COOTBETCTEBYET ZKCNEPTHOMY OTUETY
ot 10.02.2023 N2z 2613

OBIIAS XAPAKTEPUCTHUKA JIEKAPCTBEHHOGFO TIPERAPATA 1003

1. HAUMEHOBAHHUE JIEKAPCTBEHHOI'O ITPEITAPATA
Heiipontun 600 mMr TabieTku, HOKPHITHIE TNIEHOYHOH 000I0UKOI

Heiiportun 800 mr TabneTku, HOKPHITHIE TNIEHOYHOH 000I0UKOI

2. KAUECTBEHHBIN 1 KOJITMYECTBEHHBIN COCTAB
Jlevicmsyrowee sewecmeo: TabarleHTUH

Heiipontun 600 mMr TabieTku, HOKPHITHIE TNIEHOYHOH 000I09KOM
Kaxxnas tabnerka comepxut 600,0 Mr rabarneHTrHa.

HetiporTtun 800 mMr TaGJIeTKH, TOKPHITHIE TNIECHOYHOW 000JI0YKOM
Kaxxnas tabnerka comepxut 800,0 Mr rabareHTHHA.

Tlonnwiii nepeuens 6cnomozamenvhsix eewiecms npuseoer 8 pazoeie 6.1.

3. JEKAPCTBEHHASA ®OPMA
TabneTku, MOKPHITHIE MIICHOYHOU 0007104YKOM

HetiporTtun 600 mMr TaGJIeTKH, TOKPBITHIC TNICHOYHOW 000JI0YKOM
benble ABOSKOBBITYKIIbIE TAOJETKH SJUIMIITHIECKON (POPMBI, TOKPHITHIE THICHOYHOH 000JI0UKOHA,
c rpaBupoBkoil "NT" u "16", puckoii Mexx1y rpaBUPOBKOI Ha OJJHOW CTOPOHE U PUCKOM Ha Jpyroi
cropone. Jlomyckaercs neneHue TabJeTKH Ha paBHbBIE TTOJIOBUHBI.

Helipontun 800 MI TabJIeTKH, ITOKPBITHIE IIJICHOYHOU 000J10YKOMH
benble ABOSKOBBINTYKIIbIE TAOIETKH AIUIMIITUYECKON (POPMBI, MOKPHITHIE TNIEHOYHOH 000JI0UKOIA,
c rpasupoBkoil "NT" n "26", puckoii Mexx1y rpaBUpOBKOM Ha OJHOW CTOPOHE U PUCKOM Ha Jpyroun
cTopoHe. JlonmyckaeTcs JielieHue TabJeTKU Ha PaBHbIE TOJIOBUHBI.

4. KIMHUYECKHUE JAHHBIE

4.1. Iloka3aHusl K IPUMEHEHHUIO

[Ipenapar HelipoHTHH MpUMEHSETCA MO CIEYIOLIUM MTOKA3aHUSM:

Onunencus

MoHoTepanus mapiuaibHbIX CYAOPOr ¢ BTOPUYHON reHepanu3anueid u 0e3 Hee y B3POCHbIX H
neTeit B Bo3pacte 12 met u crapiie. hdekTHBHOCTh U 6€30MacHOCTh MOHOTEpANHH Y JIeTel B
BO3pacTe A0 12 JeT He yCTaHOBJICHBI.

Kak pomomHuTENbHOE CPEACTBO TMPH JICUCHHWH TMMAPUUATBHBIX CYAOpPOT C BTOPUYHOU
reHepanuzanueid u 0e3 Hee y B3pOCHBIX U JeTel B Bo3pacte 3 yeT u crapmie. be3onacHocTh u
3(PEeKTUBHOCTH TOMOJHUTEIHLHON Tepanuu rabaneHTHHOM Yy JIeTel B BO3pacTe MeHee 3 JieT He
YCTaHOBJICHBI.
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(NOCNEQCBATENEHOCTE 0003)

Heiviponamuueckas 6016
Jleuenne HelponaTHUecKoi 00aM y B3pocibiX B Bo3pacte 18 mer u crapue. 3¢ (HeKTuBHOCTD U
0e30MacHOCTh Yy MalMEHTOB B BO3pacTe 10 18 JieT He yCTaHOBJICHBI.

4.2. Pe:XkuM 103UPOBAHMSI M CIIOCO0 NMPUMEHEHUs

PexxuM 1o3upoBaHus

Jliis Bcex MOKa3aHUM cxeMa TUTpalMM J103bl Ul Hadyajla Tepanuu npejacranieHa B Tabmume Nel.
Orta cxema MpecTaBlIeHa AJIs B3pOCibIX MAMEHTOB U IOAPOCTKOB B Bo3pacte 12 jeT u crapiue.
Cxema TuTpauuu Juist AeTel B Bo3pacTe Miajauie 12 JieT mpeacraBieHa HUXKE M0J OTIEIbHBIM
NOJ3arOJIOBKOM.

Ta6mmua Nel Cxema TUTpaiu 1036l Ipernapara B Hayalie Teparnuu

Henn Nel Henpb Ne2 Henb Ne3
300 mr 1 pa3 B cyTku 1o 300 mr 2 pasa B CyTKU 1o 300 mr 3 paza B CyTKu

IIpekpallieHue Tepanuu ra0aneHTHHOM

CormacHO COBPEMEHHOM KIMHMYECKOW IIPAaKTUKE IIPH HEOOXOJUMOCTH OTMEHBI Tepanuu
rabareHTUHOM JTO CIIeAyeT JeiaTh IMOCTENeHHO B TEUYeHHWE MHHHUMYM OJHOW HENEeNH BHE
3aBUCHMOCTH OT IMOKa3aHUH.

Onunencus

[Ipu »snunencum o00bIYHO Tpebyercs AnuTeNbHOE JedeHue. Jlo3a mpemapata mnpu 3TOM
olpeneNnsercss JeyalldM BpauoM B 3aBUCUMOCTH OT HWHAMBUAYAJIBHOW IEPEHOCUMOCTH U
3¢ PeKTUBHOCTH Tpernapara.

B3pocnvie u demu 6 so3pacme cmapwe 12 nem: B KIMHUYECKUX HCCIe0BaHUAX 3(deKkTuBHaAS
no3a cocrasisia oT 900 1o 3600 mr/cyt. Tepanuio MOXKHO HayaTh O CXEME, ONIMCAHHON BBIIIIE B
tabmuie Nel niam ¢ 1o3s1 300 Mr 3 pasa B CyTKHU B IIEpBBIH IeHb. B mocnieayromieM B 3aBUCUMOCTH
OT OTBETA MallMeHTa Ha TEPaIlnio U NEPEHOCUMOCTH IpernapaTa A03a MOXKET ObITh MOBBIILIEHA Ha
300 mr/cyt kaxnaple 2-3 aHs, MakcuMaibHO 10 3600 Mr/cyT. ¥ HEKOTOpBIX MAalUEHTOB MOKET
OBITH 11e71eCO00pa3HBIM 00JIee MEIJIEHHOE MOBBIIIEHUE 103bl. MUHUMAIBHOE BpEMsl, 32 KOTOPOE
MO’KHO TOBBICUTH 103y A0 1800 mr/cyt cocrasnser 1 nenens, 2400 mr/cyt — 2 Henenu, a Aus
JOCTMDKEHUS] MaKCUMaJIbHOM cyTO4YHOHM 1036l 3600 Mr/cyT HeoOxoaumo He MeHee 3 Henenb. B
JUINTEJIBHBIX OTKPBITHIX KIMHUYECKUX MCCIIEOBAHUAX Obljla OTMEUEHA XOpolasi IepeHOCUMOCTh
npenapata B go3ax 70 4800 mr/cyr. OOmias cyTrouyHast 7j03a JAOJKHA OBITH pa3jielieHa Ha Tpu
npueMa. MakcuManbHbI MHTEpBAI MEXAY A03aMM IIpenapara He JOJDKEH MpeBbIaTh 12 9 BO
n30exaHue BO30OHOBJICHHS CYIOPOT.

Heiiponnatnueckas 00J1b

Bspocnvie

Tepanuio MOKHO HayaTh 110 CXE€ME, ONMCAHHOM BbIle B Tabmuie Nel. AnbTepHaTUBHBIN CIOCO0
JIO3UPOBaHUs - HavyallbHas jo3a coctaBisgeT 900 Mr/cyT B Tpu mpueMa paBHBIMH Jo3aMu. B
MOCJIEAYIOLIEM B 3aBUCUMOCTH OT OTBETA MAlMEHTA Ha TEPAIUIO U NEPEHOCUMOCTH Ipernapara
71032 MOKET ObITh moBbiIeHa Ha 300 mr/cyT kaxzsle 2-3 aHs, MakcuManbHo 10 3600 mr/cyT. Y
HEKOTOPBIX IAlMEHTOB MOXET ObITh LierecooOpa3HbIM 0Oojiee MEAJIEHHOE IMOBBIIIEHUE O3B
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MUHHMAIBEHOE BpeMs, 32 KOTOPOE MOKHO MOBBICUTH noél;l 'R&M'%&;ﬁ%é;h;& 1 ;%'enﬂ,

2400 mr/cyt — 2 Hemenu, a JUIsl JOCTIDKEHHS MaKCHUMAallbHOW cyTouHOW 1036l 3600 mr/cyT
HEO00X0MMO HE MEHEE 3 HENEb.

[Tpu nedennn nepudepruveckoil HelpomnaTHIecKo 00JM, IPU TAaKUX COCTOSHHSIX Kak OoseBas
dopma amabeTnyeckod HEHWpONMaTHM M TOCTIEepIeTHYecKas HEBpAIrHs, APQPEKTUBHOCTb U
0e30MacHOCTh MPUMEHEHUS Mperapara B TeYeHHe Mepuo/ia A0JbIle 5 MECSIeB B KIMHHUYECKUX
UCCIIEIOBAaHMIX HE M3ydyaluch. B ciydae, ecnu manueHty TpeOyeTcsl MpOAODKEHUE Teparnuu
nepudepuIecKoil HeMponaTHYECKON 00N JTONIbIIe 5 MECAIICB, JIeYaIlHi Bpay JTOJDKEH OIEHUTH
KIIMHUYECKHM cTaTyc ManueHTa U onpeAeuTh He00X0AUMOCTh IONOJHUTENBHOM Tepanuu.
Pexomenpanuu Juis Bcex MoKazaHUU

VY NanmueHTOB B TSOKEIOM COCTOSHUH, HApUMEpP, B CIydae MOHIKEHHOW MAacChl Tena, MOCIe
TPaHCIUIAHTAIIMHA OPTAHOB U T.1I., 103y CIEAYET MOBBIIIATH MEJICHHEE, THO0 UCIONIb3YSI MCHBIIINE
J103bI, TN0O J1enasi O0IbIINEe UHTEPBAIBI TIEPE]T MOBBIIICHUEM J103bl.

Ocobule cpynnsl nayuenmoes
ITareHThl HOXKUIOr0 BO3pacTa (B Bo3pacte crapie 65 J'IGT)
Bcnencrsue BO3pPAaCTHOI'O0 CHUXKXCHHA (1)yHKI_II/II/I ITOYCK IMOXHMJIBIM ITAalITMCHTAM MOXCT Tpe6OBaTLC$I

Koppekus 10361 (0ostee moapoOHas napopmanus B Tadauie No2). COHITUBOCTD, TepudepruIecKue
OTeKM M aCTCHHs Y TMOXKWUJIBIX MAIlMeHTOB MOryT BcTpeuarhes damie (bomee mompoOHas
uH(pOpMaIUs IpeICTaBICHa B pazjaene 4.4).

IlanueHTHl ¢ MOYSYHOM HEJOCTATOYHOCTRLIO
bonbHBIM € HapymeHHoﬁ q)YHKHHeﬁ MOYEK H/WIH Yy MalUCHTOB, HAXOAIINUXCSA HAa 'EMOANAIN3C

PCKOMEHAYCTCA CHUIKCHUC 1O3bI rabamneHTHHA COrIAaCHO Ta6J'II/II_[e Ne2.,

Ta6JII/IHa Ne2. I[OSI/IpOBaHI/IC rabaneHTHHA Y B3pOCJbIX MAIUCHTOB B 3aBUCUMOCTHU OT (I)YHKI_II/II/I

MOYeK
Knupenc kpearuauna (Min/mMun) | CyTounas go3a (Mr/cyr)™
>80 900-3600
50-79 600-1800
30-49 300-900
15-29 1505-600
<158 150°-300
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A CyTouHylo 103y cleiyeT Ha3HayaTh B TPH IpueMa; ditbkermbte %{0“31'1:-1954'1]1'&1'3%11{5' HoKa3anb1

NalyeHTaM ¢ HapyleHneM QYHKIUH MoveK (KIMpeHC KpeaTuHUHA < 79 MII/MUH)

b Hazmauaror no 300 mr uepes neHb.

B'Y nmanmentos ¢ kaupeHcoMm kpeaTHHHHA <15 MJI/MHH CyTOYHYIO /103y HEOOXOAUMO YMEHBIIUTH
IPONOPIHUOHATIBHO KIMPEHCY KpeaTHHHHA (HAmpuMep, MAlMeHT ¢ KIMPEHCOM KpeaTHHHHA 7,5
MJI/MUH JIOJDKEH II0Jy4yaTh IOJOBHHY [03bl, KOTOPYIO IOJy4yaeT NalMEHT C KIMPEHCOM
KpeaTHuHHUHA 15 MIJI/MHH).

IlanmeHTH HaxoAAIKecss Ha TEMOAUAIIN3E

[Taruentam ¢ aHypued, HaxOJALIMMCS Ha TIeMOJUalIM3€, KOTOpblE paHee HE IPUHUMAIU
rabaneHTuH, IpenapaT peKOMEHAyeTcss Ha3HayaTh B Hachlmaronieid no3e 300-400 mr, a 3aTem
npuMmeHsaTh ero no 200-300 mr mocne xaxablx 4 4 remonuanu3a. B nHu, korma nuanu3 He
IIPOBOAMTCS, JIEUEHUE IIPOBOUTH HE CIEAYET.

JUs alMeHToB CO CHUKEHHON (DyHKIMEH MoYeK, MPOXOJAIINX JUalln3, O AepKUBAKOIIas 1032
rabaneHTuHa J0JDKHA MOAOUPAThCS B COOTBETCTBUU C PEKOMEHJALUSAMM, MPECTABICHHBIMU B
Tabmune Ne2. B nonosiHeHue K mojjepkuBaroiieid tepanuu pekomenayercsa npuem 200-300 mr
rabaneHTrHa 1ocie Kax01 4-4acoBoi mpoueaypsl AUain3a.

Jlemu

Onuiencus

Hemu 6 6o3pacme 3-12 nem: HauyanbHas 03a mpenapara BapeupyeT oT 10 go 15 mr/kr/cyr,
KOTOPYIO Ha3HA4YalOT pPaBHBIMU J103aMH 3 pa3a B J€Hb M MOBBIIAIT 10 APPEKTUBHON
npuOIM3UTENBHO B TeueHue 3 nHel. DddexTuBHas q03a rabaneHTHHA Y JIeTeil B Bo3pacTe 5 JeT
U crapmie coctapisier 25-35 Mr/Kr/cyT paBHbIMH A03aMu B 3 mpuema. DddexruBHas moza
rabarneHTuHa y JeTeil B Bo3pacte oT 3 10 5 jet cocrapisieT 40 MI/KI/CyT paBHBIMU J103aMU B 3
npuema. OTMeueHa Xopolmas TEPeHOCHMMOCTh Tpenapara B jgo3ax 1m0 S50 Mr/kr/cyt mpu
JUINTEIbHOM TPUMEHEHHH. MaKCUMalbHBI MHTEpBal MEXIY NPUEMOM J103 Ipernapara He
JIOJIKEH MpeBBIIaTh 12 yacoB Bo n30ekaHne BO3OOHOBIEHUS CyOPOr.

Her Heo0X0oaMMOCTH KOHTPOJIMPOBaTh KOHIIEHTpAlMI0 TabameHTHHa B mia3Me. OH MOXeT

MNPUMCHSATBCA B KOM6I/IHaLII/II/I C JApyrumMu HNpOTUBOCYHOPOKHBIMHU IIpCliapaTaMn 0e3 yueTa
HN3MCHCHUA €TI0 KOHLCHTPAIIMU B IUIA3ME€ WM KOHLCHTPALUUW APYTHUX HNPOTUBOCYIOPOKHBIX

IIPENapaToB B CHIBOPOTKE.

Criocob nnpuMeHeHu s

HeitpoHTHH Ha3HAYalOT BHYTPb.
["abaneHTHH MOXKHO MPUHUMATh BHE 3aBHCHUMOCTH OT IMpHeMa MHIIH, 3aliBas JTOCTATOYHBIM
KOJIMUECTBOM >KUKOCTH (HalpuMep, CTakaHOM BOjIbI). JlomyckaeTrcs qeneHne Ta0IeTKH MOTMOoIaM.

4.3. IlpoTuBONOKa3aHUS
FI/IHepq}IBCTBI/ITeHBHOCTI) K Fa6aHeHTI/IHy NJIn K J'IIO6OMy U3 BCIIOMOT'aTCJIBHBIX BEUICCTB,
MEepEYUCIICHHBIM B Tojpaszene 6.1

4.4. OcoOble ykazaHusl U1 Mepbl NPeJ0CTOPOKHOCTH NPH NPUMEHEHUH

Cyuyuoanvhvle uoeu u nogeoenue

Coo0manoch 0 CyMIUAAIbHBIX MBICASX M TOBEJCHMHM Y TMAIMEHTOB, IOJIY4aBIIMX
OPOTHBOAMMIIENITUYECKHE  CPEACTBAa 1O  HECKOJbKMM  TOKa3aHWAM.  MeTa-aHalu3
PaHIOMHU3UPOBAHHBIX  IJ1a1l€00-KOHTPOIMPYEMBIX MCCIEOBAHUN MPOTHUBOIIMMIECITHUECKUX
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CPEJICTB TaK)Xe MPOJIEMOHCTPUPOBAII HEOObIIIdE HOBHlﬂg{;ﬁjém;ﬁl%;gﬂlﬁﬁ;&Eﬁ&ﬁ%ﬁmx

MBICIIEH U oBeieHUsl. MeXaHU3M MOBBIIICHHUS TAKOTO PUCKA HEM3BECTEH.

Habumonanucs ciayyaun cyuiuiaabHbIX MbICIIEH U IIOBEICHUS Y TALIUEHTOB, I10JIy4YaBIINUX JICUEHNE
rabarneHTHHOM B X0/I€ TOCTPETUCTPALIMOHHOTO IPUMEHEHUs (cM. paszen 4.8).

B ciydae nosiBieHus IPU3HAKOB CYUIMIATBHBIX MBICIICH HIIM TIOBEICHHS MAllMEHTaM (U JIMIaM,
OCYIIECTBIISIIOIINM yXO/I 3 MAIIMCHTAMH) CIIeyeT 00paTUThCS K Bpady.

[TanveHTOB, MOMy4YalOLIMX 3TU Ipernaparbl, CIeAyeT TIIATeJbHO HAOII0AAaTh HAa MpeAMET
HOSBJICHUS NPU3HAKOB CYMUMIAIBHBIX MBICICH M MOBEJIEHMs, a TaKXKe CIeIyeT PacCMOTPETh
HE00XO0IMMOCTh IPOBE/IEHHSI COOTBETCTBYIOIIETO JIeUeHUs. B ciydae nmosBiIeHus CynuuaaabHbIX
MBICIIEl ¥ TOBENEHUS CJIEAYET pacCMOTPETh BO3MOXHOCTh IPEKpPALICHUS Tepaluu
rabaneHTHHOM.

Ocmpuiti nankpeamum

B cnyuae pa3Butust ocTporo naHkpeatuTa Ha (poHe mpuema rabaneHTHHA, CIEAYeT PaCCMOTPETh
OTMeHY rabaneHTuHa (cM. paszaen 4.8).

Cyoopoeu (cuHopom «ommensvi»)

XOTS CUHAPOM «OTMEHBI», COINPOBOXKIAIOIIMICS pa3BUTUEM CYAOPOI, MpPU JICUCHHH
rabaneHTHHOM HEe OTMEUEH, PE3KOe MPEeKpalleHne Teparuy IPOTUBOCY JOPOKHBIMH IIpenapaTaMu
y MalKEHTOB C AMMWJIENCUEN MOXET MPOBOLMPOBATH Pa3BUTHE SMMIECIITUYECKOrO cTaTyca (CM.
paszaen 4.2).

Kak u npu npuMeHeHnH APYTUX MPOTHBOSIMMICHTHYECKHX IMPErnaparoB, Ha (oHEe MPUMEHEHUs
rabaneHTHHA MOKET OTMEYAThCS YBEIHMUEHHE YacTOTHI CYAOPOT WM IMOSBICHUE IPYroro THIIA
CYJOpOT.

Tak ke Kak U B ciIy4ae ¢ JpyTMMHU IPOTUBOAUIIEITUYECKUMHU CPEICTBAMM, MONBITKH OTMEHUTh
BCE CONYTCTBYIOUIME MNPOTHUBOSMMICHTUYECKHE CpPEACTBA, UTOObl HauyaTh MOHOTEpPAIUIO
rabaneHTHHOM B ciydae pepakTepHOCTH K JICUEHHUIO Y MalUEHTOB, IPUHUMAIOIIUX HECKOIBKO
IPOTUBOAMUIICNITUYECKUX CPEJICTB, B OCHOBHOM HE 3aKaHUYUBAIOTCSI YCIIEXOM.

Cunraercs, yto rabaneHTUH HeAI(p(EKTUBEH INMPH MEPBUYHBIX I'€HEPAIM30BAHHBIX MPHUIMAJIKaX,
Hanpumep, abcaHcax, U Jlake MOXET YCUIMBATh TaKue MPHUMAJKH Yy HEKOTOpBIX ManueHToB. B
CBSI3W C OTHUM IPHUMEHSTHh rabaleHTHH Yy MAalMeHTOB CO CMENIAHHBIMU TPUTNAJKAMH, BKIIOYAs
abCaHChI, CIETYET C OCTOPOKHOCTHIO.

Tayuenmor noxcunozo eospacma

Cucrematuyeckue McCCelOBaHUs MAllMEHTOB B Bo3pacTe 65 JieT M cTapiie, NPUHUMAIOLINX
ra0aneHTuH, He IPOBOMINCH. B TBOMHOM clienoM ncciieJ0BaHMH IPUMEHEHUs rabaneHTHHA MPH
HEBPOMAaTUYECKOI 00N y MAI[MeHTOB B Bo3pacTe 65 JeT u crapiie Halmo1anack 6osiee BbICOKast
4acTOTa COHJIMBOCTH, NMEpUPEpUUECKUX OTEKOB M aCTEHUHM [0 CPAaBHEHHUIO C MallMeHTaMu B
BO3pacte Miajue 65 yer. 3a UCKIIOYEHUEM 3TUX Pe3yJIbTaTOB IMpU KIIMHUYECKOM 00CIeI0BaHUU
JAHHOW T'pyMIbl NAI[MEHTOB OBLIO MOKA3aHO, YTO MPO(UIIb HEXKETATeNbHbIX PEAKIUil Y HUX HE
OTJIMYAJICS OT OCTAJIbHBIX.

3noynompebaenue u 3a8ucumocms

B 06a3e naHHBIX NOCTPErMCTPALMOHHBIX HAOMIOJEHUH HMMEIOTCS COOOIIEHUS O Clydasx
3710ynOTpeOJIeHUs MPernapaToM U 3aBUCUMOCTH OT Hero. Kak u B cilydasix Ha3HadyeHus JitoOoro
npenaparta, Biaustomero Ha [{IHC, Bpauam cienyer TIIATeNbHO M3ydaTh aHAMHE3 MAllMEHTOB Ha
IpeIMET 3JI0YIOTpeOIeHUs TpenapaTaMu U HaOJIr01aTh 32 HUMH C LEJIbIO BBISIBICHUS BO3MOKHBIX
MIPU3HAKOB 3JI0YNIOTPeOIeHNs rabaneHTUHOM (HanpuMep, CTpeMJIeHue HEOOOCHOBAHHO MOJTyYHUTh
npenapar, pa3BUTHE YCTOMYMBOCTH K Tepanuu rabareHTHHOM, HEOOOCHOBAaHHOE IOBBIIIEHUE
JIO3bI TIpeTapara).

5un318



COOTBETCTBYET 3KCMEPTHOMY OTUETY

ot 10.02.2023 N= 2613

DRESS-curopom (nexapcmeennas peaxyus ¢ 3d aunocﬁuﬁ%:;r-i%%%&% '%blfi;ﬁm]-o?\%dmﬁ}' )

Ha ¢one nprema npoTHBO3MUIEITHYECKUX IPENIApaTOB, B TOM YHUCIIE rabarneHTHHa, COO0IANoCh
0 CITydasiX Pa3BUTHUS TSDKEIIBIX )KU3HEYTPOXKAIOUINX PEAKIHA TUIIEPYyBCTBUTEIBHOCTH, TAKMX KaK
JIEKapCTBEHHAS CBIb C COMYTCTBYIOMICH 303nHOGMINEH 1 cucTeMHbIME cumnitomamu (DRESS-
cugapom) (cm. paszgen 4.8). HeoOxonuMo NMOMHUTH O TOM, YTO PAaHHUE IPU3HAKU pPEAKLUU
THIIEPYyBCTBUTEILHOCTH, TaKWE KaK MOBBIIICHUE TEMIEpaTypsl Teia, JuMdaIeHONaThs, MOTYT
pa3BHBATHCS Jla)K€ B OTCYTCTBHU KOKHOHM ChIMU. B ciryyae mosiBeHns: MOJOOHBIX CHMITOMOB,
HEoOX0aMMO HeMeUIeHHOe o0cieioBanne nanuenTa. Ecian He HaiiieHo qpyrux NMpUYUH, KpOMe
NpUMEHEHHs rabaneHTuHa, TPUMEHEHHE MPerapaTa ClieyeT OTMEHUTD.

Anagunaxcus

[Tpuem raGaneHTHHAa MOXET HMPUBECTH K pa3BUTHIO aHaduiakcuu. Cienyromue CHMOTOMBI U
NPU3HAKU OTMEUYAId B CIydasX pa3BUTHUA aHaduiaakcuu Ha ¢oHE npueMa rabarneHTHHA —
3aTpyJAHEHUE IBIXaHUs, OTEK I'y0, ropija M s3bIKa, TAK)KE OTMEYAJOCh BBHIPAKEHHOE CHHKCHHE
apTepHaJIbHOTO IaBJICHUS, TPeOylollee CPOYHOr0 MEAMIMHCKOro BMemarenbcTBa. Criemyer
IpeAyNpeIUTh MAMEHTOB O TOM, YTO TPH PAa3BUTHH NPHU3HAKOB WM CHMIITOMOB DPa3BUTHS
aHaWIaKCUHM CJIeyeT MpeKpaTuTh IPHEM TIpernapata MW OOpaTHTHCS 3a MEAUIUHCKOM
nomoInbro(cM. pazaen 4.8).

Jlabopamopnuvle mecmoi

[Ipr coBMECTHOM TPUMEHEHWHU rabaneHTHHA W APYTUX MPOTUBOCYAOPOKHBIX CPEICTB OBUIN
3apETUCTPUPOBAHBI JIOKHOTIOJIOKHUTEIBHBIE pPEe3yJbTaThl NPU ONPEACICHUU Oellka B ModYe ¢
IOMOIITBIO TecT-nosocok Ames N-Multistix SG®. Jlns onpesienenus 6enka B MOUe pEKOMEHIYETCS
HI0JIb30BaThCs OoJiee CrieU(pUYHBIM METOIOM IPEIUITUTALINH CYIb()OCATUIINIOBOI KUCIOTOM.
Bruanue na [JHC

Bo Bpems nedeHuss rabaneHTUHOM HAOJIOAAIHMCh CIIydaW TOJIOBOKPYXKCHHS W COHJIMBOCTH,
KOTOpBIE MOTYT YBEIMYHBATH BEPOSTHOCTh MOJYyYEHHS CIy4allHOH TpaBMbl (TIpH majgeHuu). B
HOCTPETUCTPALIMOHHOM TIEPHO/IE TAKXKE COOOIIAIOCH O CIyYasX CIyTaHHOCTU CO3HAHHS, OTEPH
CO3HAHWSI W HAPYUICHWsS YMCTBEHHOW JedrenbHOCTH. [lodToMy mamueHtam — ciexyer
PEKOMEHI0BATh COOFOIATh OCTOPOIKHOCTH J0 TEX IOP, TOKA UM HE CTaHyT H3BECTHHI BO3MOKHEIE
3¢ (eKTHI 3TOTO JIEKApCTBEHHOTO Npenapara.

Oonoepemennoe npumeHeHue ONUOUOHBIX AHANL2EMUKO8 U OPY2UX NeKAPCMBEHHbIX NPENnapamos,
nooasnsrouwux [[HC

[Ipy OJHOBPEMEHHOM NPUMEHEHHH C ONHUOMIHBIMU AHAIBIETHMKAMHU MOXET OTMEYaThCs
NOBBIIIIEHNE KOHIEHTpaIMK rabaneHTuHa B I1a3Me KpoBU. B cBSA3M ¢ 3TMM ManeHThl, KOTOPbIM
TpeOyeTcsi TMpoBEJEHHE OJHOBPEMEHHOH Tepamuu C JIEKAPCTBEHHBIMH IpenapaTami,
nogasisionuvu [{HC, Bkmo9ass ONMOWAHBIE aHANBIETHKH, HYXKIAIOTCS B  TIIATEIHHOM
HaOJIOZICHUN Ha TIPEJAMET Pa3BUTHUS NPH3HAKOB YTHETCHHUsS IICHTPAJTHHOH HEPBHOW CHCTEMBI
(ITHC), Takux Kak COHJIMBOCTb, CEallusl U yrHeTeHHe QYHKIUH AbIxaHus. Jlo3bl rabarneHTHHA
WIA OJHOBPEMEHHO MpPUMEHSeMBIX TpenapaToB, nomasisitonmx [IHC, Bkimo4as OmMOMIHBIC
AHAJBIeTUKH, TOJDKHBI OBITh CHIDKEHBI COOTBETCTBYIOIIMM 00pa3oM (cM. paszaen 4.5).

Crenyer cobtoaTh OCTOPOKHOCTh MPU Ha3HAYEHUHU TabareHTHHA OJHOBPEMEHHO C ONTUOUIaMU
B cBs3u ¢ puckoM yraerenus [THC. B momynsnuoHHOM HaOMIONATENbHOM MCCIEJOBAaHUU C
UCIIOJIb30BaHUEM KOHTPOJIBHOM IpyNIIbl y MAlMEHTOB, IPUHUMAIOIIUX OMHOM/IbI, OTHOBPEMEHHOE
Ha3HAuYeHHUE OTNHMOUIOB M rabaneHTHHa ObLIO CBSA3aHO C TOBBIMICHHBIM PUCKOM BO3HHUKHOBEHUS
CMEpTENBbHBIX UCXOJIOB, CBS3aHHBIX C MPUMEHEHHEM OIHOU/IOB, IO CPAaBHEHHIO C TPUMEHEHHEM
TOJILKO OITUOUJIOB (CKOPPEKTUPOBaHHOE OoTHOIIeHue mancoB [cOI], 1.49 [95% AU, 1.18 no 1.88,
p<0.001]).
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Cosemecmuoe npumeHerue ¢ aHmaL;u()aMu

CMEPTHOMY OTYETY

["abaneHTHH peKOMEHyETCs MPUHUMATh IPUMEPHO Yepe3 2 9 MOcIie MprueMa aHTaIuaa.
Iloueunas nedocmamounocmo

JITT cnemyet mMpUMEHSTh C OCTOPOKHOCTBIO MTPH MOYCUHOU HEOCTATOYHOCTH (CM. pasnen 4.2).
Jemu

Brustaue pnurensHO# Tepanuu (Oonee 36 Heaenb) rabaneHTHHOM Ha CITOCOOHOCTh K 00YYCHHIO,
UHTEJJIEKT U pa3BUTHE JeTe M MOAPOCTKOB JOCTATOYHO HE H3ydeHo. CieayeT OLEHUTh
COOTHOILIEHUE BO3MOXKHOT'O PUCKA U MOJIb3bI IPH HA3HAUYECHUU JJTUTENIbHOI Tepamnui.

4.5. B3amMmopeiicTBHMe ¢ JIPYTHMH JIEKAPCTBEHHBIMHM INpenapaTamMM M JApyrue BH/IbI
B3aHMO/JeHCTBUSA

HmeroTcs cooOIIeHusl 0 CIIOHTAHHBIX CIIyYasX, a TaKkKe M0 MH(POPMALUU U3 JUTEPATypPHBIX
MCTOYHUKOB BO3MOYKHO YTHETEHME JAbIXaHUS, CUMIITOMBI CElallud U CMEPTh, CBSI3aHHBIE C
npueMoM raGaneHTHHa, NP OJHOBPEMEHHOM HA3HAYEHUU C JIEKAPCTBEHHBIMHU IIpenapaTaMi,
nojasisironumu [{THC, Bkitodass onuoujHble aHaidbreTHMKH. B HEKOTOPBIX M3 3TUX CilydaeB
aBTOPBI CYMTAJIM, YTO OJJHOBPEMEHHOE IIPUMEHEHNE rabaleHTHHA C OITMOUAMH SIBJIETCS] 0COO0H
npo6aeMoil y ociaalleHHBIX MAllMeHTOB, Y MOXKWIbIX MMAlMEHTOB, y MAallUEHTOB C CEphE3HBIMU
COITyTCTBYIOIIMMH PECIIUPATOPHBIMU 3a00JICBAHUSAMH, Y MAIUEHTOB, KOTOPHIM OIHOBPEMEHHO
Ha3Ha4yaeTcs HECKOJBKO JIEKAPCTBEHHBIX CPEACTB, M Y MALIUEHTOB , KOTOPBIE 3J0yHNOTPEOISAIOT
NICUXOAKTUBHBIMH BEILIECTBAMHU.

B wuccnenoBanum ¢ ywactuem 3740poBbIX 100poBoibieB (N=12) mpu npumenenun 600 wmr
rabaneHTuHa yepe3 2 dyaca mocie mnpuema MoppuHa B BUAE KallCyJ C HPOJIOHTMPOBAHHBIM
BBICBOOOXKIeHHEM 110 60 MI oTMeuaeTcst yBenuueHnue cpeanero 3HayeHus AUC rabaneHTiuHa Ha
44 % 1o cpaBHEHMIO C MOHOTEepanueil raaneHTHHOM. B CBsI3M ¢ 3TUM NalMEHThI, KOTOPBIM
TpeOyeTcsi NpoBeleHUE OAHOBPEMEHHOW TEepaluu C ONUOUIHBIMH aHAJbIeTHUKAMH, JOJDKHBI
HaXOJIUThCSl MO/ TIIATEIbHBIM KOHTPOJEM Ha NpPeAMET pa3BUTHUS HPU3HAKOB YTHETEHUS
LEHTPaJIbHOW HEPBHOW CUCTEMBI, TAKUX KaK COHJIMBOCTb, CE€AallMsl U YTHETEHUE JIbIXaHHUs, a 103y
rabareHTUHA U ONUOUIHBIX aHAJIBI'€TUKOB CJIEIYET COOTBETCTBYIOLUM 00PAa30M CHUBHTD.
B3aumopneiictBuss Mexay rabaneHTHHOM M (QeHoOapOuTanoM, (EHUTOMHOM, BaJIbIIPOEBOM
KHUCJIOTOM U KapOaMma3enuHOM He oTMeueHo. PapMaKOKMHETHKa rabarieHTHHA B PaBHOBECHOM
COCTOSSHUM OJUHAKOBa Yy 3J0pPOBBIX JIIOJEH U MAlMEHTOB, MOJYYAOIIUX Jpyrue
IIPOTUBOCYJOPOKHBIE CPENCTBA.

OnHOBpeMEeHHOE NTPUMEHEHHE TadaneHTHHA C IepOpabHBIMU KOHTPALENTHBAMH, CO/IEPKAIUMU
HOPATUCTEPOH W/WIN TUHUIACTPAINOII, HE COMPOBOKIAAETCS U3MEHEHUSAMHI (papMaKOKHHETUKU
000MX KOMIIOHEHTOB.

OpnHoBpeMeHHOEe MpUMEeHeHNe radaneHTHHA C aHTal[UAaMHU, COJEPKAIIUMU allFOMUHUNA U MarHUi,
COTIPOBOXIACTCS CHIDKEHHEM OHWOJOCTYITHOCTH rabameHTHHa mpuMepHo Ha 24 % (cM. pazaen
4.4).

[TpoGenery 1 He BIUSAET HAa MOYEUHYIO SKCKPEIUIO rabarneHTHHA.

Hebonbmoe camxenne (14 %) noyeyHol 3KCKpelnu rabarneHTHHA IPU OJHOBPEMEHHOM ITpHeMe
LUMETH/IMHA, BEPOSATHO, HE UMEET KIIMHUYECKOIO 3HAUEHUSI.

[Tpu ogHOBpEeMEHHOM NpUMEHEHUHU HarmpokceHa (250 mr) u rabamnenTtuHa (125 Mr) ormedanoch
noBbllIeHHe abcopOuuu radanenTuna ¢ 12 % no 15 %. 'abaneHTHH He OKa3bIBAaET BIUSHUS Ha
(dapMakOKMHETHUYECKHE TMapaMeTpbl HAalpOKCeHa. YKa3aHHbIe [03bl IpEnapaTroB MEHbIIIE
MUHUMAaJbHBIX TepaneBTuYeckuXx. OTHOBpEMEHHOE MPUMEHEHHUE JaHHBIX IIPETapaToB B OOJIBIINX
J103aX HE U3y4anoch.
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4.6. DepTHIBLHOCTD, 0€PEMEHHOCTD U JAKTALUSA

bepemenHoCTh

Obwuil puck, céa3aHHblU C INULENCUel] U NPOMUBOINUNLENMUYECKUMU NPENnapamamul

Puck poxneHus nereil ¢ BPOKICHHBIMU aHOMAIMAMU y Marepei, KOTOPhIE IIPOXOASAT JICUCHUE
MIPOTUBOCYIOPOKHBIMH TpernapataMu, yBeJnyuBaeTcss B 2-3 pasa. Yame Bcero HaOmrogaercs
pacienrHa BepxHel ryosl U HeOa, MOPOKH Pa3BUTHUS CEPICUHO-COCYAUCTON CUCTEMBI U A€(PEKThI
HepBHOU TpyOku. [Ipu 3TOM mprieM HECKOIBKUX MPOTUBOCYAOPOKHBIX MPEMapaTOB MOXKET ObITh
CBsI3aH C OOJIBLIIUM PUCKOM MOPOKOB Pa3BUTHS, YEM B cilydyae MoHoTepanuu. [loaTomy, eciau 3To
BO3MOXHO, CIEIyeT NPUMEHSTh OAMH M3 MPOTUBOCYAOPOXKHBIX HpenapaToB. JKeHIIMHaM
JIETOPOIHOTO BO3pacTa, a TaKXKe BCEM OJKEHIIMHAM, y KOTOPBIX BO3MOXKHO HACTYyIJICHHE
OepeMEeHHOCTH, CIelyeT MPOKOHCYJILTUPOBATHCA Y KBaTU(HUIMPOBaHHOTO crenuanucra. Ecium
KCHIIMHA TUIAHUPYET OepEeMEHHOCTb, CIIEAYeT €lIe pa3 OLEHUTh HEOOXOIUMOCTh MPOIOIKEHHS
MPOTUBOCYOPOKHOM Tepanuu. [Ipu 5TOM NPOTHUBOCYIOPOKHBIE TWIpernaparbl He CcleayeT
OTMEHATHb PE3KO, TaK KaK 3TO MOXET BECTH K BO300HOBJICHUIO MPUMAAKOB C TSKEIBIMU
MOCNEACTBUSIMHU JIJIsl MaTepu U pebeHka. B peakux cimydasx y nerei, MaTepu KOTOPBIX CTPagaloT
SnuIIencuei, Ha0maanach 3a1epkka pa3Butus. [Ipu 5ToM HEBO3MOXKHO OIIPEICIUTh, CBSI3aHa JIU
3aJIepKKa Pa3BUTHSI C TEHETHUYECKUMH WM COIMATBHBIMH (paKTOpamu, OOJE3HBIO MaTepH WU
IIPOTUBOCYIOPOKHOU Tepanuen.

Puck, obycrosnennwiii cabanenmurom

['abarenTHH TpOHMKaeT depe3 IuianeHty. llpm mpuMeHeHnu rabanmeHTHHA COOOMIANOCh O
BPOXKACHHBIX MOPOKAaX Pa3BUTHUSA ILJI0JAa U HEOJArONPHUATHBIX MCX0/JaX OepeMEHHOCTH, OJIHAKO,
aJIeKBaTHbIE KOHTPOJIHPYEMbIE HCCIEAOBAHUS MPUMEHEHUSI Mpenapara y OepeMeHHBIX KSHIUH
OTCYTCTBYIOT, U HEBO3MOXKHO CJIeJIaTh OJIHO3HAYHOE 3aKIIOYCHHE O CBSI3W TalaleHTHHA C
MOBBIIICHHBIM PUCKOM BPOXACHHBIX AHOMAIMA WM JPYrHMX HEOIaronpusaTHBIX HCXOAaxX
pa3BUTHUS IPU IPUMEHEHUH €T0 BO BpeMs OEpeMEHHOCTH BCJIEICTBUE HATMYHS CaMOM SITUIICTICUU
¥ OJTHOBPEMEHHOTO TIPUMEHEHUS APYTUX MPOTUBOIMICTITHUECKUX JIEKAPCTBEHHBIX MPETapaToB
B K@XKIOM 3apeTUCTPUPOBAHHOM cilydae. B dKcrepuMeHTax Ha >KMBOTHBIX Oblla TOKa3aHa
TOKCHYHOCTh TIperapara B OTHOIICHUH Tutona. [loTeHIManbHbIN pUCK VIS JIIOJeH HEU3BECTEH.
[TosTOMyY TabarneHTHH ClieyeT MPUMEHATh BO BpeMsi 0€peMEHHOCTH TOJBKO B TOM CIIy4ae, €Clin
mpeJrnoaraeMas rmoJjib3a Jijisi MaTepu ONpaBAbIBAE€T BO3MOKHBIN PUCK AJIS TUIOJA.

JlakTanus
['abaneHTHH BBIBOAMTCA C TPYIHBIM MOJIOKOM, BIMSHHME €ro Ha BCKapMIIMBAeMOro pedeHKa

HEHU3BCCTHO, IO3TOMY BO BPEMA KOPMJICHUSA I'PYyABIO HeﬁpOHTHH CJICOYCT Ha3Ha4YaTb TOJIBKO B TOM
ciIy4daec, €CJIM 1I0Jib3a JJIs1 MAaTCPH SABHO MEPCBCUIMBACT PUCK I MJIAACHIIA.

DdepTUIbHOCTD

B nccnenoBanusax Ha )KUBOTHBIX HE OTMEYaId BIUSHUS rabareHTHHA Ha (bepTHHBHOCTB.

4.7. BausiHMe Ha CHOCOOHOCTH YNPABJATH TPAHCHOPTHBIMH CpeACTBAMU M padoTaTh C
MeXaHHU3MaMH

Bo Bpems mnpuema mpenapata NHalleHTaM HE PEKOMEHJYeTCS YIpPaBlATh TPAHCIOPTHBIMU
CpPEICTaBMU MWJIM T0JIb30BAaThCsl MOTEHLUUATbHO OMACHOW TEXHUKOM [0 MOJITBEPKICHUS
OTCYTCTBUSI HETaTUBHOTO BIIMSHUSA MIperapaTa Ha BbINOJHEHHE 3TUX (QyHKUIUH.
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INaGanentnn BiauseT Ha [JTHC m MOXXET BBI3BIBE

CO3HAHMS, INOTEPI CO3HaHUS WIM Jpyrue cumnToMbl co croponel IIHC. Jlaxe mnpu
HE3HAYUTEIbHOM WJIM YMEpPEHHOM BBIPDA)KEHHOCTH 3TH HEXKENATEIbHbIE PpEAaKUUU MOTYT
IPEJCTaBISITh ONACHOCTh JUIsl MAllMEHTOB, YNPABJISIOUIMX TPAHCIOPTHBIMHM CpPEACTBAMH HJIN
OpyruMu MexanuzMamu. OcoOEHHO BelMKa Takas BEPOSTHOCTh B Hayalle JICUCHHUS WIM TOCIe
MOBBIIICHHS 10361 Tpenapara HeliponTun (cM. pasznen 4.4).

4.8. HexkesiaTesIbHbIE peaKIIHU

Pesrome nipoduiis 6esonacHoct

Tabnuunoe pesiome HedxHceIamenbHbIX peaKyull

B Tabnuue npeacraBineHsl HeXeIaTelbHbIE Peakluu 1Mo cucTeMHo-opranHbsiM kiaccam (COK) u
yacToTe. BHYTpHM KaKJIOM YacCTOTHOW TPYNIbl HEXEIATEIbHbIE PEAKIMU pacClOJaraloTcs B
nopsiike yObIBaHHS BBIPAXKEHHOCTH. YacToTa pa3BUTHUS ONpeaesseTcs Kak: oueHb yacto (> 1/10),
gacto (ot > 1/100 mo < 1/10), Hewacto (ot > 1/1 000 mo < 1/100), penko (ot > 1/10 000 mo <
1/1 000), ouens peako (< 1/10 000) u yacTora HeM3BeCTHA (HA OCHOBAHMH MMEIOIIMXCS JaHHBIX
OIICHUTh HEBO3MOXKHO):

CucremHo- O4ennb Yacro Heuacro Penxo Ouennb HeunssectHo
opraHHblii kjaacc | yacto (> | (ot >1/100 | (o >1/1 000 |(or >1/10 000| penxo (HEBO3MOKHO
1/10) m0 <1/10) | mo <1/100) |mo <1/1000) |(< 1/10 000)|ycTaHOBUTH MO
HMEIOUIUMCS
JIAQHHBIM)
WNudexnnn nBupycHeie | [THeBMOH
WHBa3UU MHpEKINH | Hs,
WHpEKIHs
JBIXaTeNb
HBIX
nyTei,
UHPEKIHS
MOYEBBIBO
JSIIIIX
Iy TeH,
apyrue
BUJIBI
WHEKIAN
,CpeHui
OTHT.
Hapyienus col UlelikoneHus TpomboruToTnIeH
CTOPOHBI KpPOBH H Mst
muMpaTuaecKon
CUCTEMBI
Hapyenns Cco AJITeprUYecKH ["unepuyBcTBUTE
CTOPOHBI e peakuuu, ITBHOCTB,
MMMYHHOM BKJIXOYast BKJIIOYAst
CHCTEMBI KpanUBHULLY CUCTEMHBIE
peaKUuu, TaKHe
KaK JINXOpajKa,
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OCTEOUBA

TENEHDCT

BLiCINaHus,

reraTHT,
muMbameHoIaTH
1, s03uHODMIHS
W Ipyrue

Hapyenns
MeTaboau3Ma
[MUTAHHAS

IAHOPEKCHSI,
[TOBBIIIICHHUE
aTIImeTuTa

IIcuxuyeckue
HapyLIEHUs

Bpasxae6HOC
b,
CITyTAHHOCTH,
CO3HAHMS,
merpeccus,
0OCCIIOKOMCTB
0,
HEPBO3HOCTh

Yxynamenue
MCUXHUYECKOTO
COCTOSTHUS

CyununanbHbie
MBICJIH,
raJUTIOLIMHALIIA

Hapymenns
CTOPOHBI
CUCTEMBI

CO|

HEPBHOIIb,

COHIUBOCT

COJIOBOKPY
PKEHUE,
ATaKCHUS

Cynoporu,
CUTTEPKIHE3
s,
Imu3apTpus,
AMHE3HS,
TpemMop,
0ECCOHHHIIA,
rOJOBHAS
00J1b,
HApyIICHHE
IYBCTBUTEIb
HOCTH
(Hammpumep,
MapecTe3ny,
THTICCTE3HS ),
HapyIICHUE
KOOpAWHALIN
M, HHUCTarM,
[yCHJICHHE,
ocrabneHve
ATH
OTCYTCTBHE
peduiekcoB

['unoxkuHe3usa

[ToTeps
CO3HAHMS

Jpyrue
HapyLICHNS
MBHOKEHUS
(Hanpumep,
XOPeoaTeTos,
ITUCKUHE3UsT |

ITACTOHMS)

Hapymenus
CTOPOHBI
3peHust

oprasg

CO|

Hapyienue
BpeHUs
(Takme Kak,
AMOJTHOTIHS,
ITUTLITOTIHS )

Hapyuenns
CTOPOHBI

cllyXa ¥ JTJaOMpUHTA

opraHa

CO|

Bepturo

[Iym B ymax
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ot 10.02.2023 N2z 2613
Hapymemn cd omdmenne (NOCTIEQOBATENGHOCTE 0003)
CTOPOHBI cepaua cepaneOneHus
Hapymenns o CHMIITOMBI
CTOPOHBI COCYA0B Ba3oAMIIaTAL]
1078 nuny
apTepualbHa
51
CUIIEPTEH3US
Hapymenns co OppImika,
CTOPOHBI OpOHXHT,
JbIXaTeIbHON (bapuHruT,
CHUCTEMBI, OpraHOB Kalleb,
TPyIHOW KJIETKH | PUHUT
CPEIOCTEHUs
Kemynouno- Bamop, [MankpeaTut
KHIIEYHbIE muapest,
HapyLIeHNs CYXOCTb
CIIU3UCTOMN
000JI0YKHI
MOJIOCTH PTa
MM TJIOTKH,
mucIencus,
METEOpHU3M,
TOLIHOTA,
pBOTa, 0OJH
B  JKHBOTE,
BaboseBaHus
ByOOB,
CHHTUBHUT
Hapyuienus col [enatur,
CTOPOHBI TEYCHU | PKENTyXa
JKEITIEBBIBOSIINX
nmyTei
Hapymenus co Otex nuIa, Cunypom
CTOPOHBI KOXHU H mypIypa CrtuBeHca-
ITO/IKOKHBIX (dame Bcero />xOHCOHa,
TKaHeH ee AHTHOHEBPOTHYE
OTINCBIBAIIN CKUI OTeK,)
[KaK aHa(UIaKCHS,
KPOBOTIOATE MyJIbTH()OpMHAS
KU, bpuTema,
BO3HHKABIITU aonenus,
e npy lTeKapCcTBEHHAs
(buznueckoit KOXKHAsT  CBIIIb,
TpaBMe), BKJIFOUas
KOYKHAS PO3HMHODHINIO H
CBIIb, aKHE, CUCTEMHBIE
BYA KOXHU peaKkuuu (cMm.
paznen 4.4)
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Hapymenus co Muanrum, (M ITEAVEATENERUL I8y §hiidonns,
CTOPOHBI apTpairus, MHOKJIOHYC
MBIIIEYHOH, 00JIb B
CKEJeTHON 7| CIHHE,
COCIMHUTENBHON MoJIepruBaH
TKaHU Ms1 MBITIIY
Hapymenns co Henepxanue
CTOPOHBI TOYEK W MOYH, octpas
MOYEBBIBOJISIIINX moyeyHast
nyTeH HE0CTATOYHOCT
b
Hapymenuns  co MmnoTeHn YBenmuuenue B
CTOPOHBI 51 o0BeMe
PENpOTyKTHBHON MOJIOYHBIX
CHCTEMBI u bKeres,
MOJIOYHBIX CMHEKOMACTHS,
Keres MoJI0Bast
IMUChYHKIHS
(BKITEOUAST
M3MEHEHUS
om0,
HApPYIICHUS
DKy SN u
AHOPTa3MHUIO)
Oo6mue Hapymenusy tomnsemol|llepudepnuel enepanizoBay Cunznpom
U peakiuu B MECTECTb, CKHE OTEKH,HBIH OTEK OTMEHBI
BBEJICHUS IIXopajKa [HapylleHne (Hambomnee YacTo
MOXOJIKH, 0TMeYaInCh
ACTeHUS, cIenyrornme
00J1b HEeXKeTaTeNIbHbIE
Pa3IMYHON [PEAKIIMH:
moKanu3anu 0eCoKoicTBO,
7, obee 0ECCOHHMIIA,
HEJIOMOTaH! TOIIHOTA, 0OJH
€, PA3TUYHON
PUTITOTION0 lTOKaIM3aluu M
OHBII MOBBIICHHOE
CHUHIPOM IMOTOOT/CIICHUE),
007b B TPYIH.
Bapeructpupona
HBI cirydau
BHE3AITHOM
HEOOBSICHIUMOI
CMEpTH,  CBSI3H
KOTOPBIX v
leueHneM
rabareHTHHOM

IHC YCTAaHOBJICHA.
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JlaGopatopHple U Camxenne [[loBprmeHue o mmke b | 1 TEAWL lr:i/IHOII-IIEt-'E['bI/ICMI/I}I,
UHCTPYMECHTAIIbHBI KOHLICHTpAI] @KTHBHOCTH i MOBBIILICHHUE
¢ TaHHbBIE My OeNBIXQIIaHMHAMHHOT (TIPEUMYIIECTB AKTHBHOCTH
KPOBSHBIX  paHcdepasbl, [eHHO y KpeaTuHPOocHOoK
Teriel, ACTIapTaTaMHHO[IAIMEHTOB ¢ MHA3BI
MOBBIIIEHHE [TpaHCcdepa3bl HcaxapHbIM
MacChl TeJla KOHIEHTpaLuH [TuabeTom)
OmpyOnHa B
riasMe KpOBH,
CUICPTIIMKEMH
51
TpaBmsl, TpaBMBlI,
MHTOKCHKAIIMA U MepesoMBbl,
OCJIOKHEHUS CCaIMHBI,
npoueayp CBSI3aHHBIE C
MaICHASMH

Onucanue omoenbHbIX HeHCelamelbHbIX PeaKyull

HmeroTcss cooOIIeHusT O Pa3BUTHH OCTPOTO TAHKpeaTuTa Ha (OHE Tepanuu TrabarneHTHHOM.
[IpuunHHAs CBSI3b C TAOANICHTUHOM OCTAeTCsl HEICHOM (cM. paszen 4.4).

HmeroTcss cooOImeHuss 0 CIydasX MHUOIATHU C TOBBIIICHUEM aKTUBHOCTH KPEATMHKWHA3BI Y
MAIMCHTOB C TEPMHHAJIBHOM CTaJued IMOYEYHOM HEIOCTATOYHOCTH, HAXOMISIIUXCS Ha

reMoaruainsie.

Iemu

Crnyyan nHQEKIUH TBIXaTeNbHBIX MyTEH, CPETHETO0 OTHTA, OPOHXUTA U CYOPOT OBLIM OTMEUYCHBI
TOJIBKO B KJIMHMYECKUX MCCIECNOBAaHUAX y AeTel. Kpome TOro, B KIIMHUYECKUX HCCIEHOBAHUAX
CO00LIATIOCH O CIIy4asX arpeCcCUBHOIO MOBEACHUS U TUIIEPKUHE30B y JIETEH.

COO6H.ICHI/IC 0 TOA03PECBACMBIX HEXKCIATCIbHBIX PCAKIINAX

Bax#no COO6H_IaTB 0 TOHO3PCBACMBIX  HCKCIATCIIBHBIX  pPCaKIUAX IIOCIIC  PErucCrpanun
JICKApCTBCHHOT'O IIpeliapara € IECJIbIO oOecrieucHUs HCIIPCPBIBHOI'O MOHUTOPUHIA COOTHOLICHHA
«II0JIB3a-pUCK» JICKAPCTBECHHOI'O ITpCIiapara. MeauiuHCKUM pa6OTHI/IKaM PCKOMCHAYCTCA COO6H.[8.TI>

0 JOOBIX TI0I03PEBAEMBIX HEXKENATENbHBIX PEAaKIMAX JIEKApCTBEHHOIO IIpermapara 4epes
HallMOHAJIBHBIEC CHCTEMbI COO6HI€HI/I$I O HCXKCIATCIIbHBIX PEAKNUAX TOCYAAapCTB — YJICHOB
EBpa3suiickoro 5KOHOMUYECKOT0 COKO3a.

Poccuiickas ®enepauus

®denepanbHas ciyx0a 10 HaA30py B chepe 3ApaBoOOXpaHEHUs
Anpec: 109074, Mocksa, CnaBsiHCKas miiomaipb, 1.4, ctp.1
Ten./ ®@akc: +7 (495) 624-80-90

5. moura: pharm@roszdravnadzor.gov.ru
https://roszdravnadzor.gov.ru

4.9. Ilepeno3npoBka
[lpn onHokpaTHOM mpHeMe 49 T rabameHTHHa HAOMIOJATUCH CIEAYIOIINE CHMITOMBI:
TOJIOBOKPY)KEHHUE, JBOCHHWE B TIJa3aX, HapyIIEHHWE pPEYH, COHJIMBOCTb, IOTEPs CO3HAHMA,
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COCTOSIHHE 3aTOPMOKEHHOCTH M JHapest JIETKOop CTeneﬁﬂl:'ébqg&gEffbﬁlﬁMfg T 'npu

IIPOBEJECHUH CUMIITOMATUYECKOU Tepanuu. ClelyeT yuuThIBaTh, 4TO MOCIE IPUEMA BHICOKHX /103
ra0aneHTHHA, YMEHBIIAETCS €r0 BCACHIBAHUE B KUIIICUYHHKE.

[Tpu nepeno3upoBke rabaneHTUHOM BO3MOKHO Pa3BUTHE KOMBI, 0COOEHHO MPH OJHOBPEMEHHOM
IPUMEHEHUN APYTUX JIEKAPCTBEHHBIX Npenaparos, nogasistomux LIHC.

4.9.1 lonoJiHUTEIbHbIE CBeJIeHUsI 00 0COOBIX IPyNax NaiueHToB
HCCMOTPSI Ha TO, 4YTO I‘a6aHeHTI/IH MOKCT BBIBOOAWUTHCA IPU T'EMOJUAIN3C, HMCEMHﬁCﬁ OIIBIT

IIOKA3bIBAET, UYTO OOBIYHO MHOHOOHOH HEOOXOAMMOCTH HE BO3HHKAET. [lanpeHTaM C TSDKEIOH
MOYCYHON HETOCTATOYHOCTHIO MOKET OBITh MOKA3aH TeMOTUAIIH3.

B pamMkax skcrnepuMEHTOB Ha MBIIIAX M KpbICaX, KOTOPHIM IpernapaTr BBOAMWICA B J03aX [0
8000 mr/kr, HE yJ1a710Ch YCTAaHOBUTH 3HaYEHHUE JICTATHHOM J103bl rabaneHTHHA MPHU MTEPOPaATLHOM
BBeJleHUHU. [Ipu3HAaKM OCTPOH TOKCHYHOCTH Y >KMBOTHBIX BKJIIOYAIM aTaKCHUIO, 3aTpyIHEHHUE
JBIXaHUS, ITO3, TUIIOAKTUBHOCTD WUJIM BO30YXKIECHUE.

5. DPAPMAKOJIOTMYECKUE CBOHCTBA

5.1. ®apmakoaMHAMHYeCKHEe CBOCTBA
dapmakoTeparneBTHUECcKas IrpyImna: NpoTUBOIMMICHTHYECKOE CPEACTBO.
Kon ATX: NO3AX12.

Mexanusm devicmeus

["abareHTHH JIErKO MPOHUKAET B TKaHb TOJIOBHOTO MO3Ta M MPEIOTBPAIIAET Pa3BUTHE CYJOPOT B
Pa3IMYHBIX KUBOTHBIX MOJEISAX dMHIenicuy. ['abaneHTrH He 00J1aaeT CPOJCTBOM K perenTopam
'’AMKA (ramma-amuHomacnsiHas kucinota) ¥ 'AMKg u He Biuser Ha merabonusm ["AMK.
["abarieHTHH HE CBA3BIBACTCS C PEIENTOpaMH JAPYTUX HEHPOMETUaToOpoB, MPHUCYTCTBYIOIINX B
TOJIOBHOM MO3T€ M HE BIIMSCT Ha HATPUEBBIC KAaHAJIBI.

['abaneHTHH 005a7aeT BBICOKMM CpPOJCTBOM U CBs3bIBaeTCs ¢ 0-2-0 (anbda-2-aenbra)
CcyObequHMIIEH MOTEHIMAN3aBUCUMBIX KaJIbLIUEBBIX KaHAJIOB M IPEAINOJaraercs, 4To CBS3b
rabaneHTuHa ¢ 0-2-0 cyObeIMHHUIIEH y4acTBYET B MEXaHU3Me IMPOTUBOCYIOPOKHOTO I deKTa y
XKHUBOTHBIX. [Ipu CKpHHHHTE OOJBIION TPYIIBI MOJIEKYJI-MHUIIEHEH A 3TOTr0 JEKapCTBEHHOTO
npernapara 1Mmoka3zaHo, 4TO €IMHCTBEHHON MHIICHBIO JUIS HETO SBISIETCS CyObheuHIIA 020.
PesynbraThl, mMONyYeHHBIE B HECKOJNBKHAX JOKIMHHUYECKUX MOJIENAX, MOKAa3bIBAIOT, YTO
(dapMakosoruueckasi aKTHBHOCTh Ta0arleHTHHA MOXKET PEaTM30BBIBATHCS MYyTEM CBSI3BIBAHHS C
cyObenuHuied 020  MOCPEACTBOM  TOJABJICHUS  BBICBOOOXKICHHUS  BO30YKIAIOIIHUX
HEMpOMEINaTOPOB B HEKOTOPBIX YUAaCTKaxX LIEHTPAIbHOM HEpBHOM cucteMbl. Takass akTUBHOCTh
MOJXET Jie’)KaTh B OCHOBE NPOTHUBOCYIOPOXKHOTO JeHCTBHUS TraldaneHTHHA. 3HAaUUMOCTh 3THUX
MEXaHU3MOB JIeficTBUs rabaneHTHHa JJIs €ro NPOTUBOCYAOPOXKHBIX 3 (PEKTOB y JIr0/Iel Bce ele
HE00XO/IMMO YCTaHOBUTb.

Db dexkTrBHOCTH rabaneHTHHA TAKKE MOKa3aHa B HECKOJIBKUX TOKIMHUYECKUX HCCIICIOBAHUIX Ha
KUBOTHBIX MOJIENsiX OoyeBoro cuHApoma. [lpeamonararor, 4to crenuduyeckoe CBS3BIBAaHHE
rabarneHTuHa ¢ cyObequHHUIEeH 020 TPUBOJUT K HECKOJIBLKUM pa3HbIM 3¢ dekTam, KOTOpble MOTYT
OTBeyarh 3a 00e300JMBarolIee IEHCTBHE B JKMBOTHBIX Moueisax. O0e30omuBaromniee geicTBUE
rabaneHTuHa MOXET MPOSBIATHCS HA YPOBHE CIIMHHOI'O MO3ra, a TakKe Ha ypOBHE BBICHIMX
MO3TOBBIX IIEHTPOB IOCPEACTBOM B3aUMOJCHCTBUN ¢ HUCXOMSIIUMH IYTSIMH, IOAABISIOIINMU
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nepegady OOJIEBBIX HMITYJIbCOB. 3HaUEHHE PTHX cBoters | %QEJ&HE,H'EEIB?I&[HB& B

JOKIMHHUYCCKHUX UCCICA0OBAHUAX, HCU3BCCTHO.

Knunuueckas s¢ghpexmusnocme u bezonacnocmeo

B paMkax KJIMHMYECKOTO HCCIEIOBaHUS aJbIOBAHTHOW TEpamuu MapUUATBHBIX CYAOPOKHBIX
OPUCTYNOB y JAeTreid B Bo3pacte OT 3 10 12 jer ObUIO MNPOAEMOHCTPUPOBAHO HaJIHUKE
KOJIMYECTBEHHBIX, HO CTAaTHUCTMYECKH HEJOCTOBEPHBIX pAa3jIMuUid [0 YaCTOTE€ CHUKCHHS
KOJIMYECTBa MpUCTynoB Ha Oosiee yem 50 % B rpymnme rabaneHTHHA MO CPABHEHUIO C TPYMHIION
iane6o. J{omoJHUTENbHBIM aHaU3 YacTOThl OTBETa HAa TEPANHUIO B 3aBHCUMOCTH OT BO3pacTa
(mpu paccMOTpEeHMH BO3pacTa KaK HENpPEpPhIBHONM NEPEeMEHHOW WJIM TMPHU BBIACICHUH JIBYX
BO3pACTHBIX oArpyIit: 3 — 5 jieT v 6 — 12 j1eT) He BBISBUII CTATUCTUYECKHU JIOCTOBEPHOTO BIUSHUS
BO3pacta Ha d3PPEKTUBHOCTH TEPAITHH.

Pe3ynbTaThl JAHHOTO TOMOTHUTEILHOTO aHAIN3a TIPEICTABICHBI B TA0JIHUIIC HUXKE.

OtBer (= 50%-HO€ CHM)KEHHME YacTOTHI MPUCTYIIOB) B 3aBUCHMOCTH OT

JedeHus u Bo3pacra, nomyasauus MITT*

Bospactras [Tnane6o lNabanenTun P-3nauenue

rpymnmna

< 6 net 4/21 4/17 0,7362
(19,0 %) (23,5 %)

6— 12 ner 17/99 20/96 0,5144
(17,2 %) (20,8 %)

*MoauduurpoBaHHast MOMYJSAIUS «10 Hameperuto Jeuutb» (MITT) onpenensnace kak
COBOKYITHOCTh BCEX MAIMEHTOB, PAHIOMU3UPOBAHHBIX B FPYIIY HCCIEAYEMON TEpanuu U
MMEBIIMX TOMJICKAIIME OLEHKE JHEBHUKH CYIOPOXKHBIX IIPUCTYIIOB 34 IIEPUOL
JUTUTETILHOCTHIO 28 HEH B paMKax UCXOIHOM U TBOMHOM ciemnoil (a3 uccieaoBaHusl.

5.2. ®apMaKOKHHeTHYECKHE CBOMCTBA

Abcopoyus

[Tocne mpuema BHYTph MakcHMajbHasi KOHIEHTpalus rabareHTHHA B IJIa3Me€ JOCTUTaeTcs B
TedyeHue 2 — 3 yacoB. buojnoctrymHocTh rabameHTHHa HMMEET TEHICHIMIO K CHIDKEHHIO C
yBEJIMUYEHUEM J103bl NpenapaTta. AOCOM0THAs OMOJOCTYTHOCTh IpU MpUEME KallCcyJl JO3UPOBKU
300 mr coctasnsieT npubim3uTensHo 60 %. [Tuia, B ToM Ynciie ¢ BBICOKMM COJIepKaHUuEM KHUPOB,
HE OKa3bIBaeT KJIMHUYECKH 3HAYMMOTO BIMSHUS Ha MapaMeTpbl (apMaKOKMHETUKH rabaneHTHHa.
dapmMakOKMHETHKA TrabarneHTHHAa He W3MEHseTcs NpPHU MHOTOKpPaTHOM IIpHeMe Ipenapara.
HecmoTpss Ha To, YTO B paMKax KIMHHYECKUX HCCIIEAOBAHUI KOHLEHTpalMs rabarneHTHHA B
TuTa3Me 0OBIYHO BapbUpoOBasia B quama3oHe 2-20 MKIr/Mil, OHa He TTO3BOJISUIA TPOTHO3UPOBATh HU
s dexTrBHOCTH, HU Oe30macHOCTh Npemnapara. [lapameTpsl hapMaKOKHHETUKU TPECTABICHbI B
Tabnuie.

Ta6auna - Coanble cpeanue (CV, %) napamerpsl (apMakoKHHeTHMKH radameHTHHA B
PABHOBECHOM COCTOSIHMM IIPH MHOTOKPATHOM IMpHeMe C HHTEPBAJIOM [103MPOBAHMS
JAJHUTEIbHOCTHIO BOCEMb YaCOB
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[TapameTpsr 300 mMr 400 V=T TEAUEATE g0 1 © 0003]
(hapMaKOKUHETHKU (N=7) (N=14) (N=14)

Cpennee % CV Cpennee (% CV  |Cpennee |% CV
Crmax (MKT/MUT) 4,02 (24) 5,74 (38) 8,71 (29)
tmax (49) 2,7 (18) 2,1 (54) 1,6 (76)
T1/2 (u) 5,2 (12) 10,8 (89) 10,6 (41)
AUC (0-8) (mkreu/mn) | 24,8 (24) 34,5 (34) 51,4 27
Ae% (%) JlaHHbIE JlaHHbIE 47,2 (25) 34,4 (37)

OTCYTCTBYIOT | OTCYTCTBYIOT

Cmax — MakcHMasibHasi KOHIIEHTPAIMS B IJIa3Me B PABHOBECHOM COCTOSTHUH.

tmax — Bpemst JocTKeHUS Crmax.

T1/2 — nepuox momyBbIBEICHUS.

AUC(0-8) — rutorma b oy KpUBOi «KOHIICHTPAIHS-BPEMSs» B PABHOBECHOM COCTOSIHUHU B IEPHO/T
ot 0 10 8 yacoB nocie npuema npenapara.

Ae% — nons npenapara, 3IMMUHUPOBABIIETOCS C MOYOM B HEM3MEHEHHOM BHJIE 3a nepuof ot 0
710 8 4acoB Iociie prueMa npemnapara, B IpoleHTax 0T HPUHATON J103bl.

Pacnpeoenenue

["aGanenTHH HE CBA3BIBAETCS C OEJIKaMHU TJIa3Mbl, M €r0 00bEeM pacipeneseHus cocTaBisier 57,7 .
VY manueHToB C AMWICTICHE KOHIIEHTpaIus rabarneHTHHa B CIIMHHOMO3T0BOM xuaKkocTH (CMIK)
cocraBisieT nmpuoau3uTensHo 20 % OT MHUHMMANBbHON paBHOBECHOW KOHIIGHTPAIlMHM B ILJIa3Me.
["abaneHTHH MPOHUKAET B TPYAHOE MOJIOKO KEHIIUH, KOPMALINX TPYyAbIO.

buompancgopmayus

OTCyTCTBYIOT JaHHBIE O MeTa0olM3Me rabarneHTHHa B OpraHu3Me uesnoBeka. ['abareHTUH He
BBI3BIBACT HMHAYKIIMH HECTENU(PUUIECKUX OKCHIA3 TEUEeHHU, OTBETCTBEHHBIX 3a METa0O0JIU3M
JIEKapCTBEHHBIX CPEJCTB.

Onumunayus

['abaneHTHH BBIBOJUTCS B HEM3MEHEHHOM BHUJE UCKIIOYUTENHHO MyTEM MOUYEYHON SKCKPEILUU.
[Tepuon momyBbIBeIeHUs Ta0ANIEHTHHA HE 3aBUCUT OT MIPUHSITOMN JT03bI U COCTABIISAET B CPEIHEM OT
5 1o 7 4acos.

Y NOXWIBIX JTUI] U TTAIUEHTOB ¢ HapyIIeHneM (QYHKIIUHU MOYeK KIMPEHC radaneHTrHa U3 T1a3Mbl
cHmkaercs. KoHcTanTa smuMUHAINY, TUIA3MEHHBIN KIMPEHC U TTOYCYHBIH KIIMPEHC rabarneHTnHa
MPSIMO TIPOTTOPITMOHAIIEHBI KIIMPEHCY KPEaTHHHUHA.

[abaneHTHH ypanseTcss W3 IUIa3Mbl MpH remoauanuse. [lammeHTaMm ¢ HapyuieHHeM (YHKIUH
NOYEK WM HaXOASIIMMCS Ha TeMOAMAaNIN3e PEKOMEHIYeTCsl KOPPEKIHs J03bl Ipermapara (CM.
paznen 4.2)

Jlunetinocms (Henunelinocmu)

broaocTymHOCTE rabarneHTHHA CHUYKAETCS C YBEITMYCHUEM TIPUHSATOM JTO3BI, YTO BJIICUYET 32 COOOMU
HEJIMHEWHOCTh TapaMeTpoB (apMaKOKMHETHKH, KOTOpPBhIC BKIIOYAIOT B pacyeT I10Ka3aTeib
ouonocrynHoctu (F), nanpumep Ae%, CL/F, Vd/F. ®apmakokuHETHKa >IMMUHAIIUN
(bapmakokuHeTHUECKUE TapaMeTpbl, He BkiIodarmomue F, Takume kak CLr u T1/2) myume
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bupie kO erTpartinr rabateirina 2 Hitdsme

SABJIAOTCA MIPCACKA3YCMbIMU HA OCHOBC NAHHBIX IO KHHCTUKC ITPU OAHOKPATHOM IIPUCME.

Jemu

dapmakoKHHETHKa rabaneHTnHa y qetei nydanach y 50 310poBbIX 10OpOBOJIBIEB B BO3PACTE OT

1 mecsama o 12 mer. B menom, KOHIEHTpalus ra0anmeHTHHA B IUIa3Me JETeH crapiie 5 JeT

aHaJJOTMYHA TaKOBOMU Y B3pOCIbLIX IIpH NPUMCHCHHHU IIp€IiapaTra B SKBUBAJICHTHOM J03€ Ha

OCHOBAaHMHU pacycTa MI/KI' MacChl TeJIa.

B pamkax nccnenoBanust papMaKOKHHETHKHU Y 24 37I0pOBBIX JIeTel B Bo3pacte oT 1 10 48 mecsien

napameTpsl dkcnosunuu npemnapara (AUC) 6pumu npubmusutenbao Ha 30 % Huxke, Cmax — HUXKE,

a KIMPCHC — BBIIIC IIPU pPacyCTC Ha CAUHHIY MACChl TCJia IO CPAaBHCHHIO C AJOCTYIITHBIMH

OITyOJINKOBAHHBIMH JIaHHBIMHU 10 KHHETHUKE Mpenapara y JeTei B BO3pacTe crapiie S JeT.

6. PAPMAIIEBTUUECKHE CBOMCTBA

6.1. Ilepeyenb BcnoMoOraTe/IbHBIX BelIECTB
1 Tabaerka 600 Mr COIEPKUT:

nostokcamep 407,
KOIIOBH/JIOH,

Kpaxmal KyKypy3HbIi,
MarHus CTeapar;

nieHoYHas 000104Ka:
omajapai oenpiid YS-1-18111,
BOCK TPaBSHOMU (KaHETWIa).

1 Tabaerka 800 Mr COIEPKUT:

nostokcamep 407,
KOTIOBUJIOH,

Kpaxmal KyKypy3HbIi,
MarHus creapar;

nleHOYHas 000N0UKA:
omajpaii 6enbrit YS-1-18111,
BOCK TpaBsIHOM (KaHJeNua).

6.2. HecoBMecTHMOCTD
He npumennmo.

6.3. Cpok roqHocTH (CpoK XpaHeHusl)

2 rona.

He nucnons3oBaTh nociie gaThl HCTEUEHUS CpOKa roaxHoCTH.

6.4. Oco0ble Mepbl NPEI0CTOPOKHOCTH NIPH XPAHEHUH

XpaHUTH IpU TemnepaType He Boimre 25 °C.
XpaHUTh B HETOCTYITHOM JUIS1 IETEU MeCTe.

6.5. XapakTep u cofep:kaHue NEPBUYHONH YIAKOBKH
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ITo 10 TabJIeTOK B ommcrepe KOHTyp{-BIL;;I e E'H%;tléhgéf' N

[IBX/TI3/TIBAX/amomMuHieBoi (oIbId ¢ BUHWIOBBIM MOKpbITHeM wWiu mo 10 tabietok B
[MBX/TIBAX/ amoMUHUEBEIH OHCcTEp.

[To 2, 5 unu 10 6GaUCTEPOB C MHCTPYKLHUEH MO MPUMEHEHHIO B KAPTOHHOW Mayke ¢ KOHTPOJIEM
NIEPBOTO BCKPBITUS MIIK 0€3 HETO.

6.6. Oco0ble Mepbl MNPeJOCTOPOKHOCTH INPH  YHUYTOKEHHHM HMCIOJIb30BAHHOIO
JIEKAPCTBEHHOr0  Ipenapara HWJIH OTX0A0B, MOJYYeHHBIX IOCJe IPHMEHEHHs
JIEKAPCTBEHHOI0 Npenapara u Apyrue MaHUIYJISILMH C IIPenapaTomM

Het oco0bix TpeGoBaHUil K yTHIN3AIIH.

7. AEPKATEJIb PETUCTPALHUOHHOI'O YAOCTOBEPEHUSA
Buarpuc Cnemmantu 91291Cu

Konnunz ®@eppu Poya, 3711, Mopranrayn, 3anaagnas Bupmxunus 26505, CLIA
+1 724-514-1800

Www.Viatris.com

Viatris Specialty LLC

3711 Collins Ferry Road, Morgantown, WV 26505, USA
+1 724-514-1800

WWW.Vviatris.com

7.1. IlpeacTaBuUTENb JEPsKATE/ISI PETHCTPALMOHHOIO YI0CTOBEPEHHUS

[IpereH3un MOTpeOUTEIICH HAIPABIATH 110 aJIPECy:

Poccuiickas ®@enepanus

00O «Buarpuc»

125315, r. MockBa, JIeHuHTpaacKuil MpocnekT, 1. 72, K. 4, 2-if aTax, oM. 9, kom. 1
Tenedon: (+7) 495 130 05 50

®dakc: (+7) 495 130 05 51

DrexTpoHHas moyra: ru.info@viatris.com

8. HOMEP PETICTPAIIMOHHOTI'O YIOCTOBEPEHHUS
JITI-Ne(000961)-(PT-RU)

9. JATA TEPBUYHOM PEIMCTPAIIMM (IIOATBEPKJIEHWSI PETMCTPAIIAMH,
MNEPEPETUCTPALINN)
Jara nmepeuunoi peructparuu: 30.06.2022

10. JATA HEPECMOTPA TEKCTA

OOmiasi ~ XxapakTepuCTHKa  JIeKapCTBEHHOro  mpemapara  HelipoHTHH  fgocTymHa — Ha
UH()OPMAIIMOHHOM mopTane EBpa3suiickoro 3KOHOMHYECKOrO COKo3a B HH(MOPMAIMOHHO-
KOMMYHHUKaIMOHHOM cetn «HTepHe™» http://eec.eaeunion.org/.
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