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(MOCNEQOBATENEHOCTE 0003)

OBILIAA XAPAKTEPUCTUKA JIEKAPCTBEHHOTO HPEHAPATA

1. HAMMEHOBAHHUE JJEKAPCTBEHHOI'O ITPEITAPATA

[Mepurnonpun IVIKOC Urnanamun, 0,625 Mr + 2 mr, TabIETKH, MOKPHITHIE INICHOYHOW 000JI0YKOMA
[Tepunnonpun ITJIFOC Uunanamun, 1,25 Mr + 4 mr, TabieTKH, MOKPHITHIC MJICHOYHOH 000710YKOH

[Mepurnonpun IUIKOC Uunanamun, 2,5 Mr + 8 Mr, TaOJIETKH, MOKPBITHIE INICHOYHOW 000I0YKOIMA

2.  KAYECTBEHHBIN U KOJJMYECTBEHHBII COCTAB

HelictByromee BemectBo: Muganamun + Ilepunponpun

Iepunnonpwi [JIHOC Mananamun, 0.625 Mr + 2 mMr, TaOJIETKH, IOKPHITHIE INIEHOYHON 000JI0YKON

Kaxxnas TabneTka, TOKpBITas IUIGHOYHON oOosoukoid, coxepxkutr 0,625 Mr wuHIanamuaa
2 MT IepUHONpHIIa S)pOYMHUHA.

Hepunnonpui [TJITOC Muaanamun, 1,25 Mr + 4 mr, TabJIETKH, MOKPBITHIE IUNIEHOYHON 000J0YKOMN

Kaxknas Tabmerka, MOKpbITas IUICHOYHOH 000JI0YKOH, coaepkuT 1,25 mr mHmanamuma u 4 mr
nepuHIoNnpuiIa 3pOyMHuHa.

Iepunnonpwi [JIIOC Mananamun, 2.5 Mr + 8 Mr, TaOJIETKH, IIOKPLITHIE INIEHOYHOU 000JI0YKOH

Kaxxnas tabiietka, TOKpBITas TJICHOYHOW O000JIOYKOH, comepkut 2,50 Mr mHmanamuaa u 8 mr
nepuHIonpuiIa SpOyMHUHA.

[TonHbIi IepeYeHb BCIIOMOTATEIbHBIX BEIIECTB MPUBEIECH B pasnee 6.1.

3.  JIEKAPCTBEHHAS ®OPMA

TaGnerku, MOKPHITHIE MIICHOYHON 000JI0UKOIA.

Hepuanonpun [JIFOC Uupanamun, 0,625 mr + 2 Mr, TaOJIETKH, ITIOKPBITHIE TUIEHOYHOM 000JIOYKON

TabneTrkn KpyrioW, ABOSKOBBIMYKJIOW (DOPMBI, TOKPBITHIE IUIEHOYHOH O000JOYKON OT cepo-
3€JIEHOTO0 JI0 3€JICHOTO C CepOBAThIM OTTEHKOM IIBETA.

Hepunnonpwi [JIIOC Mananamun, 1.25 mr + 4 mr, TaOJIETKH, ITOKPBITHIE INIEHOYHON 000JI0YKOH

TabneTkn Kpyryioi, JBOSIKOBBIMYKIOW (OPMBI, MOKPHITHIE IJIEHOYHONW OOOJOYKOM OT CBETIIO-
JKEJITOTO C PO30BATHIM OTTEHKOM JI0 JKEITOrO C PO30BaThIM OTTEHKOM I[BETA.

Iepuanonpun [JIHOC Nupanamun, 2.5 Mr + 8 mr, TabJIETKH, HOKPBITHIE INIEHOYHOU 000JI0UYKOM

TaGneTkn Kpyriioi, JBOSKOBBIMYKIOH (OpMBI, MOKPBITHIE IJIEHOUYHOW 000JI04KOil Oenoro wimm
OYTH OEJIoro 1BeTa.

4.  KIMHHUYECKHUE JAHHBIE

4.1. Tloka3aHusi K NPUMeHEHHIO

[Ipenapar Ilepunnonpun [IJIKOC NHpanaMu nokazad K IPUMEHEHUIO Y B3POCIIbIX.

Taobnerku 0,625 mr + 2 mr; 1.25 Mr + 4 mr

L4 3CCCHL[I/IaJ'IBHa$I THUIICPTCH3UA.
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e VY IaIMEHTOB C apTepHaIbHOM TUIIEPTEH3MEN U _caxa E e Sl S o iR TR a0,

PHUCKa Pa3BUTHS MUKPOCOCYIUCTBIX OCJIOKHEHHUH (CO CTOPOHBI MOYEK) ¥ MaKPOCOCYIUCTBIX
OCIIOKHEHHH ITPU CEPIEYHO-COCYANUCTBIX 3a00IEBAHMSIX.

Taomerkn 2.5 mr + 8 Mr

e DcceHIMaNbHAs THIIEPTEH3Us y MAIlMEHTOB, KOTOPBIM TpeOyeTcsl Tepanus WHAANaMHIOM B
703€ 2,5 MI' ¥ IEPUHAONPUIIOM B J103€ 8 MT.

4.2. PexxuM T03UPOBAHUS U CIIOCOD MPUMEHEHUS

PexxuM 03upoBaHus

QCCBHI/;uaﬂbHa}Z cunepmen3ust

ITo 1 Tabnetke nexapcrBenHoro npenapara [lepurmonpun [TJIFOC Uupanamuyg 0,625 mr + 2 mr
unu 1,25 mr + 4 mr 1 pa3 B CyTKH.

ITo Bo3moxkHOCTH puem npenapata [lepunnonpun IJIFOC Mananamu HaunHAIOT ¢ oadopa 103
OJTHOKOMITIOHEHTHBIX TMpenaparoB. B ciydyae KIMHUYECKOW HEOOXOIUMOCTH MOKHO PacCMOTPETh
BO3MOXKHOCTh HA3HAUYE€HUS KOMOMHHpPOBAHHOW Tepanuu mnpenapatoM I[lepungonpun I[IJIHOC
WNupganamun cpasy nocie MOHOTEpAUU.

[Ipenapat Ilepunnonpun ITNIIOC Munanamua 2,5 mMr + 8 Mr cieayeT Ha3HayaTh IIOCJIE PaHEe
MPOBEJEHHOrO0 TMoadopa 103 OTAeNbHbIX KommoHeHToB. IIpemapat Ilepungonpun ITJIFOC
Nupanamun 2,5 mr + 8§ Mr He JOMKEH MPUMEHSTHCS Uil CTApPTOBOM TEpanuu apTepUaIbHOM
TUINEPTEH3UHU y MAIMEHTOB, paHee He MOTYYaBIINX TMIIOTEH3UBHBIE JIEKAPCTBEHHBIE MPENapaThl.

Eciu notpedyercst u3MeHEHHME J03bl OJHOTO W3 JECHCTBYIOIIMX BELIECTB B COCTaBE Ipenapara
(Hampumep, B CBS3M C BHOBb JAMArHOCTUPOBAHHBIM 3a00J€BaHHEM, HU3MEHEHHEM COCTOSHUS
MalUeHTa UK JIEKAPCTBEHHBIM B3aUMOJICMCTBUEM), TO HEOOXOIUM WHIMBUIYAIbHBIA MOAOOD 103
OTJIENbHBIX KOMIIOHEHTOB.

YV nayuenmos ¢ apmepuanvholl cunepmensuell u caxapHolmM ouabemom 2 muna OJisi CHUINCEHUs.
PUCKA  pa3eumusi MUKpOCOCYOUCMBIX OCLONCHEHUU (CO CMOPOHbL NOYeK) U MAKPOCOCYOUCHIBIX
OCJLOJHCHEHULL OM CePOeyHO-COCYOUCMBIX 3A00NeBAHULL

PexomeHayeTcss HayMHATh TEpanmui0 C KOMOMHAIMM MHJAanaMuja + TEpUHIONPHUI B J103€
0,625 mr + 2 mr 1 pa3 B cytku. Uepe3 3 mecsna Teparnuu, Ipu yCIOBUU XOPOIIEH MePeHOCUMOCTH,
BO3MOXHO YBEJINYECHHE J03Bl mpenapata  — IO 2 TabJIeTKH B 103€e
0,625 mr + 2 mr uim 1o 1 Tabnietke B 1o3e 1,25 mr + 4 mr 1 pas B cyTku.

Oco0nIe T'pYHIbl HAUCHTOB

Tayuenmul nostcunoeo eospacma (cm. pazoen 4.4)

Crnenyer Ha3HauaTh JIEUEHHE IIPENapaToM IOCHEe OLEHKH (QYHKIUHM TOYEK U apTepUalbHOrO
nasinenus (AJl). ¥ mauuentoB noxwioro Bodpacrta knupeHc kpeatuHuHa (KK) paccuuthiBaroT c
y4eTOM BO3pacTa, Maccel Teiaa W moina. lIpemapar MoXeT Ha3HadaTbCs MALMEHTaM IOKHUIIOTO
BO3pacTa ¢ HOpMaJIbHOHN (PyHKIMEH MOYeK, IPU ITOM CJeAYyeT KOHTPOJIUPOBATH CTENIEHb CHUKEHUS

Al
Tayuenmol ¢ napywenuem ¢ynxyuu novex (cm. pazoenvt 4.3 u 4.4)
JlekapctBennsiii npenapatr Ilepunmonpun IIJIFOC Mumanamu mpOTHUBOINOKAa3aH MAIllMEHTAM C

tsoxensiM (KK Hmke 30 mu/muH) nin ymeperabiMm (KK vmke 60 Mir/mMun — utst TabneTok 2,5 mr + 8
MT') HapylIeHHeM (QyHKIHN TOYeK.

VY manueHToB ¢ ymepeHHbIM HapymieHueMm ¢yHkiuu nodek (KK 30—60 mu/mMuH) pekomeHmyercs
HAaYMHATH TEPANUI0 ¢ HEOOXOJUMBIX /103 IpernaparoB (B BUAE MOHOTEpANHH), BXOIALIUX B COCTAB
nekapctBeHHoro npenaparta [lepunnonpui ITJIFOC Mnnanamun.
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[MarmenTam ¢ KK, paBHbIM uinu npeBbIimarommM 60 Mijl/MUH, KéB&%L}%EﬁL@%%%TIE 0003)

Ha ¢one Tepanuum HeoOXOOUM PpETYJSpHBI KOHTPOJIb KOHILIEHTpAllMM KpeaTUHHMHA M Kaluus B
I1a3Me KpoBH.

Tlayuenmul ¢ Hapywenuem @ynxyuu newenu (cm. pazoenvt 4.3, 4.4 u 5.2)

JlexapctBennsiii mpenapar [lepungonpun IIJIFOC Mupanamua mpoTHBONOKa3aH MAlMEHTaM C
TSDKEJBIM HapylieHueM (yHKIUH TeYeHH.

[Tpu ymepeHHOM HapymIeHUH (QYHKIIMH IEYEHU KOPPEKIUS 103bI HE TpeOyeTcCsl.

C€TH

bezomacHocth u 3G (EeKTHBHOCT, TPUMEHEHWs TEPUHIONpHIA y JaeTedl B Bo3pacte oT 0 1o
18 5et He ycTaHOBJICHBI. JJaHHBIE OTCYTCTBYIOT.

Cnoco0 mpuMeHeHus

BHyTpB, mpeanodTHTENbHO YTPOM, IEpe] MPUeMOM NUIM. TalJeTKu ciemayeT NpOriaThiBaTh
ISITMKOM, 3aITMBasi BOJIOM.

4.3. TIpoTuBOMOKAa3aHMSs

HUnoanamuo

FI/IHep‘IYBCTBI/ITCHBHOCTL K MHAaIaMuay ujim JIFOOBIM Apyrum CYJ'IB(I)OHB.MI/II[aM.

Ymepennoe (KK 30-60 mu/mun — amns tabiaerok 2,5 Mr + 8 Mr) Wi TSDKENOE HapylICHUE
¢bynkun novek (KK nmke 30 mia/muH).

[leduenounast sHIIEATONIATHSL.
Tspxenoe HapyleHHe QYHKIMH TIEYCHU.
['mnokanuemusi.

CoBMecTHOE TPHUMEHEHHE C HCAHTHAPUTMHUYCCKUMH  JICKAPCTBEHHBIMH  CPEIICTBAMH,
CIIOCOOHBIMH  BBI3BaThb MOJUMOP(HYIO JKEIYJOYKOBYKD TAaXUKAPAMIO THUIA «IIHUPYIT»
Herenecoobpasno (cM. paszaen 4.5).

Ilepuon rpyanoro BckapmiuBanusi (Ilepungonpun IIJINOC Unpanamua 2,5 mr + 8 wmr, cm.
paznen 4.6).

Ilepunoonpun

'unepuyBCTBUTENBPHOCT, K MEPUHIONPHUIY  WIM  JIOOBIM  JpyTUM  HMHTUOMTOpam
aHrHoTeH3uHIpeBpararoero pepmenta (AIID).

AHrnoneBporudeckuii orek (otek KBuHke) B anHaMHe3e Ha (OHE MpHeMa APYTUX HHTHOUTOPOB
ATI® (cm. pasznen 4.4).

HacnencTBenHsblii/unnonaTuuyeckuii aHrHOHEBPOTUIECKHI OTEK.
bepemennocts (cM. paszzen 4.6).

Ilepuon rpyanoro BckapmiuBanus (Ilepunnonpun IIVIFOC Unpanamua 2,5 mr + 8 wmr, cm.
paznen 4.6).

CoBMeCTHOE NPUMEHEHHUE C AJIMCKUPEHOM W JIEKAPCTBEHHBIMU IperapaTaMi, COAEpKallluMU
QIUCKUPEH, y TMAalMeHTOB C CcaxapHbIM JAua0eTOM W/WIM YMEPEHHBIM WM TSKEIbIM
HapymeHneM (QyHKIUM MouyeK (CKopocTh kiyOoukoBoil ¢uubtpanuu (CK®) menee 60
mir/mur/1,73 M° uiomanu MOBEPXHOCTH Tena) (cM. pasaenst 4.5 u 5.1).

CoBMecCTHOE TpPHUMEHEHHWE C aHTaroHucramu perentopoB anruoreHsuna Il (APA 1) y
MAIMEHTOB ¢ nabeTnyeckoit Hegpomnarueit (cM. pasaen 4.4).
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—  CoBMeCTHOE NMPUMEHEHUE ¢ KOMOWHAIMEN BaJCAPTaH +'Eﬁﬁ§6}§t;1/'rﬁ.:"ﬁeﬁn B'mjnJI:HHbe

NupanamMun Henb3d NMPUHUMATHL paHee, yeM uepe3 36 4acoB Mociie NMPUMEHEHUs MOCIIEeIHEN
7036l KOMOMHAIIMY BajicapTaH + cakyOuTpui (cM. pazaenst 4.4 u 4.5).

—  DKcTpakopmopaibHash —Tepamus, NPUBOAANIAs K KOHTAaKTYy KpOBH C  OTPHUIATEIHHO
3apsKEHHBIMU IIOBEPXHOCTAMHU (CM. paszzen 4.5).

—  BelpakeHHBIN IBYCTOPOHHHMI CTEHO3 ITOYEYHBIX apTEPUi WIIM CTEHO3 apTEePUU €IMHCTBEHHON
(byHKIMOHMpYIOLIEH MOYKH (cM. paszaen 4.4).

Iepunoonpun I1JIFOC Hnoanamuo

- FI/IHep‘IYBCTBI/ITeJILHOCTL K JIIO6OMy U3 BCIIOMOI'aTCIBbHBIX BCHICCTB, Hepe‘-II/ICJIeHHBIX B
pazaene 6.1.

- MW3-3a  oTCyTCTBHS  JOCTATOYHOTO  KIMHUYECKOTO OIbITAa JICKAPCTBEHHBIM  Mpemnapar
[Mepunponpun IIJIHOC Mupanamupa He cieayeT NPUMEHSTh y MAlMEHTOB, HAXOISAIIMXCA Ha
reMOoJIain3e, a TAKXKE Yy MAlUEHTOB C HEJICYCHOM CEepJCYHOW HEIOCTATOYHOCTBHIO B CTaUHU
JIEKOMIICHCAIIHH.

4.4.  Oco0ble yka3aHusi H Mepbl IPeI0CTOPOKHOCTH NPHU NPUMeHEeHUH

C 0CTOPOKHOCTBIO

CucremHble 3a00JIeBaHUsl COCIUHUTENIBHON TKaHU (B TOM YHCIIE€, CUCTEMHas KpacHas BOJYaHKa,
CKJIepoJiepMUsl U Jp.), CONYTCTBYIOLIEe NPUMEHEHHE aJUIONYPUHOJA, LHUTOCTaTUKOB U
MMMYHOJIEIPECCAHTOB, WJIM IpOKanHaMuja (PUCK pa3BUTUS HEHUTPONEHUM M arpaHyJouTOo3a),
COIIYTCTBYIOILIasl Tepamus HIpenapaTamMM JIMTHs, I[pernaparaMd alMCKUpeHa Y MalMeHTOB O0e3
caxapHOro auabeTa WM HapymeHHd (YHKIMHA MOYEeK, aHTarOHUCTAMH PELENTOPOB aHTMOTEH3WHA
Il (APA 1I) y nanueHToB 6e3 nuabeTndeckoi HeponaTiu, mpernaparaMu 300Ta, HECTEPOUTHBIMH
NPOTHBOBOCTIATMTENbHEIMA  Tpenapatamu  (HIIBIT), GaxmodeHom, KOPTHKOCTEPOMAAMH,
MHIUOMTOpaMu Hempwini3uHa (cM. paszen 4.5), npenaparaMu, KOTOpble MOT'YT BbI3BaTh Y/UIMHEHHE
untepBasia QT Ha snexrpokapauorpamme (OKI'), cepieyHbIMU TIIMKO3UAAMHU, JIEKAPCTBEHHBIMU
npenapatamMi, KOTOpble MOTYT BBI3BATh MOJIMMOP(HYIO KETyJO0YKOBYIO TaXWUKapAWIO THIIA
«IAPY3T», YTHETEHHE KOCTHOMO3TOBOTO KPOBETBOPEHHS, CHUKEHHBIH O0BEM LUPKYIUpPYIOLIEH
KpoBH (IIpUe€M JUYPETUKOB, OeccojieBasi AMETa, PBOTA, Jauapesi, T'eMOJIUANN3), HIIeMHYecKas
0o0s€3Hb cepla, 1epeOpoBacKyIsIpHbIE 3a00JIeBaHMs], PEHOBACKYISIpHAs TMIIEPTEH3Us, CaXapHbIN
auabeT, MEepBUYHBIA TUIEepalibJJOCTEPOHNU3M, XpOHHMUYECKas cepieuyHass HepoctatoyHocTh (II-1V
¢byHKIIMOHAIBHOrO Kilacca no kinaccupukauuun NYHA), Hapymenuss GyHKUIUU MEUYEHU U TOYEK,
runepypukeMusi (0coOE€HHO CONMPOBOXKIAIOIIASACS MOJarpod M ypaTHbIM  He(POIUTHAZOM),
nabmwibHOCTh  AJl, TOXWUIION  BO3pacT, TMPOBEACHHUE TeMOJIUain3a C  [PUMEHEHHEM
BBICOKONIPOTOYHBIX ~ MeMOpaH WM  JeceHCHUOWnM3alnus, Imepen  npoueaypod  adepesa
munonporenHoB Hu3koM miotHoctu (JIIIHII), cocrtosHume mocie TpaHCIIaHTalMM —IOYKH,
XUPYpPru4eckoe  BMEIIATeIbCTBO/aHECTE3Us, CTEHO3  aOpPTAIbHOTO MM  MUTPAIBHOTO
KJ1anana/runeprpodudeckas OOCTPYKTHBHAS KapJUOMHOINATHS, aTEPOCKIEPO3, MPEICTaBUTEIN
HErpouaHON packl (MeHee BBIpaKEHHBIH S(PQGEKT OT NPUMEHEHHs), CIOPTCMEHBbI (BO3MOXKHA
MOJIOKUTENIbHASL PeaKUsl IPU JOMUHI-KOHTPOJIE), COMYTCTBYIONIAs Tepanus Kaauicoeperaiomumu
OUYpETHKaMH, INpenapaTaMy Kalus WM Yy MAalMEHTOB C IOBBIIIEHHBIM COJAEP)KAHUEM Kaaus B
iasMe, TUIMEpKaIUeMHus, THUIOHATPUEMHUs, OTSTOIIEHHBIM  aJuIeproJoruuyeckuii  aHaMHes,
aJJIepruyeckasi peaklivs Ha NEHUIWIIMH B aHaMHE3E.

O6HI€G JJI IEPUHAOITPUIIA U MHAAITaMHUJ1a

[TpumeHeHnne KOMOMHAIMK HMHJANAMHUa U TEPUHIONPHIIA HE COMPOBOXKIACTCS CYIIECTBEHHBIM
CHIDKEHHEM YacTOThl HexenaTenbHbIX peakiuit (HP), 3a uckiarodeHneM rumnoxkaiveMuu, IO
CPAaBHEHUIO C IIPUEMOM OTJIEIbHBIX KOMIIOHEHTOB IIpPElapara B HAUMEHBIIUX Pa3peLICHHBIX I
pUMeHeHUs 103ax (cM. paszgen 4.8). B nauane tepanuu AByMs TMIIOTEH3WBHBIMH IperapaTami,
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UAMOCHHKpa3uu. TiiarenpHoe HAOMIOAEHUE 3a MAIMEHTOM II03BOJIIET CBECTH J3TOT PUCK K
MUHHUMYMY.

Ilpenapamuor numus

CoBMecTHOE TpUMEHEHHE KOMOWHAIMHM WHAANaMUJa W TMEePUHAONpPHIA C MpenaparaMmud JTUTHS
0OBIYHO HE peKOMeHyeTcs (cM. pasnen 4.5).

Hapywenue ¢ynxyuu novex

Tepanuss npenaparom Ilepunnonpun I[UJIFOC HWuamanamua npoTHBONOKAa3aHa MalUEHTaM C
TsokensiM HapymenueM ¢yHkuuu mnouek (KK menee 30 mi/muH). Y HEKOTOPBIX MAIMEHTOB C
apTepuabHON runepreH3ueil 6e3 NpemecTByOIEero O4YeBUIHOIO HapyIIeHus: (PyHKIMKN OYeK Ha
¢doHe Tepamuu MOTYT TMOSIBHUTHCA JaOOpaTOpHbIE TNPU3HAKKA (DYHKIIMOHAIBHOW IOYEHHOM
HE/I0OCTaTOYHOCTH. B 3TOM ciyuae JiedeHue ciefyeT NpeKkpaTuTb. B panmpHelieM MOXHO
B0O300HOBHUTH KOMOWHUPOBAHHYIO TEPAIHIO, IPUMEHsISI HU3KHE O3Bl IPENnapaToB, JTUO0 MPUMEHATh
TOJIBKO OIMH U3 IpernapaToB.

TakuM mamueHTaM HEOOXOIUM PEryJsipHBIH KOHTPOJIb KOHIEHTPAIWW Kalusg W KpeaTWHUHA B
KpOBHU — 4epe3 2 Heenu I0CiIe Hadaja Tepallud U B JajbHEWIIEM KaxkJple 2 Mecsla B IEpUOL,
Korja jAo3a Inpenapara nopo0Opana. IlouedHas HEZOCTATOUYHOCTD Yallle BO3HUKAET Yy MALIUEHTOB C
TSKEJION CepIeYHOM HENOCTaTOYHOCTHIO WJIM MCXOJHOM IIOYEHYHOM HENOCTaTOYHOCTBIO, B TOM
4HCIIe, IPU CTEHO3€ ITOYEYHOU apTEepUHu.

JlexapctBennsiii npenapat [lepungonpun [JIFOC Muganamua He peKOMEHI0BaH K IPUMEHEHUIO B
Clydyae JBYCTOPDOHHErO0 CTE€HO3a TIOYEYHBIX apTepuil WJIM B CIy4ae E€IMHCTBEHHOM
(GYHKIIMOHUPYIOIIEH TTOYKH.

Apmepuaﬂbuaﬂ cUNOmMeH3Usl U Hapyuenue 600H0'3]l€Kmp0]lZ/lmH020 banawnca

B ciydyae ucXoqHONM THUIIOHATPUEMHUHU CYIIECTBYET PHUCK BHE3AIHOTO Pa3BUTHUS apTepHATBLHOM
TUIOTEH3WUH, B YaCTHOCTH, Y MAIMEHTOB CO CTEHO30M IMOYeuHOU aprepun. [loaTomy HEoOX0oauMo
MPOBEJICHUE CUCTEMATUYECKON OIIEHKHM CHUMITOMOB OOE3BOKMBAHUS M CHIDKEHUS COJCp)KaHUS
9JIEKTPOJIMTOB B IUIa3M€ KPOBU, HANPHUMEpP, TOCIE IUApPeH WM PBOTHL. TakuM MalueHTam
HE0OXOIUM PEeryJISIPHBII KOHTPOIb COJEPKAHUS IIEKTPOIUTOB IJ1a3Mbl KPOBH.

[Ipu BBIpa)XEHHOHN apTepHaNbHOM THUIOTEH3MM MOXET IMOTpeOOBaThCsl BHYTPUBEHHOE BBEJICHUE
M30TOHUYECKOIO COJIEBOTO PacTBOpA.

TpaH3uTopHasi apTepuaibHas TMIIOTEH3USl HE SIBISETCS NMPOTHUBOIIOKA3aHUEM I MPOAOKEHHUS
tepanuu. Ilocne BoccTaHoBieHUs oObemMa ILUPKyIUpyromeid kpoBu U AJl MOXHO BO300HOBHTH
Teparnuio, IPUMEHsST HU3KKUE J03bl, JINOO MPUMEHSTH TOJIBKO OJIMH U3 KOMIIOHEHTOB Mpernapara.

Cooeporcanue kanus

KoMOuHMpoBaHHOE NpHMEHEHHWE HWHAANAMUJAa W IEPUHIONpUIIAa HE MPEAOTBpAlllaeT pa3BUTHE
TMITOKAIMEMHUH, OCOOCHHO Y MAIlMEHTOB C CaXxapHbIM AMA0ETOM MJIM TOYEUHOM HEJJ0CTAaTOYHOCTBIO.
Kak u B ciiydyae mpuMeHeHHUs J000r0 TMIOTEH3UBHOIO IMpernapaTa B KOMOWHAILMU C IUYPETUKOM,
HE00XO0/IUM PeryJIsipHbIil KOHTPOJIb KOHLIEHTPALMH KaJIHsl B IJ1a3Me KPOBH.

WNupanamuyg

Ileuenounasn aHueqbaﬂonamuﬂ

[Ipn Hanwuuu HapymeHu QYHKIIMU MMEUYSHU TTPUEM THA3UIHBIX W THA3HJIOMOJIO0HBIX JUYPETHUKOB
MOKET TPHUBECTHU, OCOOCHHO B cCllydae 3JIEKTPOIUTHOro mucOanaHca, K Pa3BUTHIO MEYCHOYHOH
sHIIe(haTonaTHH, KOTOpask MOXKET MPOTPECCHPOBATh JO MEYCHOYHOW KOMBI. B TakoW cuTyammu
CIEAYET HEMEJIEHHO ITPEKPATUTH ITPUEM TUYPETHUKA.
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Ha ¢one nmpuema THAa3UIHBIX W THA3UAOMOAOOHBIX AMYPETHKOB COOOIIAIIOCHh O CIyYasX Pa3BHTHUS
peakiuii  ¢ortouyBcTBUTENbHOCTH (cM. pazmen 4.8). B ciydae pa3BUTHS — peaKIHid
(GOTOUYBCTBUTEIILHOCTH Ha (oHE mpHeMa Tnpenapara CcileayeT NpeKpatuth Jiedenue. [lpu
HCO6XOI[I/IMOCTI/I OpoAOJDKCHUA TCpalluu OUYPCTUKAMHU, PCKOMCHAYCTCIA 3alllullaTb KOXHBIC
MTOKPOBBI OT BO3/ICHCTBHSI COTHEUHBIX JTy4eH MITH UCKYCCTBEHHBIX YIbTPAPUOICTOBBIX JTyUCH.

Boouno-snekmporumnuiii 6aranc

Konyenmpauus uonos nampus 8 niazme Kposu

KoHInieHTpanuio MOHOB HATPHS B IUTa3Me KPOBU HEOOXOMMMO ONPENENATh J0 Hayayia JICYCHHs, a
3aTeM pPEeryisipHO KOHTPOJIMPOBaTh Ha QoHe mpueMa npenapara. CHUKEHHE KOHIEHTPAlUU HOHOB
HaTpusi HA HAYaJIbHOM 3Tale MOXET HE CONMPOBOXKIATHCA KIMHUYECKMMH CUMIITOMaMH, TTO3TOMY
HEO0OXOIUM PEryNspHBIA J1a00opaTOPHBIM KOHTPOJb. bojee 4acThlii KOHTPOIb COIEp)KaHUsS MOHOB
HaTpus MOKa3aH MalMeHTaM C IMPPO30M I€UEHHU U MAalUEeHTaM IMOXHUJIOro Bo3pacTa (CM. pa3Jieibl
4.8 u 4.9). Jleuenue JOOBIMH TUYPETHKAMU MOXET BBI3BaTh TMIIOHATPUEMHIO, MHOTJIA C OYCHD
CEPbE3HBIMU  MOCEACTBUSAMU. [ UMIOHATpUEMHS, COMPOBOXKAAIOIIASICS TUMOBOJIEMHEH, MOXKET
MPUBOJUTh K Pa3BUTHIO O00€3BOKMBAaHUS U OPTOCTATHYECKOM TrunoTeH3uu. ComyTcTBYyIOIIee
CHUKEHUE COJCPKAHUS HOHOB XJIOpa MOXKET MPUBECTH K PA3BUTHUIO BTOPUYHOTO KOMIIEHCATOPHOTO
MeTaboIMYecKOro  ajuKajgo3a: 4YacToTa €ero BO3HUKHOBEHUS M CTENEeHb BBIPAKECHHOCTHU
HE3HAYHTEIIbHBIC.

KOHH@HWZDCIHM}Z UOHO6 KaJuA 6 niasme Kposu

CHuxeHue KOHOCHTpAlMKU Kaliusd C THUIIOKAJIUEMUEN SBISIETCSI OCHOBHBIM PUCKOM, CBA3aHHBIM C
Tepanueil THA3UIHBIMA M THA3UIOMOAOOHBIMH JIHYPETHKAMH. | MIOKaTMEeMHUsT MOXET BBI3BATh
MBIIIEYHBIE paccTpoiicTBa. Co00MMIAIoCh O ciiydasx pabaoMHuoiIn3a, B OCHOBHOM Ha (JOHE TSHKEION
THITOKAIAEMHH.

HeoOxomuMo  mpenynpexnarb pHCK  CHIDKCHHS KOHIEHTpAlMM HWOHOB  Kanmus  (MeHee
3,4 MMoONb/a) y CHEIyIOIUX KaTeropuil MalMeHTOB W3 TPYHIBbl BBICOKOTO pPHUCKA: IMAIMEHTOB
MOYKWJIOTO BO3pAcTa W/WIM UCTOIICHHBIX IMAIMEHTOB KaK MOJYYArOIIUX, TaK M HE IMOJyYarOIInX
COUYETAaHHYIO MEIUKAMEHTO3HYIO TEPAIIHIO, ITALIMEHTOB C HUPPO30M IIEYEHU C OTEKAMH U aCLUTOM,
UIIEeMHUYECKON OOJIe3HbIO CepJilla, CEepAECYHOM HEeAOCTaTOYHOCThIO. ['HIokanueMuss y 3THX
MMALMEHTOB YCUIMBAET TOKCUYECKOE JEHCTBUE CEPACYHBIX IVIMKO3UIO0B U MOBBIIIAET PUCK PA3BUTHUS
HapyLIEHUHA pUTMa.

K IpYIIC MOBBIMNICHHOTO PUCKA TAKKE OTHOCATCS NMAOUCHTHI C YIJIMHCHHBIM HMHTCPBAJIOM QT Ha
BKF, KaK BPOXACHHBIM, TaK U BbI3BAHHBIM I[GI\/JICTBI/ICM JICKApCTBCHHBIX CPCACTB.

I'unokanuemusi, Takxe, Kak M Opagukapiusi, CHOCOOCTBYET pPa3BUTHUIO TSKENbIX HApYIICHUH
CepJCYHOI0 PUTMA, OCOOCHHO MOJIMMOP(HOM KeTyT0UKOBON TaXMKapIUU THIA «ITUPYIT», KOTOpast
MOKeT ObITh (paTanbHOI. Bo Bcex onmucaHHBIX BbIIIE CIIy4asx HE0O0X0AUM OoJsiee YyacThlii KOHTPOIIb
COJIep’)KaHUsl MOHOB Kallusd B IIa3Me KpoBU. llepBoe m3MepeHHe KOHIIEHTpAaIlM HOHOB Kasus
HE00X0/AMMO MTPOBECTH B TEUCHHE NIEPBOM HEEIH OT Havaia TepanuH.

IIpn  BBIABIICHMM THUIOKAIMEMHHM JIOJDKHA TPOBOJUTHCA  COOTBETCTBYIOIIAS  KOPPEKIIMS.
['unokanuemusi, CBs3aHHAs C HU3KOW KOHIEHTpalMeld MarHus B CHIBOPOTKE KPOBU, MOXKET OBITh
pE3UCTEHTHA K JIEYEHHIO J0 TeX IOp, MOKAa YPOBEHb MarHus B CHIBOPOTKE KpPOBU HE Oyner
CKOPPEKTUPOBAH.

Konuyenmpauus uonos xaivyus 6 niasme Kposu

TI/Ia31/IJIHBIC u TI/Ia3I/I,Z[OHO,Z[O6HBIC AXYPCTUKU MOT'YT YMCHBIIATL BBIBECACHUC HOHOB KaJIbIHUA
IMOoYKaMH, MPUBOJAA K HE3HAYUTCIBHOMY W BPEMCHHOMY IOBBINICHUIO KOHICHTPpAUHWKW KaJIbOWA B
IJ1a3Me KpOBH. BBIpa)KCHHOe IMOBBIIICHHUEC KOHLICHTPAIUU MOHOB KaJIbLIUA MOXKCET OBITh CBSI3aHO C
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MY OTYETY

KEJIE3 CIICAYCT OTMEHUTD IPUCM TUYPETUICCKUX CPCIACTB.

Yposenv macnus 6 niazme kposu

Ha ¢oHe mnpuMeHeHHS THA3HIHBIX M THA3HIONOJOOHBIX JMYPETUKOB, BKIIOYAs HHIAIIAMU],
OTMEYAJIOCh TOBBIIMICHUE BBIJCICHUS MAarfuisi ¢ MOYOW, YTO MOXET CTaTh HPUYUHOU DPA3BUTHSL
TUIIOMarHueMuu (CM. pasnensl 4.5 u 4.8).

Konuyenmpauus enroko3swl 8 niazme Kposu

Heo0XxoauMo KOHTPOJIUPOBATh KOHIIEHTPAILMIO TJIFOKO3bI B KPOBH Y IAIIMEHTOB C CaxapHBIM
nrnaberom, 0COOEHHO KOT/1a KOHIICHTPAIUS HOHOB KaJIHs HU3Kasl.

Mouesas kucioma

VY DnanuMeHTOB € IOBBIIICHHOW KOHIICHTPALMEW MOYEBOM KHCIOTHI B IUIa3ME KPOBU HMEETCs
TEHJCHIMS K YBEJIMYEHHUIO YaCTOThl BOSHUKHOBEHUS ITPUCTYIIOB MTOAArPHI.

Huypemuueckue cpedcmea u pynKyus novex

TuazumHble ¥ THA3UIONOAO0HBIC TUYPETUKHA YPPEKTHUBHBI B IMOJIHOW MEpPE TOJIBKO Yy MAIUEHTOB C
HOPMAaJIbHOW WJIM HE3HAYUTEIIPHO HapyIIeHHOW (QyHKIHMeW Mmodek (KOHIEHTpAlUs KpEeaTHHWHA Y
B3POCJIBIX MAMEHTOB HIKE 25 M1/ min 220 MKMOJIB/IT).

VYV NOXWIBIX MAlMEHTOB YPOBEHb KPEAaTMHHUHA B TUIa3ME€ KPOBH JIOJDKEH OLIEHMBATHCS C YYETOM
BO3pacTa, Beca M 1oJja, B COOTBeTCTBUU ¢ popmyroii Kokpodra:

Knupenc kpeamununa (KK) = (140 — 6o3pacm) x éec/0,814 x konyenmpayusi Kpeamuhuha 8 niazme
Kposu,

rac: BO3pacCT — BO3PACT MalMCHTA B IoJilaX, BEC — Macca TCjia B KI', KOHLICHTpAallud KpCaTUHUHA —
KOHIOCHTpaluAg KpCaTUHHHA B IIJIa3MC KPOBH B MKMOJIB/JI.

dopMya MOAXOIUT IJIsi MY>KUYMH TOXKHIIOTO BO3pPACTa; IS KEHIIUH MOXKUJIOTO BO3pacTa CIeayeT
YMHOXHTH pe3ynbTar Ha koddduiuent 0,85.

B nauane ysieyeHus] JUYPETUKOM Y MallMEHTOB M3-3a TUIIOBOJIEMUU (BCJIEICTBHUE BBIBEJCHUS BOJBI U
MOHOB HAaTpHsI) MOKET HaOII01aThCsl BPEMEHHOE CHMYKEHHE CKOPOCTH KITyOOUKOBOH (hUiIbTpaluu u
yYBEJIMUEHUE KOHLEHTPALlMM MOYEBUHBI M KpeaTMHMHA B IUIa3ME€ KPOBH. JTa TpaH3UTOpPHAs
(GyHKIMOHATIbHAsT MOYEeYHas HEAOCTAaTOYHOCTh HE HMMEET HEOJarompHATHBIX IMOCIEICTBUM s
MAIUEHTOB C UCXOAHO HOPMAJIbHOU (YHKIMEH MOUYeK, OJHAKO MOXKET yCYTyOlsITh y>K€ UMEBIIEECs
710 HayaJla JIeYeHUs1 HapyleHne (yHKIUU ToYeK.

Cnopmcmenul

CnoptcmeHaMm crefyeT oOpaTWTh BHUMaHME Ha TO, YTO JIGKAPCTBEHHBIM Ipernapar COAEPKUT
JeMCTBYIOIIEE BEUIECTBO, KOTOPOE MOXKET /1aBaTh IMOJOXHUTEIbHBIM pe3yibTaT MpU MPOBEIECHUU
JOTIMHI-TECTA.

Xopuoudaﬂbublﬁ eblnom, ocmpdast MUONUs, 6MOPUUHAA 3AKPbIMOY2O0NbHAA cIAYKOMA

CynbhoHaMua M €ro MpOM3BOJIHBIE MOTYT BBI3BIBaTh Pa3BUTHE WAMOCHMHKPA3WYECKOH peakluu,
NPUBOJALIEH K Ppa3BUTUIO XOPUOMIAIBHOIO BBHIMNOTAa C Je(EeKTOM TOJS 3pEeHHs], Mpexoasieit
MHUONHMHM U OCTPOHW BTOPUYHON 3aKpPBITOYrOJbHOM Iiiaykome. CHUMNOTOMBI BKJIIOYAIOT BHE3AIHOE
CHIDKEHHE OCTPOTHI 3peHUs WK O0Jb B IJ1a3aX C OCTPHIM HA4aJloM U OOBIYHO BO3HUKAIOTB TE€UECHUE
HECKOJIBKMX 4acCOB WJIM HEJEIb I10CJIE Hayaja Ipruema npenapara. [Ipu orcyrcrBun nedeHus ocrpas
3aKpBITOYTOJIbHASA TJIAyKOMa MOYKET MPUBECTH K HeoOpaTUMOH moTepe 3peHus. B nmepByto ouepenn
Tepamusi 3aKJII0YaeTcss B MaKCUMaJbHO OBICTpOM OTMeHe npemnaparta. Eciu BHyTpuriasHoe
JIaBJICHUE OCTAETCS HEKOHTPOJIMPYEMBIM, MOXKET MOTPeOOBaThCSl HEOTIOKHOE MEAMKAMEHTO3HOE
JIeYCHUE WM  XUPYPrU4ecKkoe BMewarenscTBo. DakTtopaMu pHUCKa pasBUTUA  OCTPOM
3aKPBITOYTOJIbHOM TJIayKOMBl MOTYT OBITh a/UIEprHUecKUe peakluu Ha CylIb(QOHAMUJ WU
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INCHUIIWIJIINH B aHAMHCEC3C.

[lepunaonpu

Heotinas 6noxada peHuH-aneuomen3uH-arboocmeponosoti cucmemst (PAAC)

WNwmerorcss  paHHble 00 yBEIMYEHUU pUCKA BO3HUKHOBEHHS apTEPHAIbHON TUIOTEH3HH,
TUTNEPKATUEMUN U CHUKCHHHM (YHKIMH TOYeK (BKIIIOYAsh OCTPYIO MOYECYHYIO HEAOCTATOYHOCTH)
pu cOBMECTHOM IpuMeHeHnr HHruouTopoB AIID ¢ APA 11 wim anuckuperom. [TosTomy nBoiinas
o6nokana PAAC mocpeactBom coueranust uaruOutopa AII® ¢ APA Il mnm anuckupeHOM He
pexkoMenyetcs (cMm. pasaensl 4.5 u 5.1). Ecniu aBoitHas 610kana abcoa0THO HE0OX0IUMa, TO ITO
JOJDKHO BBITIONHATHCS MO CTPOTHM HAONIOJCHHUEM CHEIUAINCTA TPU PETYISIPHOM KOHTPOJIC
(GyHKIIUH MOYEK, COAepkKaHUS SJIEKTPOIUTOB B I1azMe KpoBu U A/JL.

IIpumenenne unrubutopoB AII® B coueranun ¢ APA Il nmporuBomoka3zaHo y HAIUEHTOB C
nuabeTHyecKoi HepormaThei u He PEKOMEHIYETCs y APYruX marueHToB (M. pasaenst 4.3 u 4.5).

Kanuiicbepecarowue ouypemuxu, npenapamsl Kaaus, Kaauticooepicaujue 3ameHumentt nUuesoll
conu u nuuesvie 000asKuU

He pexomeHtyeTcs COBMECTHOE IPUMEHEHHUE MEPUHAONPUIIA U KaJuiicOeperaloumx 1nypeTuKoB, a
TaK)Ke MPernapaToB Kalus, KaTHHCOACPKAIIUX 3aMEHUTENICH MUIICBOW COJIM M IHIIEBBIX JT00ABOK
(cm. paznen 4.5).

HeﬁmponeHuﬂ, acpanyioyumaos, mp0M6OL;MmOI’l€H1/l}Z, AHEeMUA

HmeroTcst cooOIIeH s O Pa3BUTHN HEUTPOIICHUH/arpaHyI0UTO3a, TPOMOOIIUTOTIEHUN H aHEMHH Ha
¢done mnpuema wunruobutopo AlID. VYV mnamnuwentoB ¢ HOpMalbHOM (yHKUIMEH mouek u 6e3
COITyTCTBYIOIMX (DaKTOPOB puCKa HEHTpoOIeHUs] BO3HHMKAeT peaxo. C KpalHEHl OCTOPONKHOCTHIO
clielyeT MPUMEHATh MEePUHAONPHUI Ha ()OHE CUCTEMHBIX 3a00JIeBaHUMN COENMHUTEIBHON TKaHH, a
TaKkxke, Ha (OHE IpUeMa HMMMYHOJCIPECCAHTOB, AJUIONYPHHOJIA WIM NpPOKAaMHAMHUJA, WIH TPH
COYETaHHH TUX (PAKTOPOB, OCOOCHHO y MAIUEHTOB C UCXOAHO HAPYIICHHON QYHKIIMEH MOYeK.

Y HCKOTOPLIX MAaIUCHTOB BO3HUKAJIU TAKCIILIC I/IH(beKHI/IOHHI)Ie 3360HCBaHI/I9{, B psAac ClIydacs,
YCTOWYMBBICE K WHTCHCUBHOW aHTHOMOTHKOTepanuu. [Ipy Ha3HaueHHHM TEPUHIONPHIIA TaKUM
nmanucHTaM PpPCEKOMEHAYCETCA TMNCPUOJUYCCKHU KOHTPOJHUPOBATH YHCIIO J'[CﬁKOHI/ITOB B KpPOBH.
[TarueHTHl JODKHBI CcOOOMIATh Bpadyy O JIOOBIX MpHU3HaKaX WHQEKIIMOHHBIX 3a00JeBaHUM
(Hanpumep, 60116 B rope, Tuxopanaka) (cMm. pazaensl 4.5 u 4.8).

AHeMHusT MOXET pa3BUBaThCS y IALMEHTOB IOCIE TPAHCIUIAHTALMMA TOYKH WIM y IAlUEHTOB,
HaxoJIIMXcs Ha remoauanuse. [Ipu 3ToM cHM)KEeHHE reMoryioOnHa TeM OOoJibllle, YeM BhIIE ObLI
€ro NmepBOHAYaIbHBIA MOKa3aTenb. ITOT 3G (HEKT, MO-BUIUMOMY, HE SBISETCS 10303aBUCUMBIM, HO
MOJKET OBITh CBSI3aH C MEXaHU3MOM JAeWcTBUSI UHTHOUTOPOB AlID.

He3naunTenbHOe CHM)KEHHE T'€éMOINIOOMHA NMPOUCXOAUT B TEUEHHUE IMEPBBIX 6 MeECSIEB, 3aTEM OH
ocTaeTcsi CTaOMJIBHBIM M TOJHOCTHIO BOCCTAaHABJIMBAETCS IOCIE OTMEHBI Mpemnapara. Y TaKux
MAIMEHTOB JIEYeHHE MOXET OBITh MPOAOKEHO, OJHAKO IeMaTOJIOTMYECKHE aHAJIM3bl JOJKHBI
MIPOBOAUTHCS PETYIISAPHO.

Penosackynapuas cunepmensus

Y nanmueHToB ¢ JBYCTOPOHHUM CTEHO30M IIOYEYHBIX AapTepUil WM CTEHO30M apTepuu
€IMHCTBEHHOM (DyHKIIMOHHpYIOLIeH Mmouku Ha (oHe nmpuMeHeHus uHruoutopa AIID Bozpacraer
PHUCK pa3BUTHS TUIOTEH3UM U MOYEUHOM HEeIOCTaTOYHOCTH (cM. pazzaen 4.3). Ilpuem nuypetuxos
MOKET OBITh JOMOJHUTEIbHBIM (hakTOpoM pucka (cM. pasnen 4.3). YxyameHue QyHKIUU MOYEK
MOXKET HaONI0/aThCsi YK€ TMpU HE3HAYUTEIbHOM HW3MEHEHUH KOHIEHTpAalluu KpeaTMHHHA B
CBIBOPOTKE KPOBH, JJaXK€ Yy MALIMEHTOB C OAHOCTOPOHHUM CTEHO30M ITOYE€YHON apTepHuH.

MeronoM JedeHns] PEHOBACKYJSIPHOM THIIEPTEH3UH SIBISIETCS peBACKyJsipu3alus. TeM He MeHee,
npuMeHeHre HHruouTopoB AIID MoXKeT OKa3bIBaTh MOJIOXKUTEIBHOE IEHCTBUE y MAIMEHTOB, KaK
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OKHUJIAIOIINX XUPYPrUUYECKOTO BMEIIATENbCTBA, TaK M _B JfEIM 'C;lyﬁ%e' Korzra xyrpyDquCKOe

BMCIIATCIILCTBO MPOBECTH HEBO3MOXKHO.

B ciyuae, eciiu nanueHTaM ¢ yCTaHOBJICHHBIM HJIU TIPEAINOJIAraeéMbIM CTCHO30M IOYCYHON apTepuu
Ha3HAYaeTCs Tepanus KOMOMHANMEH WHAAamaMua + TepUHIONPHIL, €€ CIIeyeT HaYMHATh C HU3KHX
7103 B YCJIOBHSX CTaIl[MOHApa 0] KOHTPOJIeM (QYHKIIUU MOYCK U KOHIICHTPAIIMU KaJIHsl, TOCKOJIBKY Y
HEKOTOPBHIX TAIMEHTOB pPa3BHBAJIACh (PYHKIMOHAIbHAs TOYEYHAs HEAOCTaTOYHOCTh, KOTOpas
perpeccupoBajia mocjie OTMEHbI Tepaluy.

[Ipumenenue nexkapctBeHHoro mnpenapara Ilepunnonpun ITJIFOC Mupanamua 2,5 mMr + 8 Mr He
MOKa3aHO MalMeHTaM C YCTAaHOBJICHHBIM WUJIM MPEJIoIaraéMbiM CTEHO30M MOYEYHOM apTepHH, TaK
KaK y TaKMX MallMeHTOB TEpPAlUIO CleAyeT HaYMHATh B YCIOBUSIX CTallOHapa ¢ 0ojiee HU3KUX 103
KOMOMHAIIMH TIEPUH/IONPUIIA U UHAAAMHUIA.

Tosviuennas uyecmeumeﬂbHocmb/aH2u0Heep0muquKuzZ omekK

IIpu npueme unruburtopos AIID, B TOM uuciie W NEPUHIONPUIA, B PEIKHUX CIIydasX MOKET
HaOJII0AAThCS pa3BUTUE aHTMOHEBPOTUYECKOIO OTEKa JIMIA, KOHEYHOCTEH, Ty0, sI3bIKa, TOJIOCOBBIX
CKJIaJIOK W/miu TopTanu (cM. paszen 4.8). DTo MokeT nmpou3oiiTu B M000# nepuox tepanuu. [lpu
MOSIBJICHUM CUMIITOMOB IIPUEM MEPHHJIONPHIIA TOJKEH ObITh HEMEIJICHHO MPEKpallleH, a NalueHT
JOJKEH HaOMIoNaThCsl 1O TeX IOp, MOKa MPU3HAKM OTeKa HE MCYE3HYT IMOJIHOCThIO. Ecimm orek
3aTparuBaeT TOJIbKO JIMIO U I'yObl, TO OH OOBIYHO MIPOXOAUT CAMOCTOSITENBHO, IIPH 3TOM B KaYeCTBE
CUMIITOMAaTUYECKON TEPAIy MOTYT IPUMEHSTHCSI aHTUTUCTAMUHHBIE CPE/ICTBA.

AHTHOHEBPOTHUYECKUN OTEK, COIMNPOBOXAAMOIIUNCA OTEKOM TOpTaHU, MOXKET MPHUBECTH K
netanbHOMY wucxony. OTEK s3bIKa, TOJIOCOBBIX CKJIQJIOK MJIM TOPTAaHH MOXET NPHUBECTH K
OOCTPYKLIUHU AbIXaTeNbHBIX MyTell. [Ipu mosBIeHNN TaKUX CUMIITOMOB CJIEIyeT HEMEUICHHO HauaTh
MIPOBOMTH COOTBETCTBYIOIIYIO TEPAIUIO, HAIIPHMEP, BBECTH MOJKOKHO MUHEeDPUH (aIpeHATINH) B
paseenenuu 1:1000 (0,3-0,5 M) u/unu 06eceynuTh MPOXOAUMOCTD JIBIXaTEIbHBIX MYTEH.

CooOmanoch 0 0ojiee BBICOKOM PHUCKE Pa3BUTHS AHTMOHEBPOTHYECKOIO OTEKa y IHallEHTOB
HETPOHTHOH PacHl.

V manueHToB, B aHaMHE3€ KOTOPHIX OTMEYAJCS aHTMOHEBPOTHYECKHH OTEK, HE CBSI3AQHHBIA C
nprueMoM HHrHOUTOPOB ATI®, MOKET OBITH MOBBIIICH PHCK €r0 Pa3BUTHS MPH MTPHUEME MPernapaToB
3TOM rpymmsl (cM. paszaen 4.3).

B penxux cinydasx Ha pone Tepanuu uHruoutopamu AIl® pa3BuBaeTcs aHTrHOHEBPOTUUECKUIM OTEK
KumieyHuKa. [Ipyu 5TOM y manmeHToB oTMedajach OOJb B KHBOTE KaK M3OJMPOBAHHBIA CHMIITOM
WIM B COYETAaHMM C TOLIHOTOW M PBOTOM, B HEKOTOPBIX Clydasx ©Oe€3 MpelIecTBYIOLEro
AQHTMOHEBPOTHUYECKOTO  OTeKa JIMIla W  TNpH  HOPMAIbHOM  YPOBHE  aKTHBHOCTHU
Cl-screpasbl. JlMarHo3 yCTaHaBIMBAETCS C IMOMOIIBIO KOMIIBIOTEPHOH TOMorpaduu OprouIHOM
MOJIOCTH, YIABTPA3BYKOBOTO WCCIENOBAaHHS WJIA B MOMEHT XHPYPTHYE€CKOTO BMEIATEIbCTBA.
CuMnOTOMBI IPOXOAMIIH MOCIIE TpeKpamieHus npuemMa nHruoutopoB AllID. [TosToMy y nanueHToB ¢
0oipt0 B 00JACTHM  JKMBOTa, Hojydaromux uHruoutopel All®, mnpu  mnpoBeneHUn
mudepeHIManbHON  AMArHOCTHUKM — HEOOXOIMMO  YYMTHIBaTh  BO3MOXKHOCTH — Pa3BUTHUS
AHTMOHEBPOTHYECKOTO OTEKA KUIIIECUHUKA.

CoBMecTHOE PUMEHEHHE TepUHIONPIIIa ¢ KOMOMHUPOBAHHBIMU JIEKAPCTBEHHBIMH TpenapaTami,
coJiepKalllMMH BajicapTaH + CaKyOWTpPHJI, MPOTHUBOTIOKA3aHO, TaK KaK IOBBIIICH PUCK Pa3BUTHSA
aHTMOHEBpPOTHYECKOro oteka (cMm. pasgenst 4.3 u 4.5). IlpumeHeHHe KOMOWHUPOBAHHOTO
JIEKapCTBEHHOT'O Ipernapara, COAEp Kallero BajcapTaH + cakyOUTpUi, BO3MOXKHO HE paHee, 4eM
yepe3 36 uyacoB MoOci€ MOCIEIHEro Ipuema nepuHaonpuiaa. llpuMenenue mnepuHaonpuia
BO3MOXXHO HE paHee, yeM dyepe3 36 yacoB IMOcCie MpeKpalleHus NpueMa KOMOWHHPOBAHHOIO
JIEKapCTBEHHOTO Mpenapara, CoAEpIKallero BajicapTal + cakyouTpui (cM. pasaenst 4.3 u 4.5).

CoBMecTHOe mnpuMeHeHue uHruOuTopoB AIID ¢ aApyruMu HMHTUOMTOpaMHM HENpPUIM3UHA
(marmpumep, parekagotpwioMm), uaruOutopamu mTOR (mammalian Target of Rapamycin —
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TEMCUPOJIUMYCOM) U TITUNTUHAMHU (HAIIPUMEp, JIMHATIUITHHOM, CAaKCAarJTUITHHOM, CUTATIUIITUHOM,
BUJIATJTMIITUHOM) MOJXKET TPUBECTH K TIOBBIIIEHHOMY PHUCKY Pa3BUTHS AHTHOHEBPOTHYECKOTO
oTeka (HampuMep, OTEK IbIXaTeNIbHBIX MyTeH WK SI3bIKa, ¢ HApPYIIEHHEM JbIXaHHs WK 0e3 Hero)
(cm. paspmen 4.5). Cuenyer coOnofaTh OCTOPOKHOCTh TPH  HAa3HAYCHUHM palleKagoTpuia,
uaruburopoB mTOR (Hampumep, cuponumyca, 3BepoMMyca, TEMCHUPOJIMMYCa) U TJIIMITHUHOB
(Hampumep, TUHATTUNTHHA, CAKCATJIMIITUHA, CUTATIWITHHA, BUIJATIWIITAHA) y MAIUCHTOB, YXKE
MpUHUMAKIKUX HHruouTOp AIlID.

Anaghunaxmouonvle peaxkyuu npu npogedeHuu 0eceHCuoOUIU3AYUY

HmeroTcss  oTAenbHbIE  COOOIIEHHMS O  Pa3BUTUM  JUIMTENBHBIX, YIPOXKAIOIIUX  KU3HHU
aHa(pUIAKTOMAHBIX pEAKUMH Yy TMAlUeHTOB, Moiydarommx uHruoutopsl AIID Bo Bpewms
J€CEHCUOMIM3UPYIOIEH Tepanuu S10M  [E€PENOHYATOKPBIIBIX HACEKOMBIX  (MUEJNbl, OCBHI).
WNuruburopsr AII® Heo0X0AMMO NMPUMEHATH C OCTOPOYKHOCTHIO Y CKIOHHBIX K aJUIEPTHYECKUM
peaknMsM MalMEeHTOB, NPOXOIAIIMX Hpouexypsl JeceHcuOunmzanuu. Creayer wu30erarb
npuMeHeHus  uHruourtopa All®  npanueHTtaM, NOdy4arollMM  MMMYHOTEpAIUIO  SA0M
[EePENOHYATOKPbUIBIX HACEKOMBIX. TeM He MeHee, y HalMEeHTOB, KOTOPbIM HEOOXOIMMO Kak
npuMeHeHne HWHruoutopoB AllD, Tak W MNpOBEACHHWE MPOLEAYpPHl JIECEHCHOMIHM3AINY,
aHa(pUIAKTOUIAHON peakuuyu MOXKHO HU30eXaTh IMyTeM BpeMeHHOW oTMeHbl uHruoutopa AllD ne
MeHee, 4eM 3a 24 yaca 10 HaJyaJia MpoIeayphl.

Anagunaxmouonsie peaxyuu npu nposeoeHuu agepeza IUNONPOMEUHO8 HUZKOU NIOMHOCIU
(JIIIHII)

B penkux cnyyasx y HalueHTOB, modydaromux uHruoutopsl AIID, mpu mpoBenenun adepesa
JIITHIT ¢ wucnonb3oBaHMEM JEKCTpaHa cyiabdara pa3BUBAINCH  YIPOXKAIOIIKME  JKU3HU
aHaWIaKTOUJHbIE peakuud. /[l mnpemoTBpaiieHuss aHaQUIAKTOMAHON peakuuu CleayeT
BPEMEHHO IIPeKpamaTh Tepanuio naruoutopom AIID nepen kaxmoit mporueaypoit adepesa.

TIayuenmul, Haxooswuecs Ha cemoouanuse

VY manueHToB, nonydaromux HHruouTopsl AIID, npu npoBeaeHNH TeMOIMANIN3a C HCIIOIB30BaHHEM
BBICOKOTPOTOUHBIX MeMbpaH (Hampumep, ANG9™) GuUTH oOTMeueHb aHADUIAKTOMIHBIE PEAKIIHH.
[TosTOMy >KenaTeNbHO TNPUMEHATh MEeMOpaHy IpYroro THIIA WIA TPUMEHSITh THUIOTEH3UBHOE
CpeACTBO Jpyroil apmakoTepaneBTHUECKON IPYIIIIbI.

Tlepsuunbiii cunepanbO0ocmepoHU3IM

[TanueHTsl ¢ TEPBUYHBIM TUIEPAIBIAOCTEPOHU3MOM, KaK IPAaBWIO, HE BOCIPUMMYUBBI K
aHTUTUIIEPTEH3UBHBIM TIpenaparaM, JEHCTBUE KOTOPbIX OCHOBaHO Ha HHruoupoBanun PAAC.
[TosTOMy IpMEHEHUE IIpenapara y TaKuX NalUueHTOB HE PEKOMEHIYETC .

Kaweno

Ha ¢one tepanun muruouropom AIID moxer oTMmeuaTbcs CyXOH YIOPHBIM Kalleiab, KOTOPBIH
rcye3aeT Mociae OTMEHbI npenapara. 1Ipu nosBieHny y nmanveHTa Cyxoro Kauuis CieayeT IOMHUTH
0 BO3MOXKHOM SITPOIr€HHOM XapakTepe 3TOro cuMmiroma. Eciy jiedanuil Bpad CUATAET, YTO Teparus
uaruouTopom AIl® HeoOXoaMMa MAMEHTY, BO3MOXHO MPOOIKEHNE TTpHUeMa Tperapara.

Jlemu

D¢ PexTUBHOCTD U MEPEHOCUMOCTh IPUMEHEHHUS IEPUHIONPUIIA Y IeTe U MOJAPOCTKOB B KAYECTBE
MOHOTEpaNuy WM B KOMOMHALIMY C JPYTUMH IIperapaTaMi He YCTaHOBJICHBI.

Puck apmepuanvroii cunomen3uu u/uiu no4e4HoOU HeOOCMAamoyHOCmu (Y NAYUEeHMos ¢ CepOeHHOl
HeooCmamoyHOCMbi0, HapyuleHuem 600HO-31eKMPOIUMHO20 6aianca u m.o.)

HpI/I HCKOTOPBIX IMATOJOTHMYCCKHUX COCTOAHHUAX MOXKET OTMCYATHCA 3HAUWUTCIIbHAA aKTHBaWA
CUCTCMblI «PCHHUH-AHTUOTCH3WH-aJIbAOCTCPOH), 0COOCHHO npu BBIpa)KCHHOﬁ THUIIOBOJICMHUU H
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JUIUTEIBHOTO MpUEMa JAUYPETHUKOB), y MAIlMEHTOB C UCXOAHO HU3KUM AJl, cTEHO30M MOYEHHOMN
apTEpUH, 3aCTOMHOMN CEPACUYHON HEAOCTATOUHOCTHIO WIIM LIUPPO30M IEYEHHU C OTEKAMH U aCLIUTOM.

[Ipumenenne nnrnoutopa AII® Be3pIBaeT O10kany PAAC u mosToOMy MOXKET COIPOBOKIATHCS
pe3kuM CcHIKeHHeM AJ] W/Wiu TMOBBIMICHWEM KOHIIGHTpAIlMM KpPEaTHWHWHA B IIIa3Me KpPOBH,
CBUJCTEIHCTBYIOIIUM O Pa3BUTUU (DYHKUIHMOHAIBHON MOYEHYHON HEAOCTATOYHOCTH. DTH SBICHUS
qarie HaOIIOAAI0TCS TP MpHEeMe TIEPBOM 103kl MperapaTa Wil B TEUYCHHUE TEPBBIX JBYX HEICINb
Tepanuu. B peakux ciaydasx 3TH COCTOSHHUSI Pa3BHBAIOTCS OCTPO U B JAPYrHe CpPOKH Tepanuu. B
TaKMX CIlydasx Mpyd BO30OHOBJIICHUM TEpaluu PEKOMEHAYETCS MPUMEHSTh TMpenapar B Oonee
HU3KOM J103€ U 3aTeM IOCTENEHHO YBEJIUYUBATH J103Y.

Toocunoti 6ozpacm

[lepen HauvasioM mpuemMa TEPUHAONPUIA HEOOXOAMMO OLEHUTHh (YHKIMOHAIBHYIO AKTUBHOCTH
MOYEK M COJAEp)KaHUE Kallusl B Iula3Me KpoBU. B Hauase Tepamum 103y mpemnaparta MmoaOuparor,
YUUTBIBasi CTENeHb CHWKEHUs1 AJl, 0coOeHHO B cilydyae 00€3BOKMBaHUSI U TIOTEPH SJICKTPOJIHUTOB.
[Tomo6HBIE MepBI TO3BOJISIFOT U30EKaTh Pe3KOTo CHIKeHUs AJl.

Amepocknepos

Puck aprepuanbHON T'MIIOTEH3UU CYIIECTBYET Yy BCEX MAIMEHTOB, OAHAKO OCOOYI0 OCTOPOIKHOCTh
clieayer coOJroAaTh, MPUMEHss Ipernapar y IMalUueHTOB C MIIEeMHYECKOW OOJe3HbI0 cepiaua H
HEZ0CTaTOYHOCTHIO MO3IOBOTO KPOBOOOpAIlleHUs. Y TaKHUX MalMEHTOB JIEUEHUE CJIeyeT HaulHaTh
C HU3KHX /103 IIpenapara.

Cepoeunas HedoCmamo4HOCmb, MANCENAs. CepOeUHAsi HeOOCMAMOYHOCHIb

VY namMeHToB € TsKENOW cepaedyHoil HenocrtaToyHOocThio (IV  (yHKIMOHaANIBHOrO Kilacca IO
knaccudukanmu NYHA) nedeHue NODKHO HA4YMHATBCS C HHU3KOW O3Bl Ipermapara M IoJ
TIIATeNbHBIM BpaueOHbIM KoHTposieM. [Ipumenenue npenapara [lepungonpun IUIFOC Munanamun
2,5 mr + § Mr He NOKa3aHO, TaK KaK y TaKMX MAIMEHTOB TEpamus JOJDKHA HAYMHATHCS C Oosee
HU3KHX J103 KOMOMHALMY IEPUHJIONIPUIIA U MHAANIAaMK/JIA 110/ TIIATEIbHBIM Bpaue€OHBIM KOHTPOJIEM.

[TaiueHTHl C apTepuaIbHOM THUIEPTEH3MEH C HIIEMUYECKOW OOJIe3HBIO Ccepiala HE OJDKHBI
mpeKpamaTs npuemM Oera-aapeHo0I0KaTopoB: HHTHOUTOPEI ATID HOMKHBI MPUMEHSTHCS BMECTE C
Oera-apeHo0I0KaTOpaMH.

Iayuenmwl ¢ caxapuvim ouabemom

VY nanMeHToB ¢ MHCYJIMHO3aBUCUMBIM CaXapHbIM A1a0eTOM (OMAacCHOCTh CIIOHTAHHOTO YBEIUYEHUS
COZIepKaHUsl Kajusl) JIeYeHUE JOJDKHO HAuMHAThCd C MUHUMAIBHBIX /103 W MPOXOAUTH MOJ
MIOCTOSIHHBIM BpadeOHbIM KOHTposieM. Tepamnus npenapatom [lepunmonpun ITJIIOC Wupanamun
2,5 Mr + 8 Mr HeuenecooOpaszHa, MOCKOJIbKY Y TaKUX MAI[MEHTOB JICYEHUE JTOJKHO HAuYMHATHCS C
MUHUMAaJbHBIX 7103 WHJANaMHJa M MEPUHIONpUIAa U MPOXOAUTH MOJ MOCTOSHHBIM BpayeOHBIM
KOHTPOJIEM.

HeoOxomuMo THIATEIEHO KOHTPOJUPOBATH YPOBEHb TIWUKEMHUH Y TIAIMCHTOB C CaXapHBIM
nuabeToM, paHee TONy4YaBIIMX TMEpPOpaTbHBIE CAaXapOCHIDKAIOUIUE Tpernaparbl WM HHCYIHH, a
MMEHHO B T€UEHHUE NepBoro mecsia tepanuu uHruouropom AIID (cm. pazaen 4.5).

Omuuueckue pasiudus

[lepunnonpun, kak u Apyrue HHruoutopsl AIID, oka3biBaeT SBHO MEHEE BBIPAXKEHHOE
AQHTUTUIIEPTEH3UBHOE  JIEMCTBUE Yy IIAlMEHTOB HEIPOMJIHOM pacel II0 CPaBHEHHIO C
MPEICTaBUTENIAMU IpYrux pac. Bo3zMoxkHO, 3TO paznuune oO0yCIOBIEHO TEM, YTO Yy MAIEHTOB C
apTepUaIbHOM TUIIEPTEH3UEN HETPOUIHON pachl Yallle OTMEYAeTCsl HU3Kasl aKTUBHOCTh PEHUHA.

Xupypzuqecme emewameslbCmeo, dHecnes3us

[Tpumenenne uHruOuTOpoB AII® MOXET MPUBECTH K apTepHaATbHON THIIOTEH3HH, OCOOCHHO TpHU
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JIECTBUEM.

[ToaToMy pexkomMeHAyeTCsl IO BO3MOYKHOCTH NPEKpaTuTh npueM uHruoutopos AlIdD nnurenbHOro
JEUCTBUS, TAKMX KaK IIEPUHIONPHUII, 3a CYTKH 10 XUPYPTHUECKOTO BMEIIATEIbCTBA.

Cmeno3 aopmanvbHo2o Uil MUMPAIbHO2O KIANAHOS, 2Unepmpoguueckdas oOCMpYKMUEHAsL
Kapouomuonamus

WNuruburopsr AII® 1m0MKHBI C OCTOPOKHOCTBIO HA3HAYATHCS TMAlLMEHTaM C OOCTpyKUueH
BBIHOCAIIETO TPAKTa JIEBOTO KEIIy10YKa.

Ileyenounas neoocmamounocms

B penkux cinydasx Ha (one npuema MHruOUTOpoB AIID BO3HHKAET XojecTaTHyYecKas KenTyxa.
[Tpu mporpeccupoBaHUU 3TOTO CHHIAPOMA BO3MOXHO pa3BUTHE (DYIbEMHUHAHTHOTO HEKpO3a MEYCHH,
MHOTJAa C JICTAIbHBIM HMCXOJIOM. MexaHu3M pa3BUTHS 3TOTO CHHIpoMa HesiceH. [Ipu mosiBieHuun
KENTyXW WIH MPU 3HAYUTEITHLHOM IOBBINICHUN AKTUBHOCTH TMEYCHOYHBIX (epMeHTOB Ha (oHe
npuemMa uHTHOMTOpOB AII® mamuenty ciemxyer mpekpaTuTh npuemM wuHruouropa AllD u
HaxXOJIUTHCS TIOJ] COOTBETCTBYIOIIMM CUTYAIlMU HAaOII0IeHuEM Bpada (cM. pasaen 4.8).

T'uneprxanuemusn

['unepkanuemMuss MOKET pa3BUBaThbcs BO Bpemsl jeueHuss unruouropamu AIID, B Tom uuncie u
nepunaonpuioM. HWuruburopsr AII® Moryr BbI3bIBaTh THHEPKATMEMHUIO, IIOCKOJIbKY OHHU
MHTUOMPYIOT BBICBOOOXKICHHE AJIbJJOCTEPOHA. Y MAIIMEHTOB ¢ HOPMAaIbHON (DYHKIHEW MOYEK STOT
3pdexT o00bYHO He3HauuTesneH. dakropamMu pHCKa THIEPKATUEMHUM SBISIOTCS IOYEYHas
HE/IOCTaTOYHOCTh, YXYIIICHWE (QYHKIUHU IOYeK, Bo3pacT crapme 70 Jer, caxapHblid amuader,
HEKOTOpBIE COIYTCTBYIOIME COCTOSHUS, B YAaCTHOCTH, AETUApAaTanus, ocTpas IEKOMIICHCALUs
CepIeYHOn JeSATEIbHOCTH, MeTaboNInyecKuit anuao3, COBMECTHOE IIPUMEHEHNE
Kajuiicoeperarommx JIUypeTUKOB (TaKuX Kak CIHMPOHOJAKTOH, JIUIEPEHOH, TpUaMTEpeH,
aMWIOpUJl), a TAK)KE MPEnaparoB Kajlus WIM KaJauilcoJepKallux 3aMEHMTENeH MUILEBON coid, a
TaKXe NPUMEHEHHE JIPYTHX IpernaparoB, CHOCOOCTBYIOUIMX IOBBILICHUIO COAEP)KAaHUS Kalus B
I1a3Me KpoBH (Hampumep, renapuHbl, KO-TPUMOKCA30J, TaK)K€ H3BECTHBIM Kak KOMOMHaLus
cynb(aMeTokca3on + TpPUMETONpHUM, Apyrue HHruouropel AIID, aHTaroHUCTHl pPELENTOPOB
anrmotensuHa |, anerwncamummnoBas kuciora (3 r/cyrkm  u Oojee), HWHTHOUTOPSI
muknookcurenaspl-2  (IIOI-2) u  necenmektuBHbie HIIBII, uMMyHOmENpeccaHThl, TaKHe Kak
IIUKJIOCTIOPHH HJTH TaKPOJIUMYC), 1 OCOOCHHO aHTarOHUCTOB alibocTepona uwin APA II.

[IpumeHeHne mpemapaToB  Kajmus, KanuiicOeperaromiux JAMYPETHKOB, KaJMHCOIEep KaIIX
3aMEHHTEJIeH THUIIEBON COJIM MOXKET NMPUBECTU K 3HAYUTEIHHOMY MOBBIIICHUIO COICPIKAHUS KU
B KpPOBH, OCOOCHHO Yy MAaIMEHTOB CO CHI)KEHHOW (yHKUMeH mouek. [umepkanueMuss MOXeT
NPUBECTH K  CEPbE3HbIM, HHOTAAa  (aTalbHBIM  HAPYIICHUSM  CEPACYHOTO0  PUTMA.
Kanwuiic6eperatonue nuypetuku U APA Il cnenyer mpuMeHsSTh ¢ OCTOPOXKHOCTBIO y MAllMEHTOB,
noJryJaromux HHruouTopsl AII®D, mpu 3TOM clieayeT KOHTPOJIUPOBATh YPOBEHB KaJlisl B CHBIBOPOTKE
U QYHKIUIO TIOYEK.

Ecimm HeoOX0IMMO COBMECTHOE MPUMEHEHHWE YKa3aHHBIX BHINIC IMPENapaToB, JICYCHHE JOJIKHO
MIPOBOAMUTHCS C OCTOPOXKHOCTBIO, Ha (DOHE PETYISIPHOTO KOHTPOJS COAEPKAHMSI KOHIICHTPAIHH
HMOHOB KaJIusl B CBIBOPOTKE KPoBH (cM. pazzen 4.5).

45. B3aumojeiicTBHe ¢ JAPYrMMH JIEKAPCTBEHHBIMH MpenapartaMM W Jpyrue BH/bI
B3aUMOIeHCTBUA

06mee JJIA nHAarnaMmuaa 1 NICpUuHAOIIPUIIa

Coemecmnoe npumerernue Hepekomem)yemc;z
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[Ipy coBMECTHOM NpPHUMEHEHHH TpenaparoB JuTus W WHruouTopoB AIID coobmamocs 00
O6paTI/IMOM MOBBIICHUU COACPIKAHHA JIMTUA B IUIa3ME KPOBU U CBA3AHHBIX C 3THUM TOKCHYCCKHUX
apdexrax. CoBMEeCTHOE TPUMEHEHNE KOMOWHAIIMY TICPUHIIONIPHIIA ¥ WHIANIAMU/Ia C MperapaTaMu
IuTUA HEe pekoMmeHayercs. [Ipu HeoOXoauMOoCTH MPOBEICHUS TaKOM Tepanmuu CIeAyeT peryispHO
KOHTPOJIMPOBATH COJICPIKAHUE JIUTHUS B TUIa3Me KpoBH (cM. pasaen 4.4).

Cosmecmuoe npumenenue mpedyem ocodootl 0CMOpPO’CHOCMU
baxnogen

Ycunenne aHTUTUTIEPTEH3UBHOTO JieiicTBus. Crenyet KOHTponrpoBaTh A/l U mpu HEOOX OAMMOCTH
KOPPEKTUPOBATh J03bl TUIIOTEH3UBHBIX IIPENAPATOB.

Hecmepouonwvie npomusosocnanumenvhvle _npenapamol  (HIIBII), exniouas evicokue 003bl
AUeMUICAIUYUIO80U Kucaomul (= 3 2/cymku)

ITpu coBmectHOM npuMeHennn HHruouTopoB AII® ¢ HIIBII (anermincanuuuioBas KUCIOTA B J103€,
OKa3bIBAIOIICH MPOTHBOBOCTIATUTENBHOE NelicTBre, MHTHOuTOpHI L|OI'-2 1 HecenektuBHbie HITBIT)
HaOmro#aTecsi  ociabiieHHue  aHTUTHIEPTeH3UBHOTO  d¢¢ekra. CoBMECTHOE  MPHUMEHEHHE
unruoutopoB AII® u HIIBII Moxker mpuBOAWTH K YBEIMYEHHUIO PUCKA YXYIIICHHS (PYHKIIMH
II0Y€EK, BKJIFOYAsi PA3BUTHE OCTPOU IMOYEYHOW HETOCTATOYHOCTH, U YBEIIMUEHHUIO COEPKAHUSA KAIIUS
B CBIBOPOTKE KPOBH, OCOOCHHO y MAIMEHTOB C UCXOJHO CHIDKEHHOH (yHKuuel mouek. CrnemyeT
COOJTFOIATh OCTOPOKHOCTH MPH NMIPUMEHEHUH JTaHHOW KomOuHanuu npenapara u HIIBII, oco6eHHO
y MOYKUJIBIX NALUEHTOB.

HaIII/IeHTI)I JOJIXKHBI IIoJIy4aTb aICKBAaTHOC KOJIMYCCTBO KHUAKOCTH, PCKOMEHAYCTCA
KOHTPOJHMPOBATH q)YHKI_II/IIO IIOYEeK KaKk B Hayajle COBMECTHOM TCpaliiu, TaKk U IICPpUOIUYCCKH B
MMponecce JCUCHMUA.

Cosemecmnoe npumeHeHue mpe6yem GHUMAHUA

Tpuyuriuyeckue anmuoenpeccanmol, AHMUNCUXomuyecKue cpeocmed (Heupoienmuxi)

[IpemapaTel 3THX KJIACCOB YCHJIMBAIOT AHTUTUNEPTEH3UBHBIH 3(P(eKT M yBeTMUMBAIOT PHUCK
OpPTOCTAaTUYECKON TMIOTEH3UH (aAUTUBHBIN 3P (HEKT).

Mupganamuj
Cosmecmnoe npumenerue mpebyem ocoboi 0OCMOPOHCHOCHU

Hpenapambl, CNnocoOHble 8bI3bIEAMD nOﬂuMODd)HVIO cheﬂVOOUKOGVIO maxuxapduro muna «nupyanm

N3-3a pUCKa pa3BUTHUA THUIIOKAJIMEMHU CIICAYCT CO6J'II-O)IaTI> OCTOPOXHOCTE IPU COBMCCTHOM
Ha3HA4YCHUMU HHJAllaMHuJia C IpeliapaTaMy, CIIOCOOHBIMU BBI3BATH HOJ'II/IMOp(I)HYIO KCITYJOYKOBYIO
TaXUKaApAWIO TUIIA KIIUPYIT», BKIIIOYAaA, HO HC OIrpaHNU4YHBasiACh:

® AHTHAPUTMHUYCCKUC JICKAPCTBCHHBIC IIPCIIApaThI IA knacca (Haan/IMep, XUHUAHWH,
TUAPOXUHUUH, ,Z[I/ISOHI/IpaMI/I,I[) ;

e aHTHApUTMHUUYECKHUE JIeKapcTBeHHbIe npenapatsl |11 knacca (Hampumep, aMHOAApOH, COTANOM,
noderunua, HoyTuIu I, OpeTuiui);

® HCKOTOPBIC HCﬁpOJ’ICHTHKHZ

(deHoTHa3NHBl (HampuMep, XJOPIPOMAa3HH, HUAMEMa3uH, JIEBOMENPOMAa3HH, THOPUIA3UH,
TpudIyonepasmH);

OeH3amuIbl (HApUMEp, aMUCYITBITPU/I, CYIBITUPHUL, CYIbTONPHUI, THATIPUN);
OyTupodeHoHbI (HarpuMep, IPOTePHUIO0IN, TATOTIEPHION);

JpyTUe HERPOIIENTHKH (HAIpUMEp, ITMMO3HI);
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00paTHOTO 3axBaTa CEPOTOHMHA (ITUTAIONIPaM, CIIUTAIONPaM);

e aHTHOaKTepHambHBIC CpeAcTBa: (DTOPXUHOMOHBI  (JeBO(IOKCAIIMH, MOKCU(IOKCAIINH,
ciap¢IIoKcavH, UUIPOQIIOKCAIMH); MaKPOIUIAbl (SPUTPOMHLMH TMpPH BHYTPUBEHHOM
BBCJICHUU, Aa3UTPOMHUIMH, KIAPUTPOMHUIIMH, POKCUTPOMHMIIMH, CIUPAMHUIMH); KO-
TPUMOKCA307;

® TPOTHBOTPUOKOBBIC CPEICTBA psfa a30J10B (BOPUKOHA30J, HTPAKOHA30J, KETOKOHA30JI,
(haykoHa3o);

® [POTHBOMAISIPHIMHBIE  CpeACTBAa  (XMHUH,  XJOPOXHMH, Me(IOXHH, ranogaHTpHH,
nymehaHTpHUH);

® aHTUAHTHHAJbHBIC CPEICTBA (paHOJIa3uH, OCIPUANN);

® [IPOTHUBOOMYXOJEBBIC MpernapaTbl U UMMYHOMOYJIATOPHI (BaHI€TaHUO, MBIIIbIKA TPUOKCH]I,
OKCAJIUIIJIATHH, TAKPOJIUMYC, aHATPEITU);

® [IPOTUBOPBOTHBIE CPEICTBA (OHJIAHCETPOH);

® CpeICTBa, BIUSIOIIAE HA MOTOPUKY IKEIYJOYHO-KUIICYHOTO TpakTa (IU3anpui,
JIOMIIEPHJIOH );

® AHTUTHCTaMHUHHBIE CPEJCTBA (aCTEeMHU30II, TepPEHATNH, MU30JIACTHH);

¢ [IpoyHe: MNCHTAMHWIUH, I[I/I(l)CMaHI/IJI, BUHKaMHWH IIpU BHYTPHMBCHHOM BBCACHHWH, MCTAIOH,
Ba30IPECCHH, TEPIMIIPECCHH, KETAHCEPUH, MPOOYKOJ, Mponodoi, ceBodIypaH, TSPOIHINH,
[IUJIOCTA301.

Crnenyer mpOBOAWTH NPOQPHIAKTUKY THIIOKATMEMHH H, TPU HEOOXOJUMOCTH, €€ KOPPEKIHIO;
KOHTpoMpoBaTh uHTepBai QT.

Ilpenapameui, CNocoOHbIE 8bI3LIBANMb CUNOKAAUSMUIO

Amdotepunina B (B/B), TJIIOKO- U MHUHEPAJIOKOPTUKOCTEPOHUIBI (IIPH CHCTEMHOM IPHUMCHCHHH),
TETPAKO3aKTHUJI, CIAOUTEIbHBIC CPEACTBA, CTHMYJIHPYIOIIHE MOTOPUKY KHUIIICYHUKA: yBEINICHHE
pHUCKa pa3BUTUS TUMIOKaIHeMHuH (aaauTHBHBINA ddexT). HeoOXoaum KOHTPOIb COAEpKaHUS Kallus
B IUTa3Me€ KPOBH, NPU HEOOXOAWMOCTH — €ro koppekius. Oco0oe BHUMaHHUE CIEAYET YIENATh
ManueHTaM, OJHOBPEMEHHO TMOJNYYalOIIUM CepJedHble TMHUKo3uAbl. CleayeT NpUMEHSTh
CJIA0UTEINTbHBIC CPEJICTBA, HE CTUMYJIHPYIOIIAE MOTOPHUKY KHIIICYHHKA.

Cepoeunbie 2nuko3uobl

['mnokanuemusi W/Wiau TUTIOMarHUEMUs TMPEAPACIIONaraloT K pPa3BUTHIO TOKCHMUYECKOTO JIEHCTBHS
CEepACUHBIX TVIMKO3UI0B. PEKOMEHYETCS KOHTPOIUPOBATh COAEPKAHUE KAJIMS U MarHus B ILIa3Me
kpoBu u nokazatenu DKI' u mpu HeoOX0AMMOCTH KOPPEKTUPOBATH TEPATHIO.

Annonypunon

HpI/I COBMCCTHOM IIPUMCHCHUNU C HHAANIAMHIOM BO3MOXHO IIOBBIMICHUEC YaCTOTHI peaKHI/Iﬁ
THnCepIyBCTBUTCIIBHOCTH.

Cosmecmuoe npumerernue mpe6yem GHUMAHUA

Kaﬂudc6epeeai0mue duvpemulcu (ClMuJZODu(), CNUPOHONIAKMOH, mpuammepeH)

Takoe coueTtaHne OOOCHOBAaHO y HEKOTOPBIX MamueHToB. [Ipuw 3TOM MOXeT HaOIoIaThCs
TUTMOKATUEMUS UM TUIEpKaTueMus (B YaCTHOCTH, y MAIIMEHTOB C MOYEYHOW HEIOCTATOYHOCTHIO
WU caxapHbIM quadetoM). Eciii HeoO0X0aMMoO COBMECTHOE MPUMEHEHHE MHIAMaMHiIa U yKa3aHHbBIX
BhIIIIE KaJjuiicOeperarmmx TUypeTHKOB, CIEIyeT MPOBOIUTH KOHTPOJIb COJACpKAHUS Kalus B
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wia3me KpoBu u mnapamerpoB OKI. Ilpum Heo6xoz[HMoéJ;1l/1— UEQVAFEEJ&QE HMG?II@“'(S“I

MY OTYETY

MePecMOTpPEHA.

Mempopmun

@dyHKUMOHANBHAs TMOYeYHAss HEIOCTaTOYHOCTh, KOTOpash MOKET BO3HHMKATh Ha (OHE IpHeMa
IMYPETUKOB, OCOOECHHO «II€TJIEBBIX», IPH COBMECTHOM NMPHUMEHEHUH MET()POpPMUHA MOBBIMIACT PUCK
Pa3BUTUS MOJIOYHOKHCIIOro amuno3a. He cienyer mpuMeHSATh MET(GOPMHH, €CIM KOHLEHTPALHS
KpeaTWHUHA B Iula3Me KpoBH mpeBbimaer 15 mr/m (135 mMxmons/n) y myxuud u 12 mr/m (110
MKMOJIb/JT) Y KEHIIIH.

HO@COO€D9!CGZMM€ KOHmMpdacmmHbvle seuiecmeda

OO6e3BoKMBaHME OpraHu3Ma Ha (poHe mpHeMa AUYPETUYECKHUX IPEernaparoB YBEIHMUHMBAET PHUCK
pPa3BUTUSL OCTPOM TMOYEYHOM HEJOCTATOYHOCTH, OCOOCHHO NPH NPUMEHEHUH BBICOKHX [103
HozcoaepKaluX KOHTPAcTHBIX BemiecTB. Ilepen mpumeHeHHeM HOACOAEPKAIMX KOHTPACTHBIX
BEILIECTB MalMEHTaM HEOOX0IMMO KOMIIEHCUPOBATh MOTEPIO KUIKOCTH.

Kanovyui (conu)

HpI/I COBMCCTHOM INPHUMCHCHHHU BO3MOXHO Pa3BUTUC THUIICPKAJIBHUCMHUHN BCJICACTBHUC CHUKCHUA
OKCKpPCIIMU NOHOB KaJIbIUs IIOYKAMMH.

Luxnocnopun, maxpoaumyc

B0o3MOXHO TMOBBbIIIIEHWE KOHLIEHTPAllMM KpeaTWHWHAa B TIUIa3Me KpoBU 0Oe3 U3MEHEHUs
KOHIICHTpAIlUX IUKJIOCTIOPUHA B TUTa3Me KPOBU J1aXK€ MPU HOPMAJIBHOM COJCP>KaHUU BOJIbI 1 HOHOB
HATpPHUSL.

Kopmuxocmepouodvi, mempakozakmuo (npu cucmemHom npumMeHesuu)

YMeHblIIeHHe aHTUTHIEPTEH3UBHOrO 3¢ ¢dekra (3a1ep’kka COlIM M BOJAbl Ha (OHE NPUMEHEHUS
KOPTUKOCTEPOUIOB).

Ilepunponpun

JlaHHbIE KIMHUYECKUX HCCIEAOBAHHUI TMOKA3bIBAIOT, YTO nBOWHAas Omokama PAAC B pesynbrare
coBMecTHOro npuema uHruOuTopoB AIID, APA Il win amuckupeHa NPUBOAUT K YBEITHMUEHHUIO
9YacTOTHl BO3HUKHOBEHHS TAaKUX HEKENATENbHBIX SBICHWH Kak apTepualbHas TUIIOTEH3WS,
TUIEepPKAIMEMHs U CHHKEHHE (YHKIMH MOYeK (BKJIIOYAsi OCTPYIO MOYEUHYIO HEIOCTaTOYHOCTh) MO
CPaBHEHHMIO C CHTYallUsIMH, KOTJIa TIPUMEHSETCS TOJIbKO OJMH TIpernapar, BO3JACHCTBYIOUIMHA Ha
PAAC (cm. pasnenbr 4.3,4.4u5.1).

ﬂeKClpCWweHHble npenapanivl, nO8blUUAIOWUE PUCK pA36UMUAL AHCUOHEBPOMUYECKO20 omeKa

CoBmecTHOe mnpuMeHeHne uHruouropos AIID c¢ xomOumHanmel BajicapraH + CcaKyOUTpHUI
IIPOTUBOMNOKA3aHO, TaK KaK 3TO YBEJIMYMUBAET PUCK aHTMOHEBPOTHUYECKOIO OTeKa (CM. paszzensl 4.3 u
4.4). IlpumeHeHne KOMOMHALIMY BaJicapTaH + CakyOUTpUII BO3MOKHO HE paHee, ueM uepe3 36 4acoB
rocje TPUMEHEHHUs MOCeNHeN 036l nepuHaonpuia. [IpuMeHeHre mepruHIoNpria BO3MOKHO HE
paHee, yeM dyepe3 36 yacoB Mocje MPUMEHEHUs MocieIHEeH 103l KOMOMHALUM BajcapTaH +
cakyouTpui (cMm. pazaensl 4.3 u 4.4).

CoBmecTtHOe npuMeHeHHe UHruouTopoB AII® c paunekagorpuioMm, uHruouropamu mTOR
(Hampumep, CHPOJMMYCOM, 3BEPOJIMMYCOM, TEMCHPOJIMMYCOM) M TJIMIITUHAMHU (HaIpUMep,
JMHATJIMOTHHOM, CAKCATrJUITUHOM, CHUTarJIMOTHUHOM, BHJIIATTIUITHHOM) MOXET IPHUBECTH K
MOBBIIIEHHOMY PUCKY aHTHOHEBPOTUYECKOTO OTeKa (CcM. pazzen 4.4).

ﬂeKapcmeeHHble npenapanisl, 6bl3bledrowue CUNEPKaAIUeMuro

Hecmotps Ha TO, 4TO ypOBEHb Kallisl B CHIBOPOTKE KPOBU OOBIYHO OCTAETCs B MpENENIax HOPMBI, Y
HEKOTOpBIX manueHtoB, npuHumaroumx I[lepunnonpun IIJIKOC MupanaMua, MOXET BO3HMKHYTH
TUIEPKATUEMUSL.
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ot 22.10.

HekoTopsle NTeKapCTBEHHbIE MperapaThl HIH KIacchl Hpemna %bﬁjﬁ&yﬁ'ﬁg%ﬁkﬁ’rﬂ- HACTOTY

pa3BUTHS TUNEPKATUEMHH: aTUCKUPEH, COJIM Kajus, KaluicOeperamomue ITUYpeTUKd (Harpumep,
CIIUPOHOJIAKTOH, TpUamMTepeH wiu ammiopun), uaruoutoper AIID, APA Il, HIIBII, remapunsi,
MMMYHOJIETIPECCAaHThl (Takue Kak UUKIOCIOPUH WM TaKpOJIUMYC), TPUMETONPUM U KO-
TPUMOKCa30l (Cyab()aMeToKca3on + TPUMETONPHUM), TMOCKOIbKY TPUMETONPUM, KaK H3BECTHO,
JeicTByeT MOJ0OHO KanuiicOeperamomeMy AMYpPEeTUKY, Kak amuiopua. KomOuHamus STHX
JIEKAPCTBEHHBIX IMPENapaToB YBEJIUYMBAET PUCK PAa3BUTHs TunepkaiueMun. [loatoMy coBMecTHOE
npumenenue Ilepungonpun [UJIFOC HWupanmamuj ¢ BbIIENEPEYUCICHHBIMU MpenapaTaMyd  He
pekomenayercsi. Eciam mokazaHo COBMECTHOE MPHUMEHEHHE, WX CIeAyeT NPUMEHSTh C
OCTOPO’KHOCTBIO U C YACTHIM KOHTPOJIEM YPOBHS KaJKs B CHIBOPOTKE KPOBH.

Oonoepemennoe npumenerue npomusonoKa3ano (cm. pasoen 4.3)

Anuckupen u aexapcmeenuvle npenapamaol, codepofcamue AJlUCKUupeHr

CoBMmecTHOe npuMeHeHHe MHruouTopoB AIID c siekapCcTBEHHBIMU IIpenapaTamM, COJEpKalUMU
QJIMCKUPEH, NPOTHUBOIOKA3aHO Yy NAIMEHTOB C CaXapHbIM AMA0ETOM W/MIM YMEPEHHBIM WU
TSDKeITBIM HapyinenneM dyrkimu modek (CK® < 60 mr/mun/1,73 M IUI0MA/H TTOBEPXHOCTH Tela)
(cm. pamen 4.3). BospacraeT pHCK pa3BUTUS THIEPKATUEMUU, YXYIIMICHUS (QYHKIHH TOYEK,
CepACYHO-COCYTUCTOH 3a00JIEBAEMOCTH U CMEPTHOCTH.

Cosmecmnas mepanusi C MH2M6Mm0DaMM AllD u anmazonucmamu peuenniopose dHeuoOmeH3ura

[IpoTtuBonoka3ano npuMeHeHne UHruOMTopoB AII® B coueTaHuMM ¢ aHTArOHHUCTaMU PELENTOPOB
anruotensuHa Il (APA II) y mauuenToB ¢ nuabetuueckoit Heppomnarueii (cm. pazzaen 4.3).

QKCMDCZKODI’ZODCUZbHClﬂ mepanu:

DKCTpaKoOprnopaabHble METOJAbl JICUEHHUsS, MPHUBOIALIME K KOHTAKTY KpPOBU C OTPHULIATEIBHO
3apSOKCHHBIMU TTOBEPXHOCTAMHM, TaKUMe KaK AHAIN3 WIM TeMODUIbTpalus C HCIOJIb30BaHUEM
HEKOTOPBIX BBICOKOIPOTOYHBIX MeMOpaH (Hampumep, MOJIMAKPUIOHUTPUIOBBIX), WIH adepes
JUTIONIPOTEHHOB HHU3KOH IUIOTHOCTH C WCIOJL30BAaHUEM JIEKCTpaHa CyJbdara, MPOTHBOIOKA3AHBI
W3-32 YBEJIMUYCHHUS PUCKA PA3BUTHUS TSKENbIX aHa(UIAKTOUIHBIX peakiuii (cM. pasgen 4.3). Ecou
MalUEeHTy HeoO0XoauMa SKCTpaKOpHopalibHas Tepamnus, CIEeIyeT pacCMOTPETb BO3MOXKHOCTb
WCIONIb30BaHUs JIPYroro THIMA JAMATU3HON MeMOpaHbl WM APYroro Kjacca aHTHUTUIEPTEH3UBHBIX
MIpenapaToB.

Kombunayuu, ne pexomenoyemvie Kk npumeHeHuIo

AJluCKLlﬁeH U jleKdpCmeeHHble npenapanivl, CO()@DO!CCZWM@ AJlUCKUpeHr

Y [anueHToB, HE HUMEIOIIMX CaxapHOro JAuabera WM HapylleHUs (YyHKIUU [OYeK
(CK® < 60 wm/mun/l,73 M? IUIOm@AM IOBEPXHOCTH Tena), IOBBINCH PHCK PA3BHTHS
TUNEPKAIMEMHUH, YXYIIIEHUS (YHKUMU TMOYEK M MOBBIIMIEHUS YacTOThl CEpAECYHO-COCYAUCTOU
3a00JIEBACMOCTH M CMEPTHOCTH (CM. paszzen 4.4).

Couemanue mepanuu ¢ uncubumopamu AID u APA |l

[To mMeromuMcs: TUTEpaTypHBIM JaHHBIM, y TAIlMEHTOB C YCTAHOBJIEHHOHN aTepOCKIEPOTHYECKON
00JIe3HBIO, CEPJICUHONW HEAOCTATOUYHOCTHIO WIIM CaXapHbIM IUMAabEeTOM C MOpaKEHHUEM OpPraHOB-
MUIIEHEeH oJHOBpeMeHHoe NpuMeHeHne UHruoutopo AIID u APA |l npuBoauT K yBeIMUEHUIO
YaCTOThI Pa3BUTHs apTepHAIbHON TUIIOTEH3UH, 0OMOpPOKa, TUIIEPKATUEMUH U YXYALICHUs (QYHKIIUU
Mouek (BKJIIOYasi OCTPYIO MOYEYHYIO HEIOCTATOYHOCTh) IO CPAaBHEHUIO C CHUTYal[UsIMHU, KOrja
IIPUMEHSIETCA TOJIBKO OJMH mpenapar, BosaeicTtByroumii Ha PAAC. IlpumeHenue IBOMHON
omokanel PAAC (Hanmpumep, B ciaydae OQHOBPEMEHHOTO mpuMeHeHus: nHruontopoB AII® u APA
I1) 1omKHO OBITH OrPAaHUYEHO EAMHUYHBIMH CIyYasiMH CO CTPOTHMM KOHTpOJeM (YHKIHHU IMOYEK,
cojiepKaHus Kayus B ruia3me kposu U AJl (cM. paznen 4.4).

16



COOTEBETCTEYET 3KI(

dempamycmun

CoBMecTHOE IPUMEHEHUE MOXKET MPUBECTU K MOBBILICHUIO PUCKA Pa3BUTHS MOOOYHBIX 3((HEKTOB,
TaKUX KaKk aHTHOHEBpPOTUUYECKH oTek (oTek KBUHKE).

Kanuiicbepezarwue ouypemuku (Hanpumep, mpuammeper, amuiopud) u kaiull (coau)

Numepkanuemus (¢ BO3MOXKHBIM JIETATHBHBIM UCXOA0M), OCOOCHHO MPHU HApyIIEHUH (HYHKITUU TTOYEK
(ammuTuBHBIE 3)PEKTHI, CBA3aHHBIE C TUIIEPKATHEMUCH).

CoueraHue MNEpUHAONPUIA C  BBILICYNOMSHYTBIMU  JIGKAPCTBEHHBIMU  IIperaparamMu  He
pexomenayercsa (cMm. pasznen 4.4). Ecnu, TeM He MeHee, COBMECTHOE IPUMEHEHHE IOKa3aHO, UX
clleqyeT NPUMEHATh C COOJIIOJICHHEM MEp IMPENOCTOPOKHOCTH U PEryJSIPHBIM KOHTPOJIEM
COJZIEPKaHUs KA B CBIBOPOTKE KPOBH.

OCOOCHHOCTH TPUMEHECHUS CHHPOHOJIAKTOHA IMPH XPOHHYCCKOW CEepACYHON HEIO0CTATOYHOCTH
OIMKCaHbl Jajee Mo TeKcTy (cM. B mojpaszaeie «CoBMeCTHOE MHpUMEHEHHe TpedyeT ocoboi
OCTOPOYKHOCTH).

Cosmecmmuoe npumeHenue mpedyem ocodotl 0CMOPOHCHOCMU

Tunozcnukemuyeckue CD@@CI’I’IGCZ (MHCVJZMH, nepopajibHvle caxapocHuscaruiue npenapambz)

ONUIeMHOIOTHYECKIE UCCIEA0BAHUS TOKA3alli, YTO COBMECTHOE ITPUMEHEeHHe UHrHouTopoB AIID
Y TUIOTJIMKEMUYECKUX CPENCTB (MHCYJIUHBI, IEpOpaIbHbIE CaXapOCHIKAIOLIUE ITPENapaThl) MOXKET
YCUITUBATh TUIOTTUKEMUYECKUN 3PPEKT MHCYIMHA U THUIMOMIMKEMHUYECKUX CPEACTB ISl Mpuema
BHYTPbH BIUIOTH JIO PA3BUTHS TUMIOTIIMKEMUH. JlaHHBIN 2P QeKT BeposiTHEE BCETO MOKHO HAOII01aTh
B TE€UCHME MEPBBIX HEAETb COBMECTHOM TEpaluu, a TaKXkKe Yy MalMeHTOB C HapylleHueM (pyHKIUU
ITOYEK.

Kanuiinecbepezarowue ouypemuxu

Y DanMeHToB, MONYYAlOMIUX JAWYPETHKH, OCOOCHHO Yy MAIMeHTOB C THUIIOBOJEMHUEH W/WiIn
CHIDKCHHOHM KOHIIEHTpalueil coiieif, B Hauyaje Tepanuu MEepUHIONPUIIOM MOXET HaOII0IaThCs
ype3MepHoe cHukeHue AJl, pucK pa3BUTUS KOTOPOTrO MOXHO YMEHBIIUTH IYyTEM OTMEHBI
JUYPETUYECKOIO CPEACTBA, BOCIIOTHEHUEM TIOTEPHU KUAKOCTU MIIU COJIEH IEpe]l Ha4alloM TePalluu
MIEPUHIONPUIIOM, a TAKXE HA3HAYCHUEM [EpUHJIONPWIA B HU3KOW J03€ C JAIbHEUIINM
IIOCTEIIEHHBIM €€ YBEIUYCHUEM.

IIpu apmepuanvhoti cunepmen3uy y NallMEHTOB C THIIOBOJIEMHEN MM CHUKCHHON KOHILIEHTpaLueH
coieil Ha (OHE Tepanmuu JUYPETUKAMU JUYPETHKH JOJDKHBI ObITH JIMOO OTMEHEHBI J0 Hadyaja
npuMmeneHust uuruouropa AIID (mpu sToM KanuiiHecOeperammuil TMypeTHK MOXKET ObITh MO3HEE
BHOBb Ha3HayeH), 1060 uHruourop AIID nomkeH ObITH Ha3HAYEH B HU3KOW J03€ C JaIbHEHUIINM
MIOCTETIEHHBIM €€ YBEIMUCHHUEM.

Ilpu npumenenuu Ouypemuxos 6 ciyuae 3ACMOUHOU CEPOeyHOl HeOOCMamoyHOCmy WHTHOUTOP
AIl® nomxkeH OBITH HAa3HAUYEH B OYEHb HHU3KOW J103€, BO3MOXKHO, TOCIIC YMEHBIICHUS 03B
MPUMEHSIEMOT0 OJTHOBPEMEHHO KaHitHeCOeperaromiero 1nypeTiKa.

Bo Bcex cimyyasx QyHKUMsS MoYeK (KOHILIEHTpalMsl KpeaTMHUHA) JI0JKHA KOHTPOJIUPOBATHCSA B
NepBble Heea MpUMeHeHst HHruOuTopoB ATID.

Kanuiicbepezarowue ouypemuxu (3niepenon, CRUpoHOIAKMON,)

IIpumeHeHne s1IepeHOHa WM CIMPOHOJIAKTOHA B 033X OT 12,5 Mr 10 50 MI B CyTKM M HU3KHX 703
uHruoutopon AllD:

ITpu Tepanuu xpoHHUYecKOW cepaeyHoM HemoctatouHoctu II-IV ¢yHKIMOHANBEHOTO Kiacca IO
knaccupukauun NYHA ¢ ¢pakuueit BoiOpoca neBoro xenymgouka < 40 % wu  panee
npUMeHSBIIMMUCS uHTUONTOpaMu All® u «HeTneBbIMU» AWYpeTHKaMM, CYLIECTBYET PHUCK
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COOTEBETCTEYET 3KI(
ot 22.10.2025 N= 26468

TUMEepKATUEMUN (C BO3MOXKHBIM JICTAIBHBIM HCXOJIOM), d&%&ﬂg%%ﬁmtﬁ&bg R BIPIII/IIISI

MY OTYETY

PEKOMEHIalUi OTHOCUTENIHHO ATOM KOMOWHAIIMH TpEerapaToB.

[lepen npuMeHEHNEM JaHHOW KOMOMHAIIUY JIEKAPCTBEHHBIX MPENapaToB HEOOXOIUMO YOSAUTHCS B
OTCYTCTBHM I'MIIEPKAIMEMHH U HAPYLIEHUs QYHKIHUHU TTOYEK.

PexoMennyercst peryyisipHO KOHTPOJMPOBATH KOHLUEHTPALMIO KPEATMHWHA W KaJlWs B KPOBU:
€KEHE/IeJIbHO B MIEPBBII MECSL JICUCHUS] M €KEMECSUHO B ITOCIIETYIOLIEM.

Pexombunanmuvle mxauesole axkmueamopbvl njad3muHoceHa (I"tPA, cwmemzas*a)

[TanienTsl, momydaBmue WHruoOuTOphl AIID M mosydaronue anrterasy s TPOMOOTHUTHIECKOM
Tepanuu TMPU OCTPOM HIIEMHUYECKOM HHCYJIbTE, MOTYT HMMETh IOBBIIICHHBIM PUCK Pa3BUTHS
AHTHMOHEBPOTUYECKOIO OTEKa.

Cosmecmnoe npumerernue mpe6yem BHUMAHUA

Tunomensusnwie cpe()cmea u 6a300uﬂamam0pbl

CoBMeCTHOE IPUMEHEHHE ITHX IPENapaTOB MOXKET YCHJIMBATH AHTUTMIIEPTEH3UBHOE JIEHCTBUE
nepungonpuia. IIpy COBMECTHOM IIPUMEHEHUU C HUTPOIVIMLEPUHOM U IPYTUMU HUTPATAMU UIIU
JIPYTMMHU Ba30UJIaTaTOPaMU BO3MOKHO JIONIOJHUTENbHOE cHIXkeHue A/l

AJZJZOI’ZVDMHOJZ, yumocmanmuveckKue u MMMVHO@QI’ZD@CCMGHZ)Z@ cpe()cmea, cucmemHbvle
Kopmukocmepou()bl u I’ZDOKCZMHCZMMC)

CoBmecTHOe puMeHeHHe ¢ HHruouTopamu AII® MOKeT COnpOBOXIATHCS MOBBIIICHHBIM PUCKOM
neikornienun (cM. paszzen 4.4).

Cpedcmesa 01 anecmesuu

WNuruburopsr AII® MoryT ycuiauBath THIIOTEH3UBHBIH 3 (EKT psa cpecTB sl 001Iel aHecTe3nn
(cMm. pasgen 4.4).

Cumnamomumemuxu

CHUMITIaTOMHUMETHKH MOTYT OCHa0IsATh aHTUTUTIEPTeH3UBHBIN ekt nHruouTopoB AlID.

Ilpenapamui 3010ma

Coo0manoch 0 peKUX Cay4asx HUTPUTOUAHBIX peakiii (¢ TAKUMU CUMIITOMAaMH, KaK THIIEPEMUS
KOXXH JiMna, TOIIHOTa, pBOTa, FI/IHOTCHSI/ISI) Yy HNanyceHTOB Ha (i)OHe COBMCCTHOI'O MNPUMCHCHHA
uHruouropos AIID, B TOM wuHciae MNEPUHIONpPHUIA, W HHBEKLIHMOHHOIO IIpernapara 30J0Ta
(aypoTuomanat HaTpHsl).

4.6. @epTHIbHOCTH, 6€PEMEHHOCTD U JAKTALHUSA

bepemenHOCTH
JlexapctBennbiii  npenapar  [lepunponpun  IIJIFOC  Mupanamua  NpoOTHBOINOKA3aH — IIPH
OepemenHoctH (cM. paszaen 4.3).

HUnoanamuo

JlaHHBIE O TIPUMEHCHHWH WHIANMaMHJa y OCPEeMEHHBIX KCHIIWH OTCYTCTBYIOT WIJIM OTPAaHUYCHBI
(menee 300 ciyuaeB OepeMeHHOCTH). JIMTENbHOE TNPUMEHEHHE THA3UIHBIX JIHUYPETHKOB B
III TpumecTpe OEpEeMEHHOCTH MOXKET BBI3BATH THUIIOBOJIEMHIO y MaTepH, a TaKKe CHIDKCHHE
MaTOYHO-IIJIAIICHTAPHOTO KPOBOTOKA, YTO MPHUBOJAUT K (DETOIIAICHTAPHOW HIEMHUH H 3a/ICPIKKE
pa3BHUTHS TIOJA.

HccenenoBanus Ha )KUBOTHBIX HE BBISIBUIIU IIPSMOIO MJIU HEMPSAMOI'O TOKCHUYECKOIO BO3ACHCTBUS HA
PENPOAYKTUBHYIO (QYHKIIHIO.
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COOTEBETCTEYET 3KI(

ot 22.10.2025 N2 26

B kauectBe Mepbl MpPeaOCTOPONKHOCTH PEKOMEHIYETCs 1/136'4;15_{:1;'-1%;1[1(7-[: EEE{' Ihﬁ}:;ﬁngﬁp&ﬁ' ;!36

MY OTYETY

BpeMsi OEpEeMEHHOCTH.
Ilepunoonpun

B nHacrosmumii MOMEHT HEeT YOeIUTENbHBIX MHUIEMUOIOTUYECKUX JTaHHBIX O TEPATOI€HHOM pPHUCKE
npu npueme uHTUOMTOpoB AIID® B mepBoM TpumecTpe OEPEMEHHOCTH, OIHAKO HEKOTOpOe
YBEJIMYEHUE PUCKA HAPYLIEHUW Pa3BUTHS IUIOJA UCKIFOYUTh HENb3s. [lannenTkam, MiaHupyomum
0epeMeHHOCTh, CIIEAYET OTMEHHTD JICKAPCTBEHHBIHM MpenapaT U Ha3HAYUTH IPYTHe TUIIOTEH3UBHBIC
CpEICTBa, pa3pelleHHble MJii MNPUMEHEHHs TMpu OEpPEeMEHHOCTH, €CIH TOJbKO Tepamus
uaruouropamu All® He sBisercs HeoOxoaumoil. Ilpu BbIABICHHHM OEPEMEHHOCTH ClEIyeT
HEMEIJIEHHO NpeKpaTuTh Tepanuto uHruOutopamu AIlD u nmpu HEOOXOJUMOCTH HAa3HAYUTH
JPYTYIO TEPAIUIO.

N3BectHO, uTo Tepanus uHruOutopamu AIID Bo II u III TpumecTpax GepeMEHHOCTH OKa3bIBaeT
(beToToKCHYEeCKOe JIeHCTBHE Ha TUIO/ y YelOBeKa (CHMKEHUE (PYHKIIUH MOYEK, OJIMTOrHIPAMHHUOH,

3aMCAJICHUC OCCI/I(l)I/IKaLII/II/I KOCTeH qepena) U TOKCHYECKOC ﬂeﬁCTBHe Ha HOBOPOXIACHHOI'O
(HO‘-IG‘-IHaSI HEAOCTAaTOYHOCTDh, TMIIOTCH3U A, FI/IHepKaJII/IeMI/ISI).

Ecnu namuentka nonyvana uHru6utopsl AII® co Il tpumectpa 6epeMeHHOCTH, PEKOMEHIYETCs
MIPOBECTH YIbTPA3BYKOBOE UCCIICOBAHME TIJIO/IA JIJISl OLIGHKH COCTOSHUS Yepena v QyHKIUU TOYeK.

MuiafieHIbl, MaTepu KOTOPBIX mosydand WHruOuTopsl AIID Bo Bpemsi OEpEeMEHHOCTH, IOJDKHBI
OBITh TIIATEIBHO OOCIICIOBAHBI Ha MPEAMET THIIOTEH3UH (CM. pa3aensl 4.3 u 4.4).

JlakTanus

JlexapctBennsiii npenapat [lepungonpun [IJIKOC Unnanamun, 0,625 mr + 2 mr, 1,25 Mr + 4 Mr He
peKoMeHayeTcs B MEpHoA TI'PyAHOro BckapmwiinBaHus. JlekapcTBeHHbIM npenapat Ilepunaonpun
[UIYOC Mupanamua 2,5 Mr + 8§ MI NPOTUBOIIOKA3aH B IEPUOJ TPYJHOTO BCKAapMIIMBAHMUSL.
Heo6x0auMo OLEHUTh 3HAYMMOCTb TEpaluu Uil MaTepd U NPUHATH PEIIEHUE O NMPEeKpalleHUU
IPYZHOTO BCKapMIIMBAHUS WJIM O IPEKpAIeHUH [IpUeMa Ipernapara.

HUnoanamuo

B Hacrosimuii MOMEHT HET JOCTOBEPHOM HH(POpPMAIMU O BbIACIEHUU HHAANAMUJa WK €ro
METa0O0JIUTOB C IPYIHBIM MOJIOKOM.

v HOBOPOXACHHOIO MOXCET Pa3BUTHCA IIOBBIIICHHAA YYBCTBUTCIIBHOCTH K IIPOU3BOAHBIM
Cy.]'IB(l)OHaMI/I,Z[a H THIIOKAJIMCMUSI.

Puck JUISA HOBOpO)KI[eHHI)IX/MJ'Ia}IeHIICB HEJIBb3s UCKIIIOYATh.

Wupanamun OJIM30K 10 CTPYKTYPC K THA3UJHBIM OUYPCTUKAM, IMPUMCHCHHUC KOTOPBIX BBI3BIBACT
YMCHBIICHUE KOJIMYCCTBA I'PYAHOTO MOJIOKA UJIW MMOAABJICHUC JIAKTAllUH.

WNupganamun He peKOMEHAYyeTCs B IEpUO/I TPYAHOTO BCKapMIIUBaHUs (CM. paznen 4.3).
Ilepunoonpun

BBuny orcyrcTBus mHGOpMAaIUU, Kacarolieics MPUMEHEHUsS NMEPUHIONPUIa B TIEPUOA TPYIHOTO
BCKapMJIMBAHUsI, €r0 MPUEM HE PEKOMEHJIOBAH, MPEANOUYTUTEIIbHEE MPUMEHATH IPYTHE MpenapaThl
c Oosiee M3ydeHHBIM MpoduiieM OE30MaCHOCTH, OCOOCHHO TPU KOPMIICHUU HOBOPOXKICHHBIX U
HEJOHOIIEHHEIX JIETEH.

DepTHIbHOCTD

Obwee Onst unoanamuoa u nepuHOONPUId

HccnenoBanust penpoayKTUBHOW TOKCUYHOCTH MOKAa3aJIM OTCYTCTBHE BIMSHUS Ha (DEePTUIBHOCTD Y
KpbIC 000ero nona. IIpeanonoxxuTensHo, BAUsSHAE Ha (EPTUIBHOCTD Y YEJIOBEKA OTCYTCTBYET.
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4.7. BiusiHHe HA CHOCOOHOCTL YNPABJIATH TP cnopTﬁEf&:&'ijﬁ%;ﬁutﬁl':%;lgﬁ'f;:fb"-'c

MEXaHU3MaMHU

O0a neHCTBYIOIIMX BELIECTBA, KAaK IO OTJACIBHOCTH, TaK W B KOMOMHAIMM WHAAnamuj +
HNEPUHAONPUI, HE OKa3blBAIOT BIMAHUSA HAa CHOCOOHOCTh YNPABIATH aBTOMOOWJIEM WM JIPYTUMHU
MeXaHU3MaMH. Y HEKOTOpPBHIX MAIlMEHTOB OCOOEHHO B Hayaje Tepanuu WIA MpH T00aBICHUH K
IPOBOJMMOMN TEpaluM APYIMX TI'MIIOTEH3MBHBIX IPENapaTroB MOI'YT BO3HHMKAaTh WHIUBHUIYaJbHbIE
peakimu, cBsi3aHHbIE co cHKeHneM A/l. BeaencTBue 3Toro cnocoOHOCTh yIpaBiIsiTh aBTOMOOMIEM
WIN APYTUMHU MEXaHU3MaMH MOKET ObITh HapyllIeHa.

4.8. HexenarejbHble peakInu

Pesrome nmpoduiist 0e30macHOCTH

[Mepurmonpun okassiBaeT uHrHOUpYytomiee neiictBue Ha PAAC u yMeHbIIaeT BHIBEJACHHE MOHOB
Kanusi nouykamMu Ha ¢oHe mnpueMa uHganamuaa. Y 6 % mnaunueHtoB Ha (poHE MPUMEHEHHUS
KOMOMHAIMK WHAAMAMH]] + MEPUHAONPHI OBLJI0O OTMEYEHO PAa3BUTHE THIIOKAIMEMHUH (COACpKAHHE
KaJist MeHee 3,4 MMOJIb/1).

Hamnbomee yacTeIMU HEXKENIATENIbHBIMU PCakKurAMU ABJIAIIUCH:

— I UHAAIaMua: TUIIOKAJIMEMUS, PCAKIIUU T'HIICPIYBCTBUTCIIbBHOCTH, B OCHOBHOM KOXKHBIC,
Yy HNanuCeHTOB, MPEAPACIIONOKCHHBIX K AJUICPrUYCCKUM H aACTMATHUYCCKUM PpCAKLIUAM, U
MakKyJionairyJje3Has Cblllb.

— I TEPUHIONPWIA: TOJIOBOKPYXKCHHE, TOJOBHas O00JIb, TapecTe3ws, TUCTEB3US,
HapyIleHNue 3pEHUs, BEPTUTO, 3BOH B yIIaX, apTepHalibHasi TUIIOTEH3Us, Kallleb, OJIbIIIKA,
00Jb B JKUBOTE, 3a10p, AUCIEIICUS, AUapesi, TOIHOTA, PBOTA, KOKHBIN 3y, KOKHAs ChHIIb,
cI1a3M MBI ¥ aCTCHUS.

Tabnuynoe pEe3rOMe HEXKENIaTeIbHBIX peaKIni

YacroTa  HEXENATENBHBIX  peakluid,  HAONIOJABIIUXCS  BO  BpPEeMs  KIMHUYCCKUX
WCCIIEIOBAaHUM W/WIM TP TMOCTMAPKETHMHTOBOM HAONIOJACHHWM, MPUBEIACHA B BHIE CIEAYIOLIEH
rpajaiuu: odeHsb yacto (> 1/10), gwacro (> 1/100, o < 1/10), mewacto (> 1/1000, vo < 1/100),
pexko (> 1/10000, Ho < 1/1000), ouenp peaxo (< 1/10000), yacrora HeU3BeCTHA (4ACTOTA HE MOKET
OBITBH MOJICYUTAHA 110 JOCTYITHBIM JIaHHBIM).

MedDRA Kaacesl u He:xkenarenbHble peakiiun YacroTa
CHCTEeMbI OPTaHOB
Nupanamun IMepungonpua
Wudexnyu 1 nHBa3um Punnt - OueHb penko
CunapoM  HeaJeKBaTHOW  CEKpeluu - Penxo
OHIOKpUHHBIE AP A bell a
AHTHINYPETHIECKOTO rOpMOHa
HapyIICHUs (CHCAIT)
Do3uHo(uIUSI - Heuacto*
Arpanymonutos (cM. paszaen 4.4) OuenHsb penko OueHs penko
Hapyiienus co ctopoHst
KpPOBH H
. ArutacTrndeckas aHEMUS Ouens penko —
JumbpaTHIeCKON
CHUCTEMBI
ITanmmuronenus - OueHs penko
Jlelikonenus OueHsb penko OueHsb penko
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1y ey

MMoOCHEQDBATENBH

ey e
- TD UUUS)

Heiitponienns (cm. pa3zuen 4.4)

O
UHLHOD PUARY

I'emonuTHueckas aHeMHus

Ouensb penko

OueHsb penko

TpombouuTonenus (cMm. pazaen 4.4)

Ouensb penko

OueHsb penko

['umepayBCTBUTENTFHOCTS  (pEakIuy, B Yacto —
OCHOBHOM KOXXHBIE, y TAI[MEHTOB C
Hapyienus co ctopoHsl
N MIpepacoNoKeHHOCTHIO K
WMMYHHOU CHCTEMBI
QUICPTUYECKUM W aCTMAaTUYCCKUM
peaKIIHsIM)
I'unoraukemus (cM. paszaenst 4.4 u 4.5) - Heuacto*
l'mnepkanwemusi,  oOpatuMmas  TIpH — HeuacTo*
oTMeHe mpenapata (cM. paszaen 4.4)
I'unonarpuemus (cM. paszen 4.4) Heuacto Heuacto*
Hapymenus
MeTabou3Ma M uTanus | [ uinoxiaopemust Penko .
T'unomaruuemus Penxo —
IN'unepkansuuemus OueHp yacTo —
lM'unokanuemust Yacto —
JlabunpHOCTH HaCTpOEHUS - Heuwacto
Henpeccus - Heuwacto*
[Icuxuueckue
HapyIICHUS
Py Hapymenue cna — Heuacro
CrryTaHHOCTE CO3HAHHSA - OdeHpb penKo
lonoBokpyxeHue - YacTto
I'onoBHas 6016 Penxo Yacro
[TapecTe3us Penxo Yacto
Jucres3us - Yacto
COHIMBOCTD — Hewacto*
Hapymenus co cTopoHbl
HepBHOﬁ CUCTEMBI O6MOpOK YacrtoTa He‘{aCTO*
HEU3BECTHA
WHCynbT,  BO3MOXKHO  BCIEJICTBUC - OueHb penko
gypesMepHoro  cHmkenus All y
MAIMEHTOB M3 TPYIIILI BEICOKOTO PUCKa
(cMm. paszaen 4.4)
[leyenounas SHIIe(aonaTus y YacroTa -
MAIICHTOB c MEYCHOYHOMN HEU3BECTHA

HEIOCTaTOYHOCTHIO (cM. pazaeinsl 4.3 u
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1y ey

(MOCAEROBATESHOCTE0003)
4.4) i == = T VMY
Hapymenue 3penus Yacrora Yacro
HEW3BECTHA
Muonus (cM. pasznen 4.4) YacroTa -
HEU3BECTHA
Hapyenus co croponsl | HeueTkocTs 3peHus Yacrora —
oprasa 3peHus HEM3BECTHA
OcTpas 3aKpeITOYTrOJIbHAS [JIAyKOMa Yacrota -
HEU3BECTHA
XopHOHTAIBHBIA BBITOT (CM. pasmen Yacrora —
4.4) HEM3BECTHA
Hapymenns co ctoponsr | Bepruro Penxo Yacro
oprasa ciyxa u
na0upHHTa 3BOH B yIIax — Yacro
OmryiieHue cepAneOneHus - Heuwacto*
Taxuxapmust - Hewacto*

Hapymenus co ctopoHsl
cepaua

Crenokapaust (cM. pazaen 4.4)

OueHsb penko

Hapymenus purma cepaua (B ToM

Ouensb penko

OueHb penko

quciie  Opamukapaus, JKeIyZouKoBas

TaxuKapaus u bubprIIIIHS

npencepauit)

Wndapkr  mMHOKapaa,  BO3MOXKHO, - OueHb penko

BCJIC/ICTBHE HM30BITOYHOTO CHH)KEHHS
AJl y manueHToB U3 TPyHIbl BHICOKOTO
pucka (cm. paszen 4.4)

[omumopdHuas KeTyJOUKOBast YacroTa -

TaXUKapIus THIA «IHPYIT» (BO3MOXKHO HEM3BECTHA

CO  CMEpTeIbHBIM  HCXOAOM  (CM.

pazneinsl 4.4 u 4.5)

AptepuanbHas TUIIOTEH3UA U OdeHb penko Yacro

CBSI3aHHBIE C OTHM CHMIITOMBI (CM.

pasnen 4.4)
Hapymienus co croponsr | Backyaur - Heuacto*
COCYyJIOB

[puuBel - Penko*

Cungapowm Peitno — Yacrorta

HEM3BECTHA

Hapy1ueHus co cTOpoHbI Kamens (cm. paszuen 4.4) - Yacro
JIBIXaTEIbHOW CHCTEMBI,

OppIiika — Yacrto

OpraHoOB I'pyTHOU
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(T

KJICTKU U CPEAOCTCHUA

MTOCHEQUBATESR

I=]g!

= mees
A TD UUUS)

I

Bbponxocnazm

I
ramvaac Iy

D03uHO(MWIEHAS THEBMOHUS

OueHsb penko

’KenynouHo-KuiieyHsle
HapylIeHUs

Bboub B xxuBOTE - Yacro
3amop Penko YacTto
Huapes - Yacro
Jucnerncus - Yacto
TomHoTa Penxo Yacro
PBota Heuacto Yacro
CyxocCTh CITH3UCTOI 000I0YKH TIOJIOCTH Penxo Hewacrto

pra

ITankpearur

Ouensb penko

OueHb penko

Hapymenus co cTopoHsl
MEYEHU U
YKETYEBBIBOSIINX
nyTei

I'enartut (cMm. pazaen 4.4)

YacroTa
HEW3BECTHA

OueHsb penko

Hapymenune ¢pyHKnm neueHu

Ouensb penko

Hapyuienus co ctopoHsl
KOXXH U MOAKOKHBIX
TKaHEH

KoxHblii 3y - YacTto
KoxHas ceinb - Yacto
Makynonaryne3Hast ChIlb Yacto —
Kpanusuuma (cMm. paszaen 4.4) OueHsb penko Heuacto
AHTHOHEBPOTHYECKHUN OTEK (CM. pa3aen OdeHb penko Heuacro
4.4)
Hypmypa Hewacto -
[oBbIIEHHOE MTOTOOTIEICHHE - Heuacto
Peakmus GporouyBcTBUTENBHOCTH Yacrora Heuacto*
HEU3BECTHA
[Nemdurony - Hewacto*
O0ocTpeHue ncoprasa - Penko*

MmuorodopmHas sputema

OuenHs penko

Toxkcnueckuit
HEKPOJIU3

SHHI[epMaJILHLIfI

OueHsb penko

Cungpom CtuBenca-/[>xoHcoHa

Ouens penko
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(T

T o o W o o O ol B B B o ol o - a B a R
MM NTEQERTENERAWTD UUUS)
Cnoasm MBIIII] Haetota Haeto
HEU3BECTHA
Bo3moxHO YXyIAUIEHUE yxKe Yacrora —
HMEIOIIECHCST ~ CUCTEMHOM  KpacHOM HEU3BECTHA
BOJTYAHKHU
Hapyuenus co ctopoHsl
Py . pOH ApTtpanrus — HeuacTo*
MBIIIEYHOH, CKEIETHOU
W COEIMHUTEIIBHOU
Muanrus YacroTa Heuwacto*
TKaHU
HEW3BECTHA
MpeiiieuHas ¢1abocTh UYactota -
HEU3BECTHA
Pabmomuomnm3 Yacrota -
HEW3BECTHA
[Touyeunas HeTOCTATOYHOCTH Ouensb penko Heuacto
Hapymenus co ctopoHsl
MOYEK U OcTtpas moueyHast HeIOCTATOYHOCTh — Penxo
MOYEBBIBOJISAIINX ITyTEH
Anypus/onurypust - Penxo*
Hapymenns co ctopoHsl | DpeKkTuibHas TUCHYHKITHIS Heuacto Heuacto
PENpPOyKTUBHOMN
CHUCTEMBI U MOJIOYHBIX
xKenes
AcTeHus - Yacro
Bonsb B rpyaHoi kneTke - Hewacto*
OOuire HapylIeHUs 1 Henomoranue — Heuacto*
pEeaKIu B MECTE
BBCJICHHS [epudepuueckue oTexku — Heuacto*
JIuxopanka — HeuacTto*
[ToBbIIEHHAS YTOMIIIEMOCTD Penko —
IToBblillIeHHE KOHUEHTPAM MOYEBUHBI — Heuyacro*
B KPOBHU
[ToBbILIEHHE KOHLIEHTpaIuu - Hewacto*
KpeaTHUHUHA B KPOBU
JlaGoparopHsie u lMunepounpyOuHEMUS - Penxo
WHCTPYMEHTAJIbHBIE
JIaHHBIE IToBeIIEHTE aKTHUBHOCTH YacroTa Penxo
«IEYCHOYHBIXY» (PEPMEHTOB HEU3BECTHA
CHuxeHue reMoriioonHa u - OueHsb penko
remMaTokpura (cMm. paszaen 4.4)
[ToBEIIIEHVE KOHIICHTPAITUH TITFOKO3HI B Yactora —
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(MO HER LSS TENEHTT
KpOBU ™ adirecia '
IToBblllIeHHE KOHIUEHTPALUM MOYEBOU Yacrora —
KHCIIOTHI B KPOBHU HEW3BECTHA
Y nnmuenue uatepsana QT wa OKI (cm. UYactota —
paznens 4.4 u 4.5) HEU3BECTHA
TpaBwmbl, uHTOKCUKaluu | [lamenue - HeuacTo*
Y OCTIOKHEHHS
Hpoueayp

>X‘OIIeHKa YaCTOThI HCXKCIATCIbHBIX peaKuHﬁ, BBIABJICHHBIX II0 CIIOHTaHHBIM COO6IH€HI/IHM, MMpoBE€ACHAa HAa OCHOBAaHUU
JaHHBIX PE3YJIbTaTOB KIIMHUIECKUX I/ICCJIC,HOBaHI/Iﬁ.

Onucanue OTACIBHBIX HCXCIIATCIbHBIX DeaKHHﬁZ

Bo Bpems uccnenosanuii II u 111 ¢aspl, cpaBHUBaOIMMX WHAANIAMUJ B A03UpoBKe 1,5 u 2,5 Mr 1o
KOHIIEHTPAIIUU KaJus B IJIa3Me KPOBH, ObLT YCTAHOBJICH J0303aBUCUMBIN d3PPEKT NHAAMaMuIa;

— uHAanamuz 1,5 Mr: KOHIEHTpalus Kajius B mia3Me kposu < 3,4 mmounb/n Habmonanack y 10 %
nanueHToB, < 3,2 MMonb/l1 — y 4 % manueHtoB nociie 4—6 Henenb jedeHus. [locie 12 Henens
JICYCHUS CPEIHEE CHIKEHUE KOHIICHTPAIUK KaJKsl B TU1a3Me KpoBU cocTaBuio 0,23 MMOJIB/JI.

— WHAANnaMu 2,5 MT: KOHIIEHTpaIUs Kajus B I1a3Me KpoBu < 3,4 MMoub/i1 Habmonanacek y 25 %
nanueHToB, < 3,2 mmonb/1 — y 10 % nanuenTtoB nocie 4—6 Henens nedyenus. [locine 12 Henenb
JIeUEHHsI CpeTHee CHIDKEHUE KOHIISHTPAIMK Kalus B Tu1azMe KpoBu cocTtaBmiio 0,41 MMos/it.

COO6H.I€HI/IG O IMOA03PEBACMBIX HCKCIATCIbHBIX PCAKIIUAX

BaxxHo cooOmiath 0 1o103peBaeMbIX HEXKENATEeNbHbIX PeaKLUsAX MOCJIE perucTpaluu npenapara ¢
LeNnbl0  O0ecleyeHus] HENPEPHIBHOTO MOHHUTOPHHIA COOTHOIICHUS  «II0JIb3a —  PUCK»
JICKapCTBEHHOTO TMpernapara. MeauIMHCKUM pabOTHUKAM PEKOMEHIYEeTCsl COOOIaTh O JTHOOBIX
MIOJ03PEBAEMBIX HEKEIATENIbHBIX PEAKUUSIX JIEKAPCTBEHHOI'O Mpernapara 4epe3 HalUOHaIbHBIC
CUCTEMBl COOOIIEHUS O HEXEJaTeNbHbIX peakUusX TrocyAapcTB —ujaeHoB EBpasuiickoro
YKOHOMMYECKOTO CO03a.

Poccuiickas ®@enepanus.

®enepanbHas ciyx06a 1o HaaA30py B chepe 31paBoOXpaHEHUS.
Anpec: 109012, r. MockBa, CnaBstHCKas 1I01aib, 1. 4, cTp. 1.
Tenedon: +7 800 550 99 03

DnekrponHas moyra: pharm@roszdravnadzor.gov.ru

Caiit B HH)OPMAIIMOHHO-TEICKOMMYHUKAIIMOHHO# ceTn «HTepHeT»: roszdravnadzor.gov.ru
4.9. Tlepeno3dupoBka

CHUMIITOMBI

Haubosee BepoSATHBIM CUMITOMOM MEPET03UPOBKH SBJISETCS apTepHalibHas THIIOTEH3Ms, HHOT/AA B
COUYETAaHHUU C TOIIHOTOH, PBOTOM, CYyJOpOramMH, IOJIOBOKPYKEHUEM, COHIIMBOCTBIO, CIIyTaHHOCTBIO
CO3HaHMs, OJIUTYpUEH, KOTOpast MOXKET MEeperTH B aHypuio (B pe3ysbTaTe IMIOBOIEMHH). Takxke
MOTYT BO3HHMKATh BOJHO-3JIEKTPOJIUTHBIE HAPYIIEHHS (TUIIOHATPUEMHUS], TUITOKAINEMHUS]).

Jleuenue

HepBHe MCEpPbI, KOTOPLIC HCO6XO,Z[I/IMO nNpeanpuHATb, COCTOAT B 6LICTpOM BBIBCJICHUU IIPUHATOI'O
nmpemapara: IMPOMBIBAHUEC KCITyJIKa /U OprUeEM AaKTHUBUPOBAHHOTIO YIJIA C MOCICAYIOIIUM
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B cnyuae BolpaskeHHOTo cHiKeHUs AJl cienyer mepeBecTH MalMeHTa B IMOJIOKEHHE «Iexkay Ha
CIIUHE C IPUMOIHATHIMU HOTAMH.

[Ipy HEOOXOAMMOCTH MOXKET OBITh BBINOJIHEHO BOCIIOJIHEHHUE O00beMa IKHUJIKOCTH IyTEM
BHYTPUBEHHOU WH(Y3UN U30TOHUYECKOTO COJIEBOTO PAcTBOpa (HAPUMED, BHYTPUBCHHAS HHQY3HS
0,9 % pacTBOpa XJI0pHAa HATPUS) WIH JIFOOBIM JIPYTHM CIIOCOOOM BOCIIOJIHEHHUS 00beMa KHUIKOCTH.
[Tepurnonpunar, akTuBHas popMa MEPUHIOTPHUIIA, MOKET OBITh YIaJeH U3 OpraHu3Ma ¢ TIOMOIIIBIO
nuanu3a (cMm. pazzaen 5.2).

5. D®APMAKOJOI'MNMYECKHUE CBOMCTBA
5.1. ®apmakoguHAMHYeCKHe CBOHCTBA

dapmakoTepaneBTHUECKasi TpyIIa: CpEeACTBa, JEHCTBYIOIIME HAa PEHHH-aHTMOTEH3UHOBYIO
CUCTEMYy, HWHTHOWTOpPHI aHTHOTCH3MHIpeBpamawimero ¢epmenta (AIID), xkomOuHanuw;
uHrnouTOpHl AII® N TUypeTHKy.

Kon ATX: CO9BA04

[epungonpun [TJIKOC Nupanamun — KOMOMHUPOBAHHBIA TpenapaT, COACp KAl WHAATaAMH] 1
nepuHaonpuia  3pOymuH.  @DapMakoJOrMUecCKMe  CBOWCTBA  JIEKAPCTBEHHOI'O  Iperapara
[lepunnonpun IIIIOC Wupanamupa coderaloT B ceOe OTAEIbHbIE CBOWCTBA KaXIOro U3
KOMITOHEHTOB.

MexaHu3M AeicTBUs

Iepunoonpun IHJIFOC Unoanamuo

KOM6I/IHaIII/I$[ nHaanaMuaa U nepuHaonpuiIa yCUINBACT aHTUTHUIICPTCH3UBHOC IleICTBI/Ie KaXxJja0ro
U3 HUX.

HUnoanamuo

WMHupanamMu OTHOCHUTCS K Tpynne cylib()OHAMUIOB, MO (PapMaKOIOrMUECKUM CBOMCTBaM OJIM30K K
THA3UJIHBIM TuypeTukaMm. MHpanamug uHrubupyer peadbcopOIu0 HOHOB HATPUS B KOPTUKAIBHOM
CErMEHTE NeTiu ['eHse, 4To NPUBOAUT K YBEIMUEHUIO BBIBEACHUS IOYKaMU MOHOB HATpus, XJI0pa U
B MEHbIIEH CTENEHM HOHOB KajMsi M MarHus, YyCWJIMBas TE€M CaMbIM JAMYpe3 U CHHXKas
apTepHalIbHOE J1aBIICHUE.

Ilepunoonpun

[lepunponpun — HMHrHOMTOP (epMeHTa, MpeBpallalolero aHruoTeHsuH | B aHrumoreHsuH |l
(marudutop AIID). AIID, unu xkununaza I, sBisercs sx30menTua30M, KOTOpas OCYIIECTBIISIET
KaK IpeBpallleHhe aHTHoTeH3MHa | B cocyaocyxuBaromiee BemiecTBo aHruoteHsuH I, Tak u
paspymieHie OpaJuKUHUHA, OOJIAIAIONIETO COCYIOPACIIUPSIONINM JIEHCTBHEM, 10 HEAKTUBHOTO
refnranenTuia.

B pesynprare nepunaonpui:
— CHIIKAeT CEKPELHUIO AJIbIOCTEPOHA;

— 110 IPUHIUITY OTPHUIATENIbHON 0OpaTHOM CBS3M YBEJIMYMBAET aKTUBHOCTh PEHHHA B IJIa3Me
KpOBH;

— TIpU  JUIATETLHOM TPUMEHEHWW yMEHbIIaeT oOlmee mnepudeprudeckoe COCYIUCTOE
conpotusnenue (OIICC), yto 00ycI0BIEHO B OCHOBHOM JIEHCTBUEM Ha COCYbI B MBIIIIAX U
moukax. OTH 3PQEeKThl HE COMPOBOKIAIOTCS 3aJCPKKOW MOHOB HATPHS U JKUIKOCTH WA
pa3ButueM pedreKTOPHON TaXUKapAUH.
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[Ipy wu3ydyeHun mOKa3aTened TrEeMOJWHAMUKH Yy TIAIMEHTOB C XPOHHUYECKOW CepIeyHON
HegocTatouyHOCThIO (XCH) ObUIO BBISIBIEHO:

— CHIDKCHHE JIaBJICHUS HAIIOJHCHUS B JIEBOM M IPABOM KEITYJA0UYKaX Cepla;
— cumwxkenue OIICC;

— YBEIMYCHHE CEPJICYHOT0 BEIOPOCA U YBEITMUCHHUE CEPICTHOTO UHICKCA;

—  YCWJICHHE MBIIIEYHOTO epru(epudeckoro KpoBOTOKA.

dapmakonmHamudeckue 3O EKThI

Anmueunepmen3uenoe oeticmsue

Hepunoonpun IIJIFOC HUnoanamuo

JlekapctBennsiii mnpenapar Ilepungonpun I[IJIKOC Wupamamug oka3biBaeT JA0303aBUCUMOE
AHTUTUIIEPTEH3UBHOE JEHCTBHE KaK Ha JMACTOJIMYECKOE, TaK M Ha cucrtoiaumdeckoe AJl kxak B
MOJIOKEHUU «CTOS», TaK U <«JIeKa». AHTUTHIIEPTCH3UBHOE [EHCTBUE COXpaHSETCS B TEUYCHHE
24 gacoB. CTaOWIbHBIA TepamneBTUYeCKHid YPQEeKT pa3BUBacTCSs MEHee 4deM depe3 1 mecsl OT
Hayaja Tepamnuu W He compoBoXAaeTcs Taxudunakcueit. [IpekpaiieHue nedeHuss HE BBI3BIBACT
CHUH/IpOMa «OTMEHBI».

Jlexapcrennsiit npenapat [lepunnonpun [IJIKOC Munanamus ymeHbIIaeT CTENeHb TUIIEPTPOPUH
nesoro sxenygouka (['JIK), ymyumaer snactuunocts aptepuid, cHuxaer OIICC, e Bausier Ha
MeTabonu3M JUNUA0B (OOIIMI XOJIECTEPUH, XOJECTEPUH JMIOMPOTEUHOB BBICOKOHM IUIOTHOCTH
(JITIBIT) u nmunionporenHoB Hu3Kkoii wiotnocty (JITTHIT), Tpuriauuepums).

JlokazaHo BIUsiHUE MPUMEHEHUs] KOMOMHAIMK uHAanaMuaa u nepunaonpuia va ['JIK B cpaBHennn
C DHAJAIIPWIOM. Y IAIMEHTOB € aprepuanbHoi runeprensued m ['JDK, momywyaBmmx Ttepanuro
unganamuaom 0,625 wmr/mepuHaonpuiia A>pOyMHHOM 2 MI WIH DJHaJalpuioM B J103€
10 Mr oguH pa3 B CyTKH, W IPU YBEIMUYEHUHU [03bl MHAANAMUIA 10 2,5 MI U MEPUHAOIpPHUIIA
spOymuHa a0 8 Mr uinu sHananpuia A0 40 Mr oaMH pa3 B CYTKM OTMEYEHO Ooliee 3HAYUMOE
CHUKEHUE MHJIeKca Macchl jieBoro xenynouka (MMJDK) B rpynne mHpanamMua+nepuHAONPUI TIO
CpaBHEHHIO ¢ Trpynmnoi osHamampuna. [lpu sTom Hambonee 3Haummoe BhusHue Ha MMJDK
OTMeYaeTcs MpU NPUMEHEHUH UHanamMuaa 2,5 Mr/nepusaonpuiia 3poyMuHa 8 Mr.

Taxxe oTMeueHO Gojiee BhIpa)KEHHOE aHTUTUIEPTEH3UBHOE JieiicTBHE Ha (JOHE KOMOMHUPOBAHHOM
Tepanuy WHAANaMHIOM U MEPUHIOIPUIIOM IO CPAaBHEHUIO C SHAJAMPUIIOM.

HUnoanamuo

AHTHUTHIIEPTEH3UBHOE JIEHCTBHE MPOSABISETCA NIPU NPUMEHEHUH IIPENapara B 103axX, OKa3bIBAFOIINX
MUHHMMAJIBHOE JUYPETUYECKOE NECUCTBUE.

AHTHTUTIEPTCH3UBHOE JEWCTBHE WHIANMAaMUAA CBS3aHO C YIYYIIEHHEM OJIIACTHUYECKUX CBOWCTB
KpynHbIX apTepuli, ymensienueMm OIICC.

Nupanamun ymensmaer crenedb ['JDK, He BauseT Ha KOHUEHTPALMIO JIMIUIAOB B IJIa3ME KPOBU:
TpUrnuuepuaos, odmiero xonecrepuna, JIITHIL, JIIIBIL; yrneBomguslit oOMeH (B TOM dHcie Y
MAIMEHTOB C COMYTCTBYIOLIUM CaXapHbIM AHMA0ETOM).

Ilepundonpun

[lepunnonpun 3¢p¢eKkTuBeH B Tepanuu apTepHaIbHON TUIEPTEH3UH JI000H CTENEeHU TAKECTH.
AHTUTMNIEPTEH3UBHOE JIEHCTBUE TIpenapara JOCTUraeT MakcuMyma uepe3 4—6 4acoB MoOcie
OJTHOKPATHOI'O IIpUEMa BHYTPb U COXpaHseTcs B TeueHue 24 dacoB. Uepes 24 ygaca mocie npuemMa
npemnapara HabnogaeTcs BeipakeHHoe (rmopsiaka 80 %) ocrarounoe unruouposanue AIlO.
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MY OTYETY

HOpPMaJIbHOW aKTUBHOCTHIO PEHUHA B TJIa3M€ KPOBH.

CoBmecTHOE MIPUMEHEHHE TUA3UIHBIX JTNYPETUKOB YCHJIMBAET BBIPOXKEHHOCTD
AHTUTHUIEPTCH3UBHOTO JeicTBus. Kpome »storo, komOuHmpoBanue wuHruouTopa AllD wu
THUA3HJIHOTO TUYPETHKA TAK)Ke MPUBOAUT K CHIDKCHUIO PHCKA Pa3BUTHS THIOKAIMEMUU HA (OHE
npreMa JuypeTHKOB.

Kimmanueckas 3bdhekTUBHOCTE U 0€30IIaCHOCTD

Jlsotinas bnoxaoa penun-aneuomen3uH-arboocmeporosotl cucmemol (PAAC)

Nmerorcss naHHBIE KIMHUYECKHX WCCIEAOBAHUNA KOMOMHHPOBAHHOW TEparud C TPUMEHEHUEM
uaruouropa AII®D ¢ antaronrcramu penentopos anruorensuna Il (APA 11).

[IpoBouIMCh KIMHUYECKUE HCCIIEIOBAHUS C Yy4yacTHEM IMallMEHTOB, HMMEIONIMX B aHaMHeE3e
CepJICUHO-COCYIUCTOE WM LiepeOpoBacKyisipHoe 3aboseBaHue JUOO caxapHblii Auaber 2 TuIa,
COMPOBOXKIAIOIIUICS MOATBEPKACHHBIM MOPAKEHUEM OpraHa-MUILIEHU, a TAKXKE MCCICAOBAHUS C
y4acTHeM MalMEeHTOB C CaXapHbIM AUa0eToM 2 TUIa U ThadeTH4ecKoi HeponmaTHe.

JlaHHblE MCCIEI0BaHUs HE BBIBWIM Yy NAllMEHTOB, MOJIY4YaBIIMX KOMOMHHUPOBAHHYIO TEpaIluIo,
3HaYMMOTO HOJIOXKHUTEIbHOTO BIMSHUS HAa BOZHUKHOBEHHE MOYEYHBIX W/WIIM KapAHOBACKYJISPHBIX
COOBITHI M Ha TIOKA3aTeld CMEPTHOCTH, B TO BpPEeMs KaK PHCK Pa3BUTHUS THIIEPKATHEMHUHU, OCTPOU
[IOYEUHOW HEJOCTATOYHOCTU W/WJIM apTepUaIbHOW THUIOTEH3UM YBEIMYUBAJICS IO CPABHEHHIO C
ITAIUEHTAMM, [T0JTy4aBIIMMU MOHOTEPAITHIO.

[IpuHrMasi BO BHUMaHHE CXOXXHE BHYTPHUIPYIIOBBIE (apMakoAMHAMHYECKHE CBOMCTBA
uaruouTopoB AIID u APA |l, nanHbIe pe3yabTaThl MOXHO OXKHUAATH JJIS B3aUMOJICUCTBHS JTFOOBIX
IpYTUX TpernaparoB, npeacraButeneii kinaccoB nHruoutopos AIID u APA 1.

[ToaToMy npOTHBONOKA3aHO NpuUMeHeHue HMHruoutopoB AIID B coueraHuum € aHTArOHUCTaMU
peuenTopoB aHrnorensuHa |l y nauuenToB ¢ nuabernueckoil Hepponarueil.

Nmerorcss faHHbIE KIMHUYECKOTO HCCIEIOBAHMS 110 M3YYEHMIO IOJIOXKHUTEIBHOTO BIUSHUSA OT
no0aBJeHHs ATUCKUpPEHa K cTaHAapTHoM Tepanuu unruouropom AIID unu APA Il y nmarueHTosB ¢
caxapHbIM IuabeToM 2 THUMAa U XPOHUYECKUM 3a00JIEBaHHMEM MOYEK WIIU CEPJIEYHO-COCYIUCTHIM
3abojeBaHuEeM, TUOO MMEIOLINX COYeTaHHe 3THX 3aboneBaHuil. VccnenoBanue ObII0 IMpeKpalieHo
JIOCPOYHO B CBSI3U C BO3POCIIMM PUCKOM BO3HHUKHOBEHHS HEXKeNaTeabHbIX McX0a0B. CepaeuHo-
COCYIUCTasi CMEPTh M MHCYJIbT BO3HUKAJIM Yallle B TPYNIE MalUEHTOB, MOJYYaAIOIIUX aJTUCKUPEH,
10 CpPaBHEHUIO ¢ rpynmnoi mianedo. Takxke HexenaTeIbHbIE SIBICHUS U CEPhE3HbIE HEXKENAaTeIbHbIC
SBIIEHUSI 0COOOT0 MHTepeca (TUMepKaIHeMHusi, apTepuaabHas TUIOTEH3Us U HapyleHus: (pyHKIUN
MIOYEK) PETUCTPUPOBAIIUCH Yallle B IPYIIE AIMCKUPEHA, YUEM B TpyMIIe M1anedo.

CTH

OtcyrcTBy1OT aHHble 0 npuMeHeHuu llepungonpun ITJIFOC Unnanamun y netei.
5.2. dapMakOKHHeTHYeCKHe CBOHCTBa

Iepunnonpui IJIHOC Munanamug

CoBMecTHOE TPUMEHEHHE MHAaNaMHIa U MEePUHIONpUIIa HEe U3MEHAET UX (papMaKOKMHETUYECKUX
XapaKTEPUCTHK 10 CPABHEHUIO C UX Pa3AeIIbHBIM IIPUEMOM.

Mupganamuj
Abcopoyus
Nupganamu OBICTPO M MOTHOCTHIO a0COpPOUPYETCS U3 )KEeMyTOUHO-KUIIIEUHOTO TPAKTa.

MaxkcruMaibHasi KOHIIEHTpAIKs B IJla3Me KPOBH JIOCTUraeTcs uepe3 1 vac mocie npuema npenapara
BHYTPb.
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Pacnpeoenenue

CBs13b ¢ OenkaMu 11a3mMbl KpoBU cocTasisieT 79 %.
Buompancgpopmayus

IMepuon monysbiBenenust (Ti,) cocraBuser 14-24 yaca (B cpemnem 18 wyacos). IloBropHOE
MIPUMEHEHHUE Mpenapara He MPUBOIUT K €ro KyMYJISIIIUU B OpraHu3Me.

Onumunayus

BreiBomutcss B ocHoBHOM ¢ Mmouoit (70 % ot BBeneHHoOW A03b1) U Kamom (22 %) B dopme
HEaKTHBHBIX META0OJIUTOB.

Ocobvle epynnvl nayuenmos

Hapywenue d)ymcuuu nouyex

VY NanueHToB ¢ MOYeUYHOW HEJJOCTATOYHOCThIO (JapMaKOKHHETHKA HE U3MEHSIETCSI.
[lepunnonpun
Abcopbyus u buodocmynuocmo

[Tocne nmprema BHYTph MEPUHIOTPUIT OBICTPO BCACHIBACTCS, M MMKOBAsI KOHIICHTPAIUS JIOCTUTACTCS
B TeueHune | waca. Ilepmom momyBBIBeNEHUS MepUHAONpHIa paBeH | wacy. buomoctymHOCTH
cocrasisieT 65—70 %.

[Tpuem mumM 3aMeUIAeT MPEBpaIIeHUE TIEPHHIONPIIIA B IEPUHIONPHUIIAT, TAKIM 00pa3oM, BIHSA
Ha 6uonocTynHocThb. [ToaToOMy nepuHIONPMII ClleyeT NPUHUMATh OJIMH Pa3 B CYTKH, YTPOM, Iepe]
IIPUEMOM TTULIH.

Pacnpeoenenue

OO0BeM pacmpeniefieHuss HECBA3aHHOTO IEPUHAONpPHIATAa COCTaBiIsgeT npubimsutensHo 0,2 n/kr.
CBsa3p nepunponpuiara ¢ OelkamMM IUIa3Mbl KpOBM, TJaBHbIM oOpasoMm c AIlID, 3aBucur ot
KOHLEHTPAaLUU NEPUHONPHIIAa U cocTaBisieT 0kouio 20 %.

buompancgopmayus

[lepunnonpun mnpencrasisieT coboil mposekapcTBo. 27 % OT 00IIEero KOJWYECTBA MPUHSITOTO
BHYTpb MEPUHJONPUIIA TIOCTYIMaeT B KPOBOTOK B BHJIE€ aKTUBHOTO METa0OJUTa MEPUHAOMpPHUIIATA.
[ToMuMO axKTHBHOrO TMEpUHIONpHUITIATA OOpa3yloTcs eme S5 MeTadoJUTOB, HE 00JaJaroIINX
(dbapmakonornyeckoil aKTUBHOCTHIO. [IMKOBas KOHIIEHTpalusi MEpUHAONpPUIATa B TUIa3Me KPOBHU
JIOCTHUTaeTCs B TeueHne 3—4 4acos.

Onumunayus

[MepuHIONPUIAT BBIBOIUTCS W3 OpraHM3Ma ¢ MOYOM, M KOHEUYHbIH mepuos nonyBbiBeneHus (T1/2)
CBOOOJHON (hpakiuu cocTaBisieT OKoio 17 yacoB, B pe3yiabTaTe 4Yero pPaBHOBECHOE COCTOSHUE
JIOCTUTAETCS B TeUEHUE 4 CYTOK.

Jlunetinocms (Henunetinocms)

belma mpoxeMOHCTpUpOBAaHA JIMHEMHAs 3aBUCHMOCTb MEXKIY JO30M IEpUHIONPHUIIA U  €ro
KOHILICHTpALMEH B IIJIa3Me KPOBH.

Ocobvie epynnsi nayuenmos

Tayuenmul noowcunoz2o sozpacma

BI)IBeJIeHI/Ie NepuHAOoIIpUIaTa CHUKACTCA Yy IMOXHWIIBIX IMAalUCHTOB, a TaKXC Yy MAallUCHTOB C
CCp,Z[C‘lHOfI WM ITIOYEIHOM HEAOCTATOYHOCTBIO.
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Hapywenue (Z)VHKMMM nouex

ITpu HapymeHUM (YHKUIUHU MOYEK JKENAaTeIbHO KOPPEKTUPOBATh 103y B 3aBUCUMOCTH OT CTEIEHU
HapylleHUs (KJIMpeHca KpeaTUHUHA).

duaﬂus’

JManu3HbIi KIMPEeHC IepuHIonpuiIaTa coctapisier 70 Mi1/MUH.

Luppos neuenu

dapMakOKMHETUKA TEPUHJONPUIA y TAIUEHTOB C I[HMPPO30OM TEUEHU HOCUT HM3MEHEHHBIN
XapakTep: TEYCHOYHBIH KIMPEHC HCXOJHOW MOJICKYJbl CHIDKEH B JBa paza. TeM He MeHee,
KOJIMYECTBO OOpa3yIOIIErocsi NepuHAONpUIaTa HE YMEHBIIACTCS, M, CIEeI0OBATEIbHO, KOPPEKIUU
10361 He TpedyeTes (cM. pasnensl 4.2 u 4.4).

6. ®APMALNHEBTUYECKHUE CBOUCTBA

6.1. Ilepeyenb BcmoMoraTejbHBIX BelIECTB

Iepunnonpui [TJIIOC Mupanamun, 0,625 Mr + 2 mr, TabJIETKH, MOKPHITHIE IUNIEHOYHOM 000J10YKOU

Cocmas s10pa mabaemku.:

[ennrono3a MUKPOKpUCTAILIIMYECKAS

Kpaxman kyKypy3HbIi NpexKeITaTHHU3NPOBAHHBIHI
Kpocnosunon

Marnus creapar

KpemHuust nuokcu1 KOJITOMAHBII

Cocmas 0bos0uku mabiemki.:

Komnoszuyus ons 06010uku 3eneno2o yeema.
ITonMBUHUIOBBIN CIIUPT

Tutana nuoxcun (E171)

Maxkporosn-3350

Tanbk

WNuauroxkapmun amtoMuHueBblil nak (E132)
XuHoNMHOBBIH xenThiil (E104)

Hepunnonpuia [JIIOC Mananamun, 1.25 mr + 4 mr, TaOJIETKH, MOKPBITHIE IVIEHOYHONH 000JI0YKON

Cocmas s10pa mabaiemku:

emnrono3a MUKpOKpUCTATIIAYECKAS

Kpaxman kykypy3HbIi MpeKeTaTUHU3UPOBAHHBIN
KpocnoBuon

Maruus creapat

Kpemuus auokcua KoJImouaHbINA

Cocmas 000104k mabiemki.

Komnos’uuuﬂ 07151 000JI0UKU JHCENMO20 yeema.
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[TonMBUHUIIOBBIN CIUPT

Turana gquokcun (E171)
Maxkporosn-3350

Tanbk

Keneza oxcun xenteiii (E172)
Kenesa okcun kpacubiii (E172)

Iepunnonpui [JITOC Mupanamun, 2.5 Mr + 8 mr, TaOJIETKH, ITIOKPLITHIE INIEHOYHOU 000JI0YKOU

Cocmas s10pa mabaiemku:

[esr0103a MUKPOKPUCTATUTMYECKAS

Kpaxman kykypy3HbIi NpekeTaTUHU3UPOBAHHbBIN
Kpocnosunon

Marnus creapar

KpemHuust nMoKcu1 KOJITOMAHBII

Cocmas 0bos0uku mabiemki.

Komnosuyus ons obonouku benozo yeema.
[TonMBUHUTIOBBIN CIUPT

Turana auokcun (E171)

Makporon-3350

Tanbk

6.2. HecoBMecTHMOCTH

He nmpumenunmo.

6.3. Cpok rogHocTu (CpoK XpaHeHHs)

2 rofa.

6.4. Oco0ble Mepbl NPeI0CTOPOKHOCTH NPU XPAHEHUH

XpaHUTh B 3alIMIIEHHOM OT CBETa MECTE MpHU TeMIiepaType He Boite 25 °C.
6.5. Xapakrep u coiep:KaHUe YIIAKOBKH

I[Io 10 Tabnerok B KOHTYPHYIO SYEHKOBYIO  YIAKOBKY, COCTOAILIYI0 M3  IUICHKHU
MNOJUBUHUIXJIOPUIHOW U (DONBrM  aTIOMUHMEBON MeYaTHOM JaKMpOBAaHHOM WM  (OJIBIU
ATIOMUHNEBOU, WK 10 10 TabIeTOK B KOHTYPHYIO STYEMKOBYIO YIAKOBKY U3 (POJIBIH aFOMUHUEBOI
U IUICHKH TpexcloHo#l s xonoaHoro ¢opmoBanus u3 OITA-An-IIBX (opueHTHpOBaHHBIN
MTOJTHaMU1/QTFOMUHUAN/TIOTUBUHUIIXJIOPHI).

IIo 1, 3, 6 wim 9 KOHTYpHBIX SYEHKOBBIX YNAKOBOK BMECTE€ C MHCTPYKLHEH MO NPUMEHEHHIO
MTOMEIIAIOT B NAUYKy KaPTOHHYIO.

6.6. Oco0ble Mepbl NPEIOCTOPOKHOCTH NPH YTHIU3ALMM HUCNIO0Ib30BAHHOIO JIeKAPCTBEHHOI 0
npenapara WJiM OTXOA0B, NOJY4YEeHHBIX IOcjie NpPUMeHEHHsl Npenapara, W Apyrue
MAHUITYJISILMH C MIPenapaTom
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Oco0ble TpeOoBaHUs OTCYTCTBYIOT.

7.  JEPXATEJIb PETUCTPAIMOHHOI'O YAOCTOBEPEHUSA

Poccuiickas @edepayus

000 «M3Bapuno @apmay, Poccus

108817, r. Mockaa, paiton BuykoBo, kM 5-if (BuykoBckoe mocce), asinu. 1, ctp. 1
Tenedon: +7 495 232 56 55

dakc: +7 495 232 56 54

Dnekrponnas moura: info@izvarino-pharma.ru
7.1. TIpeacraBuTe/b AeP:KATENSI PErHCTPANMOHHOIO YI0CTOBEPEHHS

IIperenzun HOTDC6I/IT€J'IGI71 HaIpaBJIATh 110 aApECy.

Poccuiickas ®@eoepayus

00O «3Bapuno @apman, Poccus

108817, r. Mockaa, paiion BuykoBo, km 5-i1 (BuykoBsckoe mocce), nsia. 1, crp. 1
Tenedon: +7 495 232 56 55

dakc: +7 495 232 56 54

Dnektponnas nmouta: info@izvarino-pharma.ru

8.  HOMEP (HOMEPA) PETUCTPALIMOHHOI'O YAOCTOBEPEHUS

9.  KATEI'OPHUSA OTITYCKA JIEKAPCTBEHHOI'O ITPEITAPATA

JlekapcTBEeHHBIN ITpenapaT OTHOCUTCS K KaTETOPUH OTITYCKA IO PELENTY.

OOm1as xapakTepucTuka jekapcTBeHHoro npenapata [lepunnonpun [IJIFOC Uapanamuna noctynHa
Ha uH(opManMoHHOM mopTane EBpa3uiickoro SKOHOMHYECKOIO COI03a B HMH(OpPMalMOHHO-
KOMMYHHKAIIMOHHOH ceTn «IHTepHeT» eec.eaeunion.org.
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