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OBILASI XAPAKTEPHCTUKA JIEKAPCTBEHHOTI'O TIPEITAPATA! > 2400005

Kaxaplit makeTUK COAEPIKHT:

['moko3amuHa cynbdar 1500,0 Mr B BHze ITIOKO3aMUHA CyJibhaTa HaTPUs XJIOPHA.

BcrioMorareibHbIe BEIIEeCTBAa, HAJIWYKE KOTOPBIX HAJ0 YYHTBIBATH B COCTABE JIEKAPCTBCHHOTO
npemnapata: acnaptam (E951), mannuron (E421), copbuton (E420).

[ToJTHBI CIIMCOK BCTIOMOTaTEIbHBIX BEIIECTB CM. B IyHKTE 6.1.

3. JEKAPCTBEHHAS ®OPMA

[TopowIok /st TPUTOTOBJICHUS PacTBOpA JUlsl pUeMa BHYTPb

IMopommok Gemoro uiM GETOro ¢ HKENTOBAaTHIM OTTEHKOM IBeTa, Oe3 3amaxa. Jlomyckaercs
HATTHYMe MATKAX KOMKOB. [IpH pacTBOPEHHH COEPKMMOTrO MakeTa B BOJE MOMyyaeTcs GeclBeTHbIH
WJTH ¢ XKeJITOBAThIM OTTEHKOM MPO3payHblil MM Onajiecipyomuil pactBop Ge3 3amnaxa.

4. KIMHUYECKHE JAHHBIE
4.1 IlokazaHusi K NPHMEHEHHIO

O6nerueHne CUMITOMOB (OT JIETKOM [0 YMEpEeHHOH 60/n) NpH afeKBaTHO IHArHOCTHPOBAHHOM
OCTE0apTPUTE KOJIEHHOIO CyCTaBa.

4.2 PeskuM 103UPOBAHHUS M CIIOCO0 NMPUMEHEHHUsI
Pe:xxum no3upoBanus

CyTouHas [103a [PU [EPOPaATBHOM BBeIeHHH cocTapiseT 1500 Mr riroko3aMuHa cyibdara.
Cnoco0 npumeHeHus

CozepKUMOe OIHOTO MaKeTa PACTBOPAIOT B IOJOBHHE HIM IEIOM CTAaKaHe KHILAYCHOH H
OXJIXKIEHHOM 10 KOMHATHOM TeMIIepaTyphbl BOJbI U TPHHUMAIOT OIMH pa3 B I€Hb, IIPEANOYTHTEIEHO
BO BpEMS €/Ibl.

OCHOBHOE J0Ka3aTesIbeTBO 3((HEKTHBHOCTH ObIJIO MPOJAEMOHCTPUPOBAHO B TEYEHHE MEPUO/IOB
710 TPEX MECSALIEB, C OCTATOYHBIM 3P (HEKTOM, OUEBUIHBIM B TCYEHHE ABYX MECALCB I1OC/IC OTMCHBI
npenapata. BesomacHocTs u 3(QEKTHBHOCTb Npenapata Takke ObUIA MOATBEPHKICHBI B XOIC
OCHOBHBIX KJIMHMYECKHX WCIBITAHMH JUIs JIEYEHUs] CPOKOM IO Tpex JjeT. HempepbiBHOE NE€YEHHE
Gosiee 3 JIeT He MOXKET ObITh PEKOMEHJ0BAaHO, TaK KaK 0e30MacHOCTh He ObLia yCTaHOBJIEHA IOCIe
3TOr0 MEepPHOJA.

[I0KO3aMHUH HE TpeIHa3HaueH UTs JIeYeHHs OCTpbIX OONeBBIX cHMITOMOB. OO6ierdenue
cuMnToMOB (0cobeHHO obnerdeHue 00JHM), MOXKET HACTYMHUTH TOJIBKO TOCJIE€ HECKOJIBKMX HEAC]Db
NMpUMEHEHHs, a HHOTAA | JoJblre. Eciu HUKakoro o0ieryeHust CHMIITOMOB HE HaCTYIHIIO Hepe3 2-3
Mecsla IPUMEHEHHs, He0OX0IMMO MIEPECMOTPETh NPOAODKEHHE JICUEHHS TIFOKO3aMHUHOM.

[TaumenTtam ciexyer OOpaTUTbCS K Bpady, €CIM I[OCIe Hadaja MpHeMa [IIFOKO3aMHHa
MPOU30LLIO0 ycyrybienue 601€BOro CHHIpOMA.

Toowcunvie no0ou

CrienuuUecKuX HCCIIEOBaHHI C y4acTHEM MOXHIIBIX JIFOJEH HE IMPOBOJMIIOCH, HO COINIACHO
KJIMHMYECKOMY OIIBITY, KOPPEKLHs 103bl HE TPEOYETCs MPH JICYEHUH JIMLI TOXKUJIOT0 BO3pacTa.

ITayuenmoi ¢ Hapywienuem QyHKYuY no4ex u / unu nevenu

V NauMeHTOB C HapylmeHueM (QYHKIMH MOYeK W/MJIM TEeYeHH PEKOMEHJAMH MO KOPPEKIMH
J03BI HE CYIIECTBYET, TAK KAK COOTBETCTBYIOIIMX HCCIIC0BAHHH HE MPOBOMIIOCH (cM. paszmen 4.4).

Jlemu u noopocmxku

['IIOKO3aMMH HE CJlelyeT MPUMEHSATh JETAM M MOAPOCTKaM B BO3pacTe N0 18 ner (cMm. pasnen
4.4).

4.3 [IpoTruBonoKasaHusi
[ToBblleHHAss YyBCTBHUTENBHOCTh K TJIIOKO3aMHHY WK K Mo0oMy H3 BCIIOMOTATEIbHBIX

BEILIECTB, MEPEYUCIIEHHBIX B paszene 6.1.
1

EBenyo: 1 Benapycs
1. HAUMEHOBAHUE JIEKAPCTBEHHOTI'O ITPEITAPATA
JloHuka 1 PB
2. KAYECTBEHHBII M KOJJUYECTBEHHBI COCTAB 222565-202
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HpenapaT HEe cieayeT Ha3HadaTb ranyeHTaM, CTpaJarolliM ajuIeprucu Ha MOJUIIOCKOB, TaK KakK

JefiCTRYIOIIEE BEIIECTBO (MTIOKO3aMUH) MOJTY4atoT U3 MOJUTFOCKOB 1 PaKooOpa3HEBIX.

TTopomwIoK Juist TPUTOTOBIEHMS PacTBOPa [UIs IPHEMa BHYTPb CONCPXKHT copbuton. [TarueHTam ¢
PEeIKMMH HACNeJICTBEHHBIMH [POOIEMaMH HEMEPEHOCHMOCTH (PPYKTO3bI HE CIIEYCT MPUHUMATE STOT
npernapar.

4.4 OcoOble yKa3aHUs H MepPbI MPEA0CTOPOKHOCTH NMPH NPHUMEHEHUH

CJlefyeT MCKITIOUHTh HATMUYHE APYroro 3ab0NeBaHHs CyCTaBoB, TPEOYIOMIEro albTePHATHBHOTO
JIeYEeHHUS.

Onucano 06OCTpeHHe CHMIITOMOB acTMbl TOCJEe Hadyana MpHeMa IoKosamuHa. IlarmeHtsl,
CTpaJIalolMe aCcTMOM, I0KHBI OBITh HH(POPMHUPOBAHBI O BO3MOJKHOM yXyIIICHHH CHMIITOMOB.

Y MauMeHTOB ¢ HapyLIEHHOH TOJEPAHTHOCTBIO K TIJIFOKO3¢ HE0OXOIUM MOHHMTOPHHI YPOBHSA
[JIIOKO3bl B KPOBH M NPH HEOOXOAMMOCTH PEKOMEHIYETCs ONPENeNiTh MOTPEOHOCTh B HHCYJIHHE
rnepeji Ha4aJIoM JICYeHHs U TIEPUOJINYECKH BO BPEMsI JICUCHHUS.

He NpoBOAMIOCH HCCIEJOBAHMI Ha MAUMEHTaX, CTPAJAlONMX MEYEHOYHOH HIIM MOYETHOH
HEJIOCTATOYHOCTBIO. TOKCHKONOTHYEeCKHMH W (hapMakoJOrH4ecKui mnpoduib TMpOAyKTa HE
MpeJnoaracT OrpaHAYeHHil Ui BBIIICYKa3aHHBIX MAlMEHTOB. TeM HE MEHEE, MNpUMCHCHHE
[IOKO3aMHHA Y TIAMEHTOB C TAKENOH MeYeHOYHOM WM MTOYEUHOH HEJ0CTaTOYHOCTIO HE0OX0IMMO
MPOBOJIMTH MO/ HAOIIOICHHEM Bpaya.

YV NauMeHTOB C W3BECTHBIM (haKTOPOM pHCKa JUIS CepIAeYHO-COCYIHCThIX 3aboseBaHHuil,
PEKOMEH/IyeTCS KOHTPOJMPOBATh YPOBEHb JIMIMAOB B KPOBH, TaK KaK B HEKOTOPBIX CIydasX y
MalUEHTOB, MOJYYaBIINX IIIOKO3aMHUH, Ha0JIF01alach THIEPX0JIECTEPUHEMHS.

JlexapcTBeHHBIN MpenapaT coAep)KUT 384 Mr HATpHs XJIOpHAA B CYTOYHOM J03€, YTO JOJDKHO
6bITH MPHHATO BO BHMMAaHHE MALMEHTAMH C MOYEYHOH HEIOCTATOYHOCTBIO M KOHTPONHPYEMOH
HATPUEBOW JUETOM.

Ipenapar comeputT copbutoi. [lanMeHTaM ¢ PEeaKo BCTPEYAKOLICHCH HaCJIeICTBEHHON
HETEePEHOCUMOCTBIO (PYKTO3BI HE CIIENYET NPUHUMATH 3TOT Npenapar.

[Tpenapat coaep>KUT MAHHUTOJ, KOTOPBIA MOXKET OKa3bIBaTh caboe CabUTeIbHOe ICHCTBHE.

[IpenapaT COMEPHUT acmapraM, KOTODBIA SBIAETCS HMCTOYHHKOM (heHHIATAHHHA. Moxet
0Ka3aThCsl BPEAHBIM JUIS JIFOJeH ¢ GEHUIIKETOHY PHEH.

4.5 BsaumopeiicTBHS ¢ [JPYrHMH JIeKapCTBEHHbIMH TMpenapataMd W Jpyrue BH/BI
B3aMMOAEHCTBHA

®u3MKo-xMMHUYECKHE ¥ (apPMaKOKHHETHYECKHE CBOMCTBA TIIIOKO3aMHHA TPEIONaraloT HU3KHH
MOTEHIIHA B3aUMOJEHCTBHS. B 0JHOM HCCIIeIOBaHUM OOHApYXXEHO, YTO TTIOKO3aMHUH HE SBJISETCS
MHrHOMTOPOM aKTMBHOCTH cleaylomux (epMeHToB muTOoXpoma P450: CYP1A2, CYP2EI,
CYP2C19, CYP2C9, CYP2D6, CYP3A4, kak GbUIO HCCIIEIOBAHO IMyTeM 00pa3oBaHUS meTtabouTa
13 CENIEKTUBHBIX CyOCTpaToB s Kaxkaoro u3 ucenenyembix CYP gpepmeHToB.

DaKTHUECKH, COEIMHEHHE HEe KOHKYPHPYET 32 MEXaHH3Mbl abCOpOLMH W HE CBS3BIBACTCA C
GeKaM¥ TIa3Mbl [IOCJIE BCACHLIBAHHS, a €ro MeTaboIM3M KaK JHIOTCHHOIO COEIMHEHHMs, KOTOpOEC
BKJIIOUAETCS B MPOTEOTTHKAHBI UM PACIafaeTcs He3aBUCHMO OT CHCTEMBbI (PePMEHTOB LIUTOXPOMA,
MaJIOBEPOSATHO MPHUBE/IET K B3aUMOJIEHCTBHUIO C APYTUMH JIEKapCTBEHHBIMH TIpETapaTaMu.

TlepopanbHbIi IpreM ITI0KO3aMHHa CyIb(aTa MOXKET YBEIHIMBATh BCACHIBAHUC TCTPALNKIMHOB
B KeJTy I0YHO-KMIIEYHOM TPAKTE, O/IHAKO KIMHHYECKas 3HAUUMOCTb ITOr0 B3aHMOJCHCTBHSA Mala.

JIonmycTUMO MPUHUMATh CTEPOMIHBIE MIIM HECTEPOHMIHBIC MPOTHBOBOCHAIUTEIIBHBIC MPENapaThbl
OIHOBPEMEHHO ¢ TJIIOKO3aMHUHOM [T BPEMEHHOW aHAJbre3HH BO BPEMsS BO3MOIKHOIO obocTpeHus
3a60J1eBanKs, MO0 Ha HAYaJIbHOM STare JIeYeHHs, OCKOIbKY B 3((eKTe AeHCTBHs TIIIOKO3aMUHA
cyJsibdara BO3MOXKHA 3a/iepKKa B 1-2 Henenu.

CyIIeCTBYIOT OTpaHHYEHHBIE JAHHBIE O BO3MOXHOM B3aUMOJCHCTBHM JICKAPCTBEHHBIX
pernapaTtoB ¢  IJIOKO3aMMHOM, OJHAKO HAOIOJAoCh  yBEIMHYCHHE  IIOKa3aTe/id MHO
(MEXIYHAPOJHOE HOPMAIM30BAHHOE OTHONIEHHE) MpPH MPHMEHEHHH aHTaroHHCTOB OPAILHOTO
putamuna K. [To3ToMy 3a TalMeHTaMH, MOTyYalolMMH aHTArOHMCThl OpajbHOIO BHTAMHHA K,
clle/lyeT BHUMATENBHO CIEMTh BO BPEMs Havala i NPEKPAIICHUs TepariH III0KO3aMHHOM.

4.6 ®epTHIBHOCTD, 0€PEMEHHOCTb H JIAKTAUMSA

Bepemennocms



HeT aieKBaTHBIX AHHBIX O NpPUMEHEHHH TIIIOKO3aMHMHA OepeMeH ML IECHIHI/IHaMI/I. U3
MccreI0BaHU HA )XKUBOTHBIX TOJTy4YEHbI HEIOCTATOYHBIC JaHHBIE. I'moko3 ﬁg 35 MPUMEHATDH B
nepro OEpeMEHHOCTH. =

Kopmaenue 2pyowio 2225b-2012

Her HaHHBIX O CMOCOGHOCTH IIIOKO3aMHHA MPOHMKATh B rpyaHOe Moiyoko. [IpuMeHeHue
[JIIOKO3aMHHA B TIEPHOJl TPYJHOTO BCKApPM/IMBAHHs HE PEKOMEHIYETCs, TaK Kak HET JaHHBIX O
0€30MacHOCTH JJI1 HOBOPOXKIEHHOTO.

4.7 Bausinue Ha crnocoOHOCTH YMPABJIATH TPAHCNOPTHBIMH CPEACTBAMH H TMOTECHUHAIBHO
ONMaCHLIMH MEXaHH3MaMH

WccnenoBanus BAUSHUS Ha CIIOCOOHOCTD YIIPaBJIAThH TPAHCIIOPTOM M IPYTMMH MEXaHU3MaMH HE
npoBoauiock. He okasbiBaerT 3Haummoro BosieHcTsus Ha LHC umm IBUraTeNbHYIO CHCTEMY,
KOTOpPOE MOTJI0 OBl yXYAIIUTH CIOCOOHOCTD YNPaB/ATh TPAHCIIOPTHBIMH CPEICTBAMH HIIH IPYTHMH
Mmexanusmamu. OHAaKo, eclM HaOmIoJalTcs ToJioBHas 00jb, COHJIMBOCTB, yCTaJlOCTh,
FOJIOBOKPY)KEHHE WM HapyIIeHHe 3PEHHsl, HE PEKOMCHAYETCS YNpPaBJIATh aBTOMOOMJIEM WIIH
paboTaTh ¢ MexaHH3MamHu (cM. Paznen 4.8).

4.8 Hexkenate/ibHbIE€ peaKUUH

KosnyecTBeHHbIE KPHTEPHH YacTOTHI HEXKENATeIbHBIX PEaKIHui 1 KIacCH(UKALUs HEKEIaTebHBIX
peakiuii B COOTBETCTBHHM C CHCTEMHO-OPraHHOH KaccHUKalied U ¢ 4acTOTOH UX BO3HMKHOBCHHA
(Onpedenenue uyacmomuvl nOGOUHBIX AENEHUL NPOBOOUMCS 8 COOMBEMCMEUU CO CneoyouumMu
Kpumepusmu: ouenv vacmo (> 1/10), uacmo (= om 1/100 do < 1/10), nevacmo (2 om 1/1000 oo <
1/100), peoxo (= 1/10000 oo < 1/1000), ouenv peoxo (< 1/10000), neusgecmmno (1He803MOIHCHO
OYeHUMb HA OCHOBAHUU UMECIOUJUXCS OAHHDIX).

HaGmonanuch Cleayiolye HeXelaTelbHblE PEaKkl|H, TOrAa KaK 4YacToTa HEXKEIaTe/IbHBIX
3¢ dexToB HEU3BECTHA:

HauGonee 4acTbIMU OOOYHBIMHU PEAKLIUSIMHU, CBSI3aHHBIMH C TIEPOPAIBHBIM IIPUEMOM, SBJISFOTCS
TOIIHOTA, 6OMb B JKMBOTE, AMCIEIICHS, MeTeopusM, 3amop u auapes. CooOmaemele MOOOYHBIE
peakiii 0OBIYHO JIETKHE U NTPEXOISIIHE.

B cremyroueii Tabnuie MoGoYHbE PEaKlMy CrPYyINIPOBAHb] HA OCHOBE KJIaCCH(HUKALMU CUCTEM
opraHoB MedDRA. B kaxaI0M Kiacce CHCTEM HeEXeNaTeNlbHble d(QQeKTsl KJ1acCU(ULUPYIOTCS 10
YACTOTE MX BO3HHKHOBEHHMS. B Ka)IOM YaCTOTHOM KJacce HexesarenbHble 3Q(eKThI cooOmaroTes B
nopsiaike yObIBaHUS CTENIEHH CEPLE3HOCTH.

Knace cucrem | O4ens Yacto ot | Heuacto ot | Peako ot | Ouyens HeussectHo*
WJIK OPraHoB 4acTo >1/100  mo | >1/1000 mo | >1/10000| peaxo
>1/10 <1/10 <1/100 10 <1/10000
<1/1000

Co CTOPOHBI AJTIepruvecKue
UMMYHHOM peakuum **
CHCTEMBI
Co CTOpPOHBI HeanexkBaTHBIN
meTtabosM3Ma | KOHTpPOJIb
MATAHUS [JIMKEMHH  TIPU

nuabere
[Tcuxuveckue becconnuna
paccTpoicTBa
Co CTOPOHBI ["onoBHas ["onoBOKpYKEHHE
HEpPBHOM 60J1b,
CHCTEMBI COHJIUBOCTh
Co CTOPOHBI Hapymenus
opraHa 3peHus 3peHuUs
Co CTOPOHBI ApHUTMHH, B TOM
cepaua YUCJIC

TaXUKapaus
Co CTOPOHBI [TpuyiuBbI
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COCYMCTOM 2205 65-20
CHCTEMBI : D "4
Co CTOPOHBI ActMma/Y xynue-
OpraHoB HHUE TEUEHHUS
JIBIXaHUS, aCTMBbI
TPYIHOM KIJIETKH
M CPEIOCTEHHUS
Co CTOPOHBI JHuapest Prota
ey IOUHO- 3anop
KHIIEYHOTO TomHoTa
TpakTa Meteopusm
AbGnoMuHaIbL
Has 60J1b
Jucniencus
Co CTOPOHBI Oputema AHTHOHEBPOTH-
KOXH, 3yn YECKUU OTEK
MOJIKOXHOU Crinb KpanuBHuna
KJIETYaTKH
Co CTOpPOHBI [ToBpreHue
MEeYeHU u ypPOBHS
KEJTUEBBIBO15I- «MEYEHOYHBIX)
KX My TEH depMeHTOB B
KPOBH %
xenaryxa***
O6wmue Ycranoctb Orex/nepudepu-
HapyLIECHHS YECKUM O0TEK
Co CTOPOHBI [ToBbIIeHHE
nabopaTopHBIX «TIEYEHOYHBIX»
" (bepmeHTOB,
¢busmooruyec- YPOBHS TJIIOKO3BI
KHX B KPOBH,
nokasarese MOBBIIIEHHE
apTepUaIbHOTO
JIaBJICHHUS,
KoJyiebaHus
roka3aTens
MHO

* JacTOTa HE MOXKET OBITH OLIEHEHA [0 UMEIOLIUMCS TaHHBIM

"y MpepacroIOKECHHBIX MAIlUEHTOB MOTYT Pa3BUTHCS TAKEIBIC aTITICPTHICCKUC p€aKuuy Ha

TTFOKO3aMHWH

*%* BLIIM 3aperMCTPUPOBAHbI CIIydau MOBBIUICHHS (IEYEHOYHBIX» (PEPMEHTOB W Pa3BUTHE
JKEITYXH, HO IPUUNHHO-CIIEICTBEHHAS CBSI3b C IIPHEMOM TUTIOKO3aMHHa He OBbLIa yCTaHOB/IEHA.
BLUTH 3aperuCTPUPOBaHbI CIydaH IHIIEPXOJIECTEPUHEMHH, HO IIPHYHHHO-CIIEAICTBEHHAS CBA3D C

MMPUEMOM IIFOKO3aMHHaA HE ObL1a MMpOAEMOHCTPUPOBAHA.

Coo0meHue 0 Mo03peBaeMbIX HEXKeJIaTeIbHbIX PeaKUHAX

BaxkHo coobmare o0 T0J03pEBAEMbIX HEXKEIAaTEeNbHBIX peaKUusAX T0CjIe perucTpannu
NIeKapCTBEHHOrO TMperapara ¢ Lelblo 00ecreyeHus: HEeNpephIBHOr0 MOHHTOPHHIA COOTHOLICHHA
«TIONb3a — PHCK» JIEKApPCTBEHHOTo Tpenapara. MeanuHCKIM paboTHHKAM pPEKOMEH.yeTCs
co0BIATh 0 JIFOOBIX [O03PEBAEMbIX HeXenaTeIbHbIX peakuusx JIIT depes HaMOHATBHYIO CHCTEMY
co0bLIeHHsS 0 HexenaTebHbIX peakimsx Pb, Pecrmy6nukaHCKoe yHMTapHOE MPEIITPHATAC «IlenTp
SKCIEPTH3 U MCTIBITAHUH B 3[paBOOXPaHEHHN» http://www.rceth.by/ru/Safety/DrugSafety.
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4.9 IlepenosupoBKa /172725 B-707
Jlo HACTOSIEr0 BPEMEHH CIydYad MEePEIO3UPOBKH CIyHMaHHOH WM peHaMEPEHHOM
Hen3BeCTHbl. OCTpble ¥ XPOHMYECKHE TOKCHKOJIOTMYECKHE MCCIENOBAHAS Ha IKHBOTHBIX
[OKa3bIBAIOT, YTO TOKCHUeckue Sp(eKThl M CHMITOMBI MalOBEPOSTHBI MpH jo3ax, B 200 pas
PEBBILIAIOIINX TEPATIEBTHYECKYIO.
B ciyuyae Tmepeno3MpOBKM IpHeM TIIOKO3aMHHA JODKEH OBITh TNPEKPALIEH, MPHHATI
CHMITTOMATHYECKHE ¥ CTAaHIapTHbIE MOIIEPXKUBAIOIINE MEpPhbI, HANpUMEp, I BOCCTAHOBICHHA

BOAHO-3JICKTPOJIUTHOI'O OanaHca.

5. DPAPMAKOJIOTHYECKUE CBOVICTBA
5.1. ®apMakoaAHHAMHYECKHE CBOWCTBA

dapmakoTepaneBTuyeckas rpynna: Jlpyrue HECTCpOMAHbIE MPOTHBOBOCTIAIUTE/IBHBIC H
MPOTHBOPEBMATHYECKHE MTPENapaThl.

Kox ATX MOT1AXO05

MexaHHu3M JECHCTBUS:

[moko3amMuHa cyibar mpeacTaBaseT coboi Ccoilb aMHHO-MOHOCaxapuzaa III0KO3aMHUHa,
KOTOPBIN SIBJISAETCS JHIOTEHHBIM KOMIIOHEHTOM H MPEANOYTHTEIbHBIM cybcTpaToM s CHHTE3a
JIMKO3aMHHOTIMKAHOB M TIPOTEOTIMKAHOB CYCTaBHOTO XpAllla M CHHOBHAJIbHOM JKHMIKOCTH. On
CTUMYJIMPYET CHHTE3 INTMKO3aMHHOTIMKAHOB U ITPOTEOTIMKAHOB CYCTaBHOTO XpAIIa.

dapmakouHaMuueckue 3 EeKThL:

I'moko3amMuHa cyab(ar oOKa3biBaeT aHAOONMYECKHH M aHTHKATabOoIMYeCKHH ¢ dexTel Ha
MeTaboIu3M XpALLa.

Boiee MO3JHME HWCCIENOBaHHMs YCTAHOBMIIM, YTO TJIIOKO3aMHHA Cyibhar CHHXaeT
omocpeoannble IL-1 B b deKTbl, TeM caMbIM IONABIAA KackaJ COOBITH, KOTOPBIC MPUBOJAT K
BOCMAJICHUIO CYCTaBOB W TOBPEXKICHHIO Xpdlld, TakUX Kak CHHTE3 METaUIONpoTeas,
[IUKJIOOKCUTEHa3bl-2 U OEJIKOB BHEKJIETOUYHOTO MAaTpHUKCa, KOTOPhIE OTCYTCTBYIOT B HOPMAaJIbHOM
Xpsle, BbICBOOOXKIEHHE OKCHAA a3oTa M TpocrarianauHa E2, MHruOupoBanue Mposupepanuu
XOHJPOLMTOB M MHAyKuMs rubenn kierok. B ormmmume ot HIIBII, rioko3aMuMH HE MOJABILIET
AKTUBHOCTb LIMKJIOOKCHI€Ha3bl HAIIPAMYIO.

Knnnnyeckas 3G hEKTHBHOCTh M MEPEHOCUMOCTbD:

BesonacHocTh ¥ 3 (EKTHBHOCTD TTIOKO3aMHHA CyJibara Oblia MOATBEPXKACHA B KIMHUYCCKHX
MCTIBITAHUSX C MTPOAOJIKUTENLHOCTBIO JIEYEHHUS 10 TPEX JIET.

Kparko- ¥ cpefHecpo4Hble KIMHMYECKHE HCCJIC0BaHMS IIOKas3ald, 4YTO 3¢ GeKTUBHOCTE
rII0KO3aMHHa Cyb(daTa Mo OTHOMICHHWIO K CHMIITOMaM OCTE0apTpo3a MPOSBIIACTCA yKE Hepes 2-3
Hexenn ero npuMmeneHus. Opnako, B ormmune or HIIBII, rmokosamuHa cyiabdar OKa3bIBacT
IPOIOJKATENBHOE JEHCTBHE, KOTOPOE JUTUTCS OT 6 MECALEB 10 3-X JIET.

KIMHHYECKWE MCCIIEIOBAHUS C €XKEJHEBHBIM IPHEMOM TIJIIOKO3aMHHA Cylbdara B TEYEHHE
nmepuoia A0 3-X JIeT MOKa3alM IPOrpeccupylollee yJydlleHHe CHMITOMOB 3a00JieBaHUs U
3aMelIeHHe  CTPYKTYpPHBIX ~ W3MEHEHHH  CyCTaBa, YTO  MPOJEMOHCTPHPOBAHO 0OBIYHOM
peHTreHorpaduei.

['moko3aMuHa Cysibar MpoJEeMOHCTPHPOBANl XOPOLIYIO MEPEHOCUMOCTD TIpenapara B TCHCHHUC
KPaTKOCPOYHBIX M JIOJITOCPOUHBIX KypPCOB JIEYCHHUS.

5.2 ®apmakoKHHETHYECKHE CBOHCTBA

Abcopbuus

[Mocne mepopambHOrO MpHeMa TJIIOKO3aMHH OBICTPO M TOYTH MOJHOCTBIO (OKOJIO 90%)
BCACBIBAETCH CHCTEMHO Y 3JI0POBBIX JOOPOBOJIBLEB.

AGconoTHas OGHOMOCTYNHOCTh TIJIIOKO3aMHHA Yy YENOBEKa MOCNe IEpOpabHOro mpHeMa
rIOKo3aMKHa cyibdara cocrasnseT 44% wu3-3a s¢pdexra mMepBoro MpOXOKACHUS Tepe3 IEHEHE.
HewnsBecTHO, BIMSET M MPHEM IMHIIK 3HAYMTENBHO HAa OMOAOCTYNMHOCTH Tperapara NMpH TpHeMe
BHYTpb. (MapMakoKMHETHKA TIIOKO3aMMHA JIMHEHHA MOC/Ie OJHOKPATHOro €XeIHEBHOTO MpreMa B
uaTepBane 103 750-1500 Mr ¢ OTKJIOHEHHEM OT JIMHEHHOCTH B JI03€ 3000 mr u3-3a Gosiee HU3KOH
6HOLOCTYTHOCTH. Y MYKUHH He GbUI0 0OHApYKEHO IeHIEPHBIX PA3NIUYHH B OTHOIICHHH abcopOuuu
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¥ OMOJOCTYITHOCTH TJIFOKO3aMHHA. @apmdi«ﬁmhéﬁ“n%(a rnioiﬁoz‘?aMMHa OBUTa CXOIHON 'y 3/I0POBBIX
106POBOIIBIIER U MALMEHTOB C OCTE0APTPO30M KOJIEHHOTO CyCTaBa,

Pacnipenenenue

TTocne mepopanbHOit abcopOuuy, TIOKO3aMMH PacIpeeNseTcss B pasinIHbIX BHECOCY IMCTBIX
KOMITapTMEHTaX, B TOM YHC/Ie CHHOBHAJIBHOH XXHIKOCTH. [ JIFOKO3aMHH HE CBS3BIBACTCS C Oenkamu
naasMbl KpoBH. [105TOMy KpaifHe ManoOBEpOSTHO, YTO TVIFOKO3aMHH CIIOCOOCH K JIEKapCTBEHHOMY
B3aUMO/IEHCTBHIO TIPH COBMECTHOM MpHEME APYIUX JIEKapCTBEHHBIX MPENapaToB, KOTOPBIC CHIBHO
CBSI3BIBAIOTCS C OEJIKAMHU TIa3MBI.

Metabonuzm

Metabonuueckuii npoduiib TIIFOKO3aMHUHA HE H3YYeH, IOCKOJIbKY, SABJIAACH 3SHIAOTCHHBIM
BEIIECTBOM, OH MCIIOJIB3yeTCs B KAYECTBE «CTPOMTEIBHOTO MaTepuaniay Jisi OHOCHHTE3a CyCTaBHBIX
KOMIIOHEHTOB Xpsima. [JIOKO3aMHH B OCHOBHOM ME€TabOIM3UpyeTCs MyTeM MPEBpalleHHs B
reKCO3aMMH, HE3aBHCHMO OT CHCTEMBI LIUTOXPOMOB. KpHcTaniMueckuil IIOKo3aMHHA CyJbdar He
JeiCTBYET HU KaKk MHTHOMTOP, HU Kak uHIyKTop n3odepmentoB CYP450 yenoseka. He oxumaercs
KJIHHWAYECKH 3HAUYMMOT0 MeTab0IMYeCKOro MHrHOMpPOBAHUS W/UITM UHIYKIHOHHOIO B3aUMOICHCTBHUSA
MEXIY KPHCTALTMYECKHM TJIIOKO3aMHHA CyJb(aToM M COBMECTHO BBOJMMBIMH JICKapCTBAMH,
KoTopsle ABJstoTes cyberparamu uzodopm CYP450 yenosexa.

DKCKpeLus

V uenoBeka MepHON TONyBHIBEJAEHUs TJIIOKO3aMHHA W3 Ta3Mmbl cocrtasiser 154. Iocre
nepopaibHOro BBeAeHUs 14C-MedeHOro MIOKO3aMHHA BbLIEIEHHE ¢ MOuoi coctasumio 10£9%, ¢
kasoMm — 11,3+0,1% ot BBemeHHO#N 103bl. CpeaHss SKCKpELUs HCHM3MEHHOIO INIFOKO3aMHHA II0CTIC
TEpOPaIbHOTO BBEJIECHHS Y YeJOBEKa COCTaBIAET OKO0lO 1% OT BBEJECHHOW [03BI, YTO MO3BOJIACT
TPEAINOIOKHT, YTO MOYKH U MEYEHb HE UIPAOT 3HAYUTENIbHOM POJIM B JIMMHHALMY [NIIOKO3aMHHA,
ero MeTaboJUTOB H/WJIH POAYKTOB €ro Aerpafalyy.

OcoOble rpynmnbl NalHEHTOB

Iayuenmor ¢ noyeuHoU uIU NeYeHO4YHOU HeOOCMAmoOYHOCMbIO

VcenenoBanus (papMaKOKMHETHKM TJIFOKO3aMHHA Y MAIMEHTOB C MOYEYHOH WM [EYCHOYHOHU
HEJJOCTATOYHOCTBIO HE MPOBOIMIHCH. JlaHHBIE HCCIIEI0BaHMs ObUTH MPHU3HAHBI HEUENECO00Pa3HEIMH
W3-32 HE3HAUMTEJBHOrO BKJAla I€YeHM M II0YeK B Ipoleccax MeTaboiu3Ma, Oerpajaluu H
SKCKPEIHH TITIoKo3aMuHa. [103ToMy, ¢ y4eToM 6IaronpusTHOro Mpoduiis 6e30MacHOCTH i XOpOoueH
TIEpEeHOCHMOCTH TJIIOKO3aMHHA, MAlMeHTaM C ITOYEYHOH WM MEYCHOYHOH HEJOCTaTOYHOCTBIO HE
TpebyeTcst KOpPEeKTHPOBKA J103bI ITpenapara.

Jlemu u noopocmxu

HccnenoBanus GpapMakOKHHETHKY IIIOKO3aMUHA y IETEH U MOJPOCTKOB HE IPOBOAUIIHCE.

[Hooicunvie nayuenmeol

DapMaKOKHHETHYECKHE HCCIIE[0OBAHMS y MOXKHJIBIX IAlHCHTOB HE NPOBOAWJIKCEH, OAHAKO B
KJIMHUYECKHE MCTBITaHusi SGPEKTHBHOCTH U 6e30MacHOCTH ObLIH BKIIFOYEHBI, IJIaBHBIM o0pa3om,
MOKMITbIE MAlMeHThl. [[0Ka3aHO, YTO Yy JAHHOW KATEropud INAlHEHTOB HET HEOOXOIUMOCTH B
KOPPEKIHH 103Bl.
5.3. JlaHHbI€ JOKJIHHHYECKOI 0€30IacHOCTH
JIOKIMHUYECKHE JaHHBIE HE BBIIBUIA 0COOOH OMAcHOCTH JUISA 4YeJIOBEKa HAa OCHOBE TPAIHIHOHHBIX
HCCIIeIOBAaHUH TOKCHYHOCTH M T€HOTOKCHYHOCTH OJHOKPATHBIX © MHOTOKPATHBIX J03.
B JOKIMHHYECKHX MCCIIEJOBAHMIX HA KphICax HE HAGIIOAANOCh HEOIAaronpusaTHOrO BO3ACHCTBHS HA
hepTHIBHOCTB, pa3BUTHE 3MOPHOHA / IUIOA U MOCTHATAILHOE Pa3BAUTHE. Y KPOJIMKOB HaOII01aIKuCh
Cllydan MATEPUHCKOHN TOKCHYHOCTH (rMGesib W3-3a XKETyJ0YHOrO KPOBOTEUCHHS) U (EeTOKCHUHOCTH
(MOBBIIIEHHAs CKOPOCTh pPEe30pOLKMHK), HO TOJIBKO IIPH BO3ACHCTBUH, KOTOPOE, Kak CHUTACTC,
3HAQUUTEIBHO IIPEBBIIACT MAKCHMAlIbHOE BO3JEHCTBHE HA YEIOBEKA, YTO YKA3bIBACT HA MAJyio
3HAYMMOCTD JJIsl KIMHUYECKOIO UCIIOJIb30BaHHUS.
Pe3ynbTaThl HEKOTOPBIX HCCIIEIOBAHUH in Vilro W in vivo Ha JXUBOTHBIX MOKA3aJH, UTO B/B uH(y3Us
[IOKO3aMHHA B CyNpadapMakoJOrH4ecKuX KOHLEHTPALHMAX CHIKACT CEKPCeLHIO HHCYIINHE,
BEpOSTHO, 3a CcYeT MHrHOMpOBaHHWsS  IJIIOKOKMHA3bl B Oera-KJIe€TKax, M  BBI3BIBACT
MHCYIMHOPE3UCTEHTHOCTD B MepH(epruecKuX TKaHAX. AKTYalbHOCTD Ui Jro/Iel HEM3BECTHA.




6. PAPMALIEBTUYECKHE CBOMCTBA
6.1. Ilepevyennb BcnoMoraTe/ibHbIX BEIECTB
Kucnora nuMoHHas 0e3BoIHas, o
Acnapram (E951), i = g v
Maunnuton (E421),
Cop6uTton (E420). 12725B-702
6.2. HecoBMecTHMOCTH o
He npumenumo.
6.3 Cpok roanoctH
2 roza.
6.4 OcoOble Mepbl NPEAOCTOPOKHOCTH NPH XPAHEHHH
XpauuTh npu Temneparype He Bbime 25°C.
6.5 ®opma BbINYCKA H YIIAKOBKA
[To 3,0 r mnopomka B MakeT W3 KOMOMHHPOBAHHOro Marepuana (Oymara, ITOJIMITHIIEH,
amoMmuHueBas Gosbra, nmoaudTuieH). [lo 10 makeToB BMECTE € JTMCTKOM-BKJIIBIIIEM B IMAYKE U3
KapToHa.
6.6 OcoOble MepbI MPEIOCTOPOKHOCTH MPH YHHYTOKEHHH HCIOIb30BAHHOIO JIEKAPCTBEHHOI0
npenapara HJIM OTXOI0B, MOJY4YeHHBIX Mocje NMPUMEHEHHs JIEKADCTBEHHOr0 Mpenapara HiH
paboThI ¢ HUM U APYTrHe MAHHMYJISILMH ¢ NIPEnapaTom
Ocobblie TpeOoBaHUS OTCYTCTBYIOT.
6.7 Ycii0BuS OTIIYCKA H3 aNITEK
bes peuenta Bpaya.

7. AEP)KATEJIb PETUCTPAIIUOHHOI'O YAOCTOBEPEHUSA
Pecny6nunka benapyce

MHocTpaHHOE MPOU3BOACTBEHHOE YHUTAPHOE NPEINIPUATHE
«Men-uHTEpIIACTY,

222603, Munckas o6nacts, r. HecBux, yi1. Jlenunckas, 115, koM. 204.
Ten/daxc: 8(01770)2-30-72; ren: 8§(01770)6-19-39.

Anpec anexTpoHHO# noytsl: info@med-interplast.com

8. HOMEP PETUCTPAIIMOHHOI'O YAOCTOBEPEHMUSI

9. JATA TIEPBUYHOM PEIMCTPAIIUM (ITIOATBEPKIAEHHUSI PEI'MCTPALIUY,
INEPEPETUCTPALIUN)
Jlata nepBuuHo¥ peructpaunn: 16.12.2015, moarBepxaenus peructpanuu: 14.06.2021.

10. IATA ITIEPECMOTPA TEKCTA



