COOTBETCTBYET SKCTEPTHOMY OTHETY

ot 12.03.2025 N= 6666

OBIASI XAPAKTEPUCTHKA .1 K APCTHT RO P EA R A°FA

1. HAUMEHOBAHMUE JIEKAPCTBEHHOTI O IIPEIIAPATA

Do3UHOIIPHIL, 5 MT, TAOJIETKH.
®o3unonpwi, 10 mr, TabIeTKH.

®do3unonpui, 20 Mr, TabIETKH.

2. KAUECTBEHHbBIN 1 KOJIMYECTBEHHBIA COCTAB

JleiicTByroliee BEecTBO: (PO3UHOIIPHIL.

Ddozunonpui, 5 Mr, TabJIETKH

Kaxxnas Tabnerka comepkut 5 Mr (o3uHOMNpUiIa HaTPHSL.
BcrnomoratenbHble BelecTBa, HaJM4KUe KOTOPBIX HAIO YUUTHIBATh B COCTABE JIEKAPCTBEHHOIO
npemnapara: jaktosa (cm. pasuen 4.4).

Do3unonpui, 10 mr, TabneTku

Kaxnas Tabnerka cogepxut 10 Mr ¢po3uHOIPUIIA HATPHSL.
BcnoMorarenbHble BElIECTBa, HAJMYME KOTOPBIX HAJIO YYUTHIBATH B COCTaBE JICKAPCTBEHHOTO
npenapara: jlaktosa (cM. pasnen 4.4).

Ddozunonpui, 20 Mr, TabJIETKH

Kaxnas tabnerka cogepxut 20 Mr (po3MHONIPHIIA HATPUS.
BcnomoraTenbHble BeleCTBa, HAJMYME KOTOPBIX HAJ0 YYHUTHIBATH B COCTaBE JIEKAPCTBEHHOI'O
npemnapara: Jakto3a (cM. pasznen 4.4).

[TonHbIN TTepevYeHb BCIOMOTATEIBHBIX BEIIECTB MPUBEICH B pasnene 6.1.

3. JEKAPCTBEHHAA ®OPMA

TabnerTku.

Do3uHOIpMIL, 5 Mr, Ta0JIETKH

prTJ'ILIC TNIOCKOUUIIMHAPUYICCKHUC Ta0JIeTKU 0EJI0T0 MIIM IIOYTH OCJIOro OBETa C (bacxoﬁ n pHCKOfI.

dozunonpun, 10 Mr, TadlieTkn

Kpyrible miockonuinHpuyeckre TadieTku 0e10ro Uiy nouTH 6enoro 1seta ¢ packoil ¥ puCKOM.

Dozugonpmi, 20 Mr, Ta0JIETKH

prTJ'ILIC TNUIOCKOUUIIMHAPUYICCKHUC TaOJIeTKH OeI0ro MM IOYTH OelIoro OBE€Ta C (I)aCKOﬁ n

KpecTooOpa3Hoil puCKoil.

Jlunus paznoma (pucka) He IpeAHA3HAYEHA JJIS pa3iaMbIBaHUs TaOJICTKH.

Crpanuna 1 u3 20



COOTBETCTBYET 3KCNEPTHO

~ L
1

oT 12.03.2025 N2 66

(NMOCNEOOBATENBHOC T: 0001)

4. KIMHUYECKHUE JAHHBIE

4.1. Iloxka3aHusi K NPUMEHEHUIO

[Mpenapat @o3UHOIIPHII TOKA3aH B3POCIIBIM MAIUEHTAM IIPH:

e AprepuanbHON THIIEPTEH3UU: MOHOTEPAINHNS MM B KOMOMHAIUY C IPYTMMH FMIIOTEH3UBHBIMU
CpeicTBaMH.

e XPOHHUYECKOW CepACYHON HETOCTATOYHOCTH: B COCTaBe KOMOMHHUPOBAHHOHN TEpaIuu.

4.2. Pe:kuM 103MPOBAaHNS M CIOCO0 NPUMeEHEeHUs!

PexxuM J103upoBaHus

Jlo3y moi0uparoT UHIUBUIYATHHO.

ApmepuanvHasn cunepmen3us

Pexomenayemasi HauanpHas go3a mpernapata cocraBisier 10 mr 1 pa3 B cyrku. 3ateM a03y
O I0UPArOT B 3aBUCUMOCTH OT TUHAMUKU CHIDKEHHSI apTepraibHoro aasiacHus (AJl).
[HoagnepxuBaromas 103a coctapiusieT ot 10 1o 40 mr 1 pa3 B cyTkH.

[Ipu OoTCYTCTBHM JOCTATOYHOTO AHTUTUIIEPTEH3UBHOTO 3 (eKkTa BO3MOKHO OMOIHUTEIHLHOE
Ha3HAYCHHE TUYPETHKOB.

[Tpu mpuMeHeHUH UHTMOUTOPOB aHTHOTeH3UHNpeBpalatoniero pepmenrta (Alld) nanuenramu,
MONYYaAIONUMHU TEpaIvio JUypeTUKaMH, MOXKET OTMeuaThCcsi pe3koe mnaaenue AJl, ans
npoQUTAKTUKA KOTOPOTO PEKOMEHIYeTCS MPEeKpaTHTh IMPUEM JIUYPETHKOB 3a 2-3 1HA 10
IpeJojiaraéMoro Hauaja Tepaniu GO3MHOIPHUIIOM.

Ecin mpuem ¢o3uHONpHIa HAYMHAIOT Ha (OHE MPOBOJUMON TEparuul JTUYPETUKAMHU, TO €T0
HayvaJabHas J03a JI0JDKHA COCTaBIAThH He Oosee 10 mMr 1 pa3 B CyTKH NP pPeryasipHOM BpaueOHOM
KOHTpOJIE 32 COCTOSIHUEM MarueHTa. [lanrentam ¢ BBICOKOM aKTUBHOCTBHIO PEHHH-aHTHOTEH3MH-
anpaocrepoHoBoii  cucteMbl  (PAAC), 0co0eHHO C PEHOBACKYISIPHOW THIIEPTEH3HEH,
HapYIIECHUSIMA BOAHO-3JICKTPOIUTHOTO OajaHca, IeKOMIICHCHPOBAaHHON XPOHUYIECKOH CepIeTHOM
HEJOCTATOYHOCTHIO WJIM TSOKEIOH apTepuanbHOW THUIEPTEH3WEH BBHUIY BO3MOXXHOCTH
BO3HUKHOBEHHS BHE3aITHOTO CHIDKeHUsI A/l Tepanuio ¢Go3UHONPUIOM PEKOMEHIyeTCsS HAYNHATh
101 KOHTPOJIEM Bpauya.

MakcumanibHas cyTouHas 103a coctaBisier 40 mr.

Xponuueckas cepoeunas HedoCMAamoyHoCmy

PexomennyeMas HavanmpHas 1032 Ipernapara coctapisieT 5 mr | unm 2 pasza B cyTku. HaunHath
TEpanuio CIeAyeT TOJ| KOHTpoJieM Bpada. [Ipm xopormieid mepeHOCUMOCTH 03y IOBBIIIAOT,
yBenuunBas ee g0 40 mMr 1 pa3 B cyTku (MakcuMaibHas CyTo4Has jgo3a). st jedeHus

XPOHUYECKON CEeplIeUHOM HETOCTaTOUHOCTH (DO3UHOIIPUI OOBIYHO KOMOMHHUPYIOT C AUYPETHKAMHU
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1, IPX HEOOXOIUMOCTH, CEPACYHBIMU TJIMKO3UIAMHU,

Oco0BbIe IPVIIILI TAIUEHTOB

IIpumenenue npu napyuwieHusAX GYHKYUU NOYEK UIU NedeHu
[TockonbKy BbIBeIeHUE IpenapaTa U3 OpraHu3Ma IIPOUCXOAUT ABYMS MyTAMHU (4epe3 KUILIEYHUK
C JKEJUYBIO U MTOYKaMH), KOPPEKLUH /103 NALMEHTaM C HapylleHUueM (YHKLIUU NOYEeK WIN [eYEeHU
00BIYHO HE TPedyeTcsl, 0THAKO PEKOMEHIYETCs COOJII0IaTh OCTOPOKHOCTb.
Pexomennyercs HauanbHas no3a 10 mr 1 pa3 B cyTku.
Toowcunvie nayuenmul
Paznuuuii B 3¢ (pekTuBHOCTH M 6€3011aCHOCTH TE€paNuu MpenapaToM y MaueHToB B Bo3pacre 65
JIeT ¥ CTapIle U MOJIOJBIX MMAMEHTOB HE HAOII0AaeTCsl, TOITOMY KOPPEKIIUH JTO3BI AJIS TIOKHITBIX
NAIMEeHTOB 00BIYHO HE TpeOyeTcs. OMHAKO HEeNb3s UCKIIOYUTH OOJBIIYI0 BOCIPHUUMYHBOCTD Y
HEKOTOPBIX NAaIlMEHTOB MOXKUJIOr0 BO3pacTa K Ipernapary, B CBSA3M C BO3MOXKHBIMU SIBICHUSIMU
Hepe03UPOBKU U3-3a 3aMEJIJICHHOT0 BBIBE/ICHUS Mpernapara.

eTu
bezonacHocTh 1 3¢ GEKTUBHOCTh MPUMEHEHUS TpenapaTta y jAereil B Bo3pacte a0 18 yer He
yCTaHOBJIEHBI. /laHHbBIE OTCYTCTBYIOT.

Cnoco0 IIPUMCHCHUA

BHYTpI), HE3aBUCUMO OT BPCMCHU MpUEMa MU, KEJTATCIIbHO B OAHO U TO K€ BPEMI.

4.3. IlpoTuBONOKa3aHUS

e [ umepuyyBCTBUTENBHOCTh K (O3MHOMNpHUIY, ApyruM uHruoutopam AIID (B TOoM uucie B
aHaMHe3€) WM K JII000MY M3 BCIIOMOTaTeIbHBIX BEIIECTB, IEPEUUCIEHHBIX B pa3jene 6.1.

e HacnencTBeHHBI MM WAMONATUYECKHHA aHTMOHEBPOTHUYECKUI OTEK, aHTMOHEBPOTHUYECKUI
OTEK B aHaMHe3e (B TOM YHCJIe U Tocie mpuemMa Ipyrux HHruoutopos AIID).

e bepeMeHHOCTD U NEPUOA JTAKTAIUH.

e OpnHOBpeMEeHHOE NMpUMEHEHHe (PO3MHOIIPUIIA C ATMCKUPEHOM U MpenapaTaMu, CoAepKalluMu
QIMCKUPEH, Y MAalMEHTOB C CaxapHbIM IUa0eTOM H/MIM YMEPEHHBIMH WIHM TSDKEIBIMU
HapylmeHus MU (QYHKUIUU TMouYeK (CKopocTh kiyooukoBoi QuupTpamun (CK®) wmenee
60 Mr/mMuH/1,73 M? TTOIAAHN TIOBEPXHOCTH TENA).

e OJHOBpEMEHHOE MPHMEHEHHE C aHTaroHUCTamu peuentopoB aHruotensuHa Il (APA 1I) y
MalUEeHTOB ¢ quadbeTHIecKoil HedpomaTtuent (cM. pasaenst 4.4 u 4.5).

e OJIHOBpEMEHHOE MPUMEHEHUE ¢ UHIMOUTOpaMu HEeNTpanbHON SHIONENTHAA3bl (HallpuMep, ¢
npenapartamMy, COJAEp)KaIllMMU CaKyOUTpUiI) B CBSI3M C BBICOKUM PHUCKOM pPa3BUTHUSA

AHT'MOHCBPOTUYCCKOT'O OTCKA.
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C 0CTOPOKHOCTBLIO

ApTtepuanbHasl TMIOTEH3Us, JBYCTOPOHHUN CTEHO3 IMOYEUYHBIX ApTEpUNl WM CTEHO3 apTepuu
€IMHCTBEHHOMN MOYKHU; MMOYEYHAasi HEJOCTATOYHOCTh; COCTOSIHUE MOCJIE TPAHCIUIAHTAIIMH TTOYKY;
AOpTAJIbHBIN WJIM MUTPAIBHBIM CTEHO3; rumneprpoduyeckas oOCTPYKTUBHASI KapIUOMHOIATHS,
XpOHUYECKasl cepieuHas HeocTarouHocTh |11V dpynkumronansHoro kiacca (mo kinaccupukanuu
NYHA); umemnueckas 6onesnb cepama (UBC); mepeOpoBackynspHbie 3aboneBanusi (B T.d.
HEJOCTAaTOYHOCTh MO3TOBOTO KPOBOOOpAIlleHHs1); CHUCTEMHbIE 3a00JIeBaHMS COEAMHUTEIHHON
TKaHU (B T.4. CHCT€MHas KpacHasi BOJIYAHKA, CKIEPOAEpPMHUS); YTHETEHHE KOCTHOMO3TOBOIO
KPOBETBOPEHUS; UIMMYHOCYIIPECCUBHAS Tepariusi, OJJHOBPEMEHHOE MPUMEHEHUE aJUTONMypHUHOJIA
WM IPOKAWHAMHU/JIA, WIIA KOMOMHAIUS YKa3aHHBIX OCIIOKHSIONINX (PaKTOPOB (TIOBBIICHHBIH PUCK
pa3BUTHS HEUTPOIICHUH U arpaHyJIOLUTO32); CAXapHBI 11a0eT; TUIIepKaTueMHUs; OJHOBPEMEHHOE
MPUMEHEHHE C KalnuiicOeperaronuMu TuypeTHKaMu, MpenaparaMu Kajus, Kaluicoaep KaluuMu
3aMCHUTCIIMUA HPIHICBOfI COJi; OAHOBPEMCHHOC IPUMCHCHHEC C IpcrnaparaMu JIMTUA,
OTﬂFOHleHHBIﬁ annepronomqecxnﬁ AHaMHE3 WJIn aHFI/IOHeBpOTI/I‘-IeCKI/Iﬁ OTE€K B aHAaMHE3C,
OJIHOBPEMEHHOE TIPOBEJCHHE JECEHCHOWIN3AllMK; OJHOBpEMEHHOE TMpoBeaeHue adepesa
JUTONPOTENHOB HU3KOW IUIOTHOCTU C HCIOJIb30BaHUEM AEKCTpaH cylbdara; ogHOBPEMEHHOE
MPOBEJCHUE TeMOJMANIM3a C MCIOJIb30BAHUEM BBICOKOTPOTOYHBIX MEMOpaH; COCTOSHUS,
COITPOBOKIAIOIINECS CHIKEHHEM o0beMa rupKyaupyromeit kposu (OLK) (B T.u. auapes, pBoTa,
MPEeIIEeCTBYIOIEE JIEYCHHE TUYPETUKaMHU, COONIOJCHUE TUEThl C OTrpaHUYCHHEM IMOBApPEHHOMN
CONM), TUIMOHATpUeMHus (PUCK JAETHApATAIMH, apTEepPHaATbHON THIOTEH3UH, XPOHUYECKON
OYEeYHOU HGI[OCT&TO‘IHOCTI/I); MPUMCHCHUC BO BpEMs 0O0JIBIIINX XUPYPTHUICCKUX BMCHIATCIILCTB
WIM TpU MPOBEIEHUH OOIIel aHecTe3WH; NPUMEHEHHWE Yy TMAallMeHTOB HETPOUJHOW pachl;
MPUMEHEHHUE Y MOKUIIBIX MAI[UEHTOB.

ApTepuanbpHas THIOTSH3US

VY nanmueHToB ¢ HEOCHOKHEHHOW (QopMol apTepualbHON TUIEPTEH3UH BO3MOXKHO pa3BUTHE
apTepualIbHON THIOTEH3UH B CBA3M C MpUMeHeHHeM ¢o3uHonpmia. CumMnToMaTudeckas
apTepuanbHas TUIOTEH3Hs IPU TpUMEHeHUH HHTHONTOpoB AITD uaiie pa3BuBaeTcs y MalueHToB
Ha (poHEe MHTEHCUBHOTO JICUEHUS TNYPETUKAMHU, TUETHI, CBI3aHHON C OTpaHUYCHHUEM NTOBapEHHON
COJIM, WJW IPU NPOBEICHHUM Hanu3a. TpaH3UTOpHAs apTepualbHas TMIIOTEH3UsI HE SIBISETCS
IPOTUBOMNOKA3aHUEM JJii TNpUMEHeHHs (O3MHONpMIA TOCIe TMPOBEACHUS Mep 0
BocctanoBiaeHuio OLK.

VY MmanueHTOB ¢ XPOHUYECKOW CEepACYHON HEAOCTATOYHOCThIO JeueHue uHruouropamu AIID
MOJKET BBI3bIBATh M30BITOUHBIN AHTUTUIIEPTEH3UBHBIA 3(P(HEKT, KOTOPHII MOXKET MPUBECTU K

OJIUTYPUM WM a30TEMUH U, B PEAKUX CIydasX, K OCTpPOH MOYEUHOM HEeAOCTAaTOYHOCTU C
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¢do3uHONPMIIOM HEOOXOAMMO BHHMATEIBHO HAONIOJATh 3a MAlMeHTaMH, OCOOEHHO Ha
MPOTSKEHUH TIEPBBIX 2 HEJENb JICUCHUS, a TAKXKE MIPH JTF0OOM YBEITMYECHUH 0361 (po3HHONpHIIa
WM TUYPETHKA.

MoskeT noTpeboBaThCsl CHUKEHUE 03bI JUYPETHKA Y MAlIMEHTOB C HOPMAJIbHBIM WIIH HU3KUM A /],
paHee MOJIYYaBIIMX TEPANUI0 JTUYPETHUECKUMHU CPEACTBAMU WJIM UMEIOIIUX THMIOHATPUEMHUIO.
ApTepuanbHasl TUTIOTCH3MSI KaK TakOBas HE SBIISCTCS MPOTHUBOMOKA3aHHEM JUIS JAITBHEUIIETO
npUMeHeHUs (o3uHONpUIa TMpPU XPOHUYECKOW CcepleyHOoM HeaocTaToyHocTu. HekoTopoe
CHIWKeHHe cucteMHoro AJ[ sBiseTcss OOBIYHBIM M KenareiabHbIM 3(P¢GEeKToM B Hayaie
MPUMEHEHUS TPU XPOHUYECKON CepleyHor HeaocTaTodHOCTU. CTeneHb STOTO CHUIKEHUS
MaKCHMaJbHa HAa PaHHUX JTalax JICUYCHUS U CTAOMIM3UPYETCsS B IpeaesiaX OJHOW WM JBYX
HeleNnb OT Havana jedeHusa. AJ[ oObIYHO BO3BpalaeTcs K MCXOJHOMY YPOBHIO 0€3 CHUXKCHHS
TepaneBTHYeCKor 3 PEKTUBHOCTH.

[lepen nayasioMm sieueHus TpeOyeTcsl MPOBECTH aHAJIMU3 MPOBOJMBIIEHUCS paHEe THIOTEH3WBHOU
Teparuu, CTeTICHU MOBHIMIeHUsT A/Jl, OrpaHUYeHHS palMOHA 10 COJIM W/WITK JKUIKOCTH U JPYTHX
KIIMHUYECKUX OOCTOATENHCTB. [10 BO3MOXKHOCTU ClEyeT MPEeKpaTUTh MPOBOAMBIIYIOCS paHee
TUIMOTEH3UBHYIO TEpaIlui0 3a HECKOJIbKO JHeW 10 Havanma Jedenus. Jlisg ymeHblIeHus
BEPOSTHOCTH BO3HUKHOBEHUS apTEPHAITHLHOW THIIOTCH3UU JTUYPETUKU CIICTyeT OTMEHUTH 3a 2—3
JIHS 10 Havasa JieueHus. J[o u BO Bpems JiedeHUs1 HE0OX0AUMO KOHTpoaupoBath AJl, pyHkiuio
MOYEK, COJEp)KaHUE HMOHOB Kallusl, KpeaTWHHWHA, MOUYEBHHBI, KOHIEHTPAIMU DIEKTPOIUTOB U
AKTUBHOCTH MEUYEHOYHBIX ()EPMEHTOB B KPOBH.

AOopTadpHBIA WIN MUTPAIBHBINA CTEHO3/THIEPTPOdHUUECKass OOCTPYKTHUBHAS KapJIHOMHONATHS

Kak u Bce InekapCTBEHHblE CpeAcTBa, OOJajaroIlue Ba3OAMJIATHPYIOLIIUM JACHCTBUEM,
uHruouropel AII® nomxkHEI ¢ 0CO0OH OCTOPOKHOCTBIO NPUMEHATHCS Yy MAlMEHTOB C
OOCTpyKIMeH myTel 0TTOKa KPOBHU M3 JIEBOTO XKeTyJ0UKa.

Hapvinenne dyHKIINY ITOYEK

VY manueHToB ¢ apTepualbHON TMIEPTEH3UEN C OJHO- WU JIBYCTOPOHHUM CTEHO30M MOYEUHBIX
apTepuil UM CTEHO30M apTEepPHM €IMHCTBEHHOW MOYKH BO BpeMs JiedeHus uHruoutopamu AIlD
MOYKET TOBBIIIATHCS KOHIIEHTpAlMs a30Ta MOYEBMHBI KPOBU M KPEaTUHHHA CHIBOPOTKU KPOBH.
Ot 3h(deKT 00BIYHO O0paTHMBI M TMPOXOAAT TOCHE TpeKpameHus jedeHus. Heobxomum
KOHTPOJb (YHKIIMU TIOYEK Yy TaKUX IAIMCHTOB B TIEPBBIC HEACTH JICUCHHUS. Y HEKOTOPBIX
NaIMEeHTOB MOBBIIIEHNE KOHIICHTPALUi a30Ta MOYEBUHBI KPOBU U KPEaTHHHHA CHIBOPOTKU KPOBU
(00b1YHO HEOOMNBIIOE M MPEXOJAIIee) MOXKET HaOMoaaThes axe 0e3 O4eBHIHOIO HapyIIEHUS
GYHKIIMM TMOYEeK MpU OJHOBPEMEHHOM IMpUMEHEHUH (O3UMHONPUIA U AUYPETUKOB. Moxker

MoTpeOOBaTHCS CHIKEHHE 10361 (PO3WHOTIPHIIA.
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3aBHceTh 0T akTUBHOCTU PAAC, nmosromy sedenne naruduropamu AII® MoxeT conpoBOXKIATHCS
ONIUTYpUEH W/WINM TPOTPECCUPYIONIEH a30TeMHuel, U B PEIKHUX CIydasx MPUBECTH K OCTPOM
IIOYEYHON HENOCTATOYHOCTH U JIETAIBHOMY UCXOAY.

TpancnnaHTaus TOYKH

OnbIT npuMeHeHus (O3MHONPUIIA Y TMAMEHTOB, HEJABHO MEPEHECIINX TPAHCIUIAHTAIIMIO TTOYKH,
OTCYTCTBYET.

Hapynienue d)VHKHI/II/I INCYCHU

B penkux ciyyasx npu npuMeHeHUH HHruOutopoB AIID ormeuaeTcss CHUHIPOM, HEPBBIM
IIPOSIBJIEHUEM KOTOPOI'O SIBJISIETCSI XOJIECTaTHUECKasl JKENTyXa. 3aTeM ClelyeT MOJHHEHOCHBIN
HEKpPO3 IMEUYEHU, WHOTJIA C JICTAIbHBIM HMCXO0J0M. MexXxaHu3M pa3BUTHSL JAHHOTO CHUHIpPOMA HE
uszydeH. [Ipu mosiBlIeHHH 3aMETHOW KENTYITHOCTH U BBIPAXKEHHOM IOBBIIICHUU AKTHBHOCTHU
dbepMeHTOB TiedeHH JieueHHue (O3UHOMPUIOM  ClIeyeT TMPeKpaTuTb W HA3HAYHUTh
COOTBETCTBYIOILIEE JICUEHUE.

Y manueHToB ¢ HAPYMICHUSIMHU (PYHKIIMU TICUCHU MOKET OTMEYAThCSI TOBBIIIICHHASI KOHIICHTPAITUS
¢do3uHONpHa B ma3Me kpoBu. [Ipu nuppose neyeHu (B T. 4. aTKOTOJIBHOM) KaXyIUHCS OOIIHiA
KJIMPEeHC (O3MHONpHUIIATa CHIDKCH, a IUIOIAab TOA KPHBOH «koHIEHTparus-BpeMs» (AUC)
MPUOJIM3UTENHHO B 2 pa3a BhIIIIE, YEM y MAIMEHTOB 0€3 HapyIIeHU (yHKIIUN MTEUEHHU.

HetiTporienus/arpanyiaonuTo3/TpOMOOIIUTOIIEHUST/ aHEMUS

Bo3M0OXHO pa3BuUTHE arpaHysiolMTO3a W MOJABI€HHWE (YHKIIMM KOCTHOI'O MO3ra BO BpeMs
neuenust uaruOutopamMu AllD. OTu cnyyan oTMevaroTcs yalle y MAlUMeHTOB C HapyIIEHHOU
¢GyHKIMEN mo4yek, 0COOEHHO NPU HAJIMYMUK CUCTEMHBIX 3a00JIEBaHUN COETUHUTEILHON TKaHU
(cucreMHas KpacHas BoOJIYaHKa WK ckieponaepmusi). Ilepen Hayamom Tepanuu MHIMOMTOpaMU
AII® u B mporecce Jie4eHus: MPOBOAST OIpeiesieHNe JEUKOILUTOB U JIEHKOIMTApHOH (HopMyIbl
(1 pa3 B mecsl B nepBble 3—6 MecsleB JIEUeHUs U B MEPBBIH ol IPUMEHEHUs1 (O3MHONpPUIIA Y
MAIMEHTOB C TOBBIIIEHHBIM PUCKOM HEUTPOIIEHUN ).

PeaKHI/II/I FI/IHGD‘—IVBCTBI/ITGHBHOCTI/I/ AHTHUOHEBP OTHYECCKHM OTEK

Coo01manoch 0 pa3BUTUU AHTHMOHEBPOTHYECKOTO OTEKa KOHEYHOCTEH, JIMIA, Ty, CIM3UCTBIX
000J104€eK, A3bIKa, ITIOTKH WM TOPTAaHH Y MAIIMEHTOB MPpU NpuMeHeHnu (Go3unonpuia. [Ipu orexe
A3bIKA, TTIOTKH WM TOPTAHU MOXKET Pa3BUBAThCS OOCTPYKLUS AbIXaTEIbHBIX MMyTEH C BOZMOKHBIM
JETATHHBIM UCXO00M. B MOA00HBIX ciTydasx HE0OX0AUMO TIPEeKpalieHue npueMa (Ho3MHOIIpUIa U
IPOBE/IEHUE HEOTIIOKHBIX MEPOIPUSATHH, BKIIIOUAs MTOJIKO)KHOE BBEJICHHE PacTBOpa MUHEPpHUHA
(anpenanuna) (1:1000), a Taxke NPUHIATHE APYTUX MEP HEOTIOXKHOU Tepanuu. B OonpmHCTBE
CIIy4aeB OTEKa JIUIIA, CIU3UCTON 000JOUKH POTOBOM MOJIOCTH, TYO M KOHEYHOCTEH MpeKpalieHre

npueMa (o3uHONpUIa MPUBOIMIO K HOPMAIM3AIMK COCTOSIHUS; OJTHAKO MHOI/a TpeOoBaoch
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Ha3Ha4YeHHE COOTBETCTBYIOIECH Teparuu.

OTeK CIU3UCTOU 000JIOUYKU KUIIIEUHUKA

Bo Bpems npuema narn6utopoB AII® penko orMedancs OTeK CIU3UCTON 000I0YKY KUIIICYHUKA.
[TanMeHTH! KaloBaJIMCh HA OOJM B JKUBOTE (IPU 3TOM TOIIHOTHI M PBOTHI MOIJIO HE OBITh), B
HEKOTOPBIX CIy4asX OTEK CIU3UCTOM OO0OJOYKM KHIIEYHUKAa BO3HUKaN 0Oe3 oTeka JHIa,
aktuBHOCTH C1-3cTepa3bl 6bu1a B HOpMe. CUMITTOMBI HCUE3AJIH TTOCIIE MTPEKPAIEHUsS TPUMEHEHHS
uHruouropoB AIl®. Otexk cnu3ucTold OOOJOYKM KHUIIEYHHWKA JOJDKEH OBITh BKJIIOYEH B
JuppepeHMaIbHy0  JUAarHOCTUKY  MalUEeHTOB, NpUHUMAammuX  HUHruoutopsl  AllD,
MIPEABSBISIONTNX JKaJT0ObI Ha a0TOMUHAIBLHBIC O0JIH.

[TanpeHTHl, MMEOIME B aHAMHE3€ AHTMOHEBPOTHMYECKUM OTEK, HE CBS3aHHBIA C IPUEMOM
uHruoutopo AII®, moryr ObiThb B OoJsblIel CTENEHH MOJBEPKEHbl PUCKY pPAa3BUTUS
AHTMOHEBPOTUYECKOr0 OTeKa Ha GoHe Tepanuu uHruoutopamu AlldD.

VY npencraBuTenell HETPOMJHOW PAChl ClIydaud pa3BUTHs aHTMOHEBPOTHYECKOTO OTEKa IIpU
npuMeHeHnd HWHrHOUTOpoB AII®D oTMmeuanuce ¢ Oonblieid 4YacTOTOM MO CpPaBHEHHIO C
IPEJICTaBUTENIAMU JPYTUX pac.

VBenuyeHue pHUCKa pa3BUTHS AHTMOHEBPOTHMYECKOTO0 OTeKa HaOII0Jaloch y NalMeHTOB,
OJTHOBPEMEHHO NpUHUMaOMUX HHrHOuTOpsl AIID M Takue JeKapcTBEHHBIE CPEJCTBA, Kak
uaruoutoppt MTOR (mammalian Target of Rapamycin muineHs pamaMuIlMHA B KIETKax
MJIEKOTIUTAIOIIUX ) (TemMcupoaumyc, CUPOJIMMYC, ABEPOIUMYC), MHTHOUTOPBI
TN THMINENTHAa3b! [V Tuna (CUTarJunTHH, CaKCArJMITHH, BUIAATTIUIITAH, JTUHATIUIITHH),
3CTPAMYCTHH, HMHTHOUTOPBI HEUTpPaldbHOM HHAONENTHAA3bl (paleKaJoTpUil, CaKyOUTpuiI) H
TKAHEBbIE aKTUBATOPHI IJITA3MUHOTEHA.

AHadbWmiakTHYEeCKHE PEAKIIMHA BO BPEMS ITPOBEJIEHUS NECEHCHOMIN3AIINN

VY IByX MalueHTOB BO BpeMs MPOBEACHMS JAECEHCHOWIM3ALUU sI0M NEepernOHYaTOKPHUIBIX Ha
¢one mpuema wuHruouropa AllD osHanmanpuna ObUIM  OTMEUYEHBl KH3HEYTPOXKAIOIUE
aHapMIAKTHYECKHE PeaKkIUu. Y TeX K€ MAIlMeHTOB JAaHHBIX peakiuil yaamoch nu30exarb Mpu
MIOMOIIY CBOEBPEMEHHOT0 PUOCTAaHOBIEHUS TpreMa nuruonropa AII®; ogHako, OHU MOSIBUIINUCH
BHOBb I10CJI€ HEHAMEPEHHOT0 BO30OHOBIEHUS npuema uHruoutopa AIl®. Crnenyer nposBIsATh
0cOo0yI0 OCTOPOXXHOCTh TPU NPOBEIECHUHM JIECCHCUOMIM3AIUKM IalMEeHTOB, MPUHUMAOLINX
uHruouTopsl AIl®.

AHadunakToON/IHbIE peaKIIMi BO BpeMsl MpoBe/ieHus adepesa IUMONPOTENHOB HU3KOM MIIOTHOCTH

(JIITHII-adepesa)

VY mnanuentoB, npuHuMmaromux uHruoutopel AII® Bo Bpems mposenenust JIITHII-adepesa c
UCIONBb30BAaHUEM  JIEKCTpaH cCynb(ara, peako HaOMIOJATUCh ONAacHble Ul JKU3HU

aHapUIaKTOUIHBIE peakuy. Pa3BuTue NaHHBIX peaklui MOXKHO IPEIOTBPATUTh, €CIIU BPEMEHHO
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['eMoanann3 ¢ UCIIOABL30BAHMEM BBICOKOIPOTOYHBIX MEMODAH

[Ipy mpoBeaeHHMM TeMOIMANM3a Yy MAalKMEHTOB, Noiydaromux HHruOuTopel AllD, cremyer
n30eraTb NPHUMEHEHHs BBICOKOIIPOTOYHBIX IOJIMAKPUIOHUTPUIIOBBIX JHAIM3HBIX MeMOpaH
(Hanmpumep, AN69), HOCKOJIBKY B TAKMX CIy4asX IMOBBILIAETCS PUCK PA3BUTHS aHA(DUIAKTOUIHBIX
peakuuii. B Takux cimy4asx He0OX0JMMO UCIOIB30BATh TUAIN3HbIE MEMOPAHBI APYTOro TUTIA WITH
IPUMEHSTh TMIIOTEH3UBHBIE CPEACTBA IPYIHX KIIACCOB.

Kamenp

[Ipu npumenenun uHrHOMTOpoB AIID, BKIIFOUas (HO3MHOMPHI, OTMEUAJICS HEMPOIYKTHBHBIMN,
YIOPHBIN Kallelb, MPOXOIALINI 1ocae OTMEHbI Tepanuu. [Ipyu nosiBieHnn Kamnuis y naiuueHToB,
npuHuMaromux uHruouropel AIID, cremyer paccMaTpuBaTh 3Ty TEpaNUi0 KaK BO3MOXKHYIO
IPUYHMHY B paMKax IpoBeneHus TuddepeHaabHOro A1arHosa.

XUPYPru4ecKue BMCI_HaTeJIBCTBa/O6H_Ia$I AHCCTC3UA

HNuaru6uropsr AIID MOTYT yCHIIMBATh aHTUTUIIEPTEH3UBHOE JIEHCTBHE CPENICTB, TPUMEHSFOIINXCS
JUlsl TpoBeleHusl oOmie anecre3uu. llepen XMpypruueckuM BMEIATENbCTBOM (BKIIIOUast
CTOMATOJIOTHIO) HEOOX0AMMO MpeayIpeIUuTh Bpaya/aHECTe310JI0ra O MPUMEHEHUH HHIHOUTOPOB
AIID. Cnenyer cobroaTh OCTOPOKHOCTh MPHU BBIMOJHEHUN (PU3NYECKUX YIPAKHEHUHN UITH MTPU
JKapKOM IOrojle M3-3a pPHUCKA JETUApAaTallMM W apTEPUAIbHOM TMIIOTEH3UH BCIIEJICTBHE
ymenbienus OLK.

' nnepkamueMus

Otmedanuch ciydau TOBBIIIEHUS COAEP>KAHHUS MOHOB Kallus B CBIBOPOTKE KPOBHU IAlMEHTOB,
npuHUMamux UHruouropsl AIl®D, B T. 4. po3unonpui. I'pynmy pucka B 3TOM OTHOILLIEHUU
COCTaBJISIIOT MAIMEHTH! C TIOYEYHON HEIOCTaTOYHOCThIO, caXxapHbIM AuaberoMm 1 Tumna, a Takxke
OpUHUMAOIUE KajnuiicOeperaronme AUYpPEeTHKH (Takue Kak CIHPOHOJAKTOH, JIUIEPEHOH,
TpUaMTEepeH WIM aMUJIOPH[), Mpernaparbl Kajus, KaJuhcoepiKallue MUIIEeBble J00aBKU WIH
JIpyTrue JIEKapCTBEHHBIE CPECTBA, MOBBIIIAOIINE COAEPKAHNE HOHOB KAJIUS B CBIBOPOTKE KPOBH.
[Tpy HEOOXOAMMOCTH OAHOBPEMEHHOI'O MpUMEHEHUs (PO3MHONpPHUIIA U TEPEUHCICHHBIX BBIIIE
KAJIMACOAEPKALUX WM IOBBIIIAIONINX COAEpKAHUE KalMsd B IIa3ME€ KPOBU JIEKAPCTBEHHBIX
CPEZCTB CIIEeyeT COOMI0IaTh OCTOPOKHOCTD U PEryJIipHO KOHTPOJIMPOBAThH COACPIKaHUE Kallus B
CBIBOPOTKE KPOBH.

JIBoiinag 61okxaga PAAC

He pexomenayercss 0oAHOBPEMEHHOE MPUMEHEHHUE JIEKAPCTBEHHBIX CPEICTB Pa3IUYHBIX TPYIIIL,
BozaeiicTBytomux Ha PAAC (aBoiinas 6iokama PAAC), MOCKONBKY OHa acCOIMUPOBANach C
MOBBILICHHON YacTOTOW Pa3BUTHUS MOOOUYHBIX I(PHEKTOB, TAKUX KaK apTepHajbHasi TMIIOTEH3US,

TUIEepKaueMusi, CHUKEeHHE (QYHKIUU MOYeK (BKIIOYAs OCTPYIO MOYEUHYIO HEJOCTATOYHOCTD).
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OnHoBpeMeHHOE TIpuMeHeHue HHruouTOpoB ALID ¢ nﬂ%ﬁa&l% %GJJ%QEHM Ebf;/fg:ll-%l%eﬂ,

IPOTHBOIOKA3aHO Yy MAI[MEHTOB C CaXapHbIM JMA0ETOM W/MIM C YMEPEHHOW WM TSDKEION
noueyHoi HegocTarounocThio (CK® menee 60 mu/mun/1,73 M2 mIomany HOBEPXHOCTH Teja) U
HE PEKOMEHYETCS y APYTUX MallMeHTOB.

OpnHoBpeMeHHOe puMeHeHne HHrnouTopoB AIID ¢ aHTaroHUCTaMu PeLenTOPOB aHTMOTEH3HHA
Il mpoTHBOMOKAa3aHO y MALIMEHTOB C AMA0ETUYECKOI HedponaTueil U He pEKOMEHAYETCS y IPYTHX
HAIMEHTOB.

OTHUYECKHE PA3IHUUS

Nuruoutoper AII® menee 3pdeKTHBHBI Yy TPEACTaBUTEICH HETPOMJIHOM, YeM Y TaIlMEHTOB
€BPOIICOMTHOM pachl, YTO MOXKET OBITh CBSI3aHO C OOJBINEH PacIpOCTPaHEHHOCTHIO HU3KON
AKTUBHOCTH PEHUHA Y MPECTaBUTENEH HETPOUTHON pachl.

BcnomorarenbHbIe BEIIECTBA

[Ipemapar @o3uHONPWI COACPXKUT JakTo3y. llammentaMm ¢ peako BcTpedaromencs
HACJIC/ICTBEHHON HETEPEHOCHMOCTBIO TaJIaKTO3bl, NE(UIIMTOM JIAKTa3bl JOMAPEH MU TIFOK030-

raJlaKTO3HOM MaababCcopOIMelt He ClieyeT MPUHUMATD STOT Mpernapar.

4.5. BzaumojeiicTBe ¢ JPYrHMH JIeKAPCTBEHHBbIMHM TMpenapaTtaMd H JApyrue BHJbI
B3aUMO/1eCTBUA

JIBoiinag 61okaga PAAC

B nureparype coolmanock, 4To y MAlUMEHTOB C TUArHOCTUPOBAHHBIM aTEPOCKIEPOTHUECKUM
3a00JeBaHNEM, CEpACYHOM HEeIOCTaTOYHOCThIO MM CaXapHbIM Jua0eToOM C TMOpaKeHHEeM
OopraHoB-MuIlleHel, nBoiiHas Onokaga PAAC ¢ mnpuMeHEeHHWEM aHTaroHHCTOB PEIENTOPOB
anrnotensuHa Il (APA II), uaru6utopo AII® nnn anuckupeHa (MpsMOl HHTUOUTOpP PEHUHA)
aCCOLIMMPYETCsl C TOBBIIIEHHONW YacTOTOM pPa3BUTHS apTepHAIbHOM TMIIOTEH3MH, OOMOpOKa,
TUIEPKAIMEMHUH U HapyIIeHUs! PYHKIUH MTOYeK (BKJIIOYasi OCTPYIO OYEUHYIO HEJIOCTaTOYHOCTD ),
IIpU CPaBHEHUHU C NMIPUMEHEHHUEM OJHOro mpemnapara, Biustomero Ha PAAC. JIBoiinyto Oiokany
(nanpumep, HazHayeHre UHrHOUTOpoB AIID ¢ APA Il unu anuckupeHoM) cieayeT MpOBOAUTH
TOJILKO B OTJIEJIbHBIX ONPEECNCHHBIX CUTYAIUAX, PETYISPHO KOHTPOIUPYS PYHKIUIO TOYEK.
OnHoBpeMeHHOe TpuMeHeHHe HHrHOuTOpoB AIld ¢ 5ekapCTBEHHBIMH — CpelCTBaMH,
CoJIepKalllUMH aJTMCKUPEH, MPOTHUBOMOKA3aHO y MAIMEHTOB C CaxapHbIM IHa0eTOM W/WIH C
YMEPEHHOH WM TXeNol modedHoil HemocTatodHocthio (CK® memee 60 wmm/mun/1,73 w2
IUIOINAAM TOBEPXHOCTH TeJa) M HE PEKOMEHIyeTCs Y IPYT'HX MalueHTOB.

OpnHoBpeMeHHOE puMeHeHne HHIrnouTopoB AIID ¢ aHTaroHUCTaMu PEeLEeNTOPOB aHTMOTEH3HHA
IT (APA 1I) mpoTrBOMOKa3aHO y MAIMEHTOB C THa0eTHYECKON HedporaThue 1 He peKOMEHTYEeTCs

Yy ApYrux nanueHTOB.

Crpanuna 9 u3 20



COOTBETCTEYET 3K(
o1 12.03.2025

KanuiicOeperaromme ITMYPETHKHU, OpenapaTsl KaIHs, Kaﬁg&ﬂ%ﬁxﬁgggﬁéﬁéﬁﬁﬁ I;ll:i;II;II}e.IBOP'I

COJIM MW APYIH€ JCKAPCTBCHHLBIC IIPCIIapaThl, CIIOCOOHEIC YBCIMYNUBATh COACPXKAHUC KaJIHuid B

CBIBOPOTKEC KPOBH

[Tpenapatsl kamus, xanuicOeperaromue AUYPETUKU (aMMUIIOPH], CIMPOHOJIAKTOH, SIUIEPEHOH,
TpUaMTEpeH), IpenapaThl Kajaus, Kaluiicoiepkallve 3aMEHUTENIN MMIIEBONH COJIM WU Jpyrue
JIEKapCTBEHHBIE IIpenapaThl, CIIOCOOHBIE YBEIMUNBATH COAEpPKAHUE Kajausl B CHIBOPOTKE KPOBU
(BKJIrOYAsl aHTArOHUCTHI PELIENTOPOB K aHTMOTeH3UHY I, remapuH, TakpoiauMyc, MKIOCIOPUH,
Hpernaparbl, CoAepKalye KO-TPUMOKCa30J [TpuMeTonpuM + cyibhamMeToKcas3oi]), HOBBIIAIOT
PHUCK pPa3BUTHS TUIIEPKAIINEMUN.

Y nanMeHTOB C€ XPOHMYECKOW CEepACYHOW HEIOCTaTOYHOCTBIO, CaxapHbIM JAHA0ETOM,
OJIHOBPEMEHHO NMPUHUMAIONINX KajuiicOeperaroime IuypeTHKy, KalueBble, KaluicoaepKalue
COJIE3aMEHUTENIN WM JIPYTHE CPEJICTBA, BBI3bIBAIOIINE THUIEPKATUEMHUIO (Hampumep, renapuH),
uHruouTOopsl AITD MOBBIIAIOT PUCK PA3BUTHS THIIEPKATTUEMUH.

KanuitnecOeperaromme (THA3UAHBIE U «IETIEBBIEY) TUYDETUKHU

[Tpu 0fHOBpEMEHHOM NPUMEHEHUHU (PO3MHONpPUIIA C JUYPETUKAMU, OCOOCHHO B Hayaje Teparuu
JMYPETUKaMU, a TAK)KE B COUETAaHUU CO CTPOrOl TUETOM, OrpaHMYMBaroILel moTpeOIeHue HaTpus,
WIN C TeMOAMAIN30M, MOXKET Pa3BUThCS BblpakeHHOE CHMKeHHe A/Jl, ocoOeHHO B mepBbIii yac
rocJie nprueMa HadajabHOW 71036l (PO3UHONpPUIIA.

JIpyrue THIIOTEH3UBHEIE JICKAPCTBEHHBIE CPEJICTBA

I'unoTeH3uBHEIE Ipenaparbl, ONMMOUJIHBIC AHAJIBI'CTUKH, JICKAPCTBCHHLIC CPCACTBA IJIA O6H_Iel71
AHCECTC3UU YCUIIMBAKOT aHTUTUIICPTCH3UBHOC JEeHCTBHE (I)OSI/IHOHpI/IJ'Ia.

IIpenapatel TUTHUI

VY nauueHToB, mosydarolmux (HPO3UHONPUI OJHOBPEMEHHO C IpenaparaMu JIMTHUS, BO3MOXKHO
MOBBIIICHUE KOHIICHTPALMM JIMTUSA B IUIa3ME KPOBU M PUCK PA3BUTHUsS MHTOKCUKALUU JIUTHEM
(pexoMeHayeTCs TIIATEeIbHBIM MOHUTOPHHT COICP)KAaHUS JIUTHS B TJIa3Me KPOBH).

Hecrepounmusie nporuBoBocnanuTenbHble  mpenaparsl  (HIIBIIT), BxiIO4Yas CeJIeKTUBHBIE

uHTUOUTOPE! 1mKIoOKcureHassl-2 (IIOI'-2) W BBICOKME J03bl alleTHJICATUIMIOBONM KHCIOTHL

(=3 r/cyTknu)

N3BecTHO, uTo mHAOMeTauuH U apyrue HIIBIL, B T. u. cenektuBHble uHruOuTOpsl LIOI-2 1

aleTWICAIMIIMIOBAs KHUCIOTa B J03€, MpeBblmameid 3 I B CYTKM, MOTYT CHHXaTb
aHTUTUIIEPTEH3UBHOE JieiicTBUE MHTUONTOPOB AIID, 0cO6EHHO y MAallMEeHTOB C HU3KOPEHNHOBOMN
apTepHaJIbHOM rMNepTEH3MEN. Y NMallMeHTOB cTapiie 65 JIeT ¢ TUIIOBOJIEMUEH (B T. Y. IIPHU JICUEHNUN
JTUYPETUKaMH), C HapyIIEeHUsIMH (QYHKIIMH TTOYeK, ofHOBpeMeHHoe HazHauenue HIIBII, Bxirouas
cenektuBHble WHTHOWTOPHI L[OI'-2, m wmarHOUTOpOB AIID (B T. 4. (o3uHONMpHIA), MOKET

OPUBOJUTH K YXYAIIEHUIO (YHKIHMH MOYEK, BIUIOTH O OCTPOH MOUYEYHON HEAOCTATOYHOCTH.
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OOBIYHO NaHHOE COCTOSIHHUE SIBJISETCS OOpaTUMBIM, 'BH%&JE%TE@EBHK—OH%UO np(lBaTb

(YHKIMIO IOYEK Y MalueHTOB, NpuHIMatonmx ¢osunonpun u HIIBIIL.

'MODorIMKeMHUYeCKHe JCKApPCTBCHHEBIC CPECACTBA

@DO3MHOIIPWIT YCHUIIMBAET THIOMIMKEeMHUYECKUH 3PGPEeKT MpPOU3BOAHBIX CYJIb()OHUIMOUYEBUHBI,
UHCYJIMHA.

AJIJIOHVDI/IHOJI, NpoKanHaMH i, HUTOCTATHKH, MMMYHOACTIPECCAHTHI, INIFOKOKOPTHUKOCTCPOHAbI

(IpU cUCTEMHOM IIPUMEHEHUH )

@DO3UHONIPWIT YCHIIMBACT PHUCK PAa3BUTHUSA JICHKOIICHHUHW/AarpaHyJOIMTO3a MPH OJHOBPEMEHHOM
INPUMEHEHUH C aJUIONyPHUHOJIOM, IUTOCTaTHYCCKHMMH CPEJICTBAMH, MMMYHOJCIPECCAHTAMU,
MIPOKAMHAMHIOM.

DCTPOTEHBI

DCTPOTECHBl OCIAONAIOT AHTUTUIIEPTEH3UBHBIA A((PeKkT (o3uHONpUIa H3-3a CIIOCOOHOCTH
3aJIep)KUBATh BOITY.

Muruburopsl mTOR (Hanpumep, TEMCUPOIUMYC, CUPOJIUMYC, DBEPOIUMYC)

VY manueHToB, NMPUHUMAIOUIMX OJHOBpeMeHHO WHTuOuTOpel AlII® wu wmuruburopsr MTOR
(TEeMCHpOJIMMYC, CHUPOJIUMYC, 3BEPOJIMMYC), HAOIIONANOCh YBEJIMYEHHUE YacTOThl Pa3BUTHUS
AQHTMOHEBPOTUYECKOTO OTEKa.

WNuruburopel  gunentuawianentuaassl IV tuma  (IIMOTHHBI),  HAOpPHUMEDP, CHUTALVIMIOTHH,

CaKCarJIMNnTWH, BUWIJArJUIITUH, JUHATJITUIITHH

Y  npanMeHToB, MNPUHUMABIIUX OAHOBpeMEHHO MHrHOuTOpHl All® w©  HMHrUOUTOPEI
qunentuawinentyaassl [V o tuna (raunTuHel), HAOMIOAANOCh YBEIMUYEHHME YacTOThl Pa3BUTHUS
AQHTMOHEBPOTUYECKOTO OTEKa.

OcTpaMyCTHUH

YBenuyeHue 4acToThl pa3BUTHUSI AHTHOHEBPOTHYECKOT'O OTEKA MPU OJTHOBPEMEHHOM ITPUMEHEHUH
¢ uaruoutopamu AlldD.

MHrnouTopsl HEUTPAITBLHON DHIIONENTUIA3E]

Coo011aoch 0 MOBBIIEHHOM PUCKE PAa3BUTHS aHTHOHEBPOTHUECKOTO OTEKa IMPU OAHOBPEMEHHOM
npuMeHeHnrn HHruouTopoB AIID n panekagoTpuna (MHTHOUTOP SHKE(ATHHAZBI, TPUMEHIEMBIN
JUIsL IEYEHUS. OCTPOU Juapen).

[Ipu opHOBpeMeHHOM mpuMeHeHHH UHTHOuTOpoB AIID c sekapcTBEHHBIMH Ipenaparamu,
COJlep’KalllUMH  CaKyOMTpui (MHTHOUTOP HENPHIM3WHA), BO3PACTaeT pHUCK pPa3BUTHUS
QHTMOHEBPOTUYECKOIO OTEKa, B CBS3M C YEM OJHOBPEMEHHOE IIPUMEHEHUE YKa3aHHBIX
npenapaToB MpoTuBornoka3zaHo. Muruburoper AII® cinenyer HazHayaTh HE paHee, 4eM depe3
36 yacoB mociie OTMEHBI TIPEMapaToB, coaepkKaIux cakyoutpui. [IpoTuBonokasaHo Ha3HAYCHUE

MpenapaToB, CoAepkKalluX CaKyOUTPUII, MallMeHTaM, MojiydaromuM nHruoutopsl AII®, a Takxke
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B TeueHue 36 4acoB mociae oTMeHbl HHTHONTOpOoB ALID,

TkaHeBbIC AKTUBATOPHI INIa3MUHOI'CHA

B 06C€pBaI_[I/IOHHbIX HUCCICIOBAHUAX BBISBJICHA IIOBBIIICHHAA gacToTa Pa3sBUTHA
AHT'MOHEBPOTHYECKOI'O OTCEKAa Yy IalMCHTOB, IIPUHHUMAaBIIUX I/IHFI/I6I/ITOpI>I AH(D, I10CJIC
IMPUMCEHCHUA aJITCIJIAa3bl AJId TpOM6OJ’IHTH‘I€CKOI>i TEpallnyi HIIEMHUYCCKOI'O HHCYJIbTA.

DdapMaKOKMHETHYECKHE B3AUMOJIENCTBUS

OnHOBpEeMEHHOE TPUMEHEHUE aHTALUIOB (B T. Y. AIIOMUHUS WJIM MarHusi TUJIPOKCUIA), a TaK¥Ke
BETPOrOHHOTO CpEACTBA CHMETHMKOHA MOXKET CHIDKAaTh abcopOuuio (o3uHONpUIa, MOITOMY
yYKa3aHHbI€ MpernapaTsl CleAyeT IPUHUMATh C UHTEPBAJIOM HE MEHee 2 Y.

buogoctynHocTs  ¢Go3UHONPWIA TIPU  OJHOBPEMEHHOM MPUMEHEHHH C XJIOPTAJIUIOHOM,
HUGDETUITIMHOM, TPOMPAHOIOIOM, THAPOXJIOPOTHAZUIOM, MHUMETHUIMHOM, METOKJIOIMPAMHIIOM,

IMpOIAaHTC/IMHA 6pOMI/II[OM, JUTOKCHHOM H Bap(bapI/IHOM HE MCHJCTCA.

4.6. ®epTUIBLHOCTD, 0EPEMEHHOCTD U JIAKTAL U

bepemeHHOCTD

@Do3MHOIIPUII MPOTUBOIIOKA3aH BO BpeMs OepemeHHocTu. [Ipumenenune uHruoutopor AlldD Bo
BTOPOM M TPETHEM TPUMECTpe OEPEMEHHOCTH MOXKET BbI3BATh HAPYILIECHUE PAa3BUTHS WIH JaXKe
rubens mwioaa. Ecou 6epeMeHHOCTh 00HapykeHa Ha ¢oHE Teparnuu (PO3UHOIPUIIOM, CIICTYET KaK
MO3KHO ObICTpee MPeKpaTUTh NpueM (PO3UHOIIPHIIA U MIEPENTH Ha albTEPHATUBHYIO TE€PAIHIO.
Ecnmu (B penkux cimy4asx) anbTepHaTuBbl MHTHOUTOpaM AIID nns manMeHTKH HET, CleayeT
nporuH(OPMUPOBATH €€ O MOTEHLHAIHHOM BpEIe TEparnuu JJs Pa3BUTHS IUIOJA U TPOBECTH
THIATEJIBbHOE YJIbTPa3BYKOBOE HCCIIEI0BAaHUE HA MTPEIMET BbISBICHMS TaTOJIOTUH IUIOAA.
Bausnue na nnoo

Hapymienue pa3BuTusi mouek mioga, cHukeHue AJl minoma U HOBOPOXKIEHHBIX, HapylIEHUE
GYHKIINY TOYEK, TUIIePKaTHeMHUs, TUTIONIa3us KOCTeH yepena, OJUTroruApaMHUOH, KOHTPaKTypa
KOHEYHOCTEH, TUMOoIIa3us JErKuX.

[Tpu oOHapyeHUH OJIUTOTUAPOAMHUOHA Tepanuio (O3UHONPUIOM HE OTMEHSIOT TOJILKO B TOM
ciy4ae, €CJIM OHA MPOBOAUTCS MO KMU3HEHHBIM MOoKa3aHusAM. ClenyeT, 0JlHaKo, UMETh B BUY TO,
YTO OJIMTOTUIPOAMHHOH WHOT/a OOHApY)KMBAETCS TOJBKO TIPU HATUYUH HEOOPATUMBIX
MTOBPEKICHHM Yy TJI0A.

HoBopoxneHHbsle, MaTepy KOTOpPBIX NMpuHUManu UHruoutopsl AIID Bo Bpems OGepeMeHHOCTH,
JOJIKHBI OBITH TIIATEEHO OOCIIEIOBAHBI B OTHOIIEHUHW TUIIOTEH3UHU, OJIUTYPUH U THIIEPKATUEMHUH.
Ecnu y HOBOPOXKIACHHOTO OTMEYAETCS OJIUTYPHS, HEOOXOAMMO HANPABUThH YCHIIHSI Ha KOHTPOIIb
AJl v mogaep KKy rmoyeqHon nepdys3un. 3aMeHHOE MepeTMBaHUe KPOBH WIIH THAJIA3 MOTYT OBITh

HEO0OXOAMMBI 17151 BoccTaHOBNIeHUs A/l ¥ 3aMeleHus HapylnieHHOH QyHKINHY modeK. Do3uHOIPHIT
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MEJICHHO BBIBOJIUTCS U3 IUPKYJIHUPYIOIIEH KPOBU Y B3p'&&&1m%ﬁgagﬁﬂ;ﬂe&aﬁﬁﬁﬁéa u

MEPUTOHEATLHOTO Juanu3a. OnbITa MO BBIBEICHUIO (PO3UHOIPHIIA U3 HUPKYIUPYIOMIEH KPOBU Y
HOBOPOXCHHBIX HET.

JlakTamus

[Tockonbky (o3uHOMpPUI OOHAPYKUBAETCS B IPYJHOM MOJIOKE, Mpemapar MPOTUBOIOKAa3aH K

IIPUMEHEHUIO B IIEPUOJ TPYIHOIO BCKapMIIMBAHUS.

4.7. BiusiHde Ha CHOCOOHOCTH YNPABJSATH TPAHCIHOPTHBIMHU CpPeACTBAMH M PpadoTaTh ¢
MeXaHU3MaMHu

Heo6xoanmo co0itogaTh OCTOPOKHOCTD IPH YITPABICHUH TPAHCTIOPTHBIMU CPEJCTBAMU U paboTe
C MEXaHHu3MaMu, Tp€6y10HII/IMI/I MTOBBIIIICHHOM KOHOCHTpAallMKM BHUMAHHUA U 6I)ICTpOTI>I

IMICUXOMOTOPHBIX pCaKHHﬁ.

4.8. Hexkes1aTelbHbIE peaKIUH

PesroMe HexxenaTeabHbIX PEAKIIUT

[To6GouHBIE peakny MPUBEICHBI HUXKE B COOTBETCTBUU ¢ Kiaccupukanueii MedDRA u 4acToTOM:
ouenv yacmo (> 1/10); wacmo (> 1/100 mo < 1/10); newacmo (= 1/1000 no < 1/100); peoxo
(> 1/10000 mo < 1/1000); ouenv peoxo (< 1/10000); uacmoma neuzsecmna (He MOXKET OBITH
OILICHEHA Ha OCHOBE MMEIOIINXCS IaHHBIX ).

Hnpexyuu u uneasuu

Yacmo: ek BEPXHUX JbIXaTeNbHBIX MyTeH, (hapuHTUT, PUHUT, BUPYCHBIC HHPEKIUH.
Yacmoma neuzeecmna: THEBMOHHS, TAPUHTHT, CAHYCHUT, TPAXCOOPOHXUT.

Hapywenus co cmopoHbl Kposu u tumpamuieckoii cucmembvl

Yacmoma Heussecmua. >03UHOPWINS, IJIEHKONEHHUS, BOCHAJCHHWE IUM(ATUIECKUX Y3IIOB,
HEUTPOIICHHUS.

Hapywenus memabonuzma u numanus

Yacmoma Heuzsecmna: OOOCTpPEHHE TEUEHHUS TOAArPhI, PACCTPOMCTBO amMeTUTa, KOJICOaHUS
MAacChl TeJla, TUIIePKATHEMHUS.

Tcuxuueckue napywenus

Yacmo: A3MEHEHHE HACTPOCHUS, HAPYIICHUE CHA.

Yacmoma neuzeecmua: JNETPECCHsI, PACCTPOMCTBA MTOBEJACHUS, CTyTAHHOCTHh CO3HAHUSI.
Hapywenus co cmoponul nep8Holl cucmembl

Yacmo. TONTOBOKPYKEHUE, TOJIOBHAsI 00JIb, TApeCTe3usl.

Heuacmo: odmopoxk.

Yacmoma Heuzsecmua: WIIEMHYCCKHI HWHCYJIBT, TPaH3UTOpHAs]d HIIEMHYCCKasd aTakKa, TPEMOp,
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(nac OBL HOCTE 00013
HapyIIeHne CIIOCOOHOCTH MOIJICP)KUBATh PAaBHOBECHE, H?Q)VII[EH—EIQ‘ ng'im%%nm CTh. OJTDOC

HapYIICHHE MO3TOBOTO KPOBOOOpAIIICHHS.

Hapywenus co cmoponuvl opeana spenust

Yacmo: napylieHUsl 3peHUs/3pUTEIbHbIE PACCTPONCTBRA.

Hapywenus co cmoponwl opeana ciyxa u 1abupunma

Yacmoma neuzeecmua: 601b, IIyM B yIIIaX, HAPYIICHUS BECTHOYISIPHOTO armapara.

Hapywenus co cmoponwvl cepoya

Yacmo: oulyuieHue cepauedueHns, apuTMUn, CTEHOKap/IUsL.

Yacmoma wneuzsecmua: WHPAPKT MUOKapJa, TaXWKapJus, OCTAaHOBKA Cepilla, HapylleHHe
CEepAEYHON TPOBOAUMOCTH.

Hapywenus co cmoponwl cocyoos

Yacmo: BelpaxkeHHOE cHUKeHue AJl, oprocTatnyeckasi TMIOTEH3HS.

Heyacmo: 1IOK.

Yacmoma Heuzgecmua: THUNEPTOHUYECKUM KpHU3, <«IIPUIUBBD) KPOBH K KOXKE JIMIIA,
KPOBOMBJIUSHUSA, apTepUAIIbHAS THIICPTCH3MS, 3200IeBaHM TEPUPEPHUUSCKUX COCYIOB.
Hapywenus co cmopoHul OvlxamenvHotll cucmembl, Op2aHo8 2pyOHOU KIemKU U CPeOOCMeHUs
Yacmo: cyxoil Kauienb, HAPYIIEHHE CO CTOPOHBI CUHYCOBBIX Ma3yX.

Yacmoma Heuzgecmua. OABIINIKA, OpPOHXOCMA3M, 3aCTOM B JIETKUX, AUC(POHHS, HOCOBBIC
KPOBOTEYEHHS, CHHYCHUT, OOJIb B 00JIaCTU TPYAHOM KIETKH.

Kenyoouno-kuuieunvie HapyueHus

Yacmo: TOWHOTA, PBOTA, IUapesi, 00Ib B )KUBOTE, IUCIIETICUS, TUCTEB3US.

Yacmoma meussecmua: TAHKPEATHT, OTEYHOCTH SI3bIKa, Auc(arus, HapylmieHHe CO CTOPOHBI
MOJIOCTH PTa, B3JyTHUE KUBOTA, 3210, METEOPU3M, CYXOCTh BO PTY.

Hapywenus co cmoponvl neuenu u stcenuedbleo0auux nymeti

Yacmoma Heuzgecmna: TeNaTuT.

Hapywenus co cmoponwl kodcu u noOOKO#CHbIX MKaHel

Yacmo: KOXKHas Chlllb.

Heuacmo: aHTHOHEBPOTHUYECKUIN OTEK.

Yacmoma Heuzgecmrua: TOBBIIIEHHOE MOTOOTACIECHUE, KPOBOMZIHUSHUS B KOXY (IKXHMO3),
KOXKHBIH 31, IEPMATHUT, KPAITMBHUIIA.

Hapywenus co cmoponwl mbluieunotl, CKeiemHoul u cOeOuHUmMenbHOU mKauu

Yacmo. cKeneTHO-MBbIIIeYHast 00IIb, MUAIITHSI.

Yacmoma Heuzgecmra: MbIIIEUHAs CIIA00CTh, aPTPUT.

Hapywenus co cmoponsl nouek u mMouesvbig00auux nymeiti

Yacmo: HapylIeHHE MOYEHCITYCKaHHUSI.
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noc B A HOCTS 00010 .o
Yacmoma Heuzsecmua: Pa3BUTUE WU yCWy6HeHHC'rLHMIMO]§"XE%MCKO "IIO“‘I‘C]'-IHOI/I

HEJI0OCTAaTOYHOCTH.
Hapywenus co cmoponvl penpo0yKmueHoU cucmembl U MOJIOYHBIX Jicele3

Yacmo: cexcyalibHasg TUCHYHKIIHS.

Yacmoma HeuzsecmHa.: HAPYILIEHUSI CO CTOPOHBI MPECTATEIBLHON KeEJe3bl.

Obwue napyweHus u peakyuu  Mmecme 68e0eHUs.

Yacmo. NOBBIIIIEHHAS YTOMIIIEMOCTbD, OOJIb B TPYTHOM KJIETKE, OTEKH, aCTCHUSI.

Yacmoma Heuzsecmua: niepudepruueckue 0TeKu, 00Jib, IUXOPAIKA.

Jlabopamophvie u uncmpymenmanvHovle OaHHble

Yacmo. NOBBIIICHUE aKTUBHOCTH «II€YCHOYHBIX» TPAaHCAMHHA3, TUTIEPOMITHPYyOUHEMUSI.
Heuacmo: noBbllIeHNE KOHIIEHTPAIIMH MOYEBHUHBI, THIIEPKPEATHHUHEMUSI.

Peoxo: runonarpueMus, CHUKEHHE TeMOTTIO0MHA U TeMaTOKPUTA.

Yacmoma HeuzéecmHa: TOBBIIIEHUE CKOPOCTH oceaanus sputpouuton (COD).

Bausnue na nnoo

Hapymenne pasButus noyek rmuiona, cHwxkeHue AJl mioga M HOBOPOXKACHHBIX, HapyLICHHE
GyHKIIMY TOYEK, TUIIepKaTueMusl, TUIIOIUIa3Hsl KOCTEH ueperna, OJIUrorupoaMHIOH, KOHTPAKTypa
KOHEYHOCTEH, TUMOIIa3usl JIETKUX.

Coo011eHne 0 moI03pEBAEMBIX HEXKEIATEIbHBIX PEAKIIHIX

Baxxno cooOmarb 0 NOJ03PEBAEMBIX HEXKENATENbHBIX pEaKUusX I0ClIe PETUCTpaluu
JIEKapCTBEHHOTO Tpernapara ¢ 1eliblo 00eCeueHHs HEMPEPbIBHOIO MOHUTOPUHIa COOTHOILICHHS
«I0JIb3a — PHUCK» JIEKapCTBEHHOIO Mpenapara. MenuIuHCKUM paOOTHUKAM pPEKOMEH]yeTCs
co001aTh O JIIOOBIX MOJ03PEBAEMBIX HEXKENATENIbHBIX PEAKIUAX JEKapCTBEHHOTO Ipernapara
yepe3 HallMOHAJIbHBIE CHUCTEMBbI COOOIIEHHS O HEKEIATEeNbHbIX PEaKlUsiX rocyapcTB — YJICHOB
EBpa3uiickoro 53K0OHOMHUYECKOTr0 COI03a.

Poccuiickas ®enepanus

®denepanpHas cayx0a Mo Haa30py B chepe 3apaBOOXpaHEHUS

Anpec: 109012, r. MockBa, CraBstHCKasl TUIOIIaab, 1. 4, cTp. 1

Tenedon: +7 800 550 99 03

OnekTpoHHas noyra: pharm@roszdravnadzor.gov.ru

Caiit B uHGOPMaIIMOHHO-TEIEKOMMYHUKAIIMOHHOM ceTu «HTepHEeT»:

https://www.roszdravnadzor.gov.ru/

4.9. Ilepeno3npoBka
CumMnTOMBI

Bripaxxennoe camkenue AJl, Opanukapaus, 0K, HApyIIeHWe BOAHO-3JIEKTPOJIMTHOTO OalaHca,
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ocTpada nmoyeuHas HEJOCTATOUYHOCTb, CTYIIOP, BP ’MCHHaSII H/mep-lls%l;r Eﬂﬂ%qgﬁ(éé -I;axnxa JIHs,

OIIyIIEHUE CepAIcOneHus1, TOJIOBOKPYKEHHE, OECTIOKOWCTBO U KAIlleIb.

Jleuenne

[TaniueHTa clenyeT MOMECTUTh B TalaTy MHTCHCHUBHOW Tepalvu, C TIHIATSIbHBIM KOHTPOJEM
COJIEpXKaHUs IJICKTPOJUTOB U KpeaTuHUHA. sl CHIbKeHHsT abcopOnuu mpernapata Heo0X0IUMO
MIPOMBIBAHHE KEITy/IKa, HA3HAUEHUE aJICOPOCHTOB U HAaTpwHsI cyib(dara B TeueHue 30 MUHYT TIOCTe
npuema (osuHompuiIa. B ciydae BBIpaKEHHOTO CHIDKEHUSt AJ] yIOXWTh TAIMeHTa, HOTHU
MIPUIIOIHATH W MPOU3BECTH BHYTpHBeHHOE (B/B) BBeaeHue 0,9 % pacTBopa HaTpus XJaopuna, B/B
BBEJICHHE KaTeX0JaMUHOB. [Ipu BeIpakeHHOM Opagukap My — BBEJIEHUE aTPONMHA, B HEKOTOPBIX
CIlydasix MOKET MOTpeOOBaThCs MPUMEHEHHE 3JICKTPOKApAHOCTHMYIIsiTOpa. DO3HHONPUIAT HE

BBIBOAUTCA B XO€ JUAIM3a WJIN MICPUTOHCAIIBHOI'O JUain3a.

5. DPAPMAKOJIOTMTYECKUE CBOMCTBA

5.1. ®apmakoauHaMHuYeCKHe CBOMCTBA
dapmakoTepaneBTHUECKasi IpyIIa: CpeicTBa, JACHCTBYIOUIME HAa PEHUH-aHTMOTEH3UHOBYIO
CHCTEMY; HHTHOUTOPBI aHTHOTEH3UHITpeBpatatomniero pepmenta (AIID).

Kox ATX: CO9AAQ09

Mexaumnsm nerictus U dhapMakogrnHaMudeckue YOO EKThI

@do3uHONPWII HATPHUsI XMMUYECKH MpEACTaBIsieT COOOW HATPUEBYIO COJIb CIIOKHOTO 3dupa
(bapMaKoJIOTHYECKN aKTUBHOTO coequHEHus (osuHonpuiata. [lonanas B opraHu3M uesoBeka,
(dbo3uHONIPIIT TIpeTeprieBaeT (PepMEHTATUBHBIN THAPOJIM3 W TpeBpamiaeTcss B (PO3WHOMPHIIAT.
®o3uHonpwiIat, Ongarojgaps Haauuuio (OCPHUHATHON TPYMIbI, SBISETCA CleUUPUUECKUM
KOHKYpeHTHbIM uHruouropom AIID. BceneactBue wunrubuposanuss AllD ¢do3uHOnpUiar
OpPENATCTBYET  NpEeBpallleHHI0 aHruoteHsuHa | B adrmorensun I, oOmaparommit
cocynocyKuBaronum jaeictsueM. aruobuposanne AIID nmpuBOAUT K CHUKEHUIO KOHIICHTPAIIUN
anrnoteHsuHa Il B miazme kpoBH, uTO OOYCIIOBIMBAE€T YMEHBIIEHHWE €ro Ba3OIpPECCOPHOM
AKTUBHOCTH M CHMJKEHHUE CEKPELHHU ajbAocTepoHa. CHIKEHNE CEKPELMM allbJJOCTEPOHA MOKET
IPUBOJIUTh K HE3HAUUTEIBHOMY YBEJIMYEHHUIO COJAEP)KAHHWS HOHOB Kallusg B CBIBOPOTKE U
CHI)KEHUIO COZIepKaHMsI HOHOB HATPHs U 00beMa KHUJIKOCTH.

CHmkenne KpoBoToka B moukax 1 CK®, kak nmpaBuiio, He HaOIIOJAETCI.

do3uHONpWIIAT  3aMeUIAeT  MeTabonu3M  OpaguKWHHHA,  OOJIQJAIOLIEr0  MOIIHBIM
Ba30JWJIATUPYIOLIUM JEHCTBUEM, 3@ CUET 3TOTO €r0 AaHTUTUIIEPTEH3UBHOE AEHCTBUE YCUIINBAETCS.
Camxenne AJl He conpoBoxnaercs nameHeHnem OIIK, MO3roBoro u mo4yeyHoro KpoBOTOKA,
KPOBOCHA0)KEHUS BHYTPEHHHX OPraHOB, CKEJETHBIX MBI, KOXHU, PEQIEKTOPHON aKTUBHOCTHU

muokap/a. [locne npuema BHyTpbh aHTHTHIIEPTEH3UBHBIN d(PQEKT pa3BUBacTcs B TeueHue 1 yaca,
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JIOCTUTAaeT MakCUMyMa depe3 3—6 4acoB U COXPAHSIETCS 25 la_"a:l;z:l. %;%‘ﬁﬁ%hg;ﬁ;&fé Elxé%fsne

npernapara IMposBISIETCS B OAMHAKOBOW CTENEHH B TOJOXEHHWW IAlMEHTa CTOS M Jiexa 0e3
3HAUUTENBHOIO TMOBBIIIEHUsT 4acToThl cepaeuHblx cokpamenuit (YCC). Oprocrarnueckas
TUIMOTEH3US M TaXUKapIUsi HHOT'/1a OTMEYAIOTCSl y MAI[MEHTOB C TUIIOBOJIEMHEN MIIM HAXOSIIUXCS
Ha OecconeBoil auere. [ TOCTHKEHUS MaKCUMAIBHOTO TEPANeBTHYECKOIO JECUCTBUS MOKET
notrpeboBarbcsi 3—4 Henmenu JedeHHA. AHTUTHNEpTeH3uBHbIE 3(dekTsl (o3uHOmpHIa U
THA3UAHBIX JUYPETHKOB JOMOJNHAIOT JpYyr aApyra. DQQPEeKTHBHOCTh AHTUTHIIEPTEH3UBHOTO
JEICTBUS HE 3aBUCUT OT BO3pacTa, 1oJjia U MacChl Tesa. Y mpernapara HeT CHHAPOMAa OTMEHBI JJaxe
IIPU PE3KOM IPEKpaIeHUH JICUCHUSI.

[Ipr XpOHWYECKOH CcepAeYHONW HEIOCTATOYHOCTH IMOJIOKHUTEIbHBIH 3(dexT dosuHOnpHIa
JIOCTUTAeTCs, TIaBHBIM 00paszoM, 3a cuer Topmoxkenuss PAAC. [logasnenue AII® npuBoauT K
CHI)KCHUIO KaK MpeIHarpy3Ku, TaK U MOCTHArpy3KU Ha MHOKApP/.

[Ipemapat cnocoOCTBYET MOBBIMICHUIO TOJIEPAHTHOCTH K (PU3UUECKOW Harpy3ke, CHUKCHHUIO
CTEIICHU TSKECTH XPOHUYECKOM CEPIEUHON HETOCTATOYHOCTH.

5.2. ®apmakokuHeTHYECKHE CBOWCTBA

AGcopbuus

[Tocne nmpuema BHYTpb abcopOuus coctapinsieT npudbauzuteabHo 30—40 %. Crenens abcopobuuu
HE 3aBHCHT OT IpHEMa IHIIH, HO €€ CKOPOCTh MOXKET 3aMeIAThCS MPH MpHEeMe TpenapaTa Bo
Bpemsi enpl. DepMEHTAaTUBHBIM THIpOaN3 (O3UHONpHWIa ¢ oOpa3oBaHuEM (O3UMHOIIpHIIATA
IPOMCXOIUT MPEUMYILIECTBEHHO B TEUEHH W CIU3UCTON 000JI0YKE KeTyJOYHO-KUIIEYHOTO
TpakTa. MakcuManbHas KOHIIEHTpAlUs B IUIa3Me€ KPOBU JIOCTUTAeTCs MPUOIU3UTENBHO depe3
3 4yaca 1 He 3aBUCHT OT PUHSTOH JIO3BI.

Pacnpenenenne

@do3uHONpUIIAT CBA3BIBACTCS C OeIKaMH KpoBH Ha > 95 %, nMeeT OTHOCUTENIbHO MaJlblii 00beM
pacrpeesieHus: ¥ B HE3HAUUTEIbHON CTENEHH CBSI3aH C KJIETOYHBIMU KOMIIOHEHTAMH KPOBH.

buorpancdopmarms

Yepes 1 gac mocnie nepopanbHOTO MpueMa (ho3uHopuiata HaTpusi, Menee 1 % do3uHonpuiara
ocTaeTcs HeM3MEHEHHbIM, 75 % MeTaboIM3UpyIOTCs B aKTUBHBIN o3uHonpuiart, 15-20 % B Buae
HEaKTHBHOT'O INTIOKYpOHH A (PO3MHONpUIIaTa, a octaBiuecs 1-5 % B BUe akTUBHOTO 4-THAPOKCH
MeTabonuTa.

DJIMMUHALMS

@®o3uHOIIPWIIAT BEIBOJUTCS U3 OPraHU3Ma B PABHOW CTENIEHH NTEYEHBIO M TOUYKaMH.

VY nanmMeHToB ¢ apTepUaTbHOIN THIEpTeH3UeN ¢ HOPMaIbHON (DYHKIMEH OYEK U NMEYSHU NEPUo.
noyBeiBeneHus (T12) po3uHonpuiata cocTaiseT npubauzutenbHo 11,5 gacoB. Y manueHTosB ¢

XPOHUYECKOU CepJIeUHON HEIOCTAaTOYHOCThIO 3HaUeHue T1/2 cocTapiseT 14 yacos.
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(NOCNEOOBATENEHOCTE 0001)

Oco0nie T'pYHOIIbI TAaMEHTOB

Y nmanueHToB C HapymieHHOW ¢yHknued mouek (kmupenc kpearunuHa (KK) wenee
80 mn/mun/1,73 M?) 06muit KitpeHe (O3UHOMPUIATA TPUMEPHO BIBOE HUKE, UEM Yy MAIIUEHTOB
¢ HOpMabHOU (pyHKIIMEH mouek. B To ke Bpems BcackiBaHKe, OMOJAOCTYITHOCTh U CBA3BIBAHUE C
OenkaMM IUIa3Mbl KPOBHM 3aMETHO He W3MeHstoTcs. CHIKEHHOE BBIBEJEHHE C MOYOM
KOMIICHCUPYETCSsl IOBHIIICHHBIM BBIBEJICHUEM TeUeHbI0. Y MepeHHoe yBennuenne AUC B mia3me
KpOBH (MEHEe, YeM BJIBOE, II0 CPAaBHEHHUIO C HOPMOMW) HaOJII0/1aeTCsl y NAUMEHTOB C MOYEHYHOMN
HEJOCTAaTOYHOCTHIO PA3IMYHON CTETICHHU, BKIIOYAst TOYEUHYIO HEIOCTATOYHOCTh B TEPMUHAIBHON
cramn (KK menee 10 mor/mun/1,73 mM?). Y HauMeHTOB ¢ HapyLICHHOH (yHKIUEH nedenu (IIpu
QIKOTOJIBHOM WJIM OWJIMapHOM LHPPO3€) CKOPOCTh THAposM3a (HO3UHONPUIA MOXKET OBITh
CHI)KEHA, OJHAKO CTENEeHb THUAPOJIN3a 3aMETHBIM 00pa3oM He u3Mensiercs. OOmmuil KinpeHc
dbo3uHONpHUIaTa U3 OPraHU3Ma TAKUX MAIIMEHTOB COCTABISET PUMEPHO MOJIOBHHY IO CPABHEHHUIO

C [MalqMCHTaMHU C HOpM&J’IBHOﬁ q)YHKHHeﬁ IICYCHH.

6. PAPMAIIEBTUUYECKHUE CBOMCTBA

6.1. Ilepeuenb BcioMoOraTe/ibHbIX BelIeCTB

Jlakro3a

Lemtonosza mukpokpucramtinyeckas (MKL[-102)

Kpockapmennosza HaTpust

[ToBunon-K25

Harpus creapundymapar

KpemHus AMoKcua KOJIIOUIHBIN

6.2. HecoBmecTUMOCTD

He npumennmo.

6.3. Cpok roxHocTH (CPOK XpaHEeHHs)

2 roza.

6.4. Oco0ble Mepbl NPEAOCTOPOKHOCTH PH XPAHEHUH

XpaHuTb npu Temieparype He Boiie 25 °C.

6.5. XapakTep u cofep:kaHHe MEePBUYHOI YNIAKOBKH

[To 10, 14, 25 wumum 50 TabneTok B KOHTYPHYIO SYCHKOBYIO YMAaKOBKY U3 IUICHKH
MOJIMBUHWIXJIOPUAHON JHMOO TUIEHKH TMOJIMBUHWIXJIOPUIHOW/TIOMMBUHUIUACHXIOPUIHON U
GboJIbru aMOMHUHNEBOM MeYaTHON JTAKUPOBAHHOM.

Wnmun mo 10, 14, 25 wmm 50 TabneTok B KOHTYPHYIO SYEHKOBYIO YIAaKOBKY M3 MaTepuaia

KOMOWHHUPOBAHHOTO Ha OCHOBE ()OJIBIU (TPEXCIOWHBIA MaTepuall, BKIIOYAIOLINN aTFOMUHHEBYIO

Crpanuna 18 u3z 20



COOTBETCTEYET 3KI
o1 12 5

(MOCHEOOBATE HOCTE 00017
(boJBTy, MIIEHKY U3 OPUEHTUPOBAHHOTO MOJTHAMUJIA noﬂﬂﬁmﬁnﬂamphumo TLIEHKY) n‘d’)&ﬁnm

AJIOMUHHUEBOM NI€YaTHOM JTaKUPOBAHHOM.

I, 2, 3 umu 10 KOHTYpPHBIX SYEUKOBBIX YIAKOBOK BMECTE C MHCTPYKLUHUEH MO MEIUIIMHCKOMY
MPUMEHEHHUIO (JIMCTOK-BKIIABIII) TOMEIIAIOT B KAPTOHHYIO YIIAKOBKY (TauKy).

6.6. OcoOble Mepbl NPEIOCTOPOKHOCTH TMPH YHUYTOKEHHMHM HCIHOJb30BAHHOIO
JIEKAPCTBEHHOI0  Mpenapara WJIM OTX0A0B, TOJYYEHHBIX TOCJe NpPUMEHEeHHs
JIEKAPCTBEHHOI'0 Mpenapara u Apyrue MaHUIMYJISAIUHU ¢ PenapaToM

Oco0ble TpeOOBaHMS OTCYTCTBYIOT.

7. AEPKATEJIb PETUCTPAIIMOHHOI'O YIOCTOBEPEHUS
Poccusa
000 «ATomn»

445351, Camapckas o0m., T. XKurynesck, yi. ['mapocrpoureneid, 1. 6.

7.1. IlpencraBuTtenb AepKaTesisi PperiCTPALMOHHOIO YA0CTOBEPeHHUs

[Iperensnu morpedbUTEIEH HAIIPABIIATH 110 AAPECY:

Poccus

000 «O308»

445351, Camapckas 0611., r.0. XKurynesck, r. XKurynesck, yi. ['uapocrpourenei, 1. 6.
Ten.: +79874599991, +79874599992

E-mail: ozon@ozon-pharm.ru

8. HOMEP PET'MCTPAIIMOHHOI'O YIOCTOBEPEHUA

9. JATA TMNEPBUYHOM PEIUCTPAIIUU (IIOATBEPXKIEHUS
PET'UCTPAIIUU, IEPEPEI'UCTPALIUN)

[laTa nepBoi perucTpanum:

10. JATA IEPECMOTPA TEKCTA
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COOTBETCTBYET ZKCNEPTHOMY OTUETY
ot 12.03.2025 N= 6666

OOmias  xapakTepucTHKa  JIEKAPCTBEHHOTO npenaf Qg-l %@%O%EPHCIE)EPVHQW ) Ha

UHPOPMALIMOHHOM TopTaie EBpasuilckoro SKOHOMHYECKOTO COK3a B HH(POPMALMOHHO-

KOMMYHUKaIMOHHOM cetn «uTepuer» http://eec.eaeunion.org/.
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