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OBILASI XAPAKTEPUCTHKA JIEKAPCTBEHIFOFG TPEITAPATA “0%)

1. HAUMEHOBAHMUE JEKAPCTBEHHOI' O IIPEITIAPATA
OPJINCTAT-AJINYM, 120 mr, KarncyJsl.

2. KAUECTBEHHBIN 1 KOJIUYECTBEHHBIN COCTAB
JlelicTByroliee BEIECTBO: OPJIACTAT.

Kaxnas xancyna cogepxut 240 mr opauctara, cyoctanuus-nemiersl 50 %; 120 mr opaucrara.

[TosHBIM CIIMCOK BCIOMOIaTEIbHBIX BEIIECTB CM. B IIYHKTE 6.1.

3. JEKAPCTBEHHAS ®OPMA
Kancynsl.
TBepble kenaTnHoBbIe Karcynbl Ne 1 ¢ koprycoM U Kpbliieukoi roinyooro nsera. Conepxxumoe

KarcyJs — MeJuleThl OeJIOro Wik MOYTH OEJIoro IBETa.

4. KIMHUYECKHUE JAHHBIE

4.1. Illoka3aHusl K IPUMEHEHHUIO

JlnuTenpHAs Tepanus MAleHTOB C OXMpeHHeM (uHaekc macchl Tena (MMT) > 30 kr/m?) umm
TMAUeHToB ¢ U30bITouHOM Maccoit Tema (MUMT > 28 kr/m?), MMEIOIIUX acCOLUUPOBAHHBIE C
O’KUpEHUEM (haKTOpbI PHCKA, B COYETAHUH C YMEPEHHO IMITOKATIOPUHHON IUeTOH.

B komOuHanmuum ¢ TUNOITIMKEMHUYECKMMHU TmpernapatamMu  (MeT(OpMHH, IPOU3BOJIHBIE
Cynb(OHWIMOYEBUHBI U/WUIN UHCYJINH) /WK YMEPEHHO TMIIOKAJIOPUITHON TMETON y MallueHTOB
C caxapHbIM 11abeToM 2 Tuma ¢ U30BITOYHON MAacCOU Tella T 0XKUPEHUEM.

4.2. Peskum 103MPOBaHNS M CIOCO0 MPUMeEHEHHUs

PexxuM J103upoBaHus

JnumenvHnas mepanus nayuenmos ¢ 0dCUpeHuem Ui nayueHmos ¢ usObLMoOYHoU MAccoll meid,
UMeWUxX accoyuupoB8antvle ¢ O0XdCUpeHueM @akmopvl pucka, 6 coyemaHuu ¢ YMepeHHO
2UNOKATOPULIHOU OUemol

VYV B3poCHBIX PEKOMEHJOBAaHHAs J03a OPJIMCTAaTa COCTaBIsAECT OJAHY Kancyny 120 mr ¢ KaXabM
OCHOBHBIM TIPUEMOM TIHIIU (HEMOCPEICTBEHHO 10 €IbI, BO BPEMs €Ibl WIH HE TO3JHEEe 4eM
yepe3 | yac mocie enpl).

B kombumayuu ¢  eunociukemuyecKumu —npenapamamu  (Mem@opmuH,  npou3eoO0Hvle
CYNbOHUNMOUEBUHBL U/UNU UHCYTUH) U/UTU YMEPEHHO 2UNOKANOPULIHOL OUemoll Y NAYueHmos ¢

caxapuvim ouabemom 2 muna ¢ u30blmo4YHOU MACCOU Mena Ul OHCUPEHUEM
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OCHOBHBIM MPHUEMOM MHIIH (HETOCPEACTBEHHO A0 €1bl, BO BpPeMs €lIbl WJIM HE MO3]HEE YeM
yepe3 | yac nocie epl).

YBenuueHue 1036l OpJIMCTaTa CBhIIIEe pekoMeHoBaHHOU (120 Mr 3 pa3a B CyTKH) HE IPUBOAUT K
YCUJICHUIO €ro TepaneBTudyeckoro s dexra.

Oco0BbIe IPVIIILI TAIUEHTOB

THayuenmoi ¢ HapywieHuem yHKyuu neveHu
O} dexTuBHOCTh U OE30MACHOCTh OPJUCTATA Yy MALUEHTOB C HapylIeHHeM (DYHKLIHUU NEYeHU He
HCCJIEIOBAITUCK.
Tayuenmoi ¢ Hapywenuem hyHKyuu novex
O dexTuBHOCT U 0E30MACHOCTH OpJMCTATa Y MAIMEHTOB C HapylIeHHEM (PYHKIIUU MOYEK He
HCCJIEIOBAITUCH.
Tloorcunoii so3pacm
OddexkTuBHOCTF W 0E30MACHOCTh OpJKMCTaTa Yy MAlMEHTOB TOXKWIJIOIO BO3pacTa He
UCCJIEIOBAIIUCK.

eTH
Jnumenvnas mepanus nayuenmos ¢ odcupeHuem Uil nayueHmos ¢ usdblMmoyHol Maccoll meid,
UMEIOWUX ACCOYUUPOBAHHbIE C OXCUPEHUEeM GaKmopvl puckd, 8 COYemauuu ¢ YMepeHHO
SUNOKATIOPULUHOU OUemoli
V nereii crapiie 12 neT peKOMEHI0BaHHAs 103a OPJIMCTATA COCTABIIAET OAHY Karcyiy 120 mr ¢
Ka)KIBIM OCHOBHBIM MPUEMOM MHIIHU (HEMOCPEACTBEHHO JI0 €/1bI, BO BPEMsI €/Ibl U HE MO3THEE
yeM uepe3 1 yac mocine efpl).
D¢ heKTUBHOCTh M 0€30MaCHOCTh OpJIMCTaTa y MalMeHTOB JIETCKOro Bo3pacta (Miaxamie 12 yer)
HE UCCJIEI0BAIINC.

Croco0 rmpuMeHeHus

BHYTpI), C KaXXIbIM OCHOBHBIM IMPHUEMOM ITHIIA (HGHOCpeI[CTBCHHO A0 €4bI, BO BpeMs €Ibl UIIN
HE MO3JIHee YeM 4yepe3 | yac mocie efsi).

Ecnu mpuem mumm npomnyckarT WIM €cli MUIa HE COJEPKUT KUpa, TO MPHEM OpJHcTaTa
TaK)K€ MOYKHO MPOIYCTHTb.

OprmcraT cienyeT IpUHAMATh B COYETaHUH CO COATAaHCHPOBAHHOM, YMEPEHHO THITOKAIOPUHHON
IueTo, conepxarnieit He 6osee 30 % kamopaxka B Buje kupoB. CyTogyHOE OTPEOICHUE KUPOB,
YTJIEBOAOB M OEJIKOB HEOOXOIMMO PAaCHpe/IesiTh Ha TP OCHOBHBIE ITpHEMa.

4.3. IlpoTuBONOKA3aHUS

IloBrmiennas YYBCTBUTCIIBHOCTD K OPJIMCTATy WM APYTHUM KOMITIOHCHTaM IIperiapara.

CuHApOM XpOHUYECKON MaTbabCcopOIIHH.
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XoiecTas.

bepeMeHHOCTS U IeproA IPYAHOTO BCKAPMIIMBAHMUS.
Jerckuii Bo3pact 10 12 ner.
4.4. OcoOble yka3aHHus U MepPbI NPETOCTOPOKHOCTH NPH MPUMEHEHU U

C 0CTOPOKHOCTBIO

ConyTcTBylomas Tepanusl IMKJIOCIIOPUHOM, CONYTCTBYIOLIAasi Tepanus Bap(papuHOM WK
JpYTMMHU aHTUKOAryJssHTaMu (cMm. paszaen 4.5).

Oco0ble yKazaHus

[IpumeHneHue opaucTara JOKHO OBITH MPEKPAIIeHo, eCiu 1nocie 12 Hefenb Tepanuu Macca Telna
CHU3WJIACh MEHEE YeM Ha 5 % 10 CpaBHEHHIO ¢ HAYAJIbHOW Maccol Tena.

Knuanyeckne ucciaenoBaHus BBISABUIM MEHbIIEE CHIDKEHHE MacChl Tella Yy MAalHeHTOB C
caxapHpM AuabeToM 2 TuUMA, MOJYYalOIIUX OPJUCTAT, MO CPABHEHHUIO C TNalMeHTaMu 0e3
caxapHoro quabera, oJyJarolIMMH OPIUCTAT.

Opmucrat 3QPeKTUBEH B IUIaHE JITUTEIHHOTO KOHTPOJIS MAcChl Telia (CHIDKEHHUE MacChl Tella U
ee TMojAJIep)KaHWEe HAa HOBOM YPOBHE, NPEIOTBpAIICHUE TOBTOPHONW MpPUOABKH MacChl Teia).
Jleyenue opaHMCTaTOM MPUBOAUT K YIydlIeHUIO Tpoduis ¢GakTopoB pucka U 3a00seBaHUM,
COIYTCTBYIOIIMX OXXHPEHHUIO, BKIIOYas TUIIEPXOJIECTEPUHEMHUIO, CaxapHbIi nuaber 2 Turma,
HapyIICHUE TOJIEPAHTHOCTH K TIIFOK03€, THIIEPHUHCYINHEMUIO, apTEPHATIBHYIO THIIEPTEH3HIO, U K
YMEHBIICHUIO KOJIMYECTBA BUCLIEPATLHOTO )KHUPA.

[Ipy npuMeHeHMHM B KOMOMHAIIMM C TaKUMHM TUIOTJIMKEMHUYECKHUMH IIperapaTamu, Kak
MeT(GOPMHUH, MPOU3BOJHBIE CYIb(HOHUIMOYEBUHBl W/MIM MHCYJIUH y MAllUEHTOB C CaxapHbIM
nuabeToM 2 Tuma ¢ u36eITouHON Maccoit Tena (MMT > 28 kr/m?) wmm oxupennem (MMT > 30
KI/M?), OpIMCTaT B COYETAHHM C yMEPEHHO TMIOKAIOPHIHON IMeTOH MaeT JOMOTHMTEIhHOE
yIy4IlIeHne KOMIIEHCALUU YTIIEBOJHOIO OOMEHa.

B knmHMYecKMX UCCIe0BaHUAX Y OOJIBIIMHCTBA MAllMEHTOB KOHIIEHTpalul BUTaMUHOB A, D, E,
K u Gera-kapoTrHa B X0/¢ YEThIpEX JIET TEPAIUU OPIMCTATOM OCTABAIUCH B Tpeaeax HOPMEI.
s obecriedeHnst aieKBaTHOTO TMOCTYIUICHUSI BCEX IMHUTATEIBHBIX BEIIECTB MOYKHO HAa3HAYUTH
MOJIMBUTAMUHBI.

[TauveHT pOMKEH mody4yaTh COaJaHCUPOBAHHYIO, YMEPEHHO THIIOKAJOPUIHYIO JHeTY,
comepxanryro He Oonee 30 % kamopaka B BUJIE XHPOB. PekoMeHnyeTcsi muTaHue, Ooraroe
¢pykramu u oBomamu. CyrouyHoe MHOTpeOJeHHE >KUPOB, YIJIEBOAOB U OEJIKOB HEOOXOAUMO
pacripesiesiaTh Ha TPU OCHOBHBIE PUEMA.

[lpy npumMeHeHHWH oOpJKcTaTa HAOMIOAATUCH CIIydyad pPeKTaJIbHOro KpoBoTeueHus. Ilpu
MOSIBIICHUH TSDKENBIX W/WIM CTOMKHUX CHMIITOMOB KPOBOTECUCHHSI HEOOXOIMMO TIPOBECTH

JOITIOJTHUTCIIbHOC 06CJ'I€HOBaHI/Ie.
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YBEJIMYUBATKLCS, €CIIM OPIUCTAT MPUHUMAIOT Ha (JOHE MUTAHHS, OOTATOrO KUpaMH (HAIPUMED,
2000 xkan/cytku, u3z HuX Oosnee 30 % B BUAE KHPOB, YTO PABHSACTCSA MPUMEPHO 67 T KuUpa).
Cyro4Hoe MmoTpebIeHHe KUPOB JTOJDKHO OBITH PacIpesieIeHO Ha TPU OCHOBHBIX mpuema. Eciu
OpJIMCTAT MPUHUMAIOT C IMHUIIEH, OYeHb OOTaTOM KUPOM, BEPOSITHOCTh KEITYJOUHO-KHIICUHBIX
peaKuuid YBEJINUNBACTCS.

Y nanueHToB ¢ caxapHbIM JUa0eTOM 2 THIA YMEHBIIEHUE MACChI TeJa MPH JICYCHUH OPIUCTATOM
COTIPOBOXKIACTCS YIyUYIICHUEM KOMIICHCAIIUH YTIIEBOJHOTO OOMEHA, YTO MOYKET MO3BOJIUThH HIIN
noTpeOOBaTh CHMXKCHHS J03bl THIOTJIMKEMHYECKHX IIpernaparoB (HAmpuMep, MPOU3BOIHBIX
CyITb()OHIUIMOYCBHHBI).

Heob6xoauMo MOHUTOpPHpPOBATH  KOAryJasIIUOHHBIE —MMapaMeTpbl (Hampumep, IOKas3aTelu
MEXKIYHApPOAHOTO HopMaiau3oBaHHOro otHomeHus (MHO)) mpu comyTcTBYyIOIIEH Tepamnuu
NepopaIbHbIMU aHTUKOATYJISTHTAMHU.

B cnydae pa3BuTus TSKENON AUaped NpU IPUMEHEHUU OPJIMCTATA, )KEHIIMHAM, HCHOJIb3YIOIIUM
nepopajgbHble  KOHTpAIENTUBBI,  HEOOXOAMMO  MPUMEHSTh  JOTMOJHUTEIbHBIE  MEpPbI
KOHTpAIICIIHH.

[Ipy npuMeHeHHHM OpIUCTaTa OTMEYAINUCh PEIKHEe CIydaul pa3BUTHsS TUINOTHUPEO3a W/UIHU
HAPYIICHUS €r0 KOHTPOJIs. MeXaHU3M pa3BUTHSI JJAHHOTO SIBIICHUSI HEU3BECTCH, HO MOXKET OBIThH
00YCIIOBJICH CHUKCHHEM BCACHIBAHUS HOUPOBAHHOM COJIM W/WJIH JISBOTHPOKCHHA HATPHSL.
OpnucTaT NOTEHIIMAIBHO CIIOCOOEH CHUXKATh BCACHIBAHUE aHTHPETPOBUPYCHBIX MPEMapaToB JIs
JeYeHus BHUpyca UMMyHomedunuta deiaoBeka (BUY) wu  cHmwkath 3()(HEKTHBHOCTH
aHTUPETPOBUPYCHOU Tepamuu. [lepea HavasoM Teparnuu OPIUCTATOM HEOOXOIMMO TIIATEIBHO
OIICHUTH COOTHOIICHHE MOJIb3bI/PUCKA Y TAKUX MAIMEHTOB.

[Tpu mpuMeHEeHHH OpJKCTaTa BO3MOXXHO Pa3BUTHE OKCalaTHOM HedpomaTtuu, KOTOpas WHOTIA
MOXET IPUBOJUTH K Pa3BUTUIO MOYEUYHON HEIOCTATOYHOCTHU. YBEIIMUYECHUE PUCKA OTMEUYAETCs y
MAIEHTOB C XPOHUYECKON MOUYEYHON HETOCTATOUHOCTHIO W/HIIN JETHApATAIlUCH.

4.5. B3auMojeilicTBMe C JAPYrHMH JIeKAPCTBEHHbIMH TMpenapaTraMu W JApPyrue BHJbI
B3aNMOIeUCTBUA

IIpy OHHOBpPEMEHHOM IIpUEME OpJIMCTaTa M LUKJIOCIHOPUHA OTMEYaJOCh CHUKEHHE
KOHIIEHTpPAllUh [MKJIOCIIOPMHA B IUIA3M€ KPOBU, YTO MOJKET MPHUBECTH K CHUKEHUIO
MMMYHOCYTIPECCUBHOM aKTUBHOCTH IHUKJIOCMOpWHA. Takum 00pa3oM, COIYTCTBYIOIIEE
IIPUMEHEHNE OPJUCTAaTa U LMKIOCIIOPUHA HE PEKOMEHAYETCA. TeM HE MEHEE €CIM TakKoe
COIMYTCTBYIOIIEE TMPUMEHEHHUE SBIACTCS HEOOXOAMMBIM, PEKOMEHIYETCsl MPOBOIUTH Oolee

JaCTBIN KOHTPOJIb KOHUCHTpAllUW HUKIIOCIIOPWHA B INIa3MC€ KPOBHU KaK IIpU OAHOBPEMCHHOM
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KoHueHTpanuio MUKIOCTIOpYHA B IJ1a3Me KPOBH CIIEAYET KOHTPOJIUPOBATH JI0 €€ CTaOUIH3alHH.
[Tpu oxHOBpEMEHHOM IIPUEME C OPJIMCTATOM OTMEYAJIOCh YMEHBLIEHHE BCAChIBAHUS BUTAMHHOB
D, E u 6era-kapotuna. Eciu pekoMeH0BaHbl MOJTUBUTAMUHBI, UX CIEAYET MPUHUMATh HE MEHee
yeM yepe3 2 yaca 1ociie mpruemMa opJrcTaTa Wil Mepes CHOM.

IIpu nepopanbHOM Ha3HAYEHUM aMHOJapoHa BO BpeMs TEpalUU OPJIUCTATOM OTMEYAIOCh
CHIKEHUE CUCTEMHOMW 3KCIO3UIIMK aMHOJIapoHa U Je33Tuinamuoaapona (Ha 25-30 %), onHako B
CBSI3H CO CIIOKHOM (papMaKOKWHETHKON aMHOAAapOHA, KIMHUYECKass 3HAYUMOCTb 3TOrO SIBJICHUS
HesicHa. J[oOaBiieHne opiucTaTra K JUIMTEIbHON Tepanuu aMHOAApOHOM BO3MOXHO NPUBEHET K
CHIDKEHHIO TepareBTHIECKOro 3¢ ¢exra aMuoaapoHa (MCCIeI0BaHHi HE POBOANUIIOCH).
Crnenyer nzberath 0OJJHOBPEMEHHOTO MpUEMa OPJIUCTATa U aCKOpOa3bl N3-3a OTCYTCTBHS TaHHBIX
(bapMaKOKMHETHUECKUX HCCIIETOBAHUH.

[Ipy oOAHOBpEMEHHOM MPUMEHEHUHU OpPJUCTaTa U NPOTHUBOIIMUICHTUYECKUX IPEnapaTroB
HAOJII0JAIMCh Cllydau pa3BUTUs cyaopor. IIpuumHHO-clIenCTBEHHAs CBSI3b MEXAY pPa3BUTHEM
CyJIOpOr M Tepamnueil OpJUCTaTOM HE YCTaHOBJIEHA. TeM He MeHee, ClIelyeT MOHUTOPHUPOBATh
COCTOSTHUE TMAIMEHTOB Ha NpPEeIMET BO3MOXXHBIX H3MEHEHUH B YacTOT€ W/WIH TSHKECTH
CYJIOPOKHOTO CHHJIPOMA.

[Io paHHBIM KIMHUYECKMX MCCIEAOBaHUN OTCYTCTBYET B3aMMOJEWCTBHE OpJIMCTaTa C
AMHUTPHUITAIMHOM, aTOPBACTAaTHHOM, OWTyaHUJaMH, JAUTOKCUHOM, (pubpatamu, (HIyoKCEeTHHOM,
J03apTaHoM, (PEeHUTOUHOM, MIEPOPATLHBIMH KOHTpPALIETITUBAMHU, (JEHTEPMUHOM, MPaBACTATHHOM,
HupenunuaoM ['UTC (ractpouHTecTHHAIbHAS TepaneBTUYECKas CUCTeMa) U HU(DETUIMHOM C
MeJIEHHBIM BBICBOOOXK/IEHUEM, CHOYTPAMUHOM WJIH 3TaHOJIOM.

OpHaxo Mpu OJJTHOBPEMEHHOM IIPUMEHEHUH OpJIMcTaTa U Bap(apuHa U IpyruxX aHTUKOAryJIsHTOB
MOYKET HaOIM0JaThCsl CHMKEHHE MPOTPOMOMHA M TOBBIIICHHE MOKa3aTess MEeXIyHapOJHOTO
HopManu30BaHHOTo oTHoweHuss (MHO), uTo MOXeT NpUBECTH K U3MEHEHUIO TeMOCTaTUYECKHX
IIOKa3aTeNIeH.

Heobxonnmo monutopupoats nokazarenu MHO npu comyrcrByromieil Tepanuu BaphapuHOM
WIN APYTUMHU NEPOPATbHBIMUA aHTUKOATYJITHTaAMH.

OTMmeyanuch peakHe Ciayd4ad TUIOTHpPEeO3a W/WIM HapylIeHHs €ro KOHTpoJis. MexaHusm
pa3BUTHS JAHHOTO SIBJICHMSI HEU3BECTEH, HO MOKET ObITh 00YCIIOBJIEH CHU)KEHUEM BCACHIBAHUS
HOMPOBAHHOMN COJIM W/WUJIH JIEBOTPUKCHHA HATPHUSL.

OTmeyanuch ciydyau CHIKEHHS 3(p(PEeKTUBHOCTH aHTUPETPOBUPYCHBIX MPENapaToB JUisl JICUESHHUs
BHY, anTnaenpeccaHTOB M HEWPOJENTHKOB (BKJIKOYAsl Mpenaparbl JIMTHUS), COBIAJAIOIINE C
HAYaJOM NPUMEHEHHUs OpJMCTaTa y paHee KOMIIEHCHPOBAaHHBIX MallMEeHTOB. Tepamuio cieayer

Ha4YWHaTh TOJBKO ITOCJIC THIaTCJ'II)HOI\/'I OILI€CHKH €€ BO3MOKHOI'O BJIMAHNS HAa TAKUX ITAITUCHTOB.
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9TO B OTHECNBHBIX CIIy4asX MOXKET TPHUBECTH K HE3aIIAHUPOBAHHON OEpeMEHHOCTH.
PexoMeHyeTcss IPUMEHSTh JOMOTHUTEIBHBIA METOJ] KOHTPAIEIIINH TaKKe B CIIyd4ae Pa3BUTHS
TSDKEJION TUApEH.

4.6. ®epTHIBHOCTD, 0ePEMEHHOCTDb U JIAKTALMS

bepemeHHOCTD

B wuccrmenoBaHMsIX pENpOAYKTHBHOM TOKCUYHOCTH HAa JKMBOTHBIX TEPATOICHHOTO U
AMOpUOTOKCHUYECKOTO 3(ddekTa mnpenapara He HabMOHaNOCh. B OTCYTCTBHE TepaTOreHHOro
a(ddekra y KUBOTHBIX OXHAATh MOM00HOTO 3ddekra y yenoBeka He cienyer. OmHAKO H3-3a
OTCYTCTBUS KJIMHHYECKUX JIAHHBIX OPJIMCTAT HE CIEAYeT Ha3HAYaTh OCPEMEHHBIM.

Jlakrarust

HeusBecTHO, MPOHUKAET JIM OPIUCTAT B TPYJHOE MOJIOKO, TO3TOMY €ro MPUMEHEHHE B MEPHOJ
TPYAHOTO BCKapMIIMBAHUSI POTUBOIIOKA3aHO.

DdepTUabHOCTD

HccnenoBanust BIUSHUS OpJIMCTaTa HA PEPTHILHOCTH YEIIOBEKa HE TIPOBOIUIOCH.

4.7. BausiHMe Ha CHOCOOHOCTH YNPABJATH TPAHCHOPTHBIMHU CpeACTBAMU U padoTaTh C
MeXaHMu3MaMH

OpiucTaT He BIUSET Ha CIOCOOHOCTD YIPaBJISITh TPAHCIOPTHBIMU CPECTBAMHU U MEXaHU3MaMHU.
4.8. Hexkes1aTeibHbIE peaKkIUH

JlaHHBIC KIMHUYESCKUX MCCICIOBAHUN

Jlis onucaHusl 4acTOTHl MOOOYHBIX PEAKIMN HCHONb3YIOTCS CIEAYIOIIME KAaTeropuu: OYeHb
gacto (> 1/10), wacto (= 1/100 u < 1/10), mewacto (> 1/1000 u < 1/100), peaxo (= 1/10000 u
< 1/1000) u ouens peako (< 1/10000), Bxiatoyast OTAEIbHBIE CITyJaH.

[ToGouHble peakuMM Ha OpPIMCTAT BO3HUKAIM IJIaBHBIM OOpa3oM CO CTOPOHBI JKENyJ0YHO-
KHIIEYHOTO TpakTa M ObUIM OOYCIOBIEHBI (apMaKoJOTHUYECKUM JIEHCTBHEM OpJIHCTATa,
NPEIATCTBYIOIICTO BCACBIBAHWIO JKHUPOB ITHUIIH. Yacrora Pa3sBUTUA HEKEIATCIbHBIX SIBJICHUN
YMEHBIIATACh MPH JUTUTEIFHOM UCTIOIb30BaHUH OpJIHCTaTA.

VYKa3aHHbIE HI)KE HEXKeJaTeNIbHbIE SBJICHUS BO3HUKAIN C 4acTOTOH > 2 % M MHIMIEHTHOCTbHIO
> 1 % no cpaBHEeHHIO ¢ TIaEe0o.

Hnpexyuonnvie u napasumapHule 3a001€6anus: 09€Hb YaCTO — TPHIIIL.

Hapywenus co cmoponvl 0Omena geujecms: 09€Hb YaCTO — TUITOTITMKEMUST ™.

Hapywenusa ncuxuxu: 4acto — TpeBora.

HapymeHuﬂ CO CMOPOHbL HepGHOIZ cucmemvl: OYEHb YacTO — T'OJIOBHAS 0OJIb.
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OUeHb 4YacTo — WHQEKIUS BEPXHUX [bIXaTCNbHBIX IyTeH,; YacTo — HHQPEKIUS HUKHUX
JIBIXATEIIbHBIX TyTEH.

Hapywenus co cmopoHbvl diceny0ouno-KuuledHo2o mpaxkma. O4YeHb YacTo — O0onM WiIu
TUCKOMGOPT B JKUBOTE, MACISHUCTBIC BBIICICHUS U3 MPSAMOM KHUIIKH, BBIJCICHHUE Tra3oB C
HEKOTOPBIM KOJIMYECTBOM OTIEIIIEMOTO, MMIIEPATUBHBIC IMO3BIBBI Ha Je(eKalnio, CTeaTropes,
METEOPHU3M, KUAKHHA CTYI, yJalleHue AedeKaluu; 4acTo — 00N WM AUCKOM(POPT B MPSMON
KHIIKE, «MSITKWUID» CTYJ, HEJIep)KaHue Kaja, MopaxeHue 3yOOB, MOpPakeHUE IECEH, B3AyTHE
KUBOTA™.

Hapywenus co cmoponsl nouex u Mouegbl800Awux nymeil: 4acTo — MH(OEKINs MOUYEBBIBOSIINX
IyTeH.

Hapywenus co cmoponbl nonogvlx 0opeanos u MOJNOYHOU cele3bl. YacTO — HEpPeryJspHbIe
MEHCTpYaIHH.

Obwue paccmpoticmea u HapyuleHus 8 Mecme 68e0eHuUs. 1acTo — Cl1aboCTh.

VYV nmamueHToB ¢ caxapHbIM AUA0ETOM 2 THIA XapaKTep U 4YacTOTa HEXKEIATENbHBIX SIBICHUI
OBLIM COMOCTAaBUMBI C TAaKOBBIMHU Yy JHI] Oe3 caxapHoro auabera ¢ U30BITOUYHON Maccoil Tena u
OKUPEHHUEM.

*ENMHCTBEHHBIMU HOBBIMH ITOOOYHBIMHU SIBJICHHSIMH Y IMAllUEHTOB C OXKUPEHUEM M CaXapHBIM
nuabeToM 2 THma ObUIM THUIOTJIMKEMHUYECKHE COCTOSHHUS (OYeHb YacTO) M B3IyTHE J>KHBOTA
("4acTo), BO3HUKABIIIKME C YACTOTOU > 2 % M MHIUJEHTHOCTHIO > 1 % 10 CpaBHEHHIO ¢ TIaIeoo.
YacrtoTa HapyIIeHH CO CTOPOHBI JKEIyJOYHO-KUIIEYHOTO TpaKTa YBEIMYMBACTCS TpHU
MOBBIIICHUH COJCPXKAHUA JKMpa B mNHUTaHUU. [laniueHTOB cienyeT WHPOPMUPOBATH O
BO3MOKHOCTH BO3HUKHOBEHHSI TOOOYHBIX PEAKIIMI CO CTOPOHBI KEIYA0YHO-KUIIEYHOTO TPAKTa
U OOy4YuTh, KaK YCTPAHITh UX IMYTEM IIyUIIero COOJIIOJICHUS AHETHI, OCOOEHHO KOJIMYECTBa
cozepskamierocss B Heil xkupa. [IpuMeHeHue TUEThl ¢ HU3KUM COJIEpP’KaHUEM >KUpa YMEHbIIAET
BEPOSITHOCTh MOOOYHBIX JIEUCTBUI CO CTOPOHBI KEITYJOUYHO-KHUIIIEYHOTO TPaKTa M TEM CaMbIM
MOMOTaeT MallMeHTaM KOHTPOJIMPOBATH U PETYIIUPOBATH MOTPEOIECHUE KUPOB.

Kak mpaBuio, ykaszaHHble TOOOYHBIE pEaKUWU SBJISIOTCS Cl1ad0 BBIpAXCHHBIMH U
TpaH3uTOpHBIMU. OHU BO3HUKATIM Ha paHHUX dTamax JiedeHus (B MepBble 3 Mecdlla) IpU4YeM y
OOJIBIITMHCTBA MAIMEHTOB ObUIO HE 00JIEe OJTHOTO AMU30/1a TAKUX PEAKITUH.

B 4-netHeM KIMHMYECKOM HCCIEAOBAaHUHU OOMIMI Mpoduiasr 0€30MacHOCTH HE OTIWYAICS OT
TaKOBOTO, IMOJIyUYeHHOTO B 1- u 2-metHux wuccienoBanusx. llpm sTom oOmas dactora
BO3HUKHOBEHHUS HEXKENATeIbHBIX SIBIEHUH CO CTOPOHBI JKETYJOYHO-KHIIEYHOTO TpaKTa
€XETOTHO YMEHBINIAJIach Ha TPOTSHKEHUH 4-JIETHETO TIepruojia IpreMa mpernapara.

[TocTMapKkeTHHTOBOE HAOIIOJIECHIE
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MOCTPETUCTPAIIMOHHBIX COOOIIEHUIX, YaCTOTA PA3BUTHUS HEU3BECTHA.

Hapywenusa co cmoponvl ummyHHOU cucmemvl. PEAKIMH THIIEPUYYBCTBUTEILHOCTH, TJIABHBIMU
KJIMHUYECKMMH CHMIITOMaMHU KOTOPBIX OBLIM 3YyII, CHIllb, KPAalMBHUIA, aHTHOHEBPOTHYECKUH
OTEK, OpoHXOcIa3M, aHapUITaAKCHS.

Hapywenus co cmoponbl dceny0ouHO-KUWEYHO20 MpaKkma. PEKTAIbHOE KPOBOTECUYCHHE,
JTUBEPTUKYJIUT, TAHKPEATHT.

Hapywenus co cmopouvl neueHu u Hcenyebl@ooAwux nymei. XOJIEIUTHA3, OTICNIbHBIC,
BO3MOXKHO CEphE3HBIC CIy4ad MOPAXKCHHs TCUCHH, MPUBOISANIME K €€ TPAHCIUIAHTAIMH WU
JeTaTbHOMY HCXOITY.

Hapywenus co cmopoHul Kodtcu u NOOKOIHCHbIX mKaHell: OyIae3Has ChIIb.

Hapywenus co cmoponvl nouex u mouesbleo0siueco mpaxkma: OkcanaTHas HedpomnaTus, KoTopas
WHOT'/Ia MOXET IPUBOJIUTH K PA3BUTHIO MIOYEYHON HEJOCTATOYHOCTH.

Jlabopamophnvle Hapywienus: TIOBBIIICHWE aKTUBHOCTU «IIEYCHOYHBIX» TpPAaHCAMHUHA3 W
nIesIovHor  ocdaraspl, CHUKCHHE KOHIICHTPAIMH MPOTPOMOWHA, YBEIUYCHHE 3HAYCHUH
MEXyHApOJIHOTO HOopManu3oBaHHOro otHomeHus (MHO) u cinyyam HecOamaHCHPOBAaHHOM
TEpanuy aHTUKOATYJISHTAMHU, YTO MPUBOIAMIO K U3MEHEHHUIO TEMOCTATHYECKHUX MapaMeTPOB (CM.
paszaen 4.5).

[Tpr 0AHOBpEMEHHOM MIPUEME OPIIUCTATa U MMPOTUBOAIIICTITAYECKIX MTPEIapaToB HAOIIOIATUCH
cllydad pa3BUTHsI CyZ0por (cM. pasnen 4.5).

3apeFI/ICTpI/IpOBaHBI CJIy4an pa3BUTHI THIICPOKCAITYPHUH.

Coo011eHne 0 moI03pEBAEMBIX HEXKEIATEIBHBIX PEAKIIHIX

BaxxHo coo0mare 0 MOJ03peBaeMbIX HEXKENATeNbHBIX PEaKIUsAX T[OCJe PEeTUCTpaluu
JIEKapCTBEHHOTO Tpernapara ¢ 1eIbl0 00ecredeHrs HEMPEePhIBHOIO MOHUTOPUHTA COOTHOIIICHUS
«T0JTb3a — PHUCK» JIEKAPCTBEHHOTO TMperapara. MeIuIMHCKIM pa0OTHHKAM PEKOMEHIyeTCs
coo0maTe O JOOBIX MOJ03PEBAEMBIX HEKENATENBHBIX PEAKIHIX JIEKAPCTBEHHOTO Ipernapara
yepe3 HallMOHAJbHBIE CUCTEMBI COOOIIEHUS O HEKEIaTeNbHBIX PEaKIIHsIX TOCyIapCTB — YJICHOB
EBpa3uiickoro 53K0HOMHUYECKOTr0 COI03a.

Poccuiickas ®@eoepayus

®denepanpHas cayx0a mo Haa30py B cdepe 3apaBooxpanenus (Poczapasuanzop)

Anpec: 109012, r. MockBa, CrnaBsiHCKast miomaip, 1. 4, ctp. 1

Tenedon: +7 800 550 99 03

E-mail: pharm@roszdravnadzor.gov.ru

Caitt: https://www.roszdravnadzor.gov.ru
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4.9. Ilepeno3upoBka

B xnmHHMYECKHX MCCIENOBAaHUX Y JIUL C HOPMAJIBbHOW MacCOW TeJla U MAlUEHTOB C OKUPEHUEM
npueM pas3oBbix 103 800 Mr uiam MHOTOKpaTHBIN npuem opauctarta o 400 Mr 3 pa3a B CyTKU B
TeyeHue 15 aHel He COMpPOBOXKAAICS MOSBICHUEM CYIIECTBEHHBIX HEXKENATEIbHbBIX SIBICHUH.
Kpome Toro, y maijueHTOB ¢ O)KUPEHHUEM €CTh ONBIT IPUMEHEHU oparcTara 1mo 240 mr 3 pasa B
CyTKH B T€UE€HHE 6 MECSIEB, YTO HE COMPOBOXKAAIOCH JOCTOBEPHBIM YBEIWYECHUEM YaCTOTHI
HEXEJATeNbHbBIX SIBJICHUM.

B ciywasx mnepeno3upoBKH oOpiMcTaTa cooOmiasioch MO0 00 OTCYTCTBHUHM HEKeIaTeIbHbIX
ABJICHUH, OO0 HEeXellaTeNbHbIE SBJICHUS HE OTIMYAINCh OT TeX, KOTOpble HAOIIONAI0TCS MpU
npueMe npenapara B TEpaneBTUUECKUX J103aX.

B cnyuae BeIpaXeHHOW TEPEIO3UPOBKH OpIIMCTaTa PEKOMEHAYETCS HAOMI0JaTh MAIMCHTa B
teyenue 24 vacoB. [lo gaHHBIM HCCIEAOBaHUN y YelOBEKAa W KMUBOTHBIX, JIIOObIE CHCTEMHBIC
3¢ dexTs, KOTOphle MOXHO ObLIO OBl CBSi3aTh C JUNA30MHTUOMPYIOIIMMH CBOWCTBaMU

OpJIACTATA, IOJDKHBI OBITH OBICTPO OOPATUMBI.

5. PAPMAKOJIOTHYECKHUE CBOMCTBA

5.1. @apmakoauHaMHUYecKHe CBOHCTBA

dapMakoTepareBTHYECKas TPYIINa: HHTHOUTOP JIUIA3 )KeIyI0YHO-KUIIIEYHOTO TPAKTA.

Kon ATX: AOSABOI.

OpnucTaT — MOIIHBIN, ceUpUIECKUi 1 00paTUMbIH HHTUOUTOP JKETYJOYHO-KUIICYHBIX JIUIIA3,
o0nafaomui MpoJOHKUTETbHBIM IeicTBHEM. Ero TepaneBTH4YecKoe NeHCTBUE OCYIIECTBISETCS
B MPOCBETE JKEy/IKa U TOHKOTO KHUIIIEYHUKA U 3aKITF0YAETCsl B 00pa30BaHUM KOBAJIEHTHOM CBSI3U
C aKTHBHBIM  CEPUHOBBIM  YYaCTKOM  JKEIYJOYHOM U  IMMAHKPEaTH4YEeCKOW  JiMmas.
NHakTUBUPOBaHHBIH (EpMEHT TpPH ITOM TEpsSET CIOCOOHOCTh PACHICIUISATh >KUPHI IHIIH,
nocrynaromnme B (GopMe TPUTTUIEPUIOB, HA BCACHIBAIOIINECS CBOOOHBIC KUPHBIE KUCIOTHI U
MoHOTTHUIEepuAbl.  [lOCKOJIbKY — HEpacIlelJieHHbIE  TPUTJIMIIEPUIBI ~ HE  BCACBHIBAIOTCH,
BO3HHKAIOIIIEE BCIEJCTBUE STOTO YMEHBIICHUE TOCTYIUICHUS KaJOpUl B OPTaHU3M MPUBOAUT K
YMEHBIIIEHWI0O Macchl Tena. TakuM o0pa3oM, TepamneBTUYECKOe JeWCTBHE Mpemnapara
OCYyIIeCTBIsIeTCsl 6€3 BCachlBaHUsI B CUCTEMHBIN KPOBOTOK.

Cyast o pe3ynbTataM COACp X aHUs )KUpa B Kaje, ISHCTBUE OpIUCTaTa HaYnHaeTcs yepe3 24—48
yacoB nocie npuema. [locme oTMeHsl mpenapara coaepkaHue kupa B Kaje depe3 48—72 yaca
0OBIYHO BO3BPAIAETCS K YPOBHIO, UIMEBIIIEMY MECTO JI0 Hayasia Teparuu.

DddexTUBHOCTD

HauueHmbz C oorcuperHuem
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0oJbIIIas TOTEPs. MACChI TEJIA TI0 CPABHEHUIO C MAllMEHTaMH, HAXOSIIUMUCS HA JUETOTEPAIUU.
CHmKeHHe Macchl Tella HAUMHAJIOCh YK€ B TEUEHHE NEPBBIX 2 HEAeINb MOCie Havalla JICUCHUs U
IpoJOoDKaoch OT 6 10 12 MecsieB Aaxe y MAallMEHTOB C OTPHUIATEIbHBIM OTBETOM Ha
nuetorepanuio. Ha mpotsbkenun 2 yieT HaOMIOAANOCh CTATUCTHYECKH 3HAYMMOE YIydIlIeHHE
npoduns MeTabonmuecKkux (GakTOPOB PHCKA, COMYTCTBYIOIIMX OXUpeHHI0. Kpome Toro, mo
CPaBHCHHIO C TIPUEMOM IUIAe00 OTMEYaoCh 3HAYMTEIHLHOEC YMEHBIICHUE KOJIMYECTBA JKHUpa B
opranu3me. Opnucrar 3¢(eKTUBeH B OTHOLIEHUHM MPEAOTBPAIICHUS MOBTOPHOM MPHUOABKU
Mmacchl Tena. [loBTopHBIM Habop Macchl Tena, He Oosiee 25 % OT MOTEPSHHOrO, HAOIIOAATCS
MPUMEPHO Yy TOJIOBUHBI MAIMEHTOB, a y IMOJIOBUHBI M3 JTUX IAlMEHTOB MOBTOPHOTrO Habopa
Macchl Tejla He HaOJII0JalIoCh WK Ja)Ke OTMEYalIOCh JallbHEHIIee ero CHIKEHHE.

Tayuenmsi ¢ odrcupenuem u caxapuvim ouabemom 2 muna

B kiInMHUYecKuX HCCIeNOBAaHUSX UIMTENBHOCTBIO OT 6 MecsleB 10 | roja y MalMeHTOB C
M30BITOYHONM Macco Teja WM OXXUPEHHWEM M CaXxapHbIM 1uadeToM 2 THUMa, MPUHUMAIOIINX
opiucTar, HaOnroAanach OoJibllIasi IOTEPs Macchl Tejla MO CPaBHEHHIO C MallUEeHTaMH,
MPOXOJUBIIMMH JIEUEHUE TOJIbKO aueroTepanueil. Iloteps macchl Tena mpoucxoiuiia B
OCHOBHOM 3a CUET YMEHBIICHHUS KOIWYecTBa *upa B opranusme. Cieayer OTMETUTh, YTO 110
HayaJia MCCIIeIOBAaHUs, HECMOTPSI HA MPUEM TUIOTJIMKEMUYECKUX CPEJICTB, Y MallMEHTOB YacTO
OTMEYAJICS HEJOCTAaTOYHBIM KOHTPOJb TiukemMuu. OJHAKO TpU TPOBEACHUH TEparuu
OpJMCTATOM HAONIOAANOCh CTATHCTUYECKM M KIMHUYECKH 3HAUMMOE YIIyYIIEHHE KOHTPOJIS
rmukemun. Kpome Toro, Ha QoHe Tepamuu OpJMCTaTOM HAOIIOJANOCh CHIDKEHUE 103
TUTIOTJIMKEMUYECKUX  CPEJCTB,  KOHIICHTPAllUM  WMHCYJIMHA, a TakKe  yMEHBIIEHUE
WHCYJIMHOPE3UCTEHTHOCTH.

Ymenvwenue pucka pazeumus caxapnozo ouabema 2 muna y nayueHmos ¢ 0dicupeHuem

B 4-netHeM KIMHUYECKOM UCCIIEOBAHUH OBLIO MOKA3aHO, YTO OPIUCTAT 3HAYUTEIHHO CHIKAET
PHCK pa3BUTHA caxapHoro nuadera 2-ro tuna (nmpuMepHo Ha 37 % 1o CpaBHEHHIO C Tu1anedo).
CreneHb yMeHBIIIEHUs pUCKa OblIa Jake Ooyiee 3HAUMUTETHLHON y TAIMEHTOB C HCXOJHBIM
HapyIIeHHEeM TOJEPAaHTHOCTH K IIoKo3e (mpubnusutenbHo Ha 45 %). B rpymme Tepanuu
OpJMCTAaTOM OTMedajach Ooliee 3HAUMTENbHAs MOTEeps MAcChl Tella MO0 CPABHEHUIO C TPYIIOi
wiane6o. [logaepxanue Macchl Tena Ha HOBOM YPOBHE HaOJ0JalIoCh B TEUEHHE BCEro Meprojia
uccienoBanus. boiee TOro, mo cpaBHEHHUIO € IJanedo y MAaIMEeHTOB, MOJIyYaBIIUX TEPaIUIo
OpJIMCTATOM, HAONIOAANOCh 3HAUUTENbHOE yIydlleHne MNpoduiis MeTabonnuecKux (GakTOpoB
pucka.

Ilybepmammnoe oxcupenue
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opiucTara HabJI0JAT0Ch YMEHBIIIEHUE MHIEKCA MAaCChl TeJla 10 CPABHEHHIO C TPYIION miarebo,
IJIe OTMEUAIOCh JaKe YBEIMYCHHE MHJEKCAa Macchl Tena. Kpome Toro, y marueHTOB TPYIIIBI
OpJHCTaTa OTMEYAOCh YMEHbILIEHUE KUPOBOM MACChl, a TAaKXK€ OKPY>KHOCTH Taluu U Oefiep 1o
CpaBHEHMIO ¢ rpynmnod mianedo. Takke y MalUEHTOB, MOJYYaBUIMX TEPANMIO OPIIMCTATOM,
OTMEUAJIOCh 3HAYUTEIFHOEC CHIDKEHHE JIMACTOJIUYECKOrO apTepUANbHOTO JABJICHUS 10
CPaBHEHHIO C TPYMION TU1ane6o.

5.2. ®apMakoKHHeTHYeCKHe CBOiicTBA

AOGcopOuus

Y 100pOBOJIBIIEB C HOPMAIILHON Maccol Tella U 0)KUPEHUEM CHCTEMHOE BO3/CHCTBHE Mpernapara
MuUHUMaNIbHO. [locie oIHOKpaTHOro mnepopalbHOrO MpueMa mpenapara B jgo3e 360 wr
HEU3MEHEHHBI OpJUCTaT B IUIa3ME OMNpPENEINTh HE YyOAloCh, YTO O3HA4YaeT, 4YTO €ro
KOHIIEHTPAIIUU HAXOAATCSA HUXKE YPOBHS 5 HI/MIIL.

B oejioM, IOCJIC MpueMa TCPallCBTUUCCKHUX 03 BBIABHUTH HEeU3MEHEHHBIN OpJIUCTaT B IJIa3MC
yAaBaJOCh JIMIIb B PEAKUX CIydyasx, MPH OTOM KOHLEHTpPAIMU €ro ObUIM KpailHe MaJibl
(< 10 ar/mn wiu 0,02 MxMoJIb). [Ipu3HAKH KyMyJISIHHA OTCYTCTBOBAJIHU, YTO MOJATBEPIKIAET, YTO
BCACBIBAHHE OPJIUCTaTa MUHUMAJBHO.

Pacnpenenenne

O0beM pacripesiesieHus! ONpPENEIUTb HEb3s, MOCKOIbKY OpPJIMCTAT OYEHb IUIOXO BCACHIBAETCS.
In vitro opsmcrar Gonee uyem Ha 99 % cBs3bIBaeTCS ¢ OeinKamMu IJ1a3Mbl (B OCHOBHOM C
JUTONPOTENHAMU U albOyMHUHOM). B MUHUMAaTbHBIX KOMTUYECTBAX OPJIUCTAT MOXKET MPOHUKATH
B OPUTPOILIUTHI.

buorpancdopmarms

Cyns mo JaHHBIM, MOJYYEHHBIM B OSKCIIEPUMEHTE Ha >KMBOTHBIX, METa0OJIM3M OpJUCTaTa
OCYILECTBIISICTCS TJIABHBIM 00pa30oM B CTEHKE KHUILIEYHUKA. B MccienoBaHuy y JIUI ¢ 0)KUPEHHUEM
YCTaHOBJIEHO, 4TO mpuMepHo 42 % oT Toil MMHMManbHOW (pakuuu mpenapara, KOoTopas
MIOJIBEPTaeTCsl CUCTEMHOMY BCACHIBAHMIO, TPUXOIUTCS Ha J[Ba OCHOBHBIX MeTabomura — M1
(4eThIpeXwIEHHOE THIPOIM3HPOBAHHOE JAKTOHOBOE KOJBIO) U M3 (Ml c¢ oTuenieHHbIM
ocratkoM N-popmusieiuna).

Monekynst M1 u M3 uMmeroT oTKpbITOe [-TaKTOHHOE KOJBIO U KpaiHe ci1abo MHTHOUPYIOT
nuna3zy (coorBerctBeHHO, B 1000 1 2500 pa3 cnabee, yem opnuctat). C yueToM Takoid HU3KOU
UHTUOMpPYIONIeH aKTUBHOCTUM M HU3KHMX IUIA3MEHHBIX KOHIIEHTpauui (B cpeaHem, 26 HI/MII U
108 Hr/mMn  COOTBETCTBEHHO) TOCJE€ TMpHEMa TEPareBTHUECKUX 103, O3TH METa0OJIUTHI

paccMaTpUBAIOTCS KakK (PapMaKOJIOTHIECKH HEAKTHBHBIC.

DIMMHHAINS
11
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MyTeM SJIMMHUHAIMU SIBISIETCS BBIBEICHHE HEBCOCABIIErocs opiucrata ¢ kamom. C kaiom
BBIBOAMIIOCH OKOJIO 97 % mpuHATON A03BI OpaucTaTa, mpu 3ToM 83 % — B BUJI€ HEU3MEHEHHOTO
opiucrata. COBOKyNHasi MOYEYHAas SKCKPELUUs BCEX CyOCTaHLUN, CTPYKTYpHO CBSI3aHHBIX C
OpJIMCTAaTOM, COCTaBiIA€T MeHee 2 % MpuUHATOM 103bl. Bpemss 10 MONHOW 3IMMUHALUU
npenapara M3 opranusMa (¢ KajaoM U Mouoi) paBusiercss 3—5 nausm. COOTHOIEHHE MyTel
BBIBEJICHHSI OpJIMCTaTa y AJOOPOBOJIBIIEB C HOPMAJIBHON M M30BITOUYHOM MAaccoi Tella 0Ka3aloch
onuHakoBbIM. Kak opiuctat, Tak u Metabonmutel M1 u M3, MoryT mojaBepraThCsi SKCKPEIUU €
HKEITYBIO.

Oco0BbIe IPVIIILI TAIUEHTOB

[Tna3MeHHbIE KOHIIEHTPALUH OpaucTara u ero MetabonutoB (M1 u M3) y nereit He oTIMYaIOTCS
OT TaKOBBIX Y B3pOCIbIX IPH CPaBHEHUU OJMHAKOBBIX 103 mpemnapara. CyTrouHas 3KCKpeuus
XKHpa ¢ KaJoM coctaBuia 27 % oT mpueMa ¢ Nuilel mpu Tepanuu opiaucratoM u 7 % — npu
npueme 1anedo.

JIOKJIMHHAYECKUE NAaHHBIE 110 0€300aCHOCTH

CornacHo NOKJIMHHYECKUM JIaHHBIM, TOMOJIHHUTEIbHBIX PHUCKOB JJIsl MAlMEHTOB, KACAIOIIUXCS
npoduns  0e30MacHOCTH,  TOKCHMYHOCTH,  TIE€HOTOKCUYHOCTH,  KAHIIEPOTEHHOCTH U
PeNpOIYKTUBHOM TOKCUYHOCTH, BBISIBIIEHO HE ObUIO. B mMccneqoBaHusx Ha KUBOTHBIX TaKKe HE
OBLJIO BBISBIICHO TepaTOreHHOTO 3(ddekTa. B CBsA3M ¢ OTCYTCTBHEM TepaToreHHOro 3ddekra y

JKUBOTHBIX, MAJIOBEPOSATHO €I'0 BBISIBJICHUC Y Hmﬂeﬁ.

6. PAPMAIIEBTUYECKHE CBOMCTBA
6.1. IlepeyeHb BCIOMOraTebHbIX BelIeCTB
[emnron03a MUKPOKpUCTAIIIINYECKAS]
KapOoxcumeTrnnkpaxmai HaTpus (HaTpus KpaxMaiia TIIHKOJIAT)
Harpus naypuncynbdar

IToBunon

Turana quokcuz

Kpacutenb cuHMil MaTeHTOBaHHbIN

Kenatun

6.2. HecoBmecTHMOCTH

He npumennmo.

6.3. Cpok roaHocTH (CPOK XpaHeHus )

3 rona.

6.4. Oco0ble Mepbl MPEIOCTOPOKHOCTH MPH XPAHEHUH
12



XpaHuTh npu Temneparype He Boiie 25 °C.

6.5. XapakTep u coepkaHue NePBUYHON YIAKOBKHU

[To 7 nnu 21 xancysne B KOHTYPHOM S4YEHKOBOM yNaKOBKE M3 IUIEHKH MOJMBUHWIXJIOPUIHOW U
(b oJIbTH aTIOMHUHUEBOM IMEYaTHOM JIAKUPOBAHHOM.

ITo 1, 2, 3 unu 4 KOHTYpPHBIEC AYEUKOBBIC YIIAKOBKM BMECTE C MHCTPYKIMEH MO MPUMEHEHUIO B
IayKe U3 KapToHa.

6.6 OcoOble Mepbl NPEIOCTOPOKHOCTH NPH  YHUYTOKEHHH  HMCIOJb30BAHHOIO
JIEKAPCTBEHHOI0 mpenapara WM OTX0A0B, TMOJYYEHHBbIX IIOcje NPHMEHEeHUus
JIEKAPCTBEHHOI'0 MpenapaTa u Apyrue MaHUIyJISIUM C IPenapaToM

Het oco0bix TpeGoBaHU K YTHIU3AIIH.

7. AEPKATEJIb PETUCTPAIHIMOHHOI'O YAOCTOBEPEHUSA
Poccus

AO «AJINYM»

142279, MockoBckast 0011, r. CepmyxoB, . O6osieHck, Tep. Kpapran A, . 2.
Tenedon: +7 (495) 646-28-68.

E-mail: info@binnopharmgroup.ru
7.1. IlpeacTaBuTe/Ib AEPKATE/ISI PETHCTPALMOHHOIO YA0CTOBEPEeHUs!

[Tperen3un noTpeduTENE HAMPABIATH IO AAPECY:

Poccus

AO «AJINYM»

142279, MockoBckas 00i1., T. Cepyxos, 1. O0oseHck, Tep. KBapran A, 1. 2.
Tenedon: +7 (495) 646-28-68.

E-mail: info@binnopharmgroup.ru

8. HOMEP PETUCTPAIIMOHHOTI'O YIOCTOBEPEHHUS
JITI-Ne(000627)-(PT-RU)

9. IATA TEPBUYHOMN PEIMCTPAIIMM (IIOATBEPXKJIEHUSA PETHCTPAIIUMN,
INEPEPETUCTPALIUN)
Mara nepBoii peructpanuu: 15.03.2022

10. JATA HEPECMOTPA TEKCTA
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COOTBETCTBYET ZKCNEPTHOMY OTUETY
ot 11.03.2025 N= 6516

(MOCNEODBATENBEHOCTE 0003)

O6mas xapakrepuctuka JsekapctBeHHoro mnpemnapara OPJIMCTAT-AJIMYM pocrynHa Ha
uH(OPMAIIMOHHOM TmopTane EBpa3suiiCkoro SKOHOMHYECKOTO COI03a B HH(DOPMAIMOHHO-

KOMMYHHKAIMOHHOM cetn «uTepHeT» http://eec.eaeunion.org/.

Bepcua 3_1
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