Opcoten®, monyhabpukar-rpanyist 112,80 mr

[Heticmsyrowee sewyecmso nonygabpuxama-epanyi. opnuctat 60,0 mr

Bcnomozamenvroe eewecmeo nonygadbpuxama-epanyn: UEIUION03a MHKPOKPUCTAIIIMYECKAS
(tum 200))]

Bcnomoeamenvuvie seuwjecmesa: 1enir003a MUKpokpuctaunyeckas (tumn 200)

Tsepovie ycenamunosvie Kancyavl:
Kopnyc: tTurana quokeun (E171), xxenatun

Kpviweuxa: Tutana quoxcuna (E171), kpacutens xkene3a okcun xentoiit (E172), xxenatun

Onucanne

TBepabie xenaTuHOBble Kamncyibel Ne 3, Kopmyc Karmcynbl Oenoro IBeTa, KpbIlleyKa KarcyJibl
cBemo-kenToro 1Bera. CojaepKMMoOe Karcyl: MUKPOTPaHyJIbl WM CMECh IOpOIIKa |
MUKPOTPaHyJ 0€I0ro WK MOYTH OeToro 1BeTa.

I[OHYCKaCTCH HAJIMYHUC CJICIKABIINUXCS arjioMCpaToB, JICTKO PACCHINMAOIIUXCA ITPU HAAABJIMBAHUU.
(I)apMaKOTepaneBanecxaﬂ rpymma: npcraparsl 1A JECYCHUA OKUPCHUA, KPOME TUECTHICCKUX
MMPOAYKTOB; IIperiapaThbl IJId JICYCHUA OKUPCHUS HCpI/I(I)CpI/ILICCKOF (O) I[eI‘;ICTBI/ISI

Kon ATX: AOSABO1

dapmMakoJIorn4ecKne CBoiicTBa



dapmakognHaMuKa

OpnucraTr SBISETCS MOIMHBIM CIENU(DHUSCKUM HHTUOMTOPOM IKEITYyJAOYHO-KHUIIEYHBIX JIUTIA3
JUTUTENBHOTO AeicTBUA. OH MPOSIBISET CBOIO TEPANIEBTUUYECKYIO aKTUBHOCTH B IIPOCBETE KEITyIKa
Y TOHKOM KHIIKU, 00pa3ys KOBAJICHTHYIO CBSI3b C aKTUBHBIM CEPUHOBBIM YYaCTKOM >KEITYIOYHBIX
M [aHKpeaTH4ecKux  Juna3. VHakTUBUpPOBAHHBI  (EepMEHT TepseT  BO3MOXKHOCTb
TUIPOJIM3UPOBATh IMHUIIEBBIC KHUPHI (TPUIIHICPUABI) B aOcopOMpyemMble CBOOOJHBIE >KUPHBIC
KHCJIOTBI U MOHOTJIMLIEpUIbl. Hepacuienienabie TpUTIMLEPUIbl HE BCACHIBAIOTCS, YTO MMPUBOJIUT
K YMEHBILIEHUIO KOJIMYECTBA KAJIOPU, YCBOGHHBIX OPTaHHU3MOM, M K CHHMKEHHUIO MacChl Tena.
TakuM 00pa3oM, TepamneBTHUECKOE ICCTBHE MpernapaTa OCyllecTBIsieTcsi 0e3 BcachlBaHHS B
CHUCTEMHBIN KpOBOTOK. [0 pe3ysbraTaM KIMHUYECKUX HUCCIICIOBAHUN OPJIUCTAT, IPUHUMAEMBbIIA
exemHeBHO B no3e 60 mr 3 pasa B JeHb, OJiokupyeT abcopOmuro mpumepHo 25 % Kupos,
BXOJIAIINX B IHEBHOI panuoH. [Tocie mpuema opircraTta yBeIHMueHUE COACPKAHUS KUPOB B Kalie
oTMeuaeTcs yxe uepe3 24—48 yacos. [locne npekpaiienus Tepanuu coaepKaHue KUPOB B Kalie
BO3BpAIaeTCs K yPOBHIO, HAOIIOIaBIIEMYCs JI0 JICUCHUS, OOBIYHO B TeUeHHE 48—72 4acoB.
Hapsiny co cHmkeHweM Macchl Tela, MpH JIMUTEIBHOM IpueMe opiucrata B 103e¢ 60 mr
OTMEUAeTCs] YMEHbIIIEHUE TAKUX IMOKa3aTeeil Kak OKPY>KHOCTb Talluu, KOHIEHTpalus OO0Iero
XOJIECTepUHA U KOHIEHTpAIUsl XOJIECTEpPUHA JIMIONPOTEMHOB Hu3kod moTHoctu (JIITHIT) B
ma3me KpoBu. [locie 6 MecsieB Tepanuu OpiaucTaToM B J03¢ 60 Mr cpeaHsis KOHIIEHTpalus
001Iero XoJIeCTeprHA B TIa3Me KPOBH CHIXKAeTcs B cpenHeM Ha 2,4 %, xonecrepuna JITTHIT — na
3,5 %. OxpyXHOCTh TalMU Yepe3 6 MecsAlleB MpHeMa IMpernapata YMEHbIIAeTcs B CPeIHEM Ha
4.5 cm.

dapMakoKNHETHKA

Abcopoyus

HccnenoBanus ¢ ydactieM J0OPOBOJIBIEB C HOPMAJIbHONW Maccoil Teja U OKUpEHUEM MOoKa3aiH,
YTO CTENEHb BCACBIBAHUS OpJUCcTaTa MUHUMaJIbHasA. KOHIIEHTpauu Hen3MEHEHHOT 0 OpJIMcTaTa B
1a3Me KpOBHU HE MOIaBaIUCh U3MEPEHUIO (< 5 HI/MIT) yepe3 § uacoB 1ocJie ero npruemMa BHyTpb
B n03e 360 mr. B menom, mociie mpuema TEpaneBTUYECKHX 103 BBISIBICHHE HEU3MEHEHHOTO
OpJIMCTaTa B IUIa3M€ KPOBM YAaBaJOCh JIMIIb B PEIKHUX CIydyasX, IPU 3TOM KOHLEHTPAIMHU €ro
6butn kpaitne HuU3kUMU (< 10 Hr/™Ma umu 0,02 Mxmons). [Ipu3Haku KyMyJsiuu OTCYTCTBOBAIH,
YTO MOJTBEPK/Ia€T MUHUMAaJIbHOE BCaChbIBaHUE OpJIMCTATA.

Pacnpeoenenue

OO0vem pacnpesiesieHUss HE MOXKET OBbITh OIpENeNeH, MOCKOJIbKY OpJIMCTAaT BCAachIBaeTCs B
MUHUMAJIBHBIX KOJMYECTBAX W HE HMMEET OINpeAeNeHHOW CHCTeMHOH (apmakoknHeTuku. B

ycIoBUSX IN VIitro opsmcTar 6osiee yeM Ha 99 % cBs3biBacTCs ¢ OeNKaMu IUIa3Mbl KPOBH (B



OCHOBHOM C JIMIIOTIPOTEMHAMH W aIbOyMHWHOM). B MHHHMMaNbHBIX KOJWYECTBAX OPIUCTAT
MPOHUKAET B APUTPOIIUTHIL.

buompancgopmayus

CoriacHO JaHHBIM, TOJYYEHHBIM B XOJIC UCCIICJOBAHMIA Ha KHUBOTHBIX, META0OJIM3M OpJIMCTATA
OCYILIECTBIISICTCSI TJIABHBIM 00pa30M B CTEHKE KHUIIIEYHUKA. B UCCeI0BaHUH Y JTUI] C 0)KUPECHUEM
YCTaHOBJICHO, 4YTO mNpuMepHO 42 % OT TOW MHHHMAIBHOW (PAKIUU OpJKCTaTa, KOTOpas
MOJIBEPTraeTCsi CUCTEMHOMY BCACBIBAHHIO, MPUXOAUTCS Ha JBA OCHOBHBIX MeTabonmuta — M1
(Y4eTBIPEXWICHHOE THUAPOJIU3UPOBAHHOE JIAKTOHHOE Koubio) u M3 (M1 ¢ oTmemnieHHbIM
octatkoM N-hopmrieiinaa).

Moutekyinsl M1 1 M3 UMEIOT OTKpPBITOE OETa-TaKTOHHOE KOJIBIIO M KpaiHe cllabo MHTHOUPYIOT
mumasy (coorBerctBeHHO B 1 000 1 2 500 pa3 cnabee, yem opnucrat). C y4eToM Takod HU3KOU
UHTUOMPYIOIIEH aKTUBHOCTH W HU3KHUX IUIA3MEHHBIX KOHIIGHTpaluil (B cpeaHeM 26 HI/MII |
108 ur/Mn1  COOTBETCTBEHHO) TMOCJIE TMpHEMa TEPaNeBTUYECKUX 03 OTU METaOOIUTHI
paccMmaTpuBarTCs Kak (apMaKOJIOTHIECKH HEaKTHBHBIC.

Onumunayus

HccnenoBanust y JIUI] C HOPMaJIbHON U M30BITOYHON MAaCcCOM TeJa MOKa3aiH, YTO OCHOBHBIM ITyTeM
SJMMHUHALIMYA HEBCOCABIIETOCS OPJIMCTaTa SIBJSETCS BBIBEEHUE €ro 4epes KuiieuyHuk. OKoJo
97 % npUHATON BHYTPb JI03bI IIpErapaTa BEIBOUTCS Yepe3 KUIIICUHUK, 83 % U3 3TOT0 KOJIHMYECTBA
— B HCM3MEHEHHOM BHJIE.

BriBenenne opaucrata U €ro MeTabOJIUTOB MOYKAMU COCTaBISET MeHee 2 % TPUHATON O3B
[IpemapaT mOMTHOCTHIO BRIBOIUTCS 4yepe3 3—5 qHell. BriBeneHne opaucTara y Jul] ¢ HOpMaibHON
Maccoi Tejla aHaJIOTMYHO €ro BBIBEJEHUIO Y JUI ¢ oxkxupeHueM. Opauctat u Metadbonutsl M1 u

M3 MOryT BBIBOJUTHCS C JKEITUBIO.

Iloxka3zaHus K NPUMEHEHHIO
CHmxeHre M30BITOYHONW MacChl Tella Y B3pOCIHbIX marueHToB (18 jieT u crapiie) ¢ MHIEKCOM
Macchl Tena 28 kr/m? u Gosee. IIpuMeHseTCs TOMBKO B COYETAHNM C yMEPEHHO THTIOKATOPUHHOM

nueToit, conepxaieit He 6onee 30 % cyTOUHON KalOpUHHOCTH pallioHa B BUJIE KHPOB.

IIporuBonokasanus
e [ UMepYyBCTBUTEIHLHOCTH K OPIUCTATY | (MJIH) K JJFOOOMY W3 BCIIOMOTATEIHHBIX BEIIECTB,
BXOJISIIIIUX B COCTaB IIpemapara.
e CHHIPOM XPOHHYECKOW MaJTbaOCOpOIHH.
e Xouecras.

e OIHOBpEMEHHOE MPUMEHEHHE IUKJIOCTIOPHHA.



e OJHOBpEeMEHHOE TMpUMEHEHHEe ¢ BaphapuHOM WIM JPYTUMH [EepOpalbHBIMU
AQHTUKOATYJIIHTAMH HENPSAMOIO E€HCTBHUS.
e bepeMeHHOCTb U IIEPUOA IPYAHOIO BCKApMIMBAHUS.

e JleTtu 1 MOJPOCTKH B Bo3pacte 110 18 jer.

I[IpumeHeHnne npu 6epeMEHHOCTH U B MEPUO/I TPYIHOT0 BCKAPMJIMBAHUS

>K€HH_[I/IHLI C ACTOPOAHBIM ITOTCHIIMAJIOM (KOHTD&L{GHHI/IH Y MYKYMH U )KeHIJ_[I/IH)

Pexomenyercs MCOab30BaHUE JOTIOIHUTEIBHOIO METOAa KOHTPALENIMU JJIs IPEJOTBPAIECHUS
BO3MOXHOH HE3((EKTUBHOCTH IEPOPaTbHOI KOHTpALENLUU, KOTOpas MOXKET BO3HUKHYTh B
ciydae TspKenod nuapen (cM. paszzmensl «B3auMopelcTBHE ¢ JpyrUMHU  JIEKapCTBEHHBIMHU
cpenctBaMu», «Ocobble yKazaHusa»).

bepeMeHHOCTB

KnuHuyeckux JaHHBIX O BIMSHUM OpJUCTaTa BO Bpems OepeMeHHocTH HeT. MccnenoBaHus Ha
KUBOTHBIX HE BBIABWIM MPSAMOIO MJIM KOCBEHHOI'O HETaTHBHOTO BIMSIHHUA Ha TEueHHE

OepeMEeHHOCTH, pa3BUTHE YMOPHOHA/TUIOIA, POJIBI MIIM TIOCTHATAIBHOE Pa3BUTHE.

[Ipenapar OpCOTeH®

CJIMM TPOTUBOIIOKAa3aH IIpU 6epeM€HHOCTI/I B CBiA3M C OTCYTCTBHEM
JOCTOBCPHBIX KIMHUYCCKUX JAaHHBIX, IOATBCPKAAOIINX 0€30IaCHOCTh €ro MIPHUMCHCHUS.

HCDI/IOI[ T'PYAHOI'O BCKaApMJIMBaHUA

He YCTAHOBJICHO, INPOHHUKACT JIM OPJIUCTAT B TPyAHOC MOJIOKO, B CBA3M C YEM IPUMCHCHUC
pemnapara OpCOTeH® CJIUM B MIEpHUOA T'PYyAHOTO BCKAPMIIMBAHUA TPOTUBOIIOKA3aHO.

DdepTUabHOCTD

B ncciaenoBaHusIX Ha >KUBOTHBIX BPCAHOT'O BIIMAHUS HaA q)epTI/IJ'IBHOCTB BBISIBJICHO HE OBLIO.

Cnocod npuMeHeHHs U 103bl

PexuM no3upoBaHus

®

PexomenioBannas no3a npenapara Opcoten  cnuM coctanisiet 60 mr (1 karcyna) 3 pa3a B CyTKH

C KaXJIbIM OCHOBHBIM IPHUEMOM INHUINHU B COUCTAHHU C YMCPCHHO FHHOKaHOpHﬁHOﬁ JIHGTOﬁ C

HU3KHUM COACPKAHUEM XKUpaA.

®

MakcumanbHast cyTouHas ngo3a mpemapata OpcoTeH ciauM coctaBiseT 180 mr (He Oonee

3 karcyn B cyTkn). [Ipenapar ciieayetr mpuHHUMATH TOJBKO B PEKOMEHTyEeMBIX JI03aX.
Juera u Qusuveckue YHNpaKHEHUS SBISIOTCS BAXXHBIMH COCTABISIONIMMU TMPOTPAMMEI TIO

CHMXXCHHIO MACChI TCJa. CO6J'IIOI[CHI/IC JUCTHI U pCKUMaA (1)I/ISI/II-ICCKI/IX Harpy30K pCKOMCHIAYCTCA

HAYMHATH 10 HaYasa nprueMa rpemnapara OpcoTeH” CIM.



Bo Bpems mnpuema mpemapara CleayeT COOMIOAaTh COAJaHCUPOBAHHYI0O W YMEPEHHO
TUTIOKAJIOPUUHYIO JHUETY, cojepxkainyto mnpumepHo 30 % Kanopuil, MoiaydyaeMbIX U3 KUPOB
(manpumep, npu nuere ¢ kamopuitHocTbio 2 000 KKam/cyT 3TO COOTBETCTBYeT < 67 T Kupa).
CyTOUYHYIO HOPMY JKHPOB, YTIIEBOIOB U OCIIKOB CIIETyeT PacpeAeInTh Ha TPU OCHOBHBIX IPHEMa
TIHIIH.

Tlocre mpekpamenns npuema npenapara Opcoter”

CJIMM HEOOXOJMMO MPOJOIKATH COOJII0IATh
JUETY ¥ PKUM (PU3NYECKUX YIPAKHECHHUH.

JlnurenbHOCTD TEpanuu — He 6osiee 6 MecCsILEB.

Ecnu mocne 12 Henenb Tepanuy CHI)KEHHE MAacChl Tena He Habmomaercss (TO €CTh CHIDKEHHE
Macchl Tesia MeHee 5 % OT HCXOIHOTO 3HaYeHUsI ), MAlUEHTY HE00X0AMMO ITPOKOHCYITBTUPOBATHCS
C BpauoOM ISl PEIICHHs BOIPOCA O LENeCOO0Pa3HOCTH NAIBHEWIIEro MPOJODKEHUS Teparuu

OpJIUCTATOM.

Oco0Bble IPVIIILI MAIKEHTOB

Tayuenmor noxcunozo éospacma (65 nem u cmapuie)

JlaHHBlE O IPHUMEHEHUU OpJKMCTAaTa y NALMEHTOB IOXKHWIOTO Bo3pacTra orpaHudeHsl. OmHako,

IIOCKOJIBKY OPJINCTAT BCACHIBAETCS] B MUHUMAJIbHBIX KOJIMYECTBAX, KOPPEKLIUHU J03bl Y MAlIUEHTOB

MIOXKMJIOr0 BO3pacTa He TpeOyeTcsl.

Tayuenmol ¢ neyenouHou u (uau) NOYEYHOU HeOOCMAMOUHOCIMbIO

O ekt opnucTaTa y NaMEHTOB ¢ HApyLIeHUEM (PYHKIUH [IeYEeHH U (WIN) TOYEK He U3yUYalluCh

(cM. paznen «OcoOble ykazanus»). OnHaKo, MOCKOIbKY OPJIUCTAT MPAaKTUYECKU HE BCACHIBAETCS,

y MallMEeHTOB C HapylleHHeM (PYHKIMU NEYeHU U (UJIN) MOYEeK KOPPEKIIMU J103bl HE TpeOyeTcs.
eTH

bezonacHocTe M 3(QQPEKTUBHOCTH OpJIMCTaTa y JeTed M MNOAPOCTKOB Mmiaame 18 jer He

YCTaHOBJIEHBI. JJaHHBIE OTCYTCTBYIOT.

Crroco0 nmpuMeHeHus

Baytpe. Kamncyny cnenyer npuHUMaTh HEMOCPEACTBEHHO MEPEN €10M, BO BpPEMs €lbl WA He

IMMO37KC YCM 4YCpPE3 1 gac mocie €bI, 3aIlIMBas1 Bogoi. Ecnu manueHTt MPpOIMyCKaCT NpUEM IMUIIH UIIN

CCJIU MMUIla HE COACPIKUT KHpaA, TO IPUCM IIpLCIiapaTa OpCOTCH® CJIUM CJICAYCT MPOIYCTUTD.

ITo0ouyHOE nelicTBHE

Pesrome mpodmisg 6e30macHOCTH

HexenarenbHble peakiuu Mpu IPUEME OpJIMCTAaTa, KaK MPaBWIO, HAOIIOJAINUCh CO CTOPOHBI
xenmynouHo-kumeyHoro Ttpakra (OKKT) u oOycioBieHsl (papMakoJOTHUECKUM JAEHCTBUEM

npemnapara.



B xope KIMHHUYECKHMX HCCIEAOBAaHUM IO M3YYEHUIO MPUMEHEHHsS opiucrata B go3e 60 mr
MPOJOHKUTEILHOCTEI0 OT 18 10 24 MecsieB ObUIM YCTaHOBIICHBI HEXKENATEIbHBIC PEAKIIUUA CO
ctoponbl JKKT, koTopbie B ieioM ObUTH JISTKUMU U 00patuMbiMu. OOBIYHO OHH TPOSIBIISUIHCH B
Hayaje JeuyeHus (B TeUeHHUE MEePBhIX TPEX MecsAlEeB), y OOJbIIMHCTBA HAOIIOJANICSA TOJIBKO OJUH
snuzon. CoOnrofeHue JueThl ¢ HHU3KUM COJAEP)KAaHHEM >KUpa YMEHBILIAeT BEPOSTHOCTH
BO3HUKHOBEHHUSI TAKUX PEAKIIHI.

PesroMe HexxenaTeabHbIX PeaKIni

Bo3moxkHbIe HexenaTeNbHbIe PeaKIuy IPU IPUMEHEHUH OpJIKCTATa paclpeesieHbl 10 CHCTEMHO-
opransbIM ki1accam (COK) ¢ ykazaHueMm 4acTOThbl UX BOSHUKHOBEHHS COTJIACHO PEKOMEHIAIUSIM
BO3: ouensb gacto (> 1/10), wacto (> 1/100, Ho < 1/10), Heuacto (> 1/1 000, Ho < 1/100), peako
(> 1/710 000, HO < 1/1000), ouenp pemxo (<1/10000), uwacroTra HeusBecTHa (HUCXOIsi U3
UMEIOIIHUXCS JaHHBIX, YACTOTY BO3HHUKHOBCHUS OMPEICIUTh HEBO3MOKHO).

Tcuxuueckue napyuienus:

4acTO —TPEBOXKHOCTH™.

Kenyoouno-kuuieunvie HapyueHus:

OYEHb YAaCTO — MACISHUCTBIC BBIJCICHUS W3 NPSIMOW KHUIIKH, >XUPHBIE MACISHUCTHIC
UCTIPQKHEHUS, MATKUH CTYyJI, OTXOXJEHHE Ta30B C HEKOTOPHIM KOJIMYECTBOM OTIEISIEMOTO,
UMIIEpaTHBHEIE MTO3BIBHI Ha Ie()EKaINI0, CTEATOpesi, METEOPH3M;

4acTo — 00Jb B )KUBOTE, HEJIEP)KAaHUE KaJa, )KHUJIKUHA CTyIl, yyalleHue Aedexariu.

*BronHe BEpOATHO, YTO TPEBOKHOCTH MOXKET OBITh CBSI3aHA C OKUIAHHEM HeXKelaTeNbHbBIX
peakuuii co ctoponbl JKKT wnm BecaeacTBre nX BO3HUKHOBEHUS.

Ilocmpezucmpayuonnsle ucciedo6anus

B Xxone mocTperucTpaiiMoOHHOrO MPUMEHEHHsI OpJINCTaTa ObIIIM OTMEUEHBI HIKEIepeunCIIeHHbIe
He)KeNlaTeNbHbIE PeaKllii, YacTOTa Pa3BUTHUSI KOTOPBIX OIpeielieHa KaK «4acTOTa HEM3BECTHAY.
Hapywenus co cmopouvl UMMYHHOU CUCmeMbl: PEaKIUN THIIEPYYBCTBUTEILHOCTH, BKITIOYAS
KOXKHBI 3yJ, KOXXHYIO CBIllb, KpPalmMBHHILY, aHTHOHEBPOTHYECKHH OTEK, OpOHXOCIa3M |
aHa(UIaKCHIO.

JKenyoouno-kuweunvle nHapyuienus: HE3HAUYUTETbHOE KPOBOTEUEHHE M3 MPSIMON KHUIIKU (CM.
pazznen «Ocobble ykazaHus»), AUBEPTUKYIIUT, TAHKPEATHUT.

Hapywenus co cmopoHbl neuenu u Hcenuesbleo0sAwux nymeil: KETIHOKaMEHHash OOJIe3Hb,
rematut (B TOM 4YHCIE CEphE3HbIE Cclydau, TpeOyIolue TPAHCIUIAHTAIMU TIeUeHU WU
MPUBOJIAIINE K JETaTbHOMY UCXOAY), TOBBIIICHHE aKTUBHOCTH «IIEUYEHOYHBIX» TPAaHCAMHHA3 U
mesI09Hou ocdaTasbl B 1azMe KpOBH.

Hapywenus co cmoponvl kodwcu u nookodcHot kiemuamu.: OyJie3Has ChlIlb.



Hapywenus co cmoponvl nouex u mouesvlgoosujux nymeti: OKcajlaTHasi He(pomaTus MOXKET
MIPUBECTU K PA3BUTHUIO MOYEUHON HEJOCTATOYHOCTH.

Jlabopamopnvle u uncmpymenmanbHvle OaHHble: CHWKEHUE KOHIEHTPALUU HPOTPOMOHMHA U
yBEJIMUYEHHUE TOKa3aTesisd MEeXAyHapoAHOro HopMmaiauzoBaHHoro otHomeHuss (MHO) B mnaszme

KpOBH y NalMCHTOB, IPUHUMABIINX OPJIUCTAT OJHOBPEMCHHO C HEMIPSAMBIMH aHTUKOAryJIssHTaMU.

Ilepeno3upoBka

IIpu npumenenun opaucrara B go3e 800 mr omHokpaTHO U B n103e a0 400 mr 3 paza B JieHb
€XKEJTHEBHO B TE€UEHME 15 AHEN Kak y JIMI C HOPMaJbHOW Maccod Tejia, TaK U Y MallUeHTOB C
OXKMPEHHUEM, 3HAYUTEIIbHBIX HEXKEIATeIbHBIX pPEaKIUid He BbIABICHO. [Ipu mnpuMeHeHUun
opnucrata B o3¢ 240 Mmr 3 pa3a B JeHb B TEUECHHE O MECSIEB YBEIUYCHHUS YaCTOTHI
JI0303aBUCUMBIX HEXKEIATCIIbHBIX PEaKIUi HE OTMEUECHO.

B GonbmmHCTBE COOOILIEHUI O CiayyasX MEpPeI03UPOBKU OPJMCTAaTa B MOCTPErHCTPallMOHHOM
MIEPHUO/IC YKA3aHMs HAa HEXeJlaTeIbHBIC PeaKIIMH JTUO0O0 OTCYTCTBYIOT, TMO0 OHU aHAJIOTHYHBI TEM,
KOTOpPBIE MOTYT OBITh ITOCJIE PUEMa PEKOMEHJOBAaHHBIX /103 IIpenapara.

B ciiyuae nepeno3upoBku He0OXoAMMAa KOHCY IbTalus Bpayda. [Ipu 3HaunTEIbHOM Mepe103UupOBKe
OpJHCcTaTa PeKOMEHIyeTcs HaOMI0JCHHUE 3a MAlMEHTOM Ha MpoTshkeHuH 24 dacos. [lo qaHHBIM
JOKJIUHUYECKUX ¢ KIMHUYECKHX MCCIEIOBAaHUM CUCTEMHbIE J(QEKThI, CBSI3aHHBIE C

MHTMOMPOBAHUEM JIMIIA3bl, KaK MIPaBUIIO, OBICTPO OOPATHUMBI.

B3anmopneiicTBHe ¢ APYTMMH JI€KAPCTBEHHBIMH CPEeACTBAMH

[{uks0cIOpHH

B meckompkux HCCIICOOBAHUAX MO U3YUCHUIO JICKAPCTBCHHOT'O B3aI/IM0I[CI\/JICTBI/I$[ OUKIIOCIIOpUHA
OpU €ro OJHOBPEMEHHOM NPUMEHEHHH C OpJIUCTaTOM CcooOLaloch 00 yMEHbUIEHUU
KOHLEHTpAallUM LMKJIOCIOpUHA B IUIa3Me€ KpoBU. lloTeHnumanbHO 3TO MOXKET NPUBECTH K
YMEHBIIEHNI0O  UMMYHOJENnpeccuBHON  addekTuBHOCTH  mocienHero.  OaHOBpeMEHHOE
IPUMEHEHHE OPJIMCTATa U IUKJIOCIIOPHHA IPOTUBOIIOKAa3aHo (cM. pasaen «IIpoTuBonokasanus»).

HenpsMble aHTUKOATYISHTEI

[Ip ogHOBpeMEHHOM NpUMEHEHWW BapdapuHa WU JPYTHX AHTHUKOATyJSHTOB Ui MpUeMa
BHYTPb C OpPJIMCTATOM MOTryT H3MeHATbcs 3HadeHus MHO. OnHoBpemMeHHOE NpHUMEHEHHE
opiucrata  H BapdapuHa WM JIPYTHX AHTUKOAryJISTHTOB MPOTHUBOMOKA3aHO
(cM. pazaen «I[IpoTuBOIIOKA3aHUS).

IlepopanbHbIC KOHTPAIIEIITHBEI

B CIICHHUAJIBHBIX HMCCIICAOBAHUAX JICKAPCTBCHHBIX BSaHMOHeﬁCTBHfI OBLIO ITOKA3aHO OTCYTCTBHC

B3aMMOJICHCTBHS NIPU OJHOBPEMEHHOM IMpHUEME IEPOPAIbHBIX KOHTPALEHTHBOB U OPJHCTATA.
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OaHaKO OpAUCTAT MOXKET ONMOCPENOBAHHO CHUKATh IOCTYITHOCTD ITEPOPATIbHBIX KOHTPALIEITUBOB
¥ B HEKOTOPBIX CIy4asiX IPUBECTH K HACTYIUICHUIO HEeXeNaTeabHoi 6epemennocTu. [Ipu Tsoxenoit
Japee peKOMEHy€eTCsl CII0JIb30BaTh JOMOJIHUTEIBHBIE METOAbI KOHTPALIEILUH.

JIEeBOTUPOKCHH

I[1pu ofHOBpEMEHHOM IIPUEME OPIINCTATA M ICBOTHPOKCHUHA MOXKET Pa3BUTHCS TUIIOTUPEO3 U (MIIN)
cHIKeHHe 3(p(HEeKTUBHOCTH KOHTPOJIS TUIIOTHPEO3a. ITO MOXKET OBITH O0YCIIOBICHO CHHKCHUEM
BCAChIBaHUsI COJIeH Ho/1a U (WJIH) IEBOTUPOKCHHA.

[IpoTHBOIMIIEOTHYCCKHE JICKAPCTBEHHBIC IIPEenapaThl

Y  nmauMeHToB, NOJYYaBIIMX OJHOBPEMEHHO C OPJIHCTATOM MPOTHUBOAIUJIECITUYECKUE
JICKapCTBCHHBIE TIpermapaTsl (HApUMep, BaJbIPOEBYIO KHCIOTY, JAMOTPHIKHH), OBbLIH
3apErUCTPUPOBAHBI CIIy4aul BO3HUKHOBEHMS CYJIOPOT, B Pa3BUTHH KOTOPBIX HEJb35l MCKIIOYATh
MPUYMHHO-CIEACTBEHHYIO CBSI3b C JICKAPCTBEHHBIM B3auMojeicTBueM. OpiucTarT MOKET
YMEHBIIATh BCACBIBAHUE MPOTUBOIMMUIIENTUYECKUX JIEKAPCTBEHHBIX IPENapaTroB, NPUBOAA K
Pa3BUTHIO CYJOPOT.

AHTHPETPOBUPYCHBIE IPENAPATEI

Hcxons M3 MOCTPErMCTPALIMOHHBIX U JIMTEPATYPHBIX JAHHBIX, OPJIMCTAT MOXKET yMEHBIIATh
BCaChIBaHHE AaHTHUPETPOBUPYCHBIX MPENapaToB, IPUMEHSIEMbIX JUIs JICYCHHUS HWHQEKIHH,
BBI3BaHHOI BUpycOM UMMYyHo eduuTa yenoseka (BUY-undekunn), 1 HeraTuBHO BIUATH HA UX
3¢ (PEKTUBHOCTS.

KupopacTBOpUMbIC BUTAMUHBI

[Tpuem oprnucTaTta MOXKET MOTEHIUAIBHO YXYALIIMTh a0COPOIMIO )KUPOPACTBOPUMBIX BUTAMHHOB
(A, D, E, K u 6era-kapotun). Y noaaBisomero 001bIIMHCTBA MALIMEHTOB, TOJy4YaBIIUX JIEUECHUE
OpJINCTATOM B TeYeHHE 4 MOJHBIX JIET B paMKaxX KJIMHUYECKUX HCCICIOBAHUN, MOKa3aTelH
conepkanus ButamMmuHoB A, D, E, K u Oera-kapoTvHa ocTaBaauch B Mpejenax HOpMbl. TeM He
MeHee, MalueHTaM CJIeyeT PeKOMEH/J0BaTh MPUHUMATh MOJMBUTAMUHBI BEYEPOM HEPE] CHOM,
yT0OBI 00ECIIeUnTh a7IeKBaTHOE UX ToTpedieHue (cM. pazaen «OcoObie yKazaHusm»).

Akap603a

VY4uuTeiBasg OTCYTCTBHE HCCIEIOBAHUN, HM3yHaroUIMX (PapMaKOKMHETHUECKHE B3aUMOJIECHCTBHUS,
OJTHOBPEMEHHOE MTPUMEHEHHE OPJINCTaTa C akapO030il HEe pEeKOMEHTYeTCs.

AMuonapoH

[lpy ONHOBpEMEHHOM NPUMEHEHHH C OPJIMCTATOM OTMEUEHO YMEHBIICHHE KOHIICHTPAIU!
amMHOJapoHa B IUIa3Me KPOBU IOCIE OJHOKpaTHOro mnpuema. KimHudeckas 3HAYUMOCTBH 3TOTO
saddekra g MAUEHTOB, MPUHUMAIONINX aMHOJApOH, HesCHa. Bo3MokHa HEOOXOAMMOCTH
KOppeKLMH J103bl aMHOJapoHa Ha ¢oHe Tepanuu opiuctaToM. OIHOBpPEMEHHOE MpPUMEHEHHE

opJjucTaTa 1 aMuoJapoHa BO3MOKHO TOJIBKO IO pEKOMEHAAIIMHU Bpayda.



AHTHIENPECCAHTEI, HEUPOJIEHTUKH (BKIIFOYas JIUTHI) U O€H301Ha3EIINHEI

CooOmanioch 0 ciy4asx CHWKEHHS S()(QEKTHBHOCTH aHTHICIIPECCAHTOB, HEUPOJICIITUKOB
(BKirOyasi JUTHI) W OEH30AMA3CNMHOB, IMPHUEM KOTOPHIX COBMAZal C HAYaJlOM JICUCHUS
OpJIUCTATOM Yy paHee XOpOIIO KOHTPOJUPYeMbIX maiueHToB. ClemnoBareibHO, JICYCHUES
OPJIUCTATOM CJIeyeT HAYMHATh TOJBKO MOCIIE TIIATEIbHOM OIEHKH €r0 BO3MOYKHOTO BIIHSIHUS Yy

OTHUX ITAaIUCHTOB.

Oco0ble ykazaHus

Hapymenuns co cropossl JKKT

[TanmenTy cnemyet coOM0aaTh PEKOMEHIOBAHHYIO eMy IueTy (cM. pasnen «Crocod mpuMeHeHHs
1 J103b1»). BeposiTHOCTh BO3HUKHOBEHUS HEXeNAaTeIbHbIX peakiiuii co croponbl XKKT (cM. pazaen
«ITobouHOE melicTBHE») MOXKET YBEIMUYMBATHCS, €CIM MPUHUMATH Mpenapar He C OCHOBHBIM
IPUEMOM IIHIIHU, a TAKXKE E€CJIU B PAILIHOHE COJCPIKUTCS OONBIIOE KOTUIECTBO KUPOB.

)KI/IDODaCTBODI/IMI)Ie BUTaAMHHBI

[Ipuem opnucraTa NOTEHIIMATBLHO MOXKET HAPYIIATh BCACHIBAHHUE KUPOPACTBOPHUMBIX BUTAMUHOB
(A, D, E, K u Oera-kapotun) (cMm. pazaen «B3aumoneicTBue ¢ OpyruMH JEKapCTBEHHBIMU
cpencTBaMny). [103TOMyY MOTMBUTAMUHBI PEKOMEH/IYETCS IPUHUMATh BEYEPOM MEPE CHOM.

I'unormukeMu4eckue npenaparTol

[Tockonpky TmOTEpss Macchl Tela OOBIYHO CONPOBOXKIACTCS YJIy4YIIEHHWEM IoKa3aTesel
YIJIEBOAHOIO OOMEHa, MAIMEeHThl C CaxapHbIM JauabeToM 2 TWIa Iepe]l HayalloM Tepanuu
OpJIUCTATOM JIOJDKHBI TPOKOHCYJIBTHPOBATBCA C BpadoM, B Cllydyae HEOOXOAMMOCTH 103y
TUIOTJIMKEMUYECKHX MPENapaToB CleIyeT CKOPPEKTUPOBATD.

I'mmioTeH3MBHBIEC B THUITOJIMITUACMUYCCKUEC ITPCIIapaThbl

CHmwkeHue Macchl Tela NPU JIEYEHHMH MOXKET COINPOBOXKAATHCA CHHKEHHUEM apTEpPHAIBHOTO
JTABJICHUS] M KOHILIEHTPAIMK OOIEro XoJIeCTeprHa B Mi1a3Me KpoBH. [lanentam, npuHUMAIOIIM
TUIOTEH3UBHbIE WM TUMOJUMHAEMUYECKUE Ipernaparbl, CIEAYeT MPOKOHCYJIbTUPOBATHCA C
BpauoM, B ciIyyae HE0OXOJUMOCTH JIOJIKHA OBITh TPOBEIEHA KOPPEKIIUSI 103 TUX JIEKApCTBEHHBIX
IIpEnapaToB.

PexTanbrHOE KpOBOTEUCHHE

CooOmranock 0 ciayyasix peKTalbHOr0 KPOBOTEUEHUS y MAlMEHTOB, IPUHUMABIIUX opiucTar. B
ATOM Cilydae MalueHTy ClelyeT 00paTUThCS K Bpauy.

IIepopanbHble KOHTPAICIITUBEI

B xnuHMYECKHX HCCIIEeTOBAaHMSIX B3aUMOJCHCTBUE MEXAY MEPOPATBHBIMU KOHTPALCTITUBAMU H
opiaucrtatoM He HabOmomanoch. OpHAKO OpPJIMCTAT MOXET OMOCPEIOBAHHO CHUIKATh

OMOJOCTYHOCTh MEPOPATBHBIX KOHTPALIENITUBOB, YTO MOXET TMPUBECTH K Pa3BUTHUIO
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HE)XEeNaTeNbHOM OepeMeHHOCTH. PekoMeHnayeTrcs MNpUMEHSATh JIONOJIHUTENBHBIE METOJbI
KOHTpALEILUU B CIIy4ae Pa3BUTHUs OCTPOM THAPEU.

Hapyiienne dyHKIMH ITOYEK

[TaruenTam ¢ HapyuieHHEeM (YHKIIMU [TOY€K HEOOXOAUMO POKOHCYIbTUPOBATHCS C BPayOM, TaK
KaK BO3MOXKHO Pa3BUTHE TMIIEPOKCATYPUU U HEPPONATHH, KOTOPbIE HHOTJA MOTYT MPUBOAUTH K
MOYCYHOH HEIOCTATOYHOCTH. ODTOT PHUCK YBEIMYUBACTCS Y TAIUECHTOB C XPOHUUYECKUM
3a00JI€BaHUEM MOYEK U (WIH) C TUTIOBOJIEMUEH.

Amuonapon

[TaruenTaM, NPUHUMAIONIMM aMHUOJAPOH, CIEAYeT MPOKOHCYJIbTHPOBATHCS C BPAuoM IEpen
HAYaJoM MpuemMa opimcrata (cM. pasaen «BzaumojelicTBHe ¢ JPYTHMH JICKAPCTBCHHBIMU
CPEICTBAMUY).

JIeBOTHUPOKCHH

IIpy 0IHOBPEMEHHOM NIPUMEHEHNUH OPJIMCTATA U JIEBOTUPOKCUHA MOXKET PA3BUTHCSA TUIIOTUPEO3 U
(nmm) cHmkeHne S((EKTUBHOCTH KOHTPOJIA Trunotupeos3a. IlamueHtaMm, TPUHUMAIONIAM
JIEBOTUPOKCHUH, CJIEyEeT IIPOKOHCYJIBTUPOBATHCSA C BPayOM IEpe]l HadajloM IIpUeMa OpJIMCTaTa,
TaKk KaKk MOXXET BO3HUKHYTh HEOOXOJUMOCTh B MX IMpPHEME B pa3HOE BpeMs, a TaKKe MOXKET
noTpebOBaThCS KOPPEKIUS O3Bl IEBOTUPOKCHHA.

HDOTHBOSHHHGHTI/I‘IGCKI/IC npénaparsl

[TaruenTam, NPUHUMAIOLIUM TNPOTUBOSIMIECIITUYECKHE JIEKAPCTBEHHbIE IpenapaThl, CIEIyeT
IIPOKOHCYJIETUPOBATLCSA C BPadyoM II€pe]] HAdajloM IIpUEMa OpJIUCTaTa M HAaXOOUThCS IOJ
HaOJIr0IeHHeM Ha TpeAMET BO3MOXKHBIX H3MEHEHHH B YacTOTE BO3HHKHOBEHHUS U CTENEHU
TSKECTH CyNOpOr. B 3Tux ciayyasx cieayer paccMOTpeTh BO3MOXKHOCTh IpHEMa OpJiMcTaTa U
MPOTUBOANMUIENTUUECKUX JIEKAPCTBEHHBIX IIpEernapaToB B pa3Hoe Bpems (CM. paszfen
«B3aumogeiicTBue ¢ ApyruMH JE€KapCTBEHHBIMH CPEJCTBAMMNY).

AHTHPETPOBHUPYCHBIC IIPEIAPATHI

[TanmeHThI JOJKHBI MPOKOHCYJIBTUPOBATHCS C BPA4OM JI0 Hayajla OJJHOBPEMEHHOTO MPUMEHEHHUS
OpJIMCTaTa M aHTUPETPOBUPYCHBIX MPEMapaTroB, MpUMeHseMbIX a1 jedenus BUY-undexmmm.
OpnucTaT MOXKET YMEHbBIIIATh WX BCACHIBAHUE M HETATHBHO BIUATH Ha MX 3P(PEKTUBHOCTH (CM.

pas3aci «BzaumogeiictBue ¢ APYTruMu JICKapCTBCHHLBIMU CpCIlCTBaMI/I»).

Biausinue Ha CMOCOOHOCThH YIPABJATH TPAHCHIOPTHBIMU CPEACTBAMU, MEXaHUIMAMU
HpenapaT OpCOTeH® CJIMM HE OKa3bIBacT BJIIMSHHS HA CIIOCOOHOCTH YHOpaBJIATE TPAHCIIOPTHBIMU

cpeacTrBaMu U pa6OTaTb C MCXaHHU3MaMU.

®opMma BBINLYCKA
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Kancynsi, 60 mr.

[To 21 kancyne B KOHTYpHYIO SYEHKOBYIO YHAaKOBKY W3 KOMOMHHMPOBAHHOIO MaTepHuasia
[MIBX/TIBAX u ¢onabru aitoMUHUEBOK.

2 niau 4 KOHTYpHBbIE TYEHKOBbBIE YIIAKOBKH BMECTE ¢ MHCTPYKLIMEH 110 IPUMEHEHHUIO [IOMEILAIOT B

Ma4Ky U3 KapTOHaA.

YciaoBust XxpaHeHUs
[Ipu Temnepatype He Bbiiie 25 °C, B OpUrHHAIBHOM KOHTYPHOM STYEHKOBOM YITaKOBKE.

XpaHUTb B HEIOCTYITHOM JJISl IETEH MECTe.

Cpoxk rognocTu
3 rona.

He INPUMCHATD IIPCIiapar 1o HCTCUCHUU CPOKa 'OAHOCTH.

YcaoBus ornycka

Otnyckatot 0e3 peuenTa.

Baajenen permcrpanoHHOro yaocToBepeHusi mpenapata/Opranusanusi, IpUHUMAIOIIAA
NpeTeH3uu OT NoTpeduTeIei

000 «KPKA-PYC», 143500, Poccusi, MockoBckast 0611., r. Mctpa, yi. MockoBckas, a. 50

Ten.: +7 (495) 994 70 70, daxc: +7 (495) 994 70 78

IIpousBoaurenn
000 «KPKA-PYCp», 143500, Poccusi, MockoBckast 06011., r. Mctpa, yin. MockoBckas, 1. 50
Ten.: +7 (495) 994 70 70, daxc: +7 (495) 994 70 78
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