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(MOCNEOQBATENEHOCTL 0002)

CMEPTHO

OBIIAA XAPAKTEPUCTHUKA JIEKAPCTBEHHOT O HPEITAPATA

1. HAUMEHOBAHMUE JIEKAPCTBEHHOI'O IIPETTAPATA

®dozunonpwi, 10 mr, TabaeTku

dozunOonpwI, 20 Mr, TaOIETKH

2. KAUYECTBEHHBIN 1 KOJTUYECTBEHHBIN COCTAB

JleiicTBytOIIIEE BEIIECTBO: (PO3UHOTIPHIL.

dosubonpui, 10 Mr, TabJIeTKH

Kaxxnas rabnerka cogepxut 10 Mr go3uHONpHIa HATPUSI.

dosusonpui, 20 Mr, TabJIETKH

Kaxxnas tabnerka cogepxut 20 Mr Go3uHOIIPHIIA HATPUSI.

ITonubrit MNEPCUCHDb BCIIOMOTI'aTCIIbHBIX BCHICCTB ITPHUBCACH B Pa3aciic 6.1.

3. JIEKAPCTBEHHAS ®OPMA

TaOnerku.

dosubonpui, 10 Mr, TabiieTku

TabneTku KpyriioH, TBOSKOBBITYKIIOM (hOPMBI, OEIIOT0 UK MOYTH OEJIOro 1IBETa, C PUCKO HA OAHON
CTOPOHE.

dosusonpui, 20 Mr, TabJIETKH

TaGneTku Kpyriaoi, TBOSIKOBBITYKIIONH ()OPMBI, OETIOT0 MIIK IOYTH O€JI0To 1[BeTa, C PUCKOM Ha OHOMN
CTOpPOHE U THCHEHHEM B BUJIE CUMBOJIA «f» Ha JPYroi CTOPOHE.

Ta6J'IeTKy MOKHO Pa3CJINTb Ha PaBHBIC OO3bI.

4. KJIMHUYECKUE JAHHBIE
4.1. Iloxa3aHus K NPMMEHEHUIO

[Ipenapatr ®o3uHONPUI MOKA3aH B3POCIIBIM MAMEHTAM MPH:

e AprepuanbHOW TUNEPTEH3UU: MOHOTEpanuss WIM B KOMOMHAIMM C JAPYyTUMH
TUIIOTEH3UBHBIMU CPEACTBAMM.

e XPOHHUYECKOW CepJeyHON HEIOCTaTOYHOCTH: B COCTaBE KOMOMHUPOBAHHON TEparyH.
4.2. Pe:xxuM 103UPOBAHHA M CIIOCO0 NPUMEHEHHUS

PexxuMm mo3upoBaHus

J103y moi0MparoT WHANBUAYAIBHO.
Apmepuanvrnasn eunepmen3us

PexomennyemMas HauanbHas qo3a npenapata @oszuHonpun cocrasiseT 10 mr 1 pa3 B cyTku. 3atem
7103y MOIOUPAIOT B 3aBUCUMOCTH OT AUHAMUKH CHHKEHUS apTepHaibHOro nasieHus (AJl).



COOTEBETCTEYET 3KI(

ot 27.08.2025 Ne 2

JENOBATENBHG

[TonnepxuBaromas no3a cocrasiser ot 10 mr 1o 40 mMr_1 pa3 ﬁlglv*lr:lt'

[Ipy OTCYTCTBMM JOCTaTOYHOTO AHTUTHIIEPTEH3UBHOTO H(PQeKTa BO3MONKHO OMOJIHUTEIHLHOE
Ha3HA4YCHUE TUYPETUKOB.

[Ipu nmpuMeHeHMH HHTHOMTOPOB aHrMOTeH3WHNpeBpamaomero ¢gepmenta (AIID) nanuenTamu,
NOJYYalOIMMHU  TEPalul TUYpPeTHKAMH, MOXKET OTMedarbcs pe3koe mnaaeHue AJl, nans
NpOoUIAKTUKA KOTOPOTO PEKOMEHIYETCS MpPEeKpaTHTh MpHEM JUYPETUKOB 3a 2-3 JHA [0
IPEAIoIaraeMoro Hayana Tepanuu Go3MHOIPUIIOM.

Ecnu npuem npenapara ®o3uHONpUI HAYWHAIOT HA (DOHE TPOBOAMMON TEpanuy AMYPETHKAMH, TO
€ro HavajbHas 7032 JI0JKHA COCTaBIATh He 6osiee 10 Mr 1 pa3 B CyTKu Ipu perysisspHOM BpaueOHOM
KOHTpPOJIE 3@ COCTOSIHMEM IanueHTa. [lanneHTtaMm ¢ BBICOKOM aKTMBHOCTBIO PEHUH-aHTMOTEH3UH-
anbaoctepoHoBoii cuctembl (PAAC), 0cOOEHHO C PEHOBACKYJISIPHOW THIIEPTEH3UEH, HAPYIIICHUSIMU
BOJIHO-3JICKTPOIUTHOIO Oanamca, JIEKOMIICHCUPOBAHHOU XPOHUYECKON CepAcUHON
HEJOCTaTOYHOCTBIO WM  TSDKEJIOW  apTEepUaIbHOM THUIIEPTEH3UEH, BBHULY BO3MOKHOCTH
BO3HUKHOBEHHS BHE3AITHOTO CHIKEeHUs A /] Tepanuio (O3MHONPUIOM PEKOMEHAYEeTCS HAYMHATD 10T
KOHTpPOJIEM Bpaya.

MaxkcuMaibHasi cyTouHas 103a coctaisieT 40 mr.
XpOHuU@CKa}l cepdetmaﬂ Heo0oCmamo4yHoCcms

PexomenayemMas HauanbpHas 103a npenapara cocrasiseT S mr (2 Tadbnetku o 10 mr) 1 nnm 2 paza B
cytku. IIpn xopomeii nepeHoCMMOCTH 03y MOBBIILIAKOT, yBenuunasd ee 10 40 mr 1 pa3 B cyTku
(MakcuMalibHas CyTOuHas no03a). Jias JedeHus XpOHMUYECKONW CEepAeYHOM HEeJ0CTaTOYHOCTU
¢do3uHONpUI OOBIYHO KOMOMHHUPYIOT € JUMYpPeTHMKaMHU M, IpU HEOOXOAMMOCTH, CEpJACUHBIMU
IJINKO3UJIaMHU.

Oco0ble TI'PpYIIIBI MAalIMCHTOB

Ipumenenue npu HapyuwieHUAX QYHKYUU NOYeK uiu nedeHu

[TockonbKy BbIBEICHUE IpenapaTa U3 OpraHu3Ma MPOUCXOAUT IBYMS MyTSAMHU (Uepe3 KUILIEHYHUK C
KETUbI0 W TMOYKaMM), KOPPEKIMH J03 TMaIlMeHTaM C HapylIeHHeM (DYHKIIUU TMOYEK WU TECYCHHU
0OBIYHO HE TpeOyeTcs, 0OIHAKO PEKOMEHYETCsl COOTI0AATh OCTOPOKHOCTb.

Pexomenayercs HauanbHast 1o3a 10 mr 1 pa3 B CyTKu.
Toowcunvie nayuenmoi

Paznuunii B sddextuBHOCTH M 0€30MACHOCTH TEpaluM TMPErnapaToM y TAIMEHTOB B BO3pacTe
65 neT u crapie 1 MOJIOJBIX MAIMEHTOB He HAOMI01aeTcs, TOITOMY KOPPEKIIMH JI03bI JUISl MOKUIIBIX
ManueHToB O0ObIYHO He Tpedyercss. OJIHAKO HENb3sl UCKIIOYUTH OOJBIIYI0O BOCIPUUMYHUBOCTD Y
HEKOTOPBIX IMAallMEHTOB IOKUJIOTO BO3pacTa K Ipemnapary, B CBSI3M C BO3MOJKHBIMH SIBICHUSIMU
NepeI03UPOBKH M3-3a 3aMEIJIEHHOTO BBIBEJICHUS ITpenapara.

CTH

besonacHocTh M 3(QpEeKTUBHOCTH NPUMEHEHHUs Ipenapara y AeTed B Bo3pacte 10 18 jer He
YCTaHOBJIEHBI. JJaHHBIE OTCYTCTBYIOT.

Cnooco0 nmpuMeHeHns

BHyTpb, HE3aBUCUMO OT BpEMEHU MTpUEMa UM, KEJIATEIbHO B OJHO U TO K€ BpeMs.
4.3. IIporuBomokazanus

— T'unepuyBcTBUTENBHOCTh K (po3uHOmpuiy, ApyruMm wuHruoutopam AIID (B Tom uucie B
aHaMHe3€) WJIH K JII000MY U3 BCIOMOTaTeIbHBIX BEIIECTB, IEPEUNCIICHHBIX B pa3jene 6.1.
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— HacnenctBeHHbIN WM HIMONATUYECKUN aHTUOHEBPOTUYEC YECKUU OTCK

B aHaMHe3e (B TOM YHCJIe U Tocye MpreMa Apyrux HHruoutopos AIID).
— bepemeHHOCTb U MepHO/] JaKTALUH.

—  OnHOBpeMEHHOE MpHUMEHEHHe (O3MHONPHIIA C ATMCKUPEHOM M IperapaTramMy, COAepKalluMu
ATMCKHUPEH, Y MAlMEHTOB C CaXapHbIM THA0ETOM H/UIH YMEPEHHBIMU WJIH TSHKEIBIMH HAPYIICHUSIMU
(yHKIME novek (cKopocTh KIyOoukoBoit uisrpanun (CK®D) menee 60 mn/mun/1,73 M2 nnomanu
MIOBEPXHOCTH TEJa).

— OpnHOBpeMEHHOE TPUMEHEHHE C aHTaroHuctamMu perentopoB anruoreHsmHa II (APA 1II) y
MAIUEHTOB ¢ AnadeTndeckor HedponaTueit (cMm. pasznensl 4.4 u 4.5).

— OaHOBpeMEHHOE MPUMEHEHHE ¢ MHTHOMTOpaMM HEUTPaJbHOM SHAOMENTHAA3bl (Hampumep, €
mpernapaTamMu, COAEpKAIlMMU  CaKyOMTpPWJI) B CBSI3U C  BBICOKMM PUCKOM  Pa3BUTHUS
AHTMOHEBPOTUYECKOIO OTEKA.

4.4. OcoOble yka3aHUs U MepPbI NPETOCTOPOKHOCTH NPH PUMEHEHU U

C 0CTOPOKHOCTBIO

AptepuanbHas THUIOTEH3Ms; JBYCTOPOHHMH CTEHO3 IOYEUHBIX apTepUil MM CTEHO3 apTepHH
€IMHCTBEHHOMN IOYKM; IOYE€YHas HEAOCTAaTOYHOCTbh; COCTOSHUE IOCJI€ TPaHCIUIAHTAUM I10YKH;
aoOpTaJbHBI WM MHUTpaJbHBIA CTEHO3; rumneprpoduyeckas OOCTPYKTUBHAS KapIHOMHUOIATHS;
XpoHMYecKas cepiaednas HepocrarouHoctTs -1V ¢yHkumonamsHOTrO Kinacca (1Mo KiacCH(pHUKAINA
NYHA); wumemunueckass Oone3nsb cepaua (MBC); nepebpoBackynspHbie 3a0oneBaHus (B T.4.
HEZ0CTaTOYHOCTh MO3TOBOTO KPOBOOOpAIIEHNs); CUCTEMHBIE 3a00J1€BaHUs COCIMHUTENBHON TKaHU
(B T.4. cuUCTeMHas KpacHas BOJIYaHKA, CKJIEPOJACPMHUS); YTHETEHHE KOCTHOMO3TOBOI'O
KpOBETBOPEHUS; UMMYHOCYTIPECCUBHAS TepaIus; OJHOBPEMEHHOE IPUMEHEHNUE aJUIOIypUHOJIA WIN
[IpOKauHaAMMJa, WM KOMOMHAIMS YKa3aHHBIX OCJIOKHSIOUIMX (aKTOPOB (TOBBIIIEHHBIH PHUCK
Pa3BUTHs HEHTPOIICHUU M arpaHyJIOLUTO3a); CaXxapHbId qualdeT; TUIepKaTueMus; 0JHOBPEMEHHOE
IpPUMEHEHHE C KanuiicOeperarolluMu JWypeTHKaMy, IpenaparamMu Kajaus, KajluiicoaepikaluMu
3aMEHUTESIMU MUILEBOM COJIM; OTHOBPEMEHHOE MPUMEHEHHE C MpernapaTaMH JIUTHUS; OTATOLEHHBIN
QJIJIEProJIOTUYECKUN aHAMHE3 WIM AHTMOHEBPOTHMYECKMH OTEK B aHAMHE3€; OJHOBPEMEHHOE
MIPOBEJICHUE JIECEHCUOMIN3alluM; OJHOBPEMEHHOE IpoBe/eHue adepesa JUIMONPOTEHNHOB HU3KON
IUIOTHOCTH C MCIIOJIb30BaHMEM JIEKCTpaHa Cyjb(ara; 0OJHOBPEMEHHOE MPOBEIECHUE reMOANAaIN3a ¢
HCIIOJIb30BAHUEM BBICOKOIIPOTOYHBIX MEMOpPAH; COCTOSIHMSI, CONPOBOXKJAIOLIUECS CHI)KEHHUEM
oobema wnupkyiaupyromeit kpou (OLK) (B T.4u. nuapesi, pBoTa, MpeIIECTBYIOLIEE JIEUEHUE
IUYpPETHUKAaMU, COONIOJCHUE UEThl C OIpPaHUYEHHEM [OBAPEHHOM COJIM), TMIOHATPUEMHs (pUCK
JeTupaTallui, apTepUalbHOM TMIIOTEH3MM, XPOHMYECKOW TOYeYHOW HEJO0CTAaTOYHOCTH);
MIPUMEHEHHE BO BpeMs OOJIBIINX XUPYPrHUYE€CKHX BMEILIATENbCTB WM IMPH IPOBEIECHUU OOIIen
aHECTE3UH; IPUMEHEHHUE Yy TAIIMEHTOB HETPOUJHON pachl; IPUMEHEHHUE Y MOKUJIBIX ITAIIUEHTOB.

ApTepuaibpHas TUIIOTEH3US

VY mNanueHToB C HEOCIOXHEHHOW (OpMOH apTepHaiabHOM T'MIIEPTEH3UH BO3MOXKHO DPAa3BUTHE
apTepyalibHOM TUIOTEH3UHM B CBSI3M C HOpuMeHeHueM (¢o3uHonpuwia. CumnToMaTudyeckas
apTepualbHas TUIIOTEH3US NP NMpUMeHeHHH UHruoutopo AIID yame pa3BuBaeTcs y MareHTOB
Ha (hOHE MHTEHCHUBHOIO JICUEHUsI TUYpPETHUKAaMH, AUETHI, CBI3aHHOM C OrpaHWYeHHEM MOBApEHHON
COJIM, WIHA IIPU IPOBEACHUM Juanu3a. TpaH3UTOpHas apTepuabHas TUIIOTEH3Us HE SBIAETCS
MIPOTUBOMNOKAa3aHUEM Il IPUMEHEHHUsT (O3UHOIIPHIIA TTOCIIE IPOBEACHHSI MEP MO BOCCTAHOBJICHHIO
OLK.

VY manueHToB ¢ XpOHUYECKOW CepACUHON HEJ0CTAaTOYHOCTHIO JeueHne nHruontopamu AIID moxer
BBI3bIBATh M30BITOUHBINM aHTUTUIIEPTEH3UBHBIN () (HEKT, KOTOPBI MOKET MPUBECTH K OJIUTYPUHU HIIN
a30TEeMHUU U, B PEAKHUX CIydassX, K OCTPOM MOYEHUHOW HEJOCTATOYHOCTH C JIETAJIbHBIM HCXOJIOM.
[ToaToMy Tipu JIEYEHUM XPOHHUYECKOH CepledyHON HEeIOCTATOYHOCTH (HDO3MHOMPUIOM HEOOXOAUMO
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BHHUMATEJIBHO HAONIONATh 3a NalMeHTaMu, 0COOEHHO Ha npom&le}n/r;“':rf;mz%lx]_fguﬁlé 'J'I-léq' HUS, a

TaKXe MMPH JI0O0M YBEIUYCHUH 1035l (PO3UHOIIPUIIA WIIH Y PETHKA.

MoskeT noTpeboBaThbcsi CHIDKEHUE J103bl IUYPETHUKA Y TMAIlHeHTOB C HOPMAJIbHBIM WM HU3KUM AJl,
paHee IMOJIy4aBIIMX TEpalHI0 JAUYPETUYECKUMH CPEACTBAMU WM HMEIOLUX T'HMIIOHATPUEMHUIO.
ApTepuanbHas TUIIOTEH3UsI KaK TaKoBas HE SBIIETCS MPOTHBOIIOKAa3aHHUEM JJisl JalbHEHIero
npuMeHeHHs (HO3UHOIpUIIA TPU XPOHUYECKON CepACYHON HeJOCTaTOYHOCTH. HekoTopoe CHIKEeHHE
cucreMHoro A/l sBnsiercss OOBIYHBIM U KelaTeldbHbIM 3()(EeKToM B Hayajge NPUMEHEHUs IMpU
XPOHUYECKON CepAeUHON HeaocTaToyHOCTU. CTENEeHb 3TOr0 CHM)KEHUS MaKCUMallbHa Ha paHHUX
JTanax JICYeHUs U CTaOWIM3UpYyeTCs B Mpefesiax OJHOM UM JBYX Helledb OT Havaja jedeHus. AJ]
OOBIYHO BO3BPAIIAETCS K HCXOAHOMY YPOBHIO 0€3 CHHKEHHUS TepaneBTHYecKoi 3(ppekTuBHOCTH.

[lepen Hawamom neudeHuss TpeOyeTcsl MPOBECTH aHAIW3 MPOBOJIMBILNEHCA paHee THIOTEH3MBHOU
Teparuy, CTETIeH! MOBBIIIeHUS AJl, orpaHWYeHust pallioHa MO COJM W/WIN >KUIKOCTH U JAPYTHX
KJIMHUYECKUX 00cTOsATeNbCTB. 10 BO3MOKHOCTH ClleyeT MpEeKpaTuTh IPOBOAMBIIYIOCS paHee
TMIIOTEH3UBHYIO TEPAIHIO 32 HECKOJIBKO JHEW 0 Hayama jiedeHus. [|Jis yMeHbIICHUs BEpOSITHOCTH
BO3HMKHOBEHUS apTEPHAIBHON TUIIOTCH3UU JUYPETHKH CIEeIyeT OTMEHHTH 3a 2—3 JHS A0 Hadajia
neuenwus. Jlo ¥ BO BpeMs JieueHUs] HE00X0AUMO KOHTpoaupoBath AJl, QyHKIHIO ToYeK, comepKaHmne
MOHOB KaJlisl, KpeaTHHWHA, MOYEBHHBI, KOHLIEHTPALUH 3JIEKTPOJIUTOB U aKTHBHOCTH IEYEHOYHBIX
(bepMeHTOB B KPOBH.

AopTabHBIN HWIM MUTPAJIbHBIN CTGHOS/FI/IHGDTDOd)I/I‘-ICCKaﬂ O6CTDVKTI/IBH3H KapJAHnOMHOIIaTHUA

Kak u Bce ieKapCTBEHHBIE CpEACTBa, 00JaIal0NINe Ba30AUIATUPYIOUIMM JACHCTBUEM, HHTHOUTOPHI
AIID nomxHbI ¢ 0c000H OCTOPONKHOCTHIO MPUMEHATHCS Y NALIMEHTOB ¢ OOCTPYKIMEH MyTel OTTOKa
KPOBH U3 JIEBOT'O JKEJIy10UKA.

Hapymienue d)VHKHI/II/I II04YCK

VY nmanueHToB C apTEpUaIbHOM TMIIEPTEH3UMEW C OJHO- WIM ABYCTOPOHHUM CTEHO30M IOYEYHBIX
apTepHil WM CTEHO30M apTepUH €IWHCTBEHHOH MOYKH BO BpeMs jiedeHus mHruoutopamu AlID
MOJKCT IMOBBIIIATHCA KOHICHTPAHA a30Ta MOYCBUHLI KPOBU U Kp€aTUHMHA CBIBOPOTKU KPOBHU. Ot
3 deKTbl 00BIYHO 0OpPAaTUMBI W MPOXOAAT TOCIE MpeKpamieHus JeueHus. HeoOXomum KOHTPOIb
q)YHKHI/II/I IMOYCK Yy TaKuUX IMMallMCHTOB B IICPBBIC HCACIN JICUCHUS. Yy HCKOTOPBIX IMAlMCHTOB
MOBBIIIEHUE KOHLEHTPAIM a30Ta MOYEBMHBI KPOBU M KPEATUHHHA CHIBOPOTKH KPOBU (OOBIYHO
HeOO0JIbIIOE U MPEXOASIIEe) MOKET HaOII01aThCs 1aXe 0€3 0UEBHIHOTO HapyIIeHUs QYyHKIIUH TOYEK
IIPU OJTHOBPEMEHHOM MPUMEHEHHH (PO3UHONPUIA U INYPeTHKOB. MoXeT NoTpeOoBaThCsl CHUKEHHE
710361 (PO3UHOMIPUIIA.

VY DanuMeHToB C TSHKEIOHM XPOHUYECKOM CepJeuyHOM HEJOCTATOYHOCTHIO (DYHKIHMS MOYEK MOXKET
3aBuceTh OT akTUBHOCTH PAAC, nostomy nedenne uHruoutopamu AII® mMoxeT conpoBOXIaTHCS
OJIUTYpHUEH 1/UITN IPOTpeCCUPYIOIEH a30TeMueil, U B peIKUX CITy4yasiX IPUBECTH K OCTPOH MOYEUHOMH
HEJ0CTaTOYHOCTHU U JIETAIBHOMY UCXOJTY.

TpaHcIIaHTaUs MOYKHU

OneIT IMPUMCHCHU A (1)03I/IHOHpI/IJ'Ia Y NaoMCHTOB, HECAABHO MNCPCHCCIINX TPAaHCILUIAHTALIUIO IMOYKH,
OTCYTCTBYET.

HapvmeHHe d)VHKHI/II/I TICYCHHU

B peakux ciydasx npu mnpuMeHeHMH HHTHOUTOpoB AIID orTmeuaeTcss CHHIPOM, TNEPBBIM
IPOSIBJIEHUEM KOTOPOIO SIBJIAETCSl XOJEeCTaTHUEeCKas XKeNTyxa. 3aTeM CledyeT MOJIHUEHOCHBIN
HEKpO3 [I€YEHH, MHOT' /1A C JIETAJIbHBIM UCX010M. MeXaHN3M pa3BUTHUS JaHHOTO CUHIPOMA HE U3YUEH.
[Ipy mosiBIEHHMH 3aMETHOM KENTYIIHOCTH M BBIPQ)KEHHOM MOBBIIIEHUH aKTUBHOCTH ()EPMEHTOB
NeYeHH JieueHue (PO3NHOMPUIIOM CIIEAYET MPEKPATUTh U HA3HAYUTH COOTBETCTBYIOIEE JICUCHHE.

VY manueHToB ¢ HapymeHUsIMU (QYHKIMH TTE€YEHU MOXKET OTMEUAThCS MOBBIIICHHAS KOHIICHTPAIUS
¢do3uHOMpMIa B Tuiazme KpoBu. [Ipu muppo3e nedeHu (B T. 4. alKOTOJIHHOM) KaXKyIIUHCS 00Ut
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KJIMpeHc (o3uHOoNpuIaTa CHUKEH, a TUIOMAAh O/ KDI/IBOI/IH«KOI;LTE;ILI‘[)E{HI/IT'—I:BD‘GMH»‘ ('AH‘C)

NpUOIM3UTENBHO B 2 pa3a BbIIIE, UM Y MALMEHTOB 0e3 HapyIleHUH (pyHKIMH MTeYeHH.

HeiiTporieHus/arpadyJI01MTO3/ TPOMOOIIUTOIIEH U/ aHEMUS

Bo03M0OXHO pa3BUTHE arpaHyJIONKUTO3a U NOJaBlIeHHe (PYHKIMU KOCTHOTO MO3ra BO BpEeMsl JICUCHUS
uHruouTopamu AII®D. D1u cirydan 0OTMEYarOTCs Yale y MalueHTOB ¢ HapyIIEeHHOHN (QyHKIMEH MOYeK,
0CcOOEHHO MpHU HAJIMYUHM CHUCTEMHBIX 3a00JE€BaHUN COCIMHMUTENBHOW TKAaHU (CHCTEMHAas KpacHas
BOolYaHKa Wi ckieponaepmusi). Ilepen nawanmom tepanum unruouropamu AIID u B mpouecce
JIeYeHHsI TPOBOJIAT ONPEACTICHHE JIGHKOIMTOB U JieiikonuTapHoit opmyIsl (1 pa3 B MecsIl B IepBbIe
3—6 mecsleB JIeYeHHs] U B TIEPBbII Toj MpuMeHeHUs (O3UHONPUIIA Y TAIIMEHTOB C MOBBIIICHHBIM
PUCKOM HEUTPOIIEHUN).

Peaknumn FI/IHCD‘IVBCTBI/ITGHBHOCTI/I/ AHTMOHEBPOTHYECKHI OTEK

Coo0manoch 0 pa3BUTUM AHTHOHEBPOTHUECKOTO OTE€Ka KOHEYHOCTEH, JHIa, T'y0, CIM3HCTBIX
000JI0Y€eK, S3bIKa, TIOTKU WM TOPTaHU Y MAIIMEHTOB MpPU NpUMeHeHnu ¢osunonpuia. [Ipu oTeke
A3BIKA, TIIOTKH WM TOPTaHU MOXKET Pa3BHBATHCS OOCTPYKLHMS JBIXATEIBHBIX MyTeH C BO3ZMOKHBIM
JeTaJbHBIM MCXOJOM. B MOMOOHBIX Cilydasix HE0OXOAMMO MpeKpaiieHne npueMa (Go3MHONpUIa U
MIPOBE/ICHUE HEOTIIOKHBIX MEPONPHUATHIA, BKIIOYAs IMOAKOXKHOE BBEIEHHE pacTBOpa 3MuHEPpUHA
(ampenanuna) (1:1000), a Takxke MPUHSATHE APYTUX MEP HEOTIOXKHON Tepanuu. B OonbiimHCTBE
Clly4aeB OTE€Ka JIMLA, CIM3UCTONW 00O0JOYKHU POTOBOM MOJIOCTH, I'y0 M KOHEYHOCTEH IMpeKpalleHue
npueMa (HO3UHONpPUIIA TPUBOJIWIO K HOPMAaIHM3AllMU COCTOSIHHS, OJHAKO HHOT/Aa TpeOOBaIOCh
Ha3HAYEHUE COOTBETCTBYIOMICH TEPAITHH.

Otek CcIM3UCTON 000T0YKH KHIIEYHHUKA

Bo Bpems nmpuema uHrnoutopoB AIID penako oTMedancss OTeK CIM3UCTONH OOOJIOYKH KUIICYHUKA.
[TarueHTH! XanoBadUCh HAa OONMM B KHBOTE (NP ATOM TOMIHOTHI M PBOTHI MOTJO HE OBITH), B
HEKOTOPBIX CIIYYasiX OTEK CIIM3UCTON 000JIOUKH KUIIICYHUKA BOSHHKAI 0€3 OTEeKa JINIA, aKTUBHOCTh
Cl-3crepassl Obi1a B HOpMe. CUMITOMBI HCU€3aJIH MOCie MpeKpalleHus MPUMEHEHNU HHIMOUTOPOB
AII®. Orek cnu3ucToil 000JIOYKU KHUIICYHUKA JIOJDKEH OBITh BKIIOYECH B JAu(QEpeHINATBHYIO
JUArHOCTUKY TMAalMEeHTOB, MPUHUMAIOIUX HHTUOUTOpHl All®D, npeabaBisomux xajao0bl Ha
abqoOMHHAJIBHBIE OOJIH.

[TanmenTsl, MMEKONIME B aHAMHE3€ AHTMOHEBPOTHMYECKHM OTEK, HE CBSA3aHHBIA C IPUEMOM
uHruoutopo AII®D, wmoryr ObITb B OOJbIIEH CTENEHW MOJBEPKEHbl PHUCKY pa3BUTHUS
aHTMOHEBPOTHYECKOro OTeKa Ha GoHe Tepanuu uaruoutopamu AlldD.

VY nmpexacraButTeneil HErpOMTHOW pachkl Cllydad pa3BUTHUS AHTHMOHEBPOTHYECKOIO OTEKa Mpu
npuMeHeHMH uHruouropo AIID ormevanuch ¢ OoJblieil 4YacTOTOW IO CPaBHEHUIO C
MIPEICTaBUTENSIMH IPYTHX pac.

VBenn4yeHne pHcka pa3BUTUS aHTMOHEBPOTHYECKOTO OTEKa HaOMI0Jaloch Yy IallMeHTOB,
OJTHOBPEMEHHO TpHHUMAIOMKX HHrHOUTOpel AIID W Takwe JEeKapCTBEHHBIE CPEICTBa, Kak
uHruouropsl MTOR (mammalian Target of Rapamycin MumieHr pamamuiHa B KJIETKax
MJIEKOTUTAIOIINX ) (TEMCUPOIUMYC, CUPOIIMMYC, 3BEPOJIMMYC), HHTUOUTOPBI AUMETITH VIS THAA3BI
IV Tuna (cuTarnunTuH, cakcarJMOTHH, BUAATIMOTHH, JTUHATJIMITHH), 3CTPAMyCTHH, HHTHOUTOPHI
HEUTpaIbHOW  SHAOMENTUAA3bl  (paleKaJoTpWII, CaKyOMTpWI) W  TKaHEBbIE aAKTHUBATOPHI
IUIa3MUHOTEHA.

AHaCbI/IJ'IaKTI/I‘—IeCKI/Ie PEAKIIMK BO BPEMA MMPOBECACHUA )ICC@HCI/I6I/IJ'II/133HI/II/I

VY AByX MalMeHTOB BO BpeMs MPOBEICHUS AECEHCUOMIN3ALNU A0M NePEeNOHYaTOKPBUIBIX Ha (OHE
npuema uHruouropa All® sHananpuna ObUTM OTMEUEHBI KU3HEYTPOXKAIOIINe aHAPUIAKTUYECKUE
peakiuu. Y Tex ke MalMeHTOB JaHHbIX PeaklUuil yaanoch n30exars Ipy MOMOIIY CBOEBPEMEHHOIO
MIpUOCTaHOBJIEHUs Tpuema nuruouropa Alld, oqHako OHU MOSBUIMCH BHOBB 110CJIE HEHAMEPEHHOTO
B0300HOBNEHHsT npuema uHruouropa AIID. Crnemyer mnposBiIsAsTH OCOOYI0 OCTOPOXHOCTH IpPHU
MPOBEACHUH JICCEHCHOMIN3AINY TAIAEHTOB, MPUHUMAIOITNX HHTHOUTOPHI ATTD.
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(JIIIHII-adepesa)

VY mammentoB, npuHuMaronux uHruOuTopel AIID Bo Bpems mnposenenus JIITHII-adepesa c
UCTOJB30BAaHUEM  JIGKCTpaHa cynbpaTa, peaKko HAOMIOAANNCh OHAcHble JUISL  OKU3HHU
aHa(pUIaKTOUHbIC peakuu. Pa3BuTre JaHHBIX peaklMii MOXHO MPEAOTBPATUTh, €CIH BPEMEHHO
oTMeHATh nHTHOUTOp AIID Mo Hayana kaxmoi nporeaypst JIITHIT-adepesa.

I'emomanyn3 ¢ MCIOJIL30BAHUEM BEICOKOIIPOTOYHBIX MeM6DaH

[Tpu mpoBeneHNM reMouanu3a y NalueHToB, nonydaonmmx naruouropsl AIID, cienyer nzberars
IIPUMEHEHHs] BBICOKONPOTOUYHBIX IOJIMAKPUIOHUTPUIIOBBIX JUAIM3HBIX MeMOpaH (Hampumep,
ANG69Y), TOCKOIBbKY B TaKHX CIIydasiX MOBBIIIACTCS PUCK Pa3BUTHUS aHA()MIAKTOMIHBIX peakiuil. B
TaKUX CIy4asX HeoOXOIMMO HCIOJb30BATh AUATIM3HbIE MEMOpPaHbl JPYroro THUIA WINM IPUMEHSThH
TUIIOTEH3UBHBIE CPEICTBA JPYIHUX KIIACCOB.

Kamens

[Tpu npumenennn uHruOburopos AIID, Brmo4yas (HO3UHONPHI, OTMEYAICS HENMPOAYKTHUBHBIN,
YIOPHBIN Kallellb, IPOXOASIIUN I0cae OTMEHBI Tepanuu. [Ipy mosBiieHMM Kanuid y NanueHTOB,
npuHUMaromuX HHruouTopsl AIID, cnenyer paccMaTpuBaTh 3Ty TEPANHIO KaK BO3MOXKHYIO IPHYUHY
B PaMKax MpoBeeHns AudepeHnanbHOro 1uarHosa.

XHUPYPrudecKue BMeHIaTeJII)CTBa/O6HIa$I AHCCTC3UA

WNuruburopsr AII® Moryt ycuiuBaTh aHTUTMIIEPTEH3UBHOE JICHCTBHE CPENCTB, NMPUMEHSIOIUXCS
JUld  TpoBeAeHUs oOmed aHectesuu. llepen XupypruueckuMm BMEIIATENbCTBOM  (BKJIIOYAs
CTOMATOJIOTHIO) HEOOXOIUMO IperyNnpeuTh Bpada/aHecTe3u0I0ra 0 NPUMEHEHUH MHTUOUTOPOB
AIlI®. Crnexyer coOmogaTh OCTOPOKHOCTD TPHU BBIMOJHEHUH (PU3MUECKUX YHPAKHEHUH WM TIPU

>Kap1<0171 [IoroJc n3-3a pucCKa ACruaparaiuu 1 apTepI/Iaanoﬁ TUIIOTCH3WUU BCJICACTBUC YMCHBIIICHUA
OLIK.

[ 'unepkanuemus

OTmeuanuch Cily4ad TOBBINIEHUS COAEpXaHUS HMOHOB Kajus B CHIBOPOTKE KPOBM MAalMEHTOB,
npuHuMaromux HHruoutopsl AII®D, B T. 4. ¢o3uHompmi. I'pynmy pucka B 3TOM OTHOIIEHUH
COCTaBJISIIOT MAlMEHThl C MOYEYHOW HEIOCTATOYHOCTHIO, caxapHbIM auabetoM | Tuma, a Takxke
IpUHUMaKIIMe KanuiicOeperamoomme JIUYpeTUKH (Takue Kak CIHMPOHOJAKTOH, AIUIEPEHOH,
TpUaMTEpEH WM aMUJIOPU), TperapaTsl Kajaus, KaluicoiepKalie MUIEeBble J00aBKU W IpyTrHe
JIEKapCTBEHHBIE CPEJACTBA, IOBBIIIAIOIINAE COJAEPKAHUE MOHOB Kallus B CHIBOPOTKE KpoBHU. [Ipwm
HEOOXOJUMOCTH OJIHOBPEMEHHOTO TNpPUMEHEHUs (O3MHONpPHIA M IEPEUMCICHHBIX BBIIIE
KaJIMHCOIEP KaIMX WIIU IOBBILIAIOIINX CONEP KAaHNE KaJIUs B IUIa3ME KPOBH JIEKAPCTBEHHBIX CPEJICTB
cieyer coOIoaaTh OCTOPOKHOCTD U PETYJIIPHO KOHTPOIUPOBAThH COAEPKAHUE KAJINS B CHIBOPOTKE
KpOBH.

JIBoiinas 6mokaga PAAC

He pexomeHnyeTcsi OHOBPEMEHHOE IPUMEHEHHE JIEKAPCTBEHHBIX CPEJICTB Pa3IUYHBIX TPYIIIL,
BosneicTByrommx Ha PAAC (nBoiinas Onokama PAAC), mMoOCKogbKy OHa acCOIMHUPOBANIACH C
MOBBIIIEHHONW YacTOTOM pa3BUTHA MOOOYHBIX 3((PEeKTOB, TaKMX Kak apTepHajbHas TMIIOTEH3HS,
TUIEepKaTueMus, CHHKEHHE (QYHKIMM TOoYeK (BKJIIOYas OCTPYIO MOYEUHYI0 HEIO0CTaTOYHOCTb).
OnHoBpeMeHHOEe NpuUMeHeHue HHrHOuTOopoB AlIID c mpemaparamu, coaep)KallMMU aMCKUPEH,
MIPOTUBOMNOKA3aHO y MAallMEHTOB C CaXapHbIM IMa0eTOM U/WIHM C YMEPEHHON WIIH TSHKENION MouedHOn
nenocratouHoctbio (CK® menee 60 wmi/mun/1,73 M? miomanyd HOBEPXHOCTH Tejla) M HeE
PEKOMEHIyeTCsl Y APYTUX MalUEeHTOB.

OnHoBpeMeHHOE TpUMeHeHne UHIHOuTOpoB AIID ¢ aHTaroHMcTamMH peLenTopoB aHrMoTeH3uHa 1
MIPOTUBOMNOKA3aHO y TMAalMEHTOB ¢ quabeTnyeckoi HedporaTueil U He PEeKOMEHIYeTCs y OPYyrux
MTallUECHTOB.
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WNuruburopsr AII® wmenee 3¢ ¢hexkTUBHBI y TNpencTaBUTENCH HETPOMIHOW, YeM Yy MalueHTOB
eBPOIICONIHON pPAchl, YTO MOXET OBITh CBA3aHO C OOJBIIEH PacpOCTPaHEHHOCTHIO HHU3KON
aKTUBHOCTH PEHMHA Y TPEICTaBUTEIICH HErPOUTHOM pachl.

4.5. BzaumopgeiicTBMe ¢ JAPYIrMMH JIEKAPDCTBEHHBIMH MpenapaTaMu #W JApyrue BHJbI
B3aMMO/1eliCTBUSA

JIBoiinag 6iaokaga PAAC

B nurepatype cooOmianoch, YTO Yy MAaLMEHTOB C JAMArHOCTHUPOBAHHBIM AaTEPOCKIEPOTHUYECKUM
3a00JieBaHUEM, CEPACYHON HEJOCTATOYHOCThIO UM CaXxapHbIM JUA0ETOM C MOPAKEHUEM OPraHOB-
MuieHen aBoiHas Oiokaga PAAC ¢ npuMeHeHHEeM aHTaroHHCTOB PElEenTOpoB aHruoTeH3uHa Il
(APA 1I), uaruburopo AII® wmm amuckupeHa (MpsMOW MHTHOUTOpP PEHUHA) ACCOIMHUPYETCS C
MOBBIIIEHHONW YacTOTON pa3BUTHS apTEPUATbHOM TUIIOTEH3UH, OOMOpOKa, THUNEPKATHUEMUU U
HapyuieHus: QYHKIMH MMOoYeK (BKJIIOYas OCTPYIO MOYEUHYIO HEAOCTATOYHOCTH) MPU CPABHEHHUH C
MPUMEHEHUEM OJIHOTO Tpemnapara, Biustomero Ha PAAC. JIBoiinyio Onokamy (Hampumep,
HazHaueHne HHruouTopoB AIID ¢ APA Il wnu amuckupeHoM) ciieqyeT MNPOBOIUTH TOJBKO B
OTJICBHBIX ONPEICIICHHBIX CUTYAIUSIX, PETYJSIPHO KOHTPOIUPYS (YHKITHIO TIOYEK.

OnHoBpeMeHHOE MpUMeHeHHE HHTHOUTOPOB AII®D ¢ nekapCcTBEHHBIMU CPEJICTBAMH, COICPKAIUMHU
QIMCKUPEH, MPOTUBOIOKA3aHO Y MAIlMEHTOB C CaXapHbBIM JUA0ETOM W/WIM C yYMEPEHHOW HITU
TsDKeNol moveuHoit HepoctatouHoCcThio (CK® menee 60 mur/mun/1,73 M? TIOIIAIH MOBEPXHOCTU
TeJa) U HE PEKOMEHIyEeTCs y IPYTUX MaIleHTOB.

OpnoBpemenHoe npuMeHeHne nHruOuTopoB AIID ¢ anTaronncramu penenTopoB aHruoTeH3uHa I1
(APA 1I) mpoTHBOIIOKa3aHO y MAIMEHTOB ¢ TUAOCTHUYECKON HepomaThel U He PEeKOMEHIYeTCs y
JIPYTUX MAIMEeHTOB.

KanuiicObeperarolye TnypeTuk, Ipernaparsl KT, KATHICOAEDKaIIMe 3aMEHUTEIN ITUIIEBOU COJIN
A JIpYT¥e JIEKApCTBEHHBIE IIpEaparsl, CIIOCOOHBIE VBEINYUBATH COAEPKAHUE KaJdWs B CHIBOPOTKE

KpOBH

[Tpenapatel kanusi, KaiuiicOeperarouiye IWYPeTHKH (aMUIOPHU[, CIHMPOHOJAKTOH, JIUIEPEHOH,
TpUaMTEpEH ), KaluiicoaepKaliue 3aMEeHUTEIH MUIIEBON COM U JPYTHe JIEKapCTBEHHbBIE TPENapaThl,
CIOCOOHBIE YBEMYMBATh COJEPKAHME Kallus B CHIBOPOTKE KPOBHM (BKJIOYAs aHTArOHUCTHI
peLenTopoB K aHrHoTeH3uHy 11, remapuH, TakpoauMyc, IIUKIOCIIOPYH, IPenaparkl, CoAepKalire Ko-
TPUMOKCA30J1 [TPUMETONPUM + CyIb(paMeToKCca301]) MOBBIMAIT PUCK PA3BUTHUS THIIEPKATHEMUH.

VY nanueHToB ¢ XpOHUYECKOHN CEp/IeYHON HETOCTATOYHOCThIO, CAXapHBIM I1a0eTOM, OJJHOBPEMEHHO
MPUHUMAIOIINX KanuiicOeperaromnme INypPEeTHKH, KaIUeBble, KaluHCcoIepKallie COoNe3aMeHUTEIN
WU JIPYyTHUE CPENICTBA, BBHI3BIBAIOIINE TUIIEPKAIMEMHUIO (HAapuMep, renaput), WHruoutopsl AIlD
MOBBIIIAOT PUCK PA3BUTHUS THIIEPKAITUEMUU.

KamuiinecOeperarome (THa3uaHbIE U KIIETJIEBBIEY» ) TUYDETUKHU

ITpu ogHOBpEeMEHHOM NpPUMEHEHHH (O3MHONpPHIIA C AUYPETHKaMH, OCOOEHHO B Hadajie Teparuu
IUYpPETHUKAaMU, a TaK)K€ B COYETaHUU CO CTPOTOil JUETOM, orpaHUYMBaroOIIel NoTpedIeHe HaTpus,
WIN C TEMOJIMAIM30M MOXKET Pa3BUTHCS BhIpaKeHHOE CHIDKeHHE AJl, 0COOEHHO B IIepBbIii yac mnocie
IpreMa HadaJbHOM 1036l (ho3uHOMIpHUIIA.

Jpyrue runoTeH3uBHEIC JIEKAPCTBEHHBIE CPEICTBA

I'nmoTen3uBHBIE mnpenaparbl, OMUOWAHBIC AHAJIIBICTHKH, JICKAPCTBCHHBLIC CPCACTBA JId O6HI€I\/'I
AHCECTC3UHN YCHUIIMBAKOT aHTUTUIICPTCH3UBHOC ,Z[CﬁCTBPIC (bO3I/IHOHpI/IJIa.

Ilpemnapatsl TuTHs




COOTBETCTBY CMNEPTHOMY OTY

[ I i Fa

(NOCOENOBATENRHOCT & 0002
VY nanmeHToB, NOJydYaromyx ()O3HHONPHI OJHOBPEMEHHO Elm) aramu -ﬂpl:rmr, “BO3MOKHO

MOBBIIICHUE KOHIICHTPAIIMK JIMTUS B IJIa3M€ KPOBU U PHUCK PA3BUTHS WHTOKCHKAIMH JIUTUEM
(pekoMeHayeTCs TIIATENIbHBI MOHUTOPUHT COACPKAHUSI TUTHS B TJIa3ME KPOBH).

Hectepouaubie nporuBoBocnannTeabable npenaparsl (HIIBII), BKkIo4as ceIeKTUBHBIE HHTHOUTOPBI
mukiiookcurenasbl-2 (L1OIM-2) ¥ BEICOKHE A035I alle THICAIUIIMIIOBON KUCHOTHI (> 3 I/CYTKH)

W3BectHO, uro muaomerauuH u npyrue HIIBII, B T. 4. cenextuBHble mHrHOUTOpHl L[OI'-2 M
alCTWICAIMLIMAIOBAs KHCIOTa B J03€, IpEBbIIIAIOMEd 3 I B CYTKH, MOIYT CHHXKaTh
AHTUTHIIEPTEH3UBHOE JelicTBUE MHTHOUTOPOB AIID, 0cOOEHHO y MAlMEHTOB C HU3KOPEHWHOBOM
apTepUaIbHOM TUIIEPTEH3UEH. Y MaIMEHTOB CTapiie 65 JIeT C TUIOBOJIEMHEH (B T. 4. TIPH JICUCHHUH
IMYypEeTUKaMH), ¢ HapylIeHUsIMU (QYHKIMU TOYEK, ofHOBpeMeHHoe Ha3zHaueHue HIIBII, Bxmrouas
cenektuBHBIC UHTHOUTOPBI L{OI'-2, u uarHOUTOpOB AIID (B T. 4. hOo3UHONPHIIA), MOKET TPUBOIUTH
K YXyAUICHHIO (PYHKIIMH MOYEK BIUIOTH J0 OCTPOI MOYEYHOH HenocTaTOYHOCTH. OOBIYHO JaHHOE
cocTosiHue sBisieTcss oOparuMbiM. Cienyer THIATEIbHO KOHTPOJIUPOBATH (DYHKLUIO IOYEK Yy
NaIMeHTOB, NpuHUMaromuXx ¢o3unonpui u HIIBII.

I'unornukeMmyeckre JeKapCTBEHHEBIE CPEACTBA

@O3MHONPHUIT  yCUIIMBAET THIOTIMKEMUYECKH 3((EKT MPOU3BOAHBIX CYIb(OHUIMOUEBUHEI,
UHCYJIMHA.

AJIJIOHVDI/IHOJL OpoKanHaMuJ, TUTOCTATHKHW, HMMYHOACTIPECCAHTHI, I'TIOKOKOPTHKOCTCPOUIbI (HDI/I
CUCTCMHOM HDI/IMCHCHI/II/I)

@O3MHONPUIT yCUIIMBAET PHUCK PA3BUTHUS JICHKOTICHUW/AarpaHyJIOHUTO3a TP OJHOBPEMEHHOM
IIPUMEHEHUHA C AJUIONYPUHOJIOM, LHUTOCTATUYECKUMU CPEICTBAMHM, WMMYHOZCIIPECCAHTAMU,
IIPOKAaNHAMHUJIOM.

OCTPOreHbl

OCTporeHsl  OCHAONAIOT AHTUTHIEPTCH3UBHBIM d3(P¢eKT Qo3uHOmpmia u3-3a CIIOCOOHOCTH
3a/IePXKUBATh BOAY.

Marnouropst mMTOR (Hampumep, TEMCHPOIUMYC, CHPOIHMMYC, IBEPOIUMYC)

Y mauueHTOB, NPUHUMAIOUIMX OJHOBpeMeHHO HHruoutopsl AII® u wunrubutopsr mTOR
(TEMCUPOJIUMYC, CHPOJIUMYC, DBEPOJIUMYC), HAOIIOAIOCh YBEIMYEHHE YaCTOThI Pa3BUTHUS
aHTHMOHEBPOTUYECKOTIO OTEKA.

Nuruburopsl  gunentrmuinentvaassl IV Thmna  (NIMOTHHBI),  HAIpUMEDP, CUTATJIMIITHH,
CaKCarJIMOTUH, BUWIIATJIUIITHH, JUHATJIUITHH

Y  manueHToB, TNPUHUMABIIUX  OJHOBpeMEHHO uHruOutopel All® u  UHrUOUTOPHI
aunentuawinenTuaassl [V Tuna (MIMnTHHBI), HaOMIOJAIOCh YBEIHMYEHUE YacTOThl Pa3BUTHUS
AHTMOHEBPOTUYECKOIO OTEKA.

DcTpaMyCTUH

VYBeNn4YeHne 4acTOThl Pa3BUTHSI aHTHOHEBPOTUYECKOTO OTEKA TPU OJTHOBPEMEHHOM NPUMEHEHUH C
uHruouropamu AIlO.

MHrnOuTOpSLI HERTPAITBHON YHIOIENTHIA3E]

Coo01anoch 0 MOBBIIIEHHOM PUCKE Pa3BUTUSI aHTHOHEBPOTHUYECKOTO OTEKA MPHU OJHOBPEMEHHOM
npuMeHeHur HHruouTopoB AII® u pauekanoTpuna (MHrHOUTOP SHKEDATUHA3HI, IPUMEHAEMBIN 115
JIEYEHUs1 OCTPOU Juapen).

[Ipu oaHOBpeMEHHOM NpUMEHEHHH HHTUOUTOpoB AIlD C nexkapcTBEHHBIMU MpernapaTaMu,
COZEpXKAUIMMHU  CaKyOuTpuia  (MHTMOMTOp  HENPHWIM3WHA), BO3pacTaeT pHUCK  Pa3BUTHUSA
AHTMOHEBPOTUYECKOTO OTEKa, B CBS3HM C YEM OJHOBPEMEHHOE NPUMEHEHNE YKA3aHHBIX IIPENapaToB
npoTtuBonokazano. Muruburoper AII® crenyer HazHauaTh HE paHee, 4eM depe3 36 yacoB Iocie

8




COOTEBETCTEYET 3KI(

= ':| il '.,ll'l'.::l '-_J_-

OT £4 G s

o
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COJIEpIKaIlNX CaKyOMTpWII, TaleHTaM, MoyydarimuM uHruoutopel AIID, a Takke B TedeHHE
36 yacoB nocie oTMEeHbI HHTHOUTOpOB AIID.

TkaHeBbIC AKTHUBATOPHI IJIa3MUHOI'CHA

B oOcepBallMOHHBIX  MCCIEJOBAaHUSAX  BBIABICHA  IOBBINIEHHAas  4acToTa  Pa3BUTHUSA
AHTMOHEBPOTHYECKOTO OTEeKa y MallMEeHTOB, MPUHUMABIINX HHTUOUTOpHl AIID, mocie npuMeHeHus
aJITeIIa3bl U1 TPOMOOIUTHUECKON Tepaniy UIIEMUYECKOTO HHCYJIbTA.

dapMaKkOKMHETHYECKUE B3AUMOJIEUCTBUS

OHOBpPEMEHHOE MPUMEHEHHE aHTANUIOB (B T. Y. ATFOMUHMS WM MArHUsl THAPOKCHUA), a TaKKe
BETPOTOHHOTO CPEJICTBA CHUMETHMKOHA MOXET CHHXaTh a0copOuuio (Ho3uHOMpHUIa, TOITOMY
yKa3aHHBIE TPENapaThl CJACIyeT MPUHUMATH C HHTEPBAIIOM HE MeHee 2 4.

buogoctymHOCT,  O3WHONpPHIA MPU  OJHOBPEMEHHOM TPHUMEHEHHWHW C  XJIOPTATHIOHOM,
HUDETUNUHOM, MPONPAHOJIOIOM, THUAPOXJIOPOTHA3UAOM, IUMETHAUHOM, METOKIONPAMUIOM,
MIPOIAaHTEIMHA OPOMUJIOM, TMTOKCHHOM U Bap(hapuHOM HE MEHSETCS.

4.6. DepTUIBLHOCTH, 0EPEMEHHOCTH U JAKTALMS

bepemeHHOCTD

@Do3uHOMPHUII MPOTUBOMNOKA3aH BO BpeMs OepemeHHOCTH. [Ipumenenune unruburopo AIID Bo
BTOPOM U TPETbEM TPUMECTpE OEPEMEHHOCTH MOJKET BbI3BaTh HAPYILIEHUE PA3BUTHUS WM JaxKe
rubens wioga. Ecan 6epemeHHOCTs 00HapykeHa Ha (oHe Tepanuu (HO3WHOMPHUIIOM, CIEIYET Kak
MOJKHO OBICTpee MPEKPATUTh MTpHeM (HO3HHONPHUIIA U IEPEUTH HA AIbTEPHATHBHYIO TEPAITHIO.

Eciu (B peakux ciywasx) anbrepHatuBbl uHruOutopam AIID ans manueHTKH HET, CledayeT
MponH()OPMHUPOBATh €€ O TOTCHIUAIBHOM BpElE TEepanmuu Ui Pa3BUTHS IUIOJA U IPOBECTH
THIATENFHOE YJIBTPA3BYKOBOE UCCIIEIOBAHUE HA MIPEAMET BISBICHUS MMaTOJIOTUH TUIOAA.

Brusanue na nioo

HapymeHHe Pa3BUTHA MTOYCK IO, CHUKCHHC AI[ IJj1oaa 1 HOBOPOKACHHBIX, HAPYHICHUC (I)YHKLII/II/I
IMO4YCK, THUICPKAINEMHA, THUIIOIIIA3usd KOCTeH ucperna, OJIMroruipoOaMHHUOH, KOHTpaKTypa
KOHe‘lHOCTeﬁ, TunoIIasus JCrKux.

[Ipu oOHapyXeHUM OJIUTOTHAPOAMHHOHA TEPANUi0 (PO3MHONPHIOM HE OTMEHSIOT TOJIBKO B TOM
cllydae, €ClIM OHa MPOBOIUTCS 110 JKU3HEHHBIM MTOKa3zaHusAM. ClelyeT, OJHaKoO, UMETh B BUILy TO, UTO
OJIUTOTMIPOAMHUOH MHOT/1a OOHApy>KUBAETCS TOJIBKO MPU HAJIMUYUU HEOOpaTUMBIX OBPEXKIECHUN y
IJ1011a.

HoBopoxaeHHble, MaTepu KOTOPbIX HpuHUManu HHruoutopsl AII® Bo Bpems OGepeMeHHOCTH,
JIOJKHBI OBITh TIIATEIBHO 00CIEI0BaHbl B OTHOIIEHUH TMIIOTEH3UH, OJIUTYPUU U THIIEPKATUEMHH.
Ecnu y HOBOpPOXAEHHOTO OTMEUAETCs OJIUTYpPHUsI, HEOOXOIMMO HAlpPaBUTh YCUIIUS HAa KOHTPosb AJ]
U TOJJICPKKY MOuYedyHOM mnepdy3uu. 3aMeHHOe NepeNuBaHuEe KPOBU WIM JIMAIN3 MOTYT OBITh
HeoOX0ouMBI AJi1 BoccTaHOBiIeHUs AJl 1 3amenieHust HapyleHHON QyHkuuu nouyek. Go3uHonpuin
MEJUICHHO BBIBOJUTCS M3 LUPKYJIUPYIOLIEH KPOBU Y B3POCIBIX IPU MPOBEACHUU IEMOAUAIN3A U
MEepUTOHEAbHOTO Auanu3a. OnbiTa M0 BBIBEACHUIO (DO3MHONpPHIIA U3 LUPKYJIUPYIOIMIEH KPOBH Y
HOBOPOKJCHHBIX HET.

JlakTarms

[Tockonbky (o3uMHONPUI OOHApY)KHUBAaeTCsl B TPYIHOM MOJIOKE, MIpenapaT MNPOTUBONOKA3aH K
MIPUMEHEHHUIO B IEPUOJ] TPYTHOIO BCKaPMIIMBAHUS.

4.7. BumusiHMe Ha CHOCOOHOCTH YNPABJATH TPAHCHOPTHBIMH CpPeACTBAMH M PadoTarh ¢
MEXaHU3IMaMHu
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MEeXaHH3MaMH, TPEOYIOIMMU MOBBIIIEHHOW KOHIICHTPAIIMH BHUMAHUS U OBICTPOTHI ICHXOMOTOPHBIX
peaKkuid.

4.8. HexesaTeJbHble peaKIuu

Pe3roMe HexemaTenbHbIX PEAKIIUNI

HexenaTenbHbIE peakMy TPHUBEICHBI HIKE B COOTBETCTBUM C Kiaccudukanumeir MedDRA u
4acToTOM: ouens yacmo (> 1/10); wacmo (> 1/100 no < 1/10); neuacmo (= 1/1000 no < 1/100); peoko
(= 1/10000 mo < 1/1000); ouenwv peoko (< 1/10000); yacmoma neuzeecmrna (He MOXKET ObITH OIICHEHA
Ha OCHOBE MMEIOIIUXCS IaHHBIX ).

Hugpexyuu u unsasuu

Yacmo: nadEKIN BEpXHUX AbIXaTeIbHBIX MyTeH, GapuHTUT, pUHUT, BUPYCHBIE HHPEKIINU.
Yacmoma Heuzeecmna: MTHEBMOHUS, JTAPUHTUT, CUHYCUT, TPaX€OOPOHXUT.

Hapywenus co cmoponvl kposu u numgamuieckou cucmemol

Yacmoma Heuzgecmua: DO3MHOQHUINS, JEUKONCHUS, BOCHAJCHHE JUMQPATHYECKHX Y3JIOB,
HEUTPOIICHMUSI.

Hapywenus memabonuzma u numanus

Yacmoma neuszsecmua. O6OCTpeHI/IC TCUCHUA ITOAArphI, paCCTpOﬁCTBO aIlrIeTHuTA, KoJIeOaHHsT MacChl
TCJIa, TUIICPKAJIUCMUs.

Icuxuueckue Hapywernus

Yacmo: ©3MEHEHNE HACTPOCHUS, HAPYIICHUE CHA.

Yacmoma Heuszsecmua: NENPECCHsi, pacCTPOMCTBA OBEJCHHUS, CITyTAHHOCTh CO3HAHUSI.
Hapywenus co cmoponul nepsHoU cucmembl

Yacmo: TOTOBOKPYKEHHUE, TOJIOBHAs 00J1b, TapecTe3usl.

Heuacmo: o6mMopok.

Yacmoma Heusgecmna: WIIEMUYECKMH HWHCYJIBT, TPAH3UTOpHAs WIIEMHYEcKas araka, TPeMop,
HapylLIeHHE CIIOCOOHOCTU MOJJEPKUBATh PABHOBECHE, HAPYIIEHUE MaMsTH, COHJIUBOCTb, OCTPOE
HapyIleHHe MO3TOBOI0 KPOBOOOpAIlIEHUS.

Hapywenus co cmoponwl opeana 3penus

Yacmo: HapylIeHUs 3pEHUS/3pUTEIbHBIE PACCTPONCTBA.

Hapywenus co cmoponul opeana ciyxa u nabupunma

Yacmoma Heuzsecmua: 607b, IIyM B yIlIaX, HAPYUICHHs BECTUOYISIPHOTO amnmapara.
Hapywenus co cmoponul cepoya

Yacmo: omyiieHue cepaieOneHus, apuTMUH, CTEHOKapIHsl.

Yacmoma wneuzsecmua: WHPAPKT MHOKapJa, TaxXUKapAus, OCTAaHOBKA Cepala, HapylleHHe
CEpPACYHON IPOBOJAUMOCTH.

Hapywenus co cmoponwl cocyoos
Yacmo: BelpaxkeHHOe cHUKeHue AJl, opTocTatuueckasi TUIIOTEH3HS.

Hevyacmo: 1IokK.
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apTepualbHas TUIIEPTEH3MS, 3a00IeBaHNs IEpUPEPUIECKUX COCYIOB.
Hapywenus co cmopoHbl ObixamenvHol cucmemsl, opeanos pyOHOU KIemKU U cpeooCmenus
Yacmo: cyxoH Kalenb, HapyLIEHUE CO CTOPOHBI CUHYCOBBIX Ma3yX.

Yacmoma Heusgecmua: OHPBIIKA, OpPOHXOCNA3M, 3acTOM B JIETKHX, JUC(HOHHUS, HOCOBBIC
KPOBOTEUEHHSI, CHHYCHT, O0JIb B 00JIACTH IPYAHOMU KIETKH.

Kenyoouno-kuuieunvie HapyuleHus
Yacmo: TOUIHOTA, PBOTA, AUAPEs], 0OIIb B KUBOTE, JUCIICTICHS, TUCTEB3HUS.

Yacmoma Heussecmua: NAaHKPEATUT, OTEUHOCTD S3bIKA, NUC(harusi, HapyIUIEHUE CO CTOPOHBI IOJIOCTH
pTa, B3IyTHE )KUBOTA, 3a110p, METEOPU3M, CYXOCTh BO PTY.

Hapywenus co cmoponul neuenu u sicenuesol800sawux nymet
Yacmoma neuszsecmua: TCIATUT.

Hapywenus co cmoponul Kodtcu u n0OKONCHbIX MKAHell
Yacmo: KOXKHAS ChIIIb.

Heuacmo: aHTHOHEBPOTHYECKUH OTEK.

Yacmoma neuzsecmmua: TOBBIILIEHHOE IOTOOTAEIICHUE, KDOBOM3JIUSAHUSA B KOXKY (9KXUMO3), KOKHBIN
3yJ, AepPMATUT, KPAIIMBHULIA.

Hapywenus co cmoponul muluieuHotl, ckelemHou u cOeOUHUMENbHOU MKAHU
Yacmo: CKeNETHO-MBIIIIEYHAsT O0JIb, MUAJITHS.

Yacmoma Heuszgecmua: MBIIIEYHAS CIIA0OCTH, APTPHT.

Hapywenus co cmopoHbl nouex u Mouesbleo0suux nymetl

Yacmo: HapylIEeHUE MOYCUCITYCKaHUSI.

Yacmoma Heuzgecmuna: Pa3BUTHE WM YCYryOJeHHE CHUMITOMOB XPOHHUYECKOM MOYEeYHOMH
HEI0CTaTOYHOCTH.

Hapywenus co cmoponvl penpodykmusHou cucmemsl 4 MOIOYHBIX Jicele3
Yacmo: cexcyanbHas JUCHYHKIIHSL.

Yacmoma HeuzéecmHa: HaApYyIIEHUS CO CTOPOHBI IPECTATENEHOM JKEe3bl.
Obwue Hapywenus u peakyuu 6 mecme 68e0eHUs.

Yacmo: NOBBILIEHHAS YTOMIIIEMOCTb, OOJb B TPY/IHOM KJIETKE, OTEKH, aCTCHUSI.
Yacmoma neuszsecmua: iepupepuveckue OTeKH, 00IIb, TUXOPAIKa.
Jlabopamopuvie u uHcmpymeHmanbHvle OaHHbIE

Yacmo: OBBIIIIEHUE AKTHBHOCTH «IIEYCHOYHBIX» TPAHCAMUHA3, TUIICPOMIINPYOUHEMUSL.
Heuacmo: noBbIllIeHUE KOHIICHTPAIIMH MOYEBHHBI, TUTIEPKPEATHHUHEMUSI.
Peoko: TUMOHAaTpHEMHS, CHU)KCHHE TeMOTJIOOMHA U TEMaTOKPHTA.

Yacmoma HeuzéecmHa: TIOBBIIEHUE CKOPOCTH ocenanus sputpounuton (COJ).
Brusnue na nnoo

Hapymienue pa3Butus moyek mioja, cHuxenue AJl mioj1a 1 HOBOPOXKIEHHBIX, HapyIIeHne QyHKIMN
MOYEK, TUIMEpPKaJTUEeMHs, THUMOIIa3usi KOCTeH depema, OJHUTOTHAPOAMHHOH, KOHTPaKTypa
KOHEYHOCTEH, TMMOIIIa3us JIETKHX.
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(NMOCNEOQBATENBHC

COO6IH€HI/I€ O ITOAO03PEBACMBIX HEXKCIIATCIbHBIX PCAKIINAX

BaxHo cooOmiare 0 mogo3peBaeMbIX HEXENATENbHBIX PEaKIUsaX Mocae PEerucTpaliy Mpernapara C
1eNblo 00ecrieueHus: HeMpepbIBHOIO MOHUTOPUHTA COOTHOILIEHUS «I10JIb3a — PUCK» JIEKAPCTBEHHOTO
npenapara. MeTUIMHCKUM paOOTHHKAM PEKOMEHIYETCs cOoOoO0IaTh O JIOOBIX IMOA03PEBAEMBIX
HEKeaTeJIbHBIX pPeaklUAX JeKapCTBEHHOTO MpernapaTa 4epe3 HallMOHAIbHbIE CUCTEMbI COOOIIEHUS
0 HEXeJIaTeNbHbIX peaKlUsiX rocyJapcTB — WieHOB EBpa3uiickoro 3kOHOMU4ECKOI0 COH03a.

Poccuiickas @enepanus

denepanbHas Ciryk0a 1o Haa30py B chepe 31paBoOXpaHEHUs

Anpec: 109012, r. MockBa, CnaBstHcKast miomaisb, a. 4, ctp. 1.
Tenedon: +7 800 550 99 03

DnekTpoHHas nmovra: pharm@roszdravnadzor.gov.ru

CaiiT B nH(pOPMAIIMOHHO-TEIEKOMMYHUKAMOHHON ceTn «MIHTepHeT»:
https://www.roszdravnadzor.gov.ru

4.9. Ilepeno3dupoBka

CHUMIITOMBI

Breipaxkennoe cHmwkenue AJl, Opamukapaus, IIOK, HapylIICHHE BOIHO-3JISKTPOJIUTHOrO OanaHca,
OCTpasi TIOYeYHask HeIOCTaTOYHOCTh, CTYIOP, BPEMEHHAsI THIIEPBEHTUIISIIUAS JIETKUX, TaXUKapaus,
OIIYIICHUE Cep/IIeOneHNsI, TOJTOBOKPYKEHHUE, OECITIOKONCTBO U KaIllellb.

Jleuenue

[TanmenTa ciexyer NMOMECTHTh B TajaTy HMHTEHCHBHOM TEpanuu, C TIIATEIBHBIM KOHTPOJIEM
COZIepKaHUs JIEKTPOJIIMTOB U KpeaTuHHuHA. s cHikeHus: abcopOumu (ho3uHONpHiIa HEOOXOAUMO
MIPOMBIBaHHE JKETyKa, HA3HAYCHUE aJICOPOSHTOB M HaTpwsl cyibdara B TeueHrne 30 MUHYT mOCIie
npuema ¢o3uHONpUiIa. B cilydae BBIpaKeHHOro CHIDKeHHS AJ] yJIOXHTh mNanueHTa, HOTU
MPUNOIHATh U MPOU3BECTU BHYTpHBeHHOE (B/B) BBeneHue 0,9 % pacTBopa HaTpusi XJIOpHaa, B/B
BBEJICHHE KaTexosaMuHOB. [Ipu BbIpa’keHHOHN OpajuKapAuu — BBEJEHHE aTPONHMHA, B HEKOTOPHIX
Cllydasix MOJKET IOTpeOOBaThCS MPHUMEHEHHE JIIEKTPOKapauocTuMysstopa. Do3uHONpHUIaT He
BBIBOJMTCS B X0J1€ IMAIN3a WIM NEPUTOHEAILHOTO AUAIH3a.

S. ®APMAKOJIOTHYECKHUE CBOMCTBA
5.1. @apmakoaMHAMH4YeCKHe CBOMCTBa

dapMakoTepareBTUYeCKas rpyIa: CpeAcTBa, IeHCTBYIOIINE HA PEHUH-aHTMOTEH3UHOBYIO CUCTEMY
MHTUOMTOPBI aHTHOTEH3UHIIpeBpatatomiero pepmenta (AIID).
Kong ATX: CO9AA09

MexaHu3M ASUCTBUS 1 d)aDMaKOHI/IHaMI/I‘-IeCKI/Ie B(bd)eKTBI

do3uHONPWII HATPUsI XUMUYECKH TIPEACTABISIET COOOW HATPHEBYIO COJb CIOXHOTO 3(dupa
(bapMakoJIIOTHYECKH AaKTHBHOTO coefuHeHus (osuHompuinara. [lomajgas B opraHu3M 4esnoBeKa,
dbo3uHOTIpUIT TpeTeprieBaeT (PEPMEHTATHBHBIM THUIPOJINW3 W TpeBpamaercs B (HO3MHONPHUIIAT.
®ozuHonpunar, Omarofaps Hauuuuio (QOCHUHATHOW TIpPyNIbl, SBISETCS  CHELUPHUECKUM
KOHKypeHTHbIM uHrubutopom AllD. Bcenenctsue wunrubuposanus AllD  ¢osuHOmpmiar
MPEMATCTBYET NpeBpallieHHIo aHrnoTeH3uHa I B anrnorensuH I, ob6nanaromniuii cocy10CyKUBarOIIUM
neiicrBueM. WuruOupoanue AII® npuBoAMT K CHUKEHHIO KOHIIEHTpallMM aHruoreHszuHa Il B
I1a3Me KpPOBH, UYTO OOYCJIOBIMBAET YMEHBIIEHHE €ro Ba3oNpecCOPHOW aKTUBHOCTH U CHHUXKEHHE
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cekpenuu  anmpaoctepoHa. CHWIKEHHE  CEKpeluy anbnolgl"_er-)olgi"]' Fllxl;f XI&HI:HDI/IBEIH/ITB“'

HC3HAYUTCIbHOMY YBCIIMYCHUIO COACPKAHNA NOHOB KAJIMA B CBIBOPOTKC U CHUIKCHUIO COACPKAHUA
HOHOB HAaTpH:A U ob0beMa KHUIKOCTH.

CHmxenne kpoBoToka B moukax u CK®d, kak mpaBmiio, He HaOJIO1aeTCs.

®do3uHOIpHIIaT 3aMeJIsIeT MeTabonu3m OpaIuKUHUHA, o0aaroiero MOIIIHBIM
Ba30/IMJIATUPYIOIIUM JIEUCTBUEM, 33 CUET 3TOTO €r0 aHTUTUIIEPTEH3UBHOE JIEUCTBHE YCUIIUBACTCA.
Cuaumxenue AJl He compoBoxmaercss mameHennem OIL[K, M03roBoro m modedyHoro KpoBOTOKA,
KPOBOCHA0XCHHUSI BHYTPCHHHX OPraHOB, CKEJIETHBIX MBIIII, KOXH, Pe(ICKTOPHON aAKTUBHOCTU
Muokapa. Ilocine mpuema BHYTph aHTUTHIIEPTEH3UBHBIN >PQeKT pa3BuBaeTcs B TeueHue 1 yaca,
JIOCTUTaeT MakcuMyma 4depe3 3—6 4acoB u coxpansiercsi 24 yaca. AHTUTUNIEPTEH3UBHOE JICHCTBUE
¢dbo3uHONpUIa TPOSBISETCS B OJAMHAKOBOM CTENEHU B IOJIOKEHMM MAIleHTa CTOs U Jieka 0Oe3
3HAYUTENIBHOTO TOBBIIIEHUsT 4acToThl cepaeuHblx cokpameHuid (UCC). Oprocratuyeckas
TUINOTEH3US ¥ TaXUKapIUsl UHOTIa OTMEUAIOTCS Y MAIllMeHTOB C TUIIOBOJIEMUEH UM HAXOSIIUXCS Ha
OeccoseBoii nuere. JlIsi JOCTHMXKEHHWS MAaKCHMAIBHOTO TEPANeBTHYECKOTO JCUCTBUS MOMKET
notpeboBarbes 3—4 Helenu JeUeHUs. AHTUTHIIEPTEH3UBHBIE 3P GeKThl (O3UHONPUIIA U THA3HIHBIX
JTUYPETHKOB JIONOJHSIOT APYT Apyra. DPPEKTUBHOCTh aHTUTHIICPTCH3UBHOTO JICHCTBUS HE 3aBHCUT
OT BO3pacTa, Mmoyia U Maccel Tena. Y ¢Go3uHOMpHUIIa HET CHHApPOMA OTMEHBI JaXe MPH PE3KOM
MIpEKpaIICHUH JICUCHUS.

IIpu XpoHHYECKOHl cepAeyHONH HEJOCTATOYHOCTU MOJIOKUTENbHBIH 3ddekr do3unonpuia
JocTUraercs, riaBHbIM o0pa3oM, 3a cuer TopmoxeHus PAAC. IlonaBinenune AIID npuBogur k
CHIDKEHMIO KaK MpeIHArpy3ku, TaK ¥ MOCTHArpy3KH Ha MHOKap/I.

@O3MHONPHUIT CIIOCOOCTBYET TMOBBIIICHUIO TOJEPAHTHOCTH K (PU3MYECKON Harpyske, CHIDKEHHIO
CTENEHHU TSHKECTH XPOHUYECKOM CEpAEYHON HENOCTATOYHOCTH.

5.2. ®apmMakokuHeTH4YeCKHE CBOICTBA

AOGcopOumst

[Tocne mpuema BHYTph abcopOiust coctasisieT mpubauszutensuo 30—40 %. Crenens abcopOuuu He
3aBHCHUT OT MpHEMa MUIIU, HO €€ CKOPOCTh MOXET 3aMeJIsAThCS MPHU MpUeMe Mpemnapara Bo Bpemst
enpl. GepMEHTATUBHBIN THAPOIU3 (O3WHONPHIA ¢ 00pa3oBaHUEM (O3HHOIIPHIIATA MTPOUCXOTUT
MPEUMYIIECTBEHHO B TICYEHH U CIHU3UCTOM OO0OJOYKE IKENyAOYHO-KHUIIEYHOTO TpPAaKTa.
MaxkcuMaibHasi KOHIICHTpAIHs B TUTa3Me KPOBH JOCTUTACTCS MPUOIU3UTEIBHO Yepe3 3 Jaca U He
3aBHCHUT OT MPUHATON JO3HI.

Pacnopenenenne

@do3uHONpHUIAT CBA3BIBAETCA C OeIKaMH KpOBH Ha > 95 %, MMeeT OTHOCHTENbHO Maiblii 00beM
pacnpeziesieHus: ¥ B HE3HAUUTEIbHOW CTENIEHH CBSI3aH C KJIIETOUHBIMH KOMIIOHEHTAMH KPOBH.

BI/IOTDaHCd)ODMaHI/IH

Uepes 1 gac nocne nepopaibHOTo npuemMa ¢po3nHonpuiia HaTpusi, Menee 1 % dho3uHomnpuia octaercs
HEM3MEHEHHBIM, 75 % MeTaboau3upyroTcs B akTHBHbIN (osuHompunar, 15-20 % B Buze
HEaKTUBHOT'O IIIIOKypoHUAa (o3uHonpuiara, a ocrapmuecs 1-5 % B BUAe aKTUBHOTO 4-TUIPOKCH
METa0oHTA.

OauMHUHAIIAS
@®o3uHONPUIIAT BEIBOAUTCS U3 OpraHMW3Ma B paBHOM CTETIEHU MEYEHBIO U MOYKAMH.

VY manueHTOB C apTepHalbHOM TUIEPTeH3UeH ¢ HOpManbHON (DyHKUMEH MOYeK M MEYEeHU MEePHOJT
nonyBbiBesieHus (T12) ¢o3unonpmiata coctaBiseT npubnusutensHo 11,5 vacoB. Y manueHToB ¢
XPOHUYECKOHN CEPIEUYHON HEAOCTaTOYHOCThIO 3HaueHue T2 cocrasiuser 14 gacos.

Oco0bie T'PYIIIBI HATWMCHTOB
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80 mn/mun/1,73 M%) o6muil KaupeHe (pOo3UHONPUIATA HPUMEPHO BIBOE HUKE, YEM y MAIlHEHTOB C
HOpPMabHOW (yHKIMEH modek. B To ke Bpems BcacblBaHWE, OMOJOCTYIHOCTh M CBSI3bIBAHHE C
OelKamMH IUTa3Mbl KPOBH 3aMETHO HE U3MeHAI0TCcA. CHIDKEHHOE BBIBEIGHHE C MOYOH
KOMITEHCHPYETCSl MOBBIIICHHBIM BBIBEJICHHEM IeueHblo. YMepenHoe ysenuuenne AUC B mia3me
KpoBU (MEHEe 4YeM BJBO€ IO CPAaBHEHHUIO C HOPMOI) HAOMIOJAETCs y MAIlMEHTOB C MOYEYHOU
HEJIOCTATOYHOCTBIO PAa3JIMYHON CTETEHH, BKIIIOYasi MOYEYHYIO HEJOCTaTOYHOCTH B TEPMHUHAIBHON
craquu (KK menee 10 mu/mun/1,73 m?). Y manueHTtoB ¢ HapyleHHOH (yHkiueil medenu (mpu
AJIKOTOJIPHOM WJIM OMJIMApHOM IIMPPO3€) CKOPOCTh TUAPONIN3a (O3NHONPHUIIA MOXKET OBITh CHIDKEHA,
OJTHAKO CTETEeHb I'MJIPOJIM3a 3aMETHBIM 00pa3oM He u3Mensercs. O0uwmii kiaupeHc Go3nHonpuIaTa
U3 OpraHu3Ma TaKHX MalMeHTOB COCTABISAET MPHUMEPHO TOJIOBHHY IO CPABHEHMIO C IMALMEHTaMH C
HOpMaJIbHOW (DYHKIIMEH TEYCHH.

6. ®APMAIEBTUYECKHUE CBOMCTBA
6.1. IlepeyeHb BCIOMOTaTeJIbHBIX BElleCTB

I'muuepuna qucreapar
KpemHuust nuokcu1 KOJITOMAHBII
Harpus kpaxmaiaraukomuast
Hatpus creapundymapar
Tperanossl turuapar

[emnroi03a MUKPOKPUCTAIUTHYECKAST

6.2. HecoBmecTn™MOCTH

He nmpumenunmo.

6.3. Cpox rogHocTH (CPOK XpaHEHHs)

2 rona.

6.4. OcoObie Mepbl MPEJOCTOPOKHOCTH NPH XPAHCHUH

XpaHUTh B 3alIMIIEHHOM OT CBETa MECTE MPpHU TeMIiepaType He Boiie 25 °C.
6.5. Xapakrep u cogep;kaHHe YIIAKOBKH

ITo 10 mnu 15 TabneTok B KOHTYPHYIO SIUEHKOBYIO YIAKOBKY M3 IUIEHKH IOJIMBUHUIXJIOPUAHON
(ITBX) u honbru anroMUHUEBOM NIeUaTHOM TakupoBaHHOMU, uiu 1o 10 mnu 15 TabneTok B KOHTYpHYIO
SYEHKOBYIO YIAKOBKY U3 (DOJIBIM aIFOMUHUEBOM MEYaTHOM JJAKHPOBAHHOM U (POJIBIM TPEXCIIONHON
s xonmonHoro  ¢opmoBanus  OITA/An/IIBX  (opueHTHpPOBAaHHBIA — MOJIHAaMU/aTOMUHUAN/
TTOJTMBUHUJIXJIOPHU]T).

ITo 1,2,3,5, 6 unu 9 KOHTYpPHBIX TYEHKOBBIX YIIAaKOBOK 110 10 TabneTox mim no 2, 4 nin 6 KOHTYPHBIX
STYEHKOBBIX YIAKOBOK 1O 15 TabIeTok BMecTe ¢ MHCTPYKLIKEH M0 MPUMEHEHHUIO TOMEUIA0T B auKy
13 KapTOHA.

6.6. OcoOble Mepbl MPEAOCTOPOKHOCTH TPH  YHHYTOKEHHMHM  HCIOJb30BAHHOIO

JIEKAPCTBEHHOI'0 Ipenapara WM OTX0A0B, IOJYYEHHBIX IOC/Ae NMPUMEHEHHUs Ipenapara, U
Apyrue MAaHMIYJISILMH € IIPenapaToM
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Oco0plie TpeOOBaHMS OTCYTCTBYIOT.

7. JAEP/KATEJIb PETUCTPAIIMOHHOI'O YAOCTOBEPEHUSA

Poccuiickas @enepanus

000 «M3Bapuno dapmay, Poccust

108817, r. MockBa, kM BHykoBckoe mocce 5-if (1. BHykoBckoe), nBia. 1, ctp. 1.
Tenedon: +7 495 232 56 55

daxc: +7 495 232 56 54

OnexrponHas noura: info@izvarino-pharma.ru
7.1. IlpencraBuTeb JAep:KaTesisi PerucTPAIMOHHOTO YA0CTOBEPEeHUA

IIperen3un norpeduTene HanpaBIATh 110 AAPECY:

Poccuiickas @enepanus

000 «U"3Bapuno dapmay, Poccust

108817, r. MockBa, kM BHykoBckoe mocce 5-ii (. Buykosckoe), nna. 1, ctp. 1.
Tenedon: +7 495 232 56 55

®axc: +7 495 232 56 54

OnekrponHas noura: info@izvarino-pharma.ru

8. HOMEP (HOMEPA) PETUCTPAIMOHHOI'O YAOCTOBEPEHUA

9. KATEI'OPHUSA OTITYCKA JIEKAPCTBEHHOTI' O ITPEITAPATA

JlexapcTBEeHHBIN ITpenapaT OTHOCUTCS K KATETOPUM OTITYCKa 110 PELENTY.

OO0mmas XxapakTepUCTHKA JICKapCTBEHHOTO Tpenapara ®o3nHONpUII JOCTYITHA HAa WH()OPMAITMOHHOM
noprane EBpasuiickoro SKOHOMHYECKOTO CO03a B HH(OPMAIIMOHHO-KOMMYHUKAIIHOHHOW CETH
«naTepuer» https://eec.eaeunion.org
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