COOTBETCTBYET 2KCNEPTHOMY OTYETY
ot 14.03.2022 N= 5388

(MOCNEOOBATENBHOCTE 0003)

OBIIASA XAPAKTEPUCTHUKA JIEKAPCTBEHHOI'O ITPEITAPATA

1. HAMMEHOBAHHME JIEKAPCTBEHHOI'O ITPEITAPATA

Opcoren caum, 60 Mr, Kancysbl

2. KAYECTBEHHBINA U KOJIMYECTBEHHBIA COCTAB
JeilicTByrolmiee BEUIECTBA: OPIUCTAT.
Kaxnas kancyna cogepxut 60 mr opaucrara.

[TonHbIi TepeyeHb BCIIOMOTATENIbHBIX BEIIECTB MIPUBEACH B pazzene 6.1.

3. JIEKAPCTBEHHAS ®OPMA
Kancynsr.
TBepable >xenaTHHOBBIE Kamcyiabl Ne 3, KopIyc Karcyiabl Oeloro IBeTa, KpbIIIeuka KamCyJibl
cBeTNO-keNToro npera. ComepKUMOE KalcCyl: MHUKPOIpaHyibl WJIM CMECh IOpOLIKa U
MHUKpPOTpaHys 0eI0ro WK Mo4TH 0esIoro 1BeTa.

J_IOHYCKaCTCH HAJIUYHUC CIICKABIIUXCA arjIoMCPaToOB, JICTKO PACCHINIAOIMNXCA TP HAAABJIMBaHUH.

4. KIIMHUYECKUE JAHHBIE
4.1. Iloxa3anusi K NPUMEHEHUI0
CHmwkeHnne M30BITOYHONW MAacChl Tela y B3pOCIHbIX mMainueHToB (18 jieT u crapiie) ¢ MHAEKCOM
Macchl Tea 28 Kr/m? u 6onee. [[puMeHseTcs TONBKO B COYETAHUU C YMEPEHHO TMIIOKAIOPUIHOI
ueTo, copepxariiei He 6osee 30 % CyTOYHOM KaJTOPUITHOCTH pallioHa B BUJIE )KUPOB.
4.2. Pe:kuM 103MPOBAHNS U CIIOCO0 MPUMEHEHUS

PexxuMm no3upoBanus

PexomennoBanHas no3a npenapata Opcoren cium coctaBisger 60 mr (1 karcyna) 3 pasza B CyTkH
C KaXJIbIM OCHOBHBIM NPHEMOM TIHIIHA B COYETAaHWU C YMEPEHHO THIIOKAJTOPHWHOW TUETOH C
HU3KHUM COJIep>KaHUEM KHUPA.

MaxkcumanbHasi CyTouHas 103a npemnapara Opcoten cinum coctanisietr 180 mr (He Oosiee 3 karncyn
B cyTkH). [IpenapaT cneayeT mpuHUMATh TOJIBKO B PEKOMEHIyEeMbIX J03aX.

Juera u ¢u3MYeCcKHe YINPAKHECHUS SBISIOTCS BAXKHBIMH COCTABIISIONIUME IPOTPAMMBI  T10
CHIDKEHUIO Macchl Tena. CoOiroieHne IueTsl U pekuma (pU3HYecKuX Harpy3ok peKOMEHIYeTCs
HAYMHATH JI0 Havasa npuema npenapata OpcoTeH CIIM.

Bo Bpems mnpuema mpemapara ciexyeT coOnroAaTh cOANTaHCUPOBAHHYI0O U YMEPEHHO
THIOKAJIOPUIHYIO AHETy, coiepkamryio npumepHo 30 % Kamopuid, MOIydaeMbIX U3 KHUPOB

(Harmpumep, npu auere ¢ KanopuiiHocThI0 2 000 KKay/cyT 3TO COOTBETCTBYET < 67 I Xupa).
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CyTOuHYI0 HOPMY KHPOB, YTIIEBOJIOB U OCITKOB CIIEAYET PACIpPEICINUTh HAa TPH OCHOBHBIX IIpHUEMa
MU,

[Tocne mpekpaimeHus npuema npernapara OpcoTeH CIMM HEOOXOJUMO TPOJIOIKATh COOII0IATH
JMETY U PEXUM (PU3UIECKUX YIIPAKHEHHM.

JlmuTensHOCTh Tepanuu — He 6oJiee 6 MecsIeB.

Ecnu mocie 12 Hexenb Tepanuy CHMIKEHHE MacChl Tella He HaOmromaercst (TO €CTh CHHIKECHUE
Macchl TeJa MeHee 5 % OT MCXOTHOTO 3HAYCHUS ), TTAIIUEHTY HEOOXOIMMO MTPOKOHCYJIETUPOBATHCS
C Bpa4yoM JUIS PEHICHHs BOIPOCA O IEJIeCO00pPa3sHOCTH IalbHEUIIEro MpPOJODKEHHS TepaIiy
OpJIMCTATOM.

Oco0ble rpymnmbl HalKeHTOB

Tayuenmul noxcunozo éozpacma (65 nem u cmapuie)
JlaHHbIE O MPUMEHEHUHU OpJUCTaTa y MAIMEHTOB MOXWJIOrO BO3pacTa orpaHudeHbl. OgHAKO,
MIOCKOJIBKY OpPJIMCTAT BCACHIBAETCS B MUHUMAJIBHBIX KOJUYECTBAX, KOPPEKLMHU A03bl Y NALIUEHTOB
IIO’KUJIOr0 BO3pacTa He TpeOyeTcs.
Tayuenmul ¢ neuenounou u (1) noYeUHoO HeOOCMAMOYHOCHbIO
Db dekThl oparcTaTa y MaIMEHTOB ¢ HApyIIEHHEM (QYHKIMH NIEYeHH U (HITH) TTOYEK HE U3ydalncCh
(cm. pasnen 4.4.). OnHaKo, TOCKOJIBKY OPJIMCTAT MPAKTHYECKH HE BCACHIBACTCS, Y TAIUEHTOB C
HapylleHueM (YHKIUY IMEYSHH U (MJIH) TOYeK KOPPEKIUH 03Bl HE TpeOyeTcsl.

CTHU
besomacHocTs M 3(PPEKTUBHOCTH OpJHCTAaTa Yy JETeH W MOAPOCTKOB Miaame 18 et He
YCTaHOBJIEHBI. /laHHBIE OTCYTCTBYIOT.

Croco0 npruMeHEeHns

Buytps. Kancyny cienyer nmpuHHMaTh HEMOCPEICTBEHHO Iepel €10d, BO BpeMs €Ibl MM He
noxe 4eM 4epes3 1 yac mociue efpl, 3anuBast Bogoi. Eciin manueHT nporyckaet nprueM UL Wi
€CIIY MUILA HE COACPXKUT XKUpa, TO IpueM mpenapata OpcoTeH CIuM CIIeAYeT IPOIYCTHTb.
4.3. [IpoTuBONOKA3aHUSA
e [UMep4yyBCTBUTENHHOCTh K OPJIMCTATy HJIM K JIIOOOMY M3 BCIOMOTATEIIbHBIX BEIIECTB,
nepevyrciIeHHbIX B pa3zaene 6.1.
e CuHIpOM XpOHHYECKOW MaTbabCOpOIIHH.
e Xozecras.
e OnHOBpEeMEHHOE MPUMEHEHHE IIUKIOCIOPHHA.
e OpnHOBpEMEHHOE TMpPUMEHEHHe ¢ BaphapuHOM WM JPYTUMH  HEpOPATbHBIMH
AHTUKOATYISTHTAMHU HETIPSIMOTO JICHCTBHS.

e bepeMeHHOCTH U EpUOJI TPYTHOTO BCKapMIIMBaHus (cM. pasjen 4.6.).
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e JleTu u mOJPOCTKH B Bo3pacte 70 18 ner.
4.4. Oco0Oble ykazaHUs U Mepbl IPEA0CTOPOKHOCTH NMPU MPUMEHEHUH

Hapyittenus co ctoposbl xenyaogno-kumeyaoro tpakra (OKKT)

[Tanienty crnenyer coOroaTh peKOMEHOBaHHYO0 emMy nueTy (cM. pasnen 4.2.). BepositHoCcTh
BO3HMKHOBEHHUSI HEKeJaTelbHbIX peakmuii co ctopoHbl JXKT (cMm. pasmen 4.8.) Moxer
YBCJIMYNUBATHCA, €CJIM NMPUHHUMATL Operapar HE C OCHOBHBIM IIPUEMOM IHIIHU, a TAKXKC CCJIM B
parroHe COACPKUTCS OONBIIOE KOJINYECTBO KUPOB.

KupopacTBOpUMEIC BUTAMUHBI

[Tpuem opraucTaTa MOTEHIIMAIBFHO MOKET HAPYIIATh BCACBIBAHNE )KUPOPACTBOPHUMBIX BUTAMHUHOB
(A, D, E, K u Oera-kapotun) (cMm. pasaen 4.5.). IloaToOMy MOJWBUTAMHHBI PEKOMEHIIYETCS
MIPUHUMATh BEUYEPOM TIEPE/ CHOM.

I'unoramkeMudecKre mpenapaThl

[lockonpky moOTEps Macchl Tejda OOBIYHO CONPOBOXKAAETCS YIYYIIEHHEM IOKa3aTesei
YIJIeBOJHOTO OOMEHa, MAIMEeHTHl C CaxapHbIM JIuabeToM 2 TWMa TMepel HadajaoM Tepanuu
OpJIUCTATOM JIOJDKHBI TPOKOHCYJIBTUPOBATbCS C BpauoM, B Cilydyae HEOOXOJUMOCTH 103y
TUIOTIMKEMUYECKUX MPENapaToB CIEAYET CKOPPEKTUPOBATD.

I'nnoTeH3MBHBIC M THIOJUIHASMUAYECKHE IIPEmapaThl

CHIDKEHHE MacChl Tela INPH JICYCHHH MOXKET CONPOBOKAATHCS CHIIKCHHUEM apTEepPHAIBHOTO
JIABJICHUS] U KOHIICHTPAIMK OOIIET0 X0JIeCTepHHA B T1a3Me KpoBH. [lanmeHTaM, MpUHUMAIOIIM
THIIOTEH3UBHBIC WM THITONUIHICMUYECKAE TIPEaparhl, CIEAyeT IPOKOHCYIBTHPOBATHCS C
BpayvoM, B CiTy4ae HEOOXOAMMOCTH JOJDKHA OBITh IPOBE/ICHA KOPPEKIIUS 103 ITUX JIEKAPCTBEHHBIX
npenapaTos.

PekTanbHOE KPOBOTECUCHHE

Coo01manock o0 ciryyasiX peKTaJbHOI0 KPOBOTEUEHHs y MAIMeHTOB, IPUHUMABLIMX OpiucTar. B
3TOM CiIydae MalUeHTy clieayeT 00paTUTLCS K Bpady.

HeDODaJIBHbIC KOHTPALCIITHBbI

B xnmHMYECKHX HCCIeAOBAHMIX B3aUMOICHCTBUE MEXIY MEPOpPATIbHBIMH KOHTPALEITUBAMH U
opaucrtatoM He HaOmozanock. OIHAKO OPIUCTAT MOXKET OINOCPEIOBAHHO CHUXKATh
OMOJOCTYITHOCTh MEPOPATBbHBIX KOHTPAIENTHBOB, UYTO MOXET TPUBECTH K PaA3BUTHUIO
HE)XeNaTeNbHOW OepeMeHHOCTH. PexkoMeHIyeTcss TPUMEHSATH JIOTIOJHUTEIBHBIE METOJIbI
KOHTpALENIUH B CIIydae pa3BUTHUS OCTPOM 1Hapeu.

Hapymienue d)VHKHI/II/I IIOYCK

[Tarmentam ¢ HapymieHneM (QyHKIMU TOYEK He0OXO0IMMO POKOHCYIBTUPOBATHCS C BPauoOM, TaK

KaK BO3MOKHO Pa3BHTHE THIIEPOKCATYPUU U HEPPOMATHH, KOTOPBIE HHOT/Ia MOTYT MPUBOJUTH K
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MOYEYHON HEJOCTATOYHOCTH. OJTOT PHUCK YBEIUYMBAETCA Yy TAlUEHTOB C XPOHUYECKHM
3a00JIeBaHUEM ITOYEK U (HITH) C TUITOBOJIEMHEH.

AmuoiapoH

[TarmenTaM, MPUHUMAIONINM aMHOAAPOH, CIEAYeT MPOKOHCYIBTUPOBATHCS C BpaduoM Iepen
HayaJioM Ipuema opiucrata (cM. pazzaen 4.5.).

JleBoTHpOKCHH

[Tpu oHOBpEMEHHOM NMPUMEHEHUH OPJIMCTATA U JICBOTUPOKCHHA MOXKET Pa3BUTHCS TUTIOTUPEO3
(wm) cHwkeHne S(OPEKTUBHOCTH KOHTPOJA THMOTHpeo3a. [lammeHtaMm, TPUHUMAIOIIAM
JIEBOTUPOKCHH, CJIEAYET MPOKOHCYIbTHPOBATHCS C BpPA4OM Iepe] HayalloM MpUeMa OpJIUCTaTa,
TaK KaK MOXET BO3HHUKHYTh HEOOXOJUMOCTh B MX IIPUEME B Pa3HOE BpeMsl, a TAKXKE MOXKET
MoTpeOOBATHCS KOPPEKIHUS 03I IECBOTUPOKCHHA.

HDOTHBOSHHHGHTH‘ICCKI/IC apenaparbl

[lanpeHTaM, NPUHUMAOIIUMM MPOTHUBOSMUICHTHYECKHE JIEKAPCTBEHHBIE IpENaparthl, CIEIyeT
MPOKOHCYJIbTUPOBATHCS C BpauoM IMI€pe/l HAyajioM IpUEMa OpJIKMCTaTa U HAXOIUTHCA O]
HAOJIOZICHNEM Ha TPEAMET BO3MOXXHBIX H3MEHEHMHA B YacTOT€ BO3HMKHOBEHHUS M CTENECHH
TSKECTH CyJOpor. B 3Tux ciydasx cieayer paccCMOTPETh BO3MOXHOCTh IPHEMa OpJIMCTaTa U
MIPOTUBOSIMICTITHYECKUX JIEKAPCTBEHHBIX IPENapaToB B pa3Hoe Bpems (cM. paszzaen 4.5.).

AHTI/IDCTDOBI/IDVCHBIC openaparbl

HaIII/IeHTBI JOJDKHBI IPOKOHCYJIBTUPOBATLCA C Bpa4OM A0 Hadajla OJJHOBPEMCHHOI'O NPUMCHCHUA
OpJINCTaTa W aAHTUPETPOBHPYCHBIX IPENapaTroB, NPUMEHSEMbIX Ul JIeueHHs HHQEKIUH,
BbI3BAaHHOW BHUpycOM uMMyHozaepunuta uyenoBeka (BUY-undexnum). OpnmcraT MOXeT
YMEHBIIAaTh UX BCAChIBAHHE U HETaTUBHO BIUATH Ha UX A3QPEKTUBHOCTH (CcM. pa3zen 4.5.).

4.5. B3ammopneiicTBHe ¢ JPYIrHMM JICKAPCTBEHHBIMH IIpenapaTaMM W JApyrue BHIBI
B3aUMOJeCTBHI

[luknocniopux

B HecKobKHX HCCIIENOBAHUAX IO U3YUYEHUIO JIEKAPCTBEHHOIO B3aUMOJEHCTBHSI LIUKIOCIIOPUHA
IPU €ro OJHOBPEMEHHOM IIPUMEHEHMH C OpJMCTAaTOM cOOOLIaJoch 00 YMEHBIIEHUH
KOHIOCHTpAIlMM HOHUKJIOCIIOpHWHA B INIa3ME€ KPOBH. HOTCHHI/IaHBHO 9TO MOXKET IIPUBECTU K
YMEHBIICHUIO ~ UMMYHOJCTPECCUBHOW  3¢deKkTuBHOCTH  mocinenHero.  OIHOBPEMEHHOE
MPUMEHEHHUE OPJINCTATa U IIUKJIOCIIOPUHA MPOTUBOIIOKa3aHo (cM. pasnen 4.3.).

HenpsMplie aHTUKOATYIISTHTEI

[Ipu ogHOBpEeMEHHOM TpPUMEHEHHH BaphapuHa WIH JPYTUX MEPOPATBHBIX aHTUKOATYJISHTOB C
OpJIUCTATOM MOTYT M3MEHSATBHCS 3HaueHHs MEXIyHapOJHOTO HOPMAaIM30BAaHHOTO OTHOIICHHUS
(MHO). OnHoBpeMeHHOE TPUMEHEHHE OpJIMCTaTa U Bap(apuHa WU JAPYIHX aHTHKOATYJISTHTOB

MPOTUBOIIOKA3aHo (cM. pasnen 4.3.).
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IlepopanbHble KOHTPAIICITUBEI

B cnennanbHBIX HCCIIEIOBAHUAX JEKAPCTBEHHBIX B3aUMOACHUCTBHM ObUIO MOKAa3aHO OTCYTCTBHE
B3aMMOJICUCTBUS MIPH OJHOBPEMEHHOM IpHUEME MEepOpajbHBIX KOHTPALIETITUBOB M OpJIMCTATA.
OnHaKo OpIUCTAT MOKET OMOCPEAOBAHHO CHUKATh JOCTYITHOCTh IEPOPAILHBIX KOHTPALEITHBOB
1 B HEKOTOPBIX CIIy4asiX PUBECTU K HACTYIJICHUIO HexKenaTelibHoW 6epemeHHocTH. [Tpu Tsxenoit
JMapee PEKOMEHIYeTCsl HCIIOIb30BaTh JIOMOJHUTENbHBIE METO bl KOHTPALIETILINH.
JIeBOTUPOKCUH

ITpu 0THOBpEMEHHOM IPUEME OPJINCTATA U JIEBOTUPOKCHHA MOXKET PA3BUTHCS THIIOTUPEO3 U (MIIHN)
CHIKEHHUE YPPEKTUBHOCTH KOHTPOJIS THUIIOTUPEO03a. DTO MOXKET ObITh 00YCIOBIEHO CHU)KEHHEM
BCACBIBaHUs CoJiel Ho/ia 1 (WJTn) JISBOTUPOKCHHA.

IIpoTuBOAIMICOTHYSCKUE JICKAPCTBEHHBIC ITpenapaThl

Y mnanuMeHToB, TMOJyYaBIIMX OJHOBPEMEHHO C  OPJUCTATOM MPOTHBOSIUICITHUECKHE
JIEKapCTBEHHBIC TMpemnapaTsl (HampuMmep, BaJbIIPOEBYIO KHCIOTY, JAMOTPHIDKHH), OBLIH
3aperucTpUpOBaHbl CIydyad BO3SHHUKHOBEHUS CYAOPOT, B PAa3BUTHUH KOTOPBIX HEIb3d HCKIIOYATh
MIPUYUHHO-CIIEICTBEHHYIO CBA3b C JIEKaPCTBEHHBIM B3auMojeucTBrueM. Opiauctar MOXKET
YMEHBIIATh BCACHIBAHUE MPOTHUBOAMMICNTUYECKUX JIEKAPCTBEHHBIX IpENnapaToB, MPUBOAS K
Pa3BUTHIO CYLOpPOT.

AHTI/IDCTDOBI/IDVCHBIC peraapartbl

Hcxonst U3 MOCTPErucTpallMOHHBIX U JIMTEPATYPHBIX JAHHBIX, OPJIUCTAT MOXET YMEHbLIAaTh
BCaChbIBaHME aHTUPETPOBUPYCHBIX MPENapaToB, NpUMeHsAeMbIX s jJeueHus BUY-undexnuu, u
HETraTUBHO BIUATH HAa UX 3P(HEKTUBHOCTb.

KupopacTBOpHMEIC BUTAMHHEI

[Tpuem opaucTaTa MOXKET HOTEHIMAIBHO YXYIINTH a0COPOIHIO KUPOPACTBOPUMBIX BUTAMUHOB
(A, D, E, K u 6era-xkapotuH). Y MOAaBIISIONMIEro OOJBITMHCTBA MAIMEHTOB, MOJIYYABIINX JICUCHHE
OpJIUCTATOM B TeueHHE 4 MONHBIX JIET B PaMKax KIMHUYECKUX MCCIIENO0BaHUI, MOKa3aTeslu
conepxanusi ButamMmuHoB A, D, E, K n Geta-kapotuHa ocraBanucek B mpeneiax HOpMbl. Tem He
MEHee, MalKeHTaM CJelyeT PEKOMEH0BaTh MPUHUMATh MOJIMBUTAMUHBI BEYEPOM IEPEN CHOM,
YTOOBI 00ECTIeunTh aJieKBaTHOE UX ToTpedienue (cm. pasaen 4.4.).

Axap60o3a

VY4yuteiBasi OTCYTCTBUE MCCIENIOBAaHUM, M3ydaromux (apMaKOKMHETHYECKHE B3aUMOJIEHCTBUS,
OJTHOBPEMEHHOE MIPUMEHEHHE OpJIMCTaTa ¢ akap0030il HE PEKOMEH IyeTCsl.

AMuonapoH

[Ipy OAHOBPEMEHHOM NPUMEHEHHH C OPJIUCTATOM OTMEYEHO YMEHBIICHHE KOHIEHTPAIHH
aMHOJapoHa B IUIa3M€ KPOBU II0CJI€ OJAHOKpAaTHOro npuema. KinnHudeckas 3Ha4MMOCTb 3TOTrO

addexTa IS MANMEHTOB, NMPUHUMAIOIIMX aMHOJApOH, HesicHa. Bo3mokHa HEOO0XO0IUMOCTH
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KOPpEeKLHUHU J03bl aMHOJapoHa Ha (oHe Tepanuu opiauctaroM. OIHOBpEeMEHHOE MPUMEHEHHE
OpJMCTaTa U aMUO/IAPOHA BO3MOKHO TOJIBKO 110 PEKOMEH/Ialliy Bpaya.

AHTHIEIPECCAHTHI, HEUPOJIENTUKH (BKIIIOYAS JIMTHI) 1 O€H30/IHA3EIUHBI

Coobmanoce o ciydasx CHWKeHHs 3()()EKTHUBHOCTH aHTHIEHPECCAHTOB, HEWPOJIENTUKOB
(Bxiroyass JUTHH) W OEH30[MA3€NMHOB, NPUEM KOTOPHIX COBHAJAl C HAYaJOM JICYECHUs
OpJIUCTATOM Y paHee XOpOIIO KOHTPOJUPYEeMbIX manueHToB. ClieoBaTENbHO, JIEUCHHE
OpJIUCTATOM CJIEYeT HAYMHATH TOJBKO MOCJIE TIIATSILHON OIICHKH €r0 BO3MOXKHOTO BIIHMSIHUS Y
9THX MAIUEHTOB.

4.6. ®epTUIBHOCTH, 0EPEMEHHOCTH U JIAKTAILMS

JKeHIMHBI ¢ AETOPOIHBIM MOTEHIINAIOM (KOHTPALCNINS Y MYKYUH U SKEHIIIMH)

Pexkomenyercst HCTIOIB30BaHNE TOTIOTHUTEIBHOTO METO/1a KOHTPALCIIINH ISl IPEOTBPAILICHHS
BO3MOXKHOH HEI((EKTUBHOCTH TEPOPAIBHOM KOHTPAIEHIMH, KOTOpas MOXKET BO3HHUKHYTH B
ciydae Tshkenon auapeu (cm. pasznenst 4.4., 4.5).

bepemeHHOCTB

Knuanueckux nOaHHBIX O BIMSAHHUM OpiMcTata mpu OepeMeHHocTH HeT. MccnemoBanusi Ha
KUBOTHBIX HE BBISIBIJIM MPSMOTO WJIM KOCBEHHOTO HETaTUBHOTO BIIMSHUS Ha TEUCHHE
OepEeMEHHOCTH, Pa3BUTHE YMOPHUOHA/TIIIO/A, POIBI WIIA MTOCTHATAILHOE PA3BUTHE.

[Ipemmapar OpcoTeH CIUM MPOTUBONOKA3aH IPH OEPEeMEHHOCTH B CBSI3U C OTCYTCTBHEM
AOCTOBCPHBIX KIIMHUYCCKUX JAHHBIX, ITOATBCPKAAOIINX 0€e301acHOCTD €r0 IIPUMCHCHHUA.
JlakTranms

He ycraHOBJIE€HO, POHHMKAET JIA OPJUCTAT B TPYJHOE MOJIOKO, B CBSI3U C 4YeM IPHUMEHEHHE
npenapara OpcoOTeH CIIMM B IEPUOJI TPYTHOTO BCKAPMIIMBAHUS IPOTHBOIOKA3aHO.

DepTUILHOCTD

B HCCICIOBAHUAX HA JXUBOTHBIX BPECAHOI'O BJIMAHHA HaA (i)epTI/IJ'H:HOCTL BBISIBJICHO HE OBLIIO.

4.7. BausiHue Ha CNOCOOHOCTH YNPABJSATH TPAHCHOPTHBIMHU CpPeACTBAMH M PadoTaTrh ¢
MeXaHHu3MaMu

[Ipenapar OpcoTeH CIMM He OKa3bIBAeT BIIMSHUS HA CIIOCOOHOCTh YNPABJIATh TPAHCIIOPTHBIMU
CpeICTBaMHU U paboOTaTh C MEXaHU3MaMHU.

4.8. HexkenlaTeslbHbIE peaKkIU

Pesrome npoduist 6e3onacHOCTH

HexxenaTtenpHble peakliuy Mpy MPpUEME OPJIMCTATA, KaK MPaBuIo, Habmoaamuch co ctoponsl JKKT
1 00ycIIOBJICHBI (hapMaKOJIOTHYECKUM JIHCTBHEM Ipemnapara.
B Xonme KIMHUYECKHMX HCCIICOBAHUN 10 W3YYEHHWIO IMPHUMEHEHUs opiucrata B o3¢ 60 mr

MIPOJIOJKUTENBHOCTRIO OT 18 1m0 24 mecsiieB ObUIM YCTAHOBJICHBI HEXENAaTeNbHBIE PEAKIUH CO

6
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croponsl JKKT, KoTopbie B 11eI0M ObUTH JIETKUMHU U 00paTUMbIMU. OOBIYHO OHH TIPOSBIISIIUCH B
Hayaje JeueHus (B TEYCHUE MEPBBIX TPEX MECSIIECB), Y OOJBIIMHCTBA HAOIIONANICS TOIBKO OIMH
snu3oj. CoOmoieHne UeThl C HHU3KUM COJIEP)KaHHEM JKHpa YMEHBINAET BEPOSTHOCTD
BO3HMKHOBEHHS TaKUX PEAKIIHA.

PesroMe HexxeaaTeabHBIX PEAKIIUN

Bo3MoskHbIE He)KenaTeIbHbIE PEAKIUU TPH MPUMEHEHUHN OPIIMCTATA PACIIPEIEIECHbI 10 CUCTEMHO-
opranubiM kinaccam (COK) ¢ ykazaHneM 4acTOThl UX BOZHUKHOBEHHMSI COTJIACHO PEKOMEHIallusM
BO3: ouens wacto (> 1/10), gacto (= 1/100, Ho < 1/10), HEewacto (= 1/1 000, Ho < 1/100), peako
(>1/10 000, O < 1/1000), ouwenp penko (<1/10000), gactora Hem3BecTHa (HUCXOIs U3
HMMEIOIMXCS TAHHBIX, YACTOTY BOSHUKHOBEHUS OMPEEIUTh HEBO3MOXKHO).

Tcuxuueckue napyweHus:

4acTo — TPEBOXKHOCTH ™.

Kenyoouno-kuweunvie HapyuieHus:

OYeHb YacTO — MACJSHHCTBIC BBIJCICHUS U3 TMPSAMOW KHIIKH, >XUPHBIE MACISTHUCTBIC
WCIIPOXHEHMSI, MSITKHI CTYJ, OTXOXKJIEHHE Ta30B C HEKOTOPHIM KOJIMYECTBOM OTJIEJSEMOTO,
MMIIEpaTUBHBIC TIO3BIBHI HA Jie(heKalnio, cTearopesi, METEOPU3M;

4acTo — 00JIb B )KUBOTE, HEJIEpKaHUE KaJla, )KUJIKUNA CTYJI, yJalleHue aedeKaimim.

*BriosiHe BEpOSITHO, YTO TPEBOKHOCTH MOKET OBITh CBsI3aHA C OXKMJAHHEM HEXeIaTeIbHBIX
peakuuii co ctoponsl JKKT nnu BeneicTBre nX BOSHUKHOBEHUS.

TIlocmpecucmpayuonnoe nabarooenue

B xoze nmocTperucTpaiiOHHOTO MPUMEHEHHUSI OPIUCTAaTa ObLTH OTMEUYESHBI HIKETICPEUHCIICHHBIC
HEeXeJIaTeIbHbIE PEaKIiy, YacTOTa PA3BUTH KOTOPBIX OIpeIeNieHa KaK «4acTOTa HEM3BECTHAY.
Hapywenus co cmopomvi ummynHou cucmemsl: pEaKudl THIIEPUYBCTBHTEIHLHOCTH, BKIIIOYAs
KOXKHBIH 3y, KOXXHYIO CbIllb, KPAIIMBHHILY, aHTHOHEBPOTHYECKUH OTEK, OpOHXOCMa3M H
aHa(UITAKCHIO.

Kenyoouno-kuwieunvie Hapyuienus: HE3HAYUTEIBHOE KPOBOTEUEHHE U3 MPSIMOM KHUIIKH (CM.
pasnen 4.4.), TMUBEPTUKYIIUT, TAHKPEATHUT.

Hapywenus co cmopouvl neueHu u Hcenyeblgo0Awjux nymeil: >XEITYHOKaMEHHas OOJe3Hb,
renatut (B TOM 4HCIE CEpbe3HbIE CcllydaW, TpeOyrolue TpaHCIUIAHTAUK TI€UYeHU WU
MPUBOSIINE K JIETATbHOMY HCXOJy), MOBBIIICHUE aKTUBHOCTH «IIE€YCHOYHBIX)» TPAHCAMHMHA3 H
iesioyHou (ocgarasbl B 11a3Me KpOoBH.

Hapywenus co cmoponwl kodcu u nookoxcHotl kiemuamku: Oyiae3Has ChIIb.

Hapywenus co cmoponvl novex u mouedvl@ooAawux nymeii: OKcajlaTHasi HeQpPOMaTHs MOXKET

IIPUBCCTHU K PA3SBUTHIO IMOYCTHOM HEAOCTAaTOYHOCTH.
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Jlabopamopnvie u uncmpymeHmanvhbvie OaHHble: CHIDKEHHE KOHLEHTpPAIMM MPOTPOMOHMHA U
yBenuueHue nokazarens MHO B mnasme KpoBM y NAlMEHTOB, MPUHUMABLIUX OPJIUCTAT
OJIHOBPEMEHHO C HEMPSIMBIMHA aHTUKOATYJISTHTaMHU.

COOGHIGHI/IG 0 IMOAO3PEBACMEBIX HEXKCIATCIBbHBIX PECAKIIUAX

Baxno coo0mare o0 MOJ03peBacMbIX HEXKETATENbHBIX PEAKIUsIX IOCIEe PETUCTPALUH
JIEKapCTBEHHOTO Tperapara C Leibio 00ecredeHus] HePephIBHOIO MOHUTOPHHTA COOTHOIICHHS
«T0JIb3a — PHUCK» JICKApPCTBEHHOIO TNpernapata. MeIuIUHCKUM paOOTHUKAaM pPEKOMEHIYeTCs
coo0ImaTh 0 JIOOBIX MOJO03PEBAEMBIX HEXeNATeNbHBIX PEaKIHsIX JIEKAPCTBEHHOTO Iperapara
Yyepe3 HAIMOHAIBHBIE CHCTEMBI COOOIIEHHS O HEXKENATENbHBIX PEAKIUAX TOCYAapCTB — YJICHOB
EBpazuiickoro 3koHOMHUYECKOT0 COI03a.

Poccuiickas @edepayus

109012, r. Mocksa, CrnaBstHCKas TU1., 1. 4, cTp. 1

®denepanpHas ciayx0a o HaA30py B cdepe 3ApaBOOXpaHEHUS

Ten.: +7 (800) 550 99 03

Anpec 311. mourtsl: pharm@roszdravnadzor.gov.ru

Be6-caiit: https://roszdravnadzor.gov.ru

4.9. Ilepeno3upoBka

[Ipu npumenenun opaucrtata B a03e 800 mr oaHokpatHo u B no3e 1o 400 mr 3 pasa B J€Hb
€XKEIHEBHO B TeueHHe 15 nHel Kak y Jul ¢ HOpMaJIbHOM MacCcOi Teljla, TaK U y MAlUEHTOB C
OKUPEHUEM, 3HAUMTENbHBIX HEKENaTeNbHbIX peakuuid He BbIABICHO. llpm mnpumMeHeHHH
opiauctata B go3e 240mr 3 pa3a B JIeHb B TEYEHHE 6 MECSIEB YBEIMYCHUS YaCTOTHI
J10303aBHCHUMBIX HEKEJIATENbHBIX PEaKIUi He OTMEUYEHO.

B GonpumHCTBE COOOIIEHHUH O CiIydasX HEepeo3UpOBKH OpJKCTaTa B MOCTPErHCTPALMOHHOM
MepPHUOIC YKA3aHUs Ha HeXellaTeNIbHbIE PeakIy JHU00 OTCYTCTBYIOT, INOO OHU aHAJIOTUYHBI TEM,
KOTOpBIE MOTYT OBITH MOCIIE PUEMa PEKOMEHIOBaHHBIX /103 Tperapara.

B ciyuae nepeno3npoBku He0OX0MMa KOHCYIbTalus Bpaya. [Ipu 3HaunTebHOM NEepe103upOBKe
opJHcTaTa peKOMEHIyeTCsl HaOI0IeHHE 3a MAIlMeHTOM Ha MpOTshkeHuu 24 vacos. [lo maHHBIM
JOKIIMHUYECKUX UW KIIMHHUYCCKUX I/ICCJ'IeI[OBaHI/Iﬁ CUCTCMHBIC 3(1)(1)CKTI)I, CBsI3aHHBIE C

WHTHUOUPOBAHUEM JIMIA3bl, KaK MPABUIIO, OBICTPO 0OpPATUMBI.

5. ®APMAKOJOI'MYECKUE CBOMCTBA
5.1. ®apmMakoAMHAMHYECKHE CBOMCTBA
dapmakoTepaneBTHYECKas: TPyIIa: Ipenaparsbl Il JICYEHHUs OKUPEHHSA, KPOME IUETHYECKUX
IIPOIYKTOB; MPENapaThl AJs JCUSHHUS OKUPEHHs NepupepruuecKoro 1eHCTBH

Kon ATX: AOSABO1
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Mexanun3M AeicTBUS

Opnucrar sBISETCS MOUIHBIM CHEIH(PUUYECKUM HHTUOMTOPOM IKEITYAOYHO-KUIICUHBIX JIAIA3
JJIIUTCIBHOTO HeﬁCTBHH. On IMMPOABJIACT CBOIO TEPAICBTUYCCKYHO dKTUBHOCTD B IIPOCBCTE XKCITY/IKaA
Y TOHKOH KHUIIKH, 00pa3ysl KOBAJICHTHYIO CBSI3b C aKTUBHBIM CEPUHOBBIM YUaCTKOM KETYJAOYHBIX
U [AHKpPeaTW4eCKUX  Jumna3. VIHaKTUBUPOBAHHBIM  (EepMEHT  TepsieT  BO3MOXKHOCTb
THIPOJIM3UPOBATh THUIICBBIC KUPHI (TPUTIUIEPHUABI) B abcopOupyeMbie CBOOOIHBIC >KHPHBIC
KHCJIOTHI U MOHOTIIMLIEpUABL. HepacienieHHble TPUTIUIEPU/Ibl HE BCACHIBAIOTCS, YTO MPUBOJAUT
K YMEHBILICHHIO KOJMYECTBA KaJIOPWH, YCBOGHHBIX OPraHM3MOM, M K CHM)KEHHIO MaccChl Teja.
Takum oOpa3om, TepaneBTHUECKOE NEHCTBHE INpernapara OCYLIECTBIIETCS 0e3 BCachblBaHUS B
CUCTEMHBIN KpOBOTOK. [1o pe3ynbraram KIMHUYECKUX HCCIETOBAHUMN OpJIKMCTAT, IPUHUMAEMbII
eXemHeBHO B J03¢ 60 Mr 3 pa3a B JeHb, OJOKHMpYeT abcopOmuio mpumMepHo 25 % KUPOB,
BXOJIAIIUX B THEBHOU parnoH. [locie npuema opiucraTta yBeIrMueHUE COJAEpyKaHuUs )KUPOB B Kaje
oTMmeuaeTcs yxe uepe3 2448 yacos. [locie npekpallieHus Tepanuy CoAep KaHue )KUPOB B Kaje
BO3BpaIllaeTCs K YPOBHIO, HA0II01aBIIEMYCS J10 JIEYEHHUs1, OOBIYHO B TeueHue 48—72 4acos.

dapmakoanuamudeckue dhGEKTHI

Hapsiny co cHmkeHueM Macchl Tella, NpH AIUTEIbHOM IIpueMe opaucrtara B gosze 60 mr
OTMEYAeTCsl YMEHbIICHHE TaKUX IOKa3zaTeleld Kak OKPY)KHOCTh TaJlld, KOHIIEHTpamus OO0Iero
XOJIECTEPUHA M KOHLEHTpalMs XOJIECTEpUHA JIMIONPOTEMHOB HM3KOW IutotHoctu (JIITHIT) B
wia3me kposu. Ilocie 6 mecsueB Tepanuu opiauctaToM B 03¢ 60 MI cpeaHssl KOHLEHTpaIus
o01Iero xoiecTeprHa B IjIa3Me KpOBH CHMKAeTcs B cpeHeM Ha 2,4 %, xonecrepuna JIITHII — na
3,5 %. OKkpyXHOCTh Tanuu uepe3 6 MecslleB Ipuema NpernapaTa yMEHbLIAeTCs B CpPEeJHEM Ha
4.5 cm.

5.2. dapmakokuHeTHYECKHE CBOIMCTBA

AbcopOuus

HccnenoBaHus ¢ yyacTueM J10OpOBOJIBLEB ¢ HOPMAJIbHOM Maccoil Teaa U 0KUpEeHHEM IoKa3asy,
YTO CTENEHb BCACBIBAHUS OPJINCTaTa MUHUMAabHas1. KOHIIEHTpaIiy HEM3MEHEHHOTO OpJINCTaTa B
IU1a3Me KPOBH HE MOAaBATINCh U3MEPEHHUIO (< 5 HI/MIT) uepe3 8 4acoB Iocye ero npuemMa BHyTpb
B 03¢ 360 mr. B nenom, mocie mpuemMa TepaneBTUYECKHX 103 BbIBICHHE HEU3MEHEHHOTO
OpJIMCTaTa B IJIa3M€ KPOBU YJaBaJOCh JIMIIb B PEAKHUX CIydasx, IPU 3TOM KOHLEHTPALUU €ro
obutn kpaitHe Hu3kuMH (< 10 Hr/mMa wian 0,02 mxmons). [Ipu3Haku KyMyssiiMM OTCYTCTBOBAIIH,
YTO MOATBEPKIAET MUHUMAJIBHOE BCACHIBAHUE OPJIMCTATA.

Pacnpenenenue

O0wem pacmpenesneHuss He MOXKET OBbITh ONIpeZeNieH, MOCKOJIBKY OpPJIMCTaT BCACBIBAETCS B
MUHUMAJIBHBIX KOJHYECTBAX M HE HMEET OIpPEICICHHOW CHUCTeMHOW (apMaKOKUHETHKU. B

YCIOBUSX in vitro opiucrtaT Oosee yem Ha 99 % cBs3biBaeTcsi ¢ OenkamMu Tu1a3Mbl KpoBH (B

9
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OCHOBHOM C JIMIONPOTEMHAMU U adbOyMHHOM). B MHUHHMMAaJIbHBIX KOJHMYECTBAX OPIUCTAT
MIPOHUKAET B SPUTPOLIUTHI.

Buorpaucdhopmars

CornacHo IaHHBIM, MTOJYYEHHBIM B XOJI€ MCCJIECIOBAHUNA Ha KHUBOTHBIX, META0OIU3M OpIIMCTATa
OCYILECTBIISIETCS TJIABHBIM 00pa30M B CTEHKE KUIIEUYHUKA. B ucciieoBaHnN y JIML C OKUPEHUEM
YCTaHOBJIEHO, 4TO TpuMepHO 42 % OT TOW MUHUMAIBHOW (pPaKIUK OpJHCTaTa, KOTOpas
MIOJIBEPraeTcsi CUCTEMHOMY BCACBIBAaHHMIO, NMPHUXOJIUTCS HA JiBa OCHOBHBIX MeTabomuta — M1
(deThIpexXwIEHHOE THUIAPOIM3UPOBAHHOE JIAKTOHHOE KoJibllo) m M3 (M1 ¢ oTmenjaeHHbIM
octatkoM N-popmuiiennHa).

Mosnekyiast M1 1 M3 umeroT oTkpbiToe OeTa-JIaKTOHHOE KOJIBIIO M KpaiHe cab0 MHTHOUPYIOT
munasy (coorBerctBeHHO B 1 000 u 2 500 pa3 cnabee, yem opiucrar). C yueToM Takol HU3KOH
MHTUOUpYIOIel aKTMBHOCTH W HU3KHMX IJIa3MEHHBIX KOHIEHTpauui (B cpeaHeM 26 HI/Mil u
108 HI/MJI  COOTBETCTBEHHO) TIIOCIIE TMpHEMa TEPaNeBTHUECKUX 03 OTH MeTabOIUTHI
paccMaTpHBaroTCs Kak papMakoJIOrn4ecKy HEAKTUBHBIE.

OIuMUHaNus

HccnenoBaHus y JHIl ¢ HOPMAJIBHOM 1 M30BITOYHON MacCOil Tena MoKasaiu, YT0 OCHOBHBIM ITyTeM
ANIMMUHAIMN HEBCOCABILErOCs OpJIMCTATa SIBJISETCS BBIBEJCHUE €ro 4epe3 KuiieuyHuk. OKoIo
97 % npuHATONU BHYTpPb J03bI IIpENapaTa BIBOAUTCS Yepe3 KUIIEUHUK, 83 % U3 3TOro KoJau4yecTna
— B HEU3MEHEHHOM BHJIE.

BriBenieHne opiMcTaTa M €ro MeTabOJUTOB MOYKAMH COCTaBIsIeT MeHee 2 % MpUHATON JO3BI.
[Ipenapar nonHOCTHIO BRIBOAUTCA uepe3 3—5 nHell. BoiBeneHue opiucraTta y Ul ¢ HOpMaJIbHOM
Maccoii Tejla aHAJIOTUYHO €T0 BBIBEICHUIO Y JIUL ¢ oxkupeHueM. Opaucrar u metadonutsl M1 u
M3 MOTryT BBIBOJUTHCS € XKETUbIO.

5.3. lokJIMHMYeCKHe JaHHbIe M0 0e30IaCHOCTH

CornacHO NOKIMHMYECKUM JAHHBIM, JONOJHUTENIBHBIX PUCKOB JUIsl MALIMEHTOB, KAaCAIOLIUXCS
npo¢uitst 6€30MacHOCTH, TOKCHYHOCTH, TEHOTOKCUYHOCTH, KaHIIEPOTEHHOCTH U PEIPOAYKTUBHOM
TOKCUYHOCTH, BBISIBJICHO HE ObUTO. B MccnenoBaHMsX Ha KUBOTHBIX TaKXKe HE OBLIO BBISIBICHO
TeparoreHHoro s¢¢ekxra. B cBsA3M ¢ OTCYyTCTBHEM TEpaTOreHHOTO 3(PQeKTa y >KUBOTHBIX,

MaJIOBECPOATHO €T0 BBISIBJICHHUC Y JIIOJIEH.

6. ®PAPMAIEBTUYECKHE CBOMCTBA
6.1. IlepevyeHb BCIOMOraTe/IbHbIX BelIECTB
Hemmrono3a mukpokpuctamumdeckas (tum 200)
Turtana quokcua (E171)

Kpacurens sxenesa oxkcup sxentoii (E172)
10
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Kenatun

6.2. HecoBmecTnMOCTD

Henpumenumo.

6.3. Cpox roaHocT# (CpoOK XpaHeHUs )

3 rona.

6.4. Oco0Oble MepbI PeI0CTOPOKHOCTH NPH XPAHEHUH

XpaHuTh npu Temrnepatype He Bbille 25 °C, B OpUrMHaIbHOM KOHTYPHOU ST4EMKOBOH yIaKOBKe.
6.5. Xapakrep u coaep:xkaHue NEPBUYHON YIIAKOBKHU

Ilo 21 xancyne B KOHTYpHYIO S4YEHKOBYIO YIAaKOBKY M3 KOMOMHMPOBAHHOIO MaTepuana
[BX/TIB/IX u ¢donbru atoMIUHHEBOM.

2 Uy 4 KOHTYpHBIE STYEHKOBBIC YIIAKOBKH BMECTE ¢ MHCTPYKIMEN 110 IPUMEHEHHUIO TIOMEIIAIOT B
Ma4yKy M3 KapToHa.

He Bce pa3Mepsl yrakoBOK MOTYT OBITh TOCTYIHBI JUIsSl peaIu3aluy.

6.6. OcoOble Mepbl NPEIOCTOPOKHOCTH TNPHM  YHUYTOKEHHMH  HCIOJb30BAHHOIO
JIEKAPCTBEHHOr0  mpenapara WJIH  OTXOA0B, IOJYYEHHBIX IOCJAe IPHMEHEeHHs
JIEKapCTBEHHOI0 Npenapara, u Apyrue MaHuNyJIsiMH ¢ penapaTom

Oco0Oble TpeOOBaHMS OTCYTCTBYIOT.

7. AEPXKATEJIb PETUCTPAIHIUOHHOI'O YJOCTOBEPEHMUS
Poccuiickas ®enepanns
000 «KPKA-PYCy, 143500, Poccus, MockoBckas 06i1., . McTpa, yi1. MockoBckas, a. 50
Ten.: +7 (495) 994 70 70
@akc: +7 (495) 994 70 78
Anpec a1. moutsl: krka-rus@krka.biz
7.1. llpeacTaBuTe b AepKaTessl PerucTPAIHOHHOTO YI0CTOBEPEHH s

IIperen3un noTpeOUTEIEH HAIIPABIIATE 10 AIPECY:

Poccuiickas @edepayus

000 «KPKA-PYC»

143500, MockoBckast o0u1., T. MicTpa, yia. MockoBckast, 1. 50
Ten.: +7 (495) 994 70 70

dakc: +7 (495) 994 70 78

Anpec a1 moutsl: krka-rus@krka.biz

8. HOMEP PETUCTPAIIMOHHOT'O YIOCTOBEPEHUS
JITT-Ne(000631)-(PT-RU)
11



COOTBETCTBYET ZKCNEPTHOMY OTUYETY
ot 14.03.2022 N= 5382

(MOCNEOCBATENBHOCTE 0003)

9. JIATA IEPBUYHOM PETUCTPALIMU (IOATBEPXKIEHUS PETUCTPALIUU,
IHEPEPETUCTPAIIN)

Hara nepsoii peructpauuu: 17 mapra 2022 1.
10. JATA IEPECMOTPA TEKCTA
OOmiast  xapakTepUCTHKa JieKapcTBeHHOro mpemnapara OpcoTeH CiIMM  JIOCTylIHAa Ha

I/IH(l)OpMaI_II/IOHHOM nopraje EBpa3HﬁCKOFO O9KOHOMHYECCKOro c¢Corw3a B I/IH(l)OpMaI_II/IOHHO-

KOMMYHHUKaIIMOHHOM cetu «HTepHeT» https://eec.eacunion.org.
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