OBIIASA XAPAKTEPUCTHKA JIEKAPCTBEHHOI'O ITPEITAPATA

1. HAMMEHOBAHMHME JIEKAPCTBEHHOI'O IIPEITAPATA

Homumnpen A ®@opte, 1,25 Mr+5 mr, Ta0lIeTKH, MOKPBITHIE MNIEHOYHOW 000T0YKOMA.

2. KAYECTBEHHBIN U KOJJTMYECTBEHHBII COCTAB

JelicTBytolye BENEeCTBA: MHAAMaMU/I + MEPUHIOPHUIL.

Kaxxnas TabneTka, HOKpbITas IUIEHOYHOW 000JI0UKOH, cofep kUt 1,25 Mr uHIanamujaa u 5 mMr
NEpUHIONpUIIa aprTUHKHA (COOTBETCTBYET 3,395 MI OCHOBaHUS NEPUHONIPHUIIA).
BcnomorarenbHble BellecTBa, HATMYUE KOTOPBIX HAJI0 YYUTHIBATH B COCTaBE JIEKAPCTBEHHOTO
npenapara: JJakTo3sl MoHOTHIpaT — 71,33 Mr (cm. pazaen 4.4.).

[TonHbIit mepedeHb BCIOMOTaTeIbHBIX BEIIECTB MPUBEIEH B pasaene 6.1.
3. JIEKAPCTBEHHAS ®OPMA
TalneTku, MOKPBITHIE TNICHOYHOH 000I0UKOH.
[IpononroBareie TaONEeTKH, HOKPHITHIE TUIEHOYHON 0007104YKOH, O€I0To0 1BeTa.
4. KJIMHMNYECKHUE JJAHHBIE
4.1. Tloxka3aHusi K NPUMEHEHHIO

[Ipenapat Honunpen A ®opre noka3zaH K IPUMEHEHUIO Y B3POCIIbIX.
e DcceHIMalbHAs TMIEPTEH3NUS.
e VYV QanuMeHTOB C apTepUalbHON THIEPTEH3UEH M caxapHbIM auabeToM 2 TUMa A
CHIJKEHMS pHCKa Pa3BUTUS MHUKPOCOCYIUCTBIX OCIOXKHEHUH (CO CTOPOHBI MOYEK) U

MaKpOCOCYTUCTBIX OCTIOXKHEHUN MPU CEPACYHO-COCYAUCTHIX 3a00IeBaHUIX.

4.2. Pexum 103MPOBAHUSA U CIIOCO0 MPUMEHEHMSI

PexxuM 103upoBaHus

Dccenyuanvrasn 2unepmensus
ITo 1 TabneTke nexapcTBeHHOro npenapata Homunpen A ®opre 1 pas B CyTKu.
[To BO3MOXHOCTM MpUEM IpenapaTa HAuMHAIOT C M[OAOOpa /103 OJHOKOMIIOHEHTHBIX

npenapaTtoB. B ciiydae KIMHHYECKOH HEOOXOAWMOCTH MOKHO PacCMOTPETh BO3MOXKHOCTh



Ha3HA4YCHWs KOMOWHHUPOBAHHOHW Tepanuu mnpemnapatom Homumpen A dopte cpasy mocie
MOHOTEPAIHUH.

Ecnu notpebyeTcst u3MeHeHHUe 1035l OTHOTO U3 JICHCTBYIONIMX BEIECTB B COCTAaBe Mpernapara
(HampuMmep, B CBSI3U C BHOBBH JIMarHOCTUPOBAHHBIM 3a00JIEBAaHUEM, U3MEHCHHEM COCTOSHUS
HayeHTa Uik JIEKapCTBEHHBIM B3aUMOJICHCTBUEM), TO HEOOXOAUM UHIUBUAYATbHBIN O100D
7103 OTJEJIbHBIX KOMITOHEHTOB.

Y nayuenmoe c apmepuanvroii cunepmenzuell u caxapHvim ouabemom 2 muna 0ns CHUHCEHUs.
PUCKA pa3sumusi MUKPOCOCYOUCBIX OCLONCHEHUN (CO CMOPOHbL NOYeK) U MAKPOCOCYOUCbIX
OCJLOJHCHEHULL OM CepPOeyUHO-COCYOUCMBIX 3A00Ne8aAHULL

PekoMenayercss HauMHATH Tepamuio ¢ KOMOMHAIMM HMHIANaMuj + MEpUHAONPUT B J103€
0,625 mr+2,5 mr (nexapctBeHHbId mpenapat Homumpen A) 1 pas B cytku. Yepe3 3 mecsma
TEpanuy, IPU YCIOBUM XOpOIIEH NEPEHOCHUMOCTH, BO3MOXHO YBEJIWYEHHE [03bl—10 1
tabnerke Homumpen A ®opte 1 pa3 B cyTKH.

Oco0nIe I'pynIbl TanMEHTOB

Tayuenmoi nosxcunozo 6o3pacma (cm. pazoen 4.4)

Crnenyer Ha3HAyaTh JICYCHHUE MPENAPATOM IOCIE OLEHKH (YHKLIUHU MOYEK M apTepHabHOTO
nasnenus (AJl).

Iayuenmul ¢ napywenuem gynxyuu novex (cm. pazoenvt 4.3 u 4.4)

JlexapctBenHblii npenapat Homunpen A @opre NpoTHBOIIOKA3aH NALMEHTaM C TSKEIBIM
HapymeHneM ¢pyHkiuu nodek (knupenc kpeatuauna (KK) ke 30 mi/MuH).

Y namueHTtoB ¢ yMmepeHHbIM HapymeHueM ¢yHknuu nodek (KK 30-60 wmi/Mun)
pEeKOMEHAyeTCsl HAaUWHATh TEPANuio ¢ HEOOXOIUMBIX /103 MpenaparoB (B BUIE MOHOTEpAIINN),
BXOJSIIINX B COCTaB JeKapcTBeHHOro npenapara Homunpen A @opre.

[Manuentam ¢ KK, paBHbiM wiu npeBbimatonmm 60 Mii/MUH, KOPPEKIIMU 103l HE TpeOyeTcs.
Ha ¢one tepanuu HeoOX0aUM pEryNSIpHBI KOHTPOJIb KOHIIEHTPAIMN KpeaTUHUHA U KaJlus B
1a3Me KPOBH.

THayuenmoi ¢ Hapywenuem gyukyuu nevenu (cm. pazoenvt 4.3, 4.4 u 5.2)

JlexapctBenHblii npenapat Homunpen A @opre NpoTHBOINIOKA3aH NALMEHTaM C TSKEIbIM
HapynieHneM (QyHKIHUU EeUYEHH.

[Tpu ymepeHHOM HapylIeHUU (YHKIIMH ITeYEeHN KOPPEKIIHS 103kl He TpeOyeTcs.

CTH



JlekapctBennniii npenapar Homunpen A @opre He cleayeT NPUMEHSTh y JeTed U
MOJAPOCTKOB B Bo3pacTte M0 18 meT BBUAY OTCYTCTBUS MaHHBIX 00 3(PQPEKTUBHOCTH U
0€30IaCHOCTH MTPUMEHEHHUS MTperiapara y MalueHTOB JaHHOW BO3PACTHOM TPYIIIHL.

Cnooco0 nnpuMeHeHus

BHyTpb, NpeAnOYTUTETHHO YTPOM, NEepe MprueMoM NUIIH. TabneTku cieayeT nporiaTbiBaTh

IIEJIUKOM, 3aITHBasi BOJOM.

4.3. IIporuBOoNnOKa3aHUA

Hnoanamuo

— I'unmepuyyBCTBUTENBHOCTE K JICHCTBYIOLIEMY  BEIIECTBY WJIM  JIHOOBIM  JAPYTUM
CyJb(OHAMHTAM.

— Tsokenoe Hapymenue Gynkunu nouek (KK nmke 30 mu/mun).

— Ileuenounas sH1IEaTONATHS.

— Tsxenoe HapyuieHue QYHKIMH TEYSHHU.

— I'mnokanuemus.

Ilepunoonpun

— I'unepuyyBCTBUTENBHOCTD K JACUCTBYIOLIEMY BEIIECTBY HJIM JIFOOBIM IPYTMM MHTHOUTOpaM
aHTHOTEeH3WHITpeBpalaroniero pepmenta (AIID).

— AmnrnoneBpotuyeckuii orek (orek KBuHKe) B aHamHe3e Ha (oHe mpuema ApyTrHx
uHruouTOopoB AIID (cm. pazmen 4.4).

— HacnencTBeHHBIN/MANOTIATUYECKU aHTHOHEBPOTHYECKUI OTEK.

— bepemennocTts (cm paznuen 4.6);

— CoBMecTHOE TpPUMEHEHHE C aJIHCKUPEHOM U  JIEKapCTBEHHBIMH  IIperapaTamu,
COJIEpKalIMMK ATUCKUPEH, Y MAalMEHTOB C CaXapHbIM AHA0ETOM W/WIH YMEPCHHBIM WU
TSOKETBIM HapylieHueM (QYHKIIMH ToYeK (CKOpocTh KiryooukoBod (uibrpanuun (CKD)
menee 60 mMi/mMun/1,73 M? TIOmAaaM MOBEPXHOCTH Tena) (cM. pasaenst 4.5 u 5.1).

— CoBMecTHOE NMPUMEHEHHME C aHTaroHucramu peunentopos aHruoreHsuHa II (APA II) y
MAIMEHTOB ¢ AnadeTndeckor HedponaTueit (cM. paznen 4.4).

— CoBMmecTHOE TpUMEHEHUE ¢ KoMOuHaIel Bancaptad + cakyoutpui. Homunpen A ®@opte
HeNnb3s NPUHMMATh paHee, 4eM depe3 36 4yacoB IOCIE NMPUMEHEHMs MOCIEIHEN 103bI

KOMOUWHAIMK BajicapTaH + cakyOUTpui (cM. pasaensl 4.4. u 4.5).



— DKcTpakopnopanbHas Tepamusi, NPUBOJAALIAS K KOHTAaKTy KpPOBH C OTPHULATEIBHO
3apsHKEHHBIMU TTOBEPXHOCTAMH (CM. paszzen 4.5).

— BbIpakeHHBII JABYCTOPOHHUM CTEHO3 TOYEUYHBIX apTEPUid WM CTEHO3 apTepuu
€IMHCTBEHHON (QYHKIIMOHHUPYIOMIEH TOYKH (CM. pasnen 4.4).

Honunpen A @opme

— FI/Iﬂep‘-IYBCTBI/ITe.HBHOCTL K JIIO6OMy U3 BCIIOMOT'AaTCIIbHBIX BCIICCTB, Hepqu/IC.HeHHBIX B
pazznene 6.1.

— I/I3-321 OTCyTCTBI/I}I JOCTATOYHOI'O KJIMHHUYCCKOI'O OIIbITa .HGKapCTBeHHI:II\/'I npenapaT
Honunpen A ®opre He cienyeT NpUMEHATh y NAllMEHTOB, HAXOASIIUXCSI HA TEMOINAJIN3E,
a TakXke Yy TalUMEeHTOB C HEJEUCHOM CepAeYHOM HEAOCTAaTOYHOCThIO B CTaJAUH

JIEKOMITEHCAIIUH.

4.4. OcoOble ykazaHHUSl M Mepbl PEJOCTOPOKHOCTH IPH NPUMEHEHHH

C 0CTOPOKHOCTBLIO

CucremHble 3a00J€BaHMA COEAMHMUTENBHOM TKaHUM (B TOM YHCIIE, CHCTEMHas KpacHas
BOJYAaHKA, CKJIEpOJEpMHUA M  JIp.). CONYTCTBYIOIIEE IPUMEHEHHE aJUIONypUHOJIA,
IUTOCTATUKOB U HMMYHOJICIIPECCAHTOB, WJI MTPOKanHaAMHJIA (PUCK pa3BUTHS HEUTPOIICHUH U
arpaHyJIOIMTO3a), COMYTCTBYIONIAs TEparus MpenapaTaMy JIMTUS, MIpernapaTaMi aTuCKUpeHa
y NanueHToB 0Oe3 caxapHOro auadera WM HapylleHUH (QyHKIMM IOYeK, aHTaroHHUCTaMHU
peuenrtopoB anruoteHsuHa Il (APA II) y mamueHntoB 0e3 auabernueckod HedpomaTww,
npenapaTtamMi 30J0Ta, HECTEPOUIHBIMU MPOTHBOBOCHANUTENbHBIMU Tpenapatamu (HIIBIT),
0akiioeHOM, KOPTHUKOCTEPOMJaMH, WHTHOMTOpaMH HenmpuimsuHa (cM. pasgen 4.5),
npenapaTamy, KOTOpble MOT'YT BbI3BaTh yAJuHEeHHE nHTepBana QT Ha aiekTpokaparorpamme
(OKI), cepieuHbIMH INIMKO3UAAMH, JIEKAPCTBEHHBIMU IIPENapaTaMy, KOTOPbIE MOTYT BbI3BATh
HOJMMOP(HYIO JKEITYT0UYKOBYIO TaXUKApAMUIO THIA «IUPYIT», YTHETEHHE KOCTHOMO3TOBOTO
KPOBETBOPEHHsSI, CHI)KEHHBIH 00BEM LUPKYJIHpYIOmEH KpoBU (IIpHEM JIMYPETHKOB,
OeccoseBasi aWeTa, pBOTA, JUapes, TEMOIUAJIU3), uiemMudeckas OoJie3Hb cepna,
1epeOpoBacKyIsIpHbIC 3a00JIEBaHMS, PEHOBACKYJIApHAs THUIEPTEH3Us, CaxapHbIA IuaderT,
NEPBUYHBIN T'HIEPaTbIOCTEPOHU3M, XpOHHUYECKas cepaedHas HenocratoyHocTs (II-IV
¢yHKIMOHATIBHOTO Kiacca mo kiaccupukamun NYHA), nHapymeHuss QyHKUMU TEYEHH U
IOYEK, TrunepypukeMuss (OCOOEHHO  CONPOBOXKJAIOMIAACA MNOJArpod M ypaTHBIM
He(ponmuTHazom), nabWiIbHOCTH AJl, TOXWION BO3pacT, MPOBEACHHE TeMOJUaIn3a C

NPUMEHEHUEM BBICOKOTIPOTOYHBIX MEMOpaH WM JIeCEHCHUOMIU3alus, Mepea MpoIeaypoi



adepesa ymmonporenHoB HU3Ko#M 1uiotHoctu (JITTHII), cocrosiHMe mocie TpaHCIIaHTAIluU
HOYKH, XUPYPTUYECKOe BMELIATEIILCTBO/AHECTE3Hs, CTCHO3 A0PTAIBHOTO WIIM MUTPAIBHOTO
KJIarmaHa/runeprpodudeckas OOCTpYKTHBHAs KapAUOMHUONaTHS, aTepOCKIIEPO3,
NPEJCTaBUTENIN HETPOMAHON packl (MeHee BBIpAKEHHBIH HPQPEKT OT NPUMEHEHHs),
CIIOPTCMEHBI (BO3MOXKHA TOJIOKUTEIbHAS PEaKIHs MPH JTOMUHT-KOHTPOJIE), COMYTCTBYIOIIAST
Tepanus KaluiicOeperaromuMy ANypeTUKAMH, TpernapaTaMyd Kajdus WIM y TaIHeHTOB ¢
NOBBIIEHHBIM ~ COJEPKAaHHEM Kajlus B IUIa3Me, THIEPKAIMEMHs, TUIIOHATPUEMUS,
OTATOLICHHBIA aJUIEProJIOTHUECKUIl aHaMHe3, ajJIepruyuecKkasl peaklus Ha TMEeHUIWUIMH B
aHaMHe3e.

Obwee 015 unoanamuoa U NepuHOOnpPUILA

[Ipumenenune nexkapcTBeHHoro npenapara Homunpen A  @opre He CONpPOBOXKAAETCS
CYIIECTBEHHBIM  CHW)KCHHEM  4YacTOThl  MOOOYHBIX  3(PQeKToB, 3a  HCKIIOYCHHUEM
TUIIOKAJIMEMUN, [0 CpPAaBHEHUIO C TMPUEMOM OTAENbHBIX KOMIIOHEHTOB IIpenapara B
HAaMMEHBIIINX pa3pelIeHHBIX IS MPUMEHEHHUs 1o3ax (cMm. pasmen 4.8). B Hauane Tepamuu
JIByMsi THUIOTEH3WBHBIMU IIpenaparamM, KOTOpbIE MAalMEHT HE MOJy4yal paHee, Helb3s
UCKITIOYUTHh YBEITMYCHHUS YaCTOTHI Pa3BUTHUS MIUOCHUHKpazuu. TiiarenbHOe HaOoJeHuE 3a
MAlFEHTOM MO3BOJISIET CBECTU ITOT PUCK K MUHUMYMY.

IIpenapamol rumus

CoBMecTHOE MpUMEHEHNEe KOMOWHAIIMY WHIANAMI/Ia U IEPUHIONPUIIA C TIperapaTaMu JTUTUS
00OBIYHO HE peKOMEHIyeTcs (CM. pasnen 4.5).

Hapywenue ¢ynkyuu novex

Tepanus npenapatrom Homunpen A @opre npoTUBOMOKa3aHa MAIMEHTaM C TSKEIbIM
HapymeHnneM ¢yHkiuu noyek (KK wmenee 30 wmu/mMuH). Y HEKOTOPBIX NAIlMEHTOB C
apTepuallbHON TUmnepTeH3uel 0e3 MPEAIIECTBYIOMIET0 OYEBUIHOTO HapyIIeHHs (QYHKIUU
noyek Ha (OHE Tepalud MOTYT MOSBUTHCS J1IaOOpaTOpHbIE MNPU3HAKU (PYHKIIMOHATBHON
MOYEYHON HEOCTaTOYHOCTH. B 3TOM cilydae jieueHHe cieAyeT NpeKkpaTtuth. B manbHeinmeM
MOKHO BO300HOBHTH KOMOWHUPOBAHHYIO TEpANUIO, MPUMEHSs HU3KHE 03Bl MPErapaTosB,
1100 MPUMEHSTH TOJIBKO OJIUH U3 IPEraparos.

TakuM nmanueHTaM He0OXOUM PETYJISIPHBIA KOHTPOJIb KOHIIEHTPALlMU KaJus U KpeaTHHUHA B
KpOBM — 4Yepe3 2 HEAeNM IOcJe Hayajga Tepanuyd W B JaJbHEWIIEM KaxKaple 2 Mecsla B
nepuo, Korjaa o3a mpemnapara nogoopana. [loyednas HeJOCTATOUHOCTD Yallle BOSHHUKAET Y
MAalMEHTOB C TSOKEJIOM CEepACYHOM HEIOCTATOYHOCTHIO WM MCXOJHOW IMOYEYHOU

HEJ0CTATOYHOCTBIO, B TOM YHUCIIE, [IPU CTEHO3€ II0YEYHOU apTEPUH.



JlekapcTBennsiii mpenapat Homunpen A dopre He peKOMEHIOBaH K MPUMEHEHHIO B CiIydae
JBYCTOPOHHEIO  CT€HO3a IIOYEYHBIX apTepuil wWiIM B  CIy4ae  E€JUHCTBEHHOU
(YHKIMOHUPYIOLIEH MOYKH.

ApmepuanvHnas cunomeH3us u HapyuieHue 600HO-21eKMPOIUMHO20 b6anranca

B ciyuae ucxoaHOM TMIOHATPUEMHH CYIIECTBYET PUCK BHE3AIMHOIO PA3BUTHS apTEPUATIBHON
TUIIOTEH3WH, B YACTHOCTH, y IAMEHTOB CO CTEHO30M mnouyeyHo aprtepuu. [losTtomy
HEOOXOIMMO TIPOBEJICHHE CHCTEMAaTUYECKOH OIIGHKH CHMIITOMOB O00€3BOKMBAaHUS U
CHUKEHHUS COJCpPXKAHUS HJIEKTPOJUTOB B IUIa3ME KPOBHU, HANpHUMeEp, MOCIe AUapeu WIu
pBOTHL. TakuM manueHTaM HEOoOXOIUM PEryJIpHBIA KOHTPOJb COAEPIKAHUS DJIEKTPOJIUTOB
IJ1a3Mbl KPOBHU.

[Ipu BBIpa)KeHHOW apTepUANbHOW TUIOTEH3UHM MOXXET TIOTPeOOBaThCS BHYTPHUBEHHOE
BBEJICHUE U30TOHUYECKOIO COJIEBOTO PacTBOPA.

Tpan3utopHass aprepuanbHas TUNOTEH3Us HE ABISIETCS NPOTHUBOIOKA3aHUEM  JUIS
nponosbkeHusi Tepanuu. [locie BoccTaHOBICHHS OO0ObeMa NUPKYIUPYIOIMIEH KpoBu u Al
MO>KHO BO300OHOBUTH TEPAINHIO, IPUMEHSISI HU3KHE J03bI, THOO MPUMEHSTHh TOJIBKO OJUH W3
KOMIIOHEHTOB IIpenapara.

Cooeporcanue xanus

Kom0OuHnpoBaHHOE MPpUMEHEHNE UHIANaMI1a U IEPUHI0NpUIIa He MPeJOTBpaIlaeT pa3BUTHE
TUTNOKAIMEMUH, OCOOEHHO Yy TAIMEHTOB C CaxapHbIM JIuabeToM WU  TOYEeYHOM
HEOCTaTOYHOCThIO. Kak M B ciydyae NMpUMEHEHHUs J000ro TMIIOTEH3MBHOTO Mpernapara B
KOMOMHAIIUU C JUYPETHKOM, HEOOXOOUM PETYJSpPHBIA KOHTPOJIb KOHIEHTpPAlUu Kajus B
IJ1a3Me KpPOBH.

Hnoanamuo

Ileuenounas snyegpanonamus

[Ipy Hanuuuu HapymeHUH QYHKIUU TEeYEHW MpPUEM THA3HIHBIX U THA3UI0MOJ00HBIX
JTNYPETUKOB MOKET MIPUBECTU, OCOOCHHO B CIIy4yae 3JIEKTPOJIUTHOTO IucOalaHca, K Pa3BUTHIO
NICUYCHOYHOH 3HIe(aNIonaTuu, KOTopas MOXET MPOrpeccupoBaTh 0 MEYCHOYHOH KOoMbl. B
TaKOM CUTyallMU CJIeAyeT HEMEUICHHO MPEKPATUTh MIPUEM JUYPETUKA.
DomouyecmeumenbHoCmb

Ha ¢one mpuema THazWOHBIX W THA3WUIOTOMOOHBIX IUYPETHKOB COOOIIAIIOCH O CIIy4asx
pasBuTHs peakiuii PoTouyBCTBUTENLHOCTH (cM. pasnen 4.8). B ciydae pa3BuTus peakiiwii
¢dboTOUyBCTBUTENHHOCTH Ha (DOHE Mpuema mpemnapara CileayeT MPeKpaTuth jedeHue. [Ipu

H€O6XO,Z[I/IMOCTI/I MMPOAOJIKCHUS TCPpAIlMU NUYPCTUKAMHU, PCKOMCHAYCTCA 3allUINATh KOXKHBIC



MIOKPOBBI OT BO3JICHCTBHSI COTHEUHBIX JTyYeH MITH UCKYCCTBEHHBIX YIIbTPa(QUOIETOBBIX JTyUei.
Boono-anexmponumusiii baranc

Konyeumpayus uonos nampus 8 niasme Kposu

Kon1eHTpanno HOHOB HaTpuUs B TIa3Me KPOBU HEOOXOMMO OIPEeIIsATh 10 Havyaja JeueHus,
a 3aTeM PEryJsIpHO KOHTPOJIMPOBATh Ha (poHe mpuema npenapaTta. CHUKEHHE KOHLEHTPALMH
MOHOB HATpHUs Ha HAYaJbHOM JTall€ MOXET HE CONPOBOXKAATHCA KIMHUYECKUMU
CHUMIITOMaMH, TIOTOMY HEOOXOIMM perysipHbIi JabopaTopHBI KOHTpOJdb. bonee wacTeiii
KOHTPOJIb COJEPKaHUS MOHOB HATPUS MOKA3aH MaleHTaM ¢ LUPPO30M IIEUYEHU U MAallMEHTaM
noxmwioro Bospacta (cMm. paszensl 4.8 u 4.9). Jleuenue moObIMH AMYypETHKAMHU MOXKET
BBI3BAaTh TMIIOHATPUEMUIO, UHOTA C OYEHb CEPBEZHBIMM IMOCIEACTBUAMU. [ MmoHaTpueMus,
COIIPOBOJKIAIONIASICSl THUIOBOJIEMHUEH, MOXET MPUBOAUTH K PAa3BUTUIO OOE3BOKMBAHUS U
oprocTatndeckol runoreH3suu. COomyTCTBYIOIIEE CHU)KEHUE COJEp)KaHHS MOHOB XJIOpa
MOYET MPHUBECTU K Pa3BUTUIO BTOPHUYHOIO KOMIIEHCATOPHOTO METabOJIMYECKOIo ajkano3a:
4acTOTa €r0 BO3HMKHOBEHHS U CTENIEHb BBIPA)KCHHOCTH HE3HAYNUTEIbHBIE.

Konyeumpayus uornos xanus 6 niazme Kkposu

CHMXeHHEe KOHLIEHTPAIMH KaJIHsl ¢ THIIOKAINEMHUEH SBISETCS OCHOBHBIM PUCKOM, CBS3aHHBIM
C Tepamuedl THAa3WAHBIMH W THA3MIONOJIOOHBIMH AWYpPETHKaMH. [ HIOKamMeMus MOXKET
BBI3BATh MBIIIEYHBIE paccTpoiicTBa. Coodmanocs o ciydasx padJoMHONIN3a, B OCHOBHOM Ha
(b oHE TSKEION TUITOKATHUEMUHU.

Heo0xonuMo mpemynpexnaTh pPHCK CHIDKEHHS KOHILIGHTPAllMM HMOHOB Kanusg (MeHee
3,4 MMOITB/IT) y CIEIYIOUIMX KaTErOpHi MalMeHTOB W3 TPYIIIBI BEICOKOTO PUCKA: MAIlMEHTOB
NOXWJIOTO BO3pacTa W/WIM MCTOUICHHBIX TMAIIMEHTOB KakK IOJy4alolINuX, TaK M He
MOJYYaIOIUX COYETAaHHYI0 MEAMKAMEHTO3HYIO TEpanuio, NallMEeHTOB C IUPPO30OM IE€UYECHHU C
OTEKaMH M AaCUUTOM, HIIEMHYECKOW OOJEe3HBIO CepAla, CEepACYHOH HEIOCTATOYHOCTHIO.
I'mnokanuemus y 3THX NalMEHTOB YCUIMBAET TOKCHYECKOE IEHCTBUE CEPCUHBIX TIMKO3UI0B
¥ TIOBBIIIACT PUCK BOSHUKHOBEHHS HApYIICHUH pUTMA.

K rpynne nmoBbIIIEHHOTO PUCKA TaKXKe OTHOCATCS MAIlMEHTHI ¢ YAJMHEHHBIM nHTepBaioM QT
Ha DKI', KaKk BpOKJIEHHBIM, TaK ¥ BHI3BAHHBIM JICHCTBHEM JIEKAPCTBEHHBIX CPE/ICTB.
I'mnokanuemus, Takxe, Kak U OpaguKapans, CIIOCOOCTBYET Pa3BUTHIO TSDKENBIX HApyIICHUH
CEep/IEYHOr0 PUTMA, OCOOCHHO MOIMMOPGHOI >KeIyJOYKOBOW TaxXMKapAWU THIA IIHPYIT»,
KOTOpasi MOXeT ObITh (haTambHOH. BO Bcex OmMMCaHHBIX BBHIIIE Clydasx HeEoOXoaum Oosee
YacThli KOHTPOJb COJEpXKaHMS HWOHOB Kalusi B IUIa3Me KpoBu. llepBoe wu3MmepeHue

KOHIICHTPAIlMKM HOHOB KaJiud HGOGXOI[I/IMO IMPOBECCTU B TCUCHUC HCpBOfI HEACIN OT Hadalla



Teparuu.

[Ipy BBISIBIEHUM THUIOKATUEMHUM JOJKHA MPOBOAUTHCS COOTBETCTBYIOIIAS KOPPEKIHA.
I'unokanuemus, cBsA3aHHAsE C HU3KOW KOHUEHTPALMEN MarHusi B CHIBOPOTKE KPOBU, MOMKET
OBITh PE3WCTEHTHA K JICYCHHUIO JI0 TeX IMOp, MOKA YpPOBEHb MAarHUs B CBHIBOPOTKE KPOBH HE
OyzleT CKOPPEKTUPOBAH.

Konuenmpayus uonos xanvyus 6 niasme Kkposu

TuasuaHble U THA3UIONOA00HBIE JUYPETHKU MOTYT YMEHBIIATH BBHIBEJCHUE MOHOB KabIUS
MOYKAMH, TIPUBO/IS K HE3HAUUTEITHPHOMY M BPEMEHHOMY IMOBBINIEHUIO KOHIIEHTPALIUN KabIUS
B IUIa3Me€ KpOBHU. BbIpa’keHHOE MOBBIIEHHUE KOHLEHTPAMU HMOHOB KalbIMS MOXET ObITh
CBS3aHO C HEIMArHOCTUPOBAaHHBIM rumneprnaparupeo3oM. Ilepen uccnepoBanueM (GyHKUUU
MapaluTOBUIHBIX JKeJe3 CIEAYET OTMEHUTD MPUEM JUYPETUUYECKUX CPE/ICTB.

Yposenv mazcnus 6 niazme kposu

Ha ¢one npumeHeHHs THa3HIHBIX U THA3UAOMOMOOHBIX JUYPETHKOB, BKJIIOYAs WHAATIAMUI,
OTMEYaoCh MOBBIIICHUE BBIICICHHSI MaTHUS C MOYOH, YTO MOXET CTaTh MIPHYNHON Pa3BUTHUS
TUIIOMarHueMuH (cM. pasaensl 4.5 u 4.8).

Konyenumpayus 2nioko3wi 8 kposu

Heo0xoaumMo KOHTPOIUPOBATh KOHIIEHTPAIUIO TIIOKO3bI B KPOBU y MALIMEHTOB C CaXxapHbBIM
nuabeToM, 0COOEHHO KOT/1a KOHIIEHTPALKs HOHOB KaJusl HU3Kasl.

Mouesas kxucroma

VY nanueHToB ¢ MOBBIIIEHHOW KOHLEHTpAlueld MOYEBOM KHUCIIOTHI B IUIA3ME KPOBHU MMEETCS
TEH/ICHIMS K YBEJIMYEHHIO YaCTOThl BO3HUKHOBEHHUS IPUCTYIIOB M1OJ1ArPHl.

Luypemuueckue cpedcmea u pynkyus novex

TuasunHele ¥ THA3UAONOAOOHBIE IUYpeTUKU 3((PEeKTUBHBI B TOIHOH Mepe TOJBKO Y
NAllMeHTOB C HOPMAJbHOW WM HE3HAUMTENbHO HApyIIEeHHOH (yHKIHMEH IodYek
(KOHIIEHTpAIMs KpeaTHHUHA y B3POCIIBIX MAIIMEHTOB HIDKE 25 Mr/i win 220 MKMOJIB/J).

VY NOXWIBIX NAaIMEHTOB YPOBEHb KPEATMHUHA B IUIa3M€ KPOBU JOJDKEH OLIEHUBATBCS C
y4eTOM BO3pacTa, Beca U 1ojia, B COOTBETCTBHUH ¢ popmyioi Kokpodra:

Knupenc kpearnnuna (KK) = (140 — Bo3pact) x Bec/0,814 X KOHLIEHTpalMsi KpeaTHHHHA B
IU1a3Me KpOBH,

I7ie: BO3PAcT — BO3pACT MALMEHTa B rojax, BEC — Macca Tella B KT, KOHIIEHTpalus KpeaTHHUHA
— KOHLIGHTpAIIHsI KpeaTMHUHA B IJIa3Me KPOBH B MKMOJIB/J.

dopmysia NOAXOIUT Ui MYXKUYMH IOXKHWIOTO BO3pacTa; I JKEHILMH IO0KUIIOTO0 BO3pacTra

ClIeyeT YMHOXKHTD pe3ynbTaT Ha Koddduuuent 0,85.



B nauane neueHus TuypeTUKOM y MAIMEHTOB M3-3a TUIMOBOJIEMHUH (BCIIEICTBUE BBIBEICHUS
BOJIbI M1 MIOHOB HATpHs) MOXET HAOMIOAAThCsl BPEMEHHOE CHUKEHHE CKOPOCTH KITyOOUYKOBOM
bunbTpauM U yBEIWYCHUE KOHIICHTPAIIMM MOUYEBHMHBI U KpEaTHMHHHA B IUIa3Me KPOBH. JTa
TpaH3uTOpHas (PYHKIMOHAIbHAS TOYEYHAs HEJIOCTATOYHOCTh HE MMeEeT HeOIarompusiTHBIX
MOCJICICTBUM JJI MAIMEHTOB C HMCXOJHO HOPMaJbHON (DYHKIMEH TOYeK, OJTHAKO MOKET
yCYTyOIsTh yKe UMEBIIeecs 10 Hauasia JIeYeHUs HapylleHHe (PyHKIIUU MOoYeK.

Cnopmcmenvl

CroprcMeHaM clieflyeT oOpaTuTh BHUMAHHE Ha TO, YTO JIGKAPCTBEHHBIN Tpenapar COAEPKUT
NEICTBYIOIIEEe BELIECTBO, KOTOPOE MOXKET J1aBaTh IOJOXKHUTENbHBIN pe3yJabTaT mpU
MIPOBEJICHUH TOMUHT-TECTA.

XopuouodanvbHblii 8b1NOM, OCMPAs MUONUS, BMOPULHASL 3AKPLIMOY20bHAS 2AYKOMA
CynbpoHaMuT U €ro MPOU3BOJHBIE MOTYT BBI3BIBATH PA3BUTHE HINOCHHKPA3ZUYIECKON
peakuuu, MpUBOASIIEH K Pa3BUTHIO XOPUOMAAIBLHOTO BBINOTA € JAe()EKTOM MOJs 3pEeHHS,
nepexoAsuiedl MHUONMMM M OCTPOM BTOPUYHOW 3aKPBITOYTOJIbHOW TIiiaykoMe. CHUMITOMBI
BKIIIOYAIOT BHE3AIMHOE CHIKEHUE OCTPOTHI 3pCHHsSI WK 00Jb B T1a3aX ¢ OCTPHIM HAYaJIOM U
OOBIYHO BO3HHUKAIOT B TEYCHHWE HECKOJIBKMX YacOB WM HEJENb IOClie Hadajga mpuemMa
npenaparta. [Ipu oTcyTcTBUM JieueHus: ocTpasi 3aKphITOYToJIbHAS TJIayKOMa MOXKET MPUBECTH K
HeoOpaTuMol moTepe 3peHus. B mepByro ouepenps Tepamusi 3aKJIIOYaeTCsl B MaKCUMAlIbHO
OBICTpOI OTMEHE mpernapara. Eciu BHYTpUTIIA3HOE JAaBIIEHUE OCTACTCS HEKOHTPOIUPYEMBIM,
MOKET TMOTPEeOOBAThCSI HEOTIOKHOE MEIUKAMEHTO3HOE JIEUCHHE WM XHPYPrHUecKoe
BMenareascTBO. DakTopaMu pUCKa Pa3BUTHUSI OCTPOM 3aKPHITOYTOJbHOM TJIAyKOMBI MOTYT

OBITh AJUICPrudCcCKrUEC pCakiuuu Ha Cy.]'II)(bOHaMI/II[ WK ICHUIWJIJIMH B aHaAMHE3E.

Ilepunoonpun

Heouinas 6roxada penun-aneuomen3uH-aiboocmeponogotl cucmemst (PAAC)

Wmerorcss naHHble 00 yBEIMYEHUM pUCKA BO3HUKHOBEHHS apTEpUATbHOW THUIOTEH3UH,
TUNEpKATMEMUN W CHIDKEHMS  (YHKUMM TO4YeK  (BKJIOYAas OCTPYIO  IOYEUHYIO
HEIOCTaTOYHOCTh) TPU COBMECTHOM TNpuUMeHeHWHu HHTuOuTOpoB AIID® ¢ APA 11 wnm
anuckupeHoM. Ilostomy nBoitHas Omokama PAAC mocpeiacTBoM couyeTaHuss MHTHOUTOpa
ATII®D ¢ APA Il wm anuckupeHoM He pekomeHayercs (cM. pasnenst 4.5 u 5.1). Ecnu nBoiinas
0s10kama abCoMOTHO HEOOXOMMA, TO ATO JOHKHO BBIMOTHATHCS MO/ CTPOTHM HAOIIOCHUEM
CHEIHUANICTa TIPU PETYISIPHOM KOHTpOJie (YHKIUH TMOYEK, COJAEP)KAHUS DIICKTPOIUTOB B

miasme kposu u A/l



[Ipumenenue nHrHOUTOpPOB AIID B coueranuu ¢ APA Il mpoTuBOMOKa3aHO y MAIMEHTOB C
nrabeTHIecKoi HedponaTueld U He peKOMEHIYETCsl Y IPYTUX MaIMeHTOB (cM. pa3aensl 4.3 u
4.5).

Kanuiicoepezarowue ouypemuku, npenapamel Kaius, Kaauicooepicawue 3daMeHUumenu
nUesoll conu u nuuiesvle 000a6Ku

He pexomeHayeTcs COBMECTHOE TpUMEHEHHE MEepUHAONpPHIAa U KaluhcOeperaromumux
JUYPETUKOB, a TAKXKE NPENapaToB KaJlus, KAIMHCOACPKALIUX 3aMECHUTENICH NTUIEBON COIU U
MUIIEBBIX 100aBOK (cM. pasnen 4.5).

Hetimponenus, azpanynoyumos, mpomooyumonenus, aHemus

NmeroTcst cooOmieHus 0 Pa3BUTHH HEUTPOIICHWH/ArpaHysIoOlNUTO3a, TPOMOOIIMTOIICHHH |
aHeMuu Ha ¢oHe nmpueMa HHruouTopoB AIlID. V manueHToB ¢ HOpMaIbHOU (PyHKIMEH Mmouek
U 0e3 CcOomyTCTBYIOIUIMX (DaKTOpPOB pHCKa HEWTporneHHs Bo3HHKaeT peako. C KpaitHen
OCTOPOXKHOCTBIO CIIEZIyeT TNPUMEHSATh MEpUHIONPUI Ha (oHEe cUCTEeMHBIX 3a0o0JieBaHUMN
COCIMHUTENILHON TKaHU, a Takke, Ha (OHE MpHeMa MMMYHOJIEIPECCAHTOB, AJUIOMypPHUHOIIA
WIM TIPOKaWHAMKJIA, WIX TIPH COYETaHUH ATUX (HAKTOPOB, OCOOCHHO y MAIIMEHTOB C MCXOTHO
HapyIEeHHON (YHKIUEH MoyeK.

Y HEKOTOpBhIX NAIlMEeHTOB BO3HMUKAIM TsKeJIble HHPEKUMOHHbIE 3a00JeBaHUS, B psle
CIy4yaeB, yCTOWYMBBIE K HMHTCHCUBHOW aHTUOMOTHKOTepamuu. [Ipu Ha3HaAYCHUH
NEpUHAONPUIA TaKHUM MAalMEHTaM PEKOMEHAYETCs MEePHOJMYECKH KOHTPOJIUPOBATH YHCIIO
JEUKOUTOB B KpoBU. IlammeHThl IOMKHBI COOOIIaTh Bpady O JIIOOBIX MpPU3HAKaX
nH(]EKIMOHHBIX 3a001eBaHui (Hapumep, 00Jb B ropJe, Tuxopaaka) (cM. pa3aens! 4.5 u 4.8).
AHeMus1 MOXET pa3BUBATHCS y MAMEHTOB MOCJE TPAHCIUIAHTAIMH MTOYKH WM y MAIUEHTOB,
HaXOJAIIMXCs Ha remoauanuse. [Ipu 3ToM CHHXKeHHe reMoryioOnHa TeM OoJIbIlIe, YeM BBIIIEe
ObuUl €ro TMepBOHAYAJIBHBIA MOKa3aTedb. ITOT 3(Q(eKT, MNO-BUAMNMOMY, HE SBISIETCS
J10303aBUCUMBIM, HO MOYXET OBITh CBSI3aH C MEXaHU3MOM JCHCTBUS HHTHONTOPOB AIID.
He3HnauntenbHoe CHUKEHHE TeMOITIOOMHA MPOUCXOUT B TE€YEHHE MEPBBIX 6 MECALEB, 3aTEM
OH OCTaeTcs CTaOWJIBHBIM U MOJHOCTHIO BOCCTAHABIMBAETCS IOCIE OTMEHBI mpemapara. Y
TaKUX TAlUEHTOB JICYUEHHE MOXKET OBITh MPOJOHKEHO, OJHAKO I'eMaTOJOTHUYECKUE aHATU3bI
JTOJIKHBI IPOBOJAUTHCS PETYIISPHO.

Penosackynapnas eunepmensus

VY nanMeHToB € JBYCTOPOHHUM CTEHO30M IIOYEYHBIX apTEpUil WM CTEHO30M apTepuu
€IMHCTBCHHON (YyHKIMOHUpYIOMIEH MOYkH Ha QoHe mnpuMeHeHus wunruoutopa AllD

BO3pacTaeT PUCK Pa3BUTHUs TMIIOTEH3UU M IOYEYHOW HEAOCTAaTOYHOCTU (cM. paszuen 4.3).
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[IpueM nIUYypeTHKOB MOKET OBITH JOMOTHHUTEIBbHBIM (akTOpoM pucka (cMm. pasaen 4.3).
VYxynmenue QyHKIMHM MOYEK MOXKET HaONIOAAThCs yXKe MPU HE3HAUYUTEIbHOM H3MEHEHHH
KOHIICHTpAllUM KpEaTMHUHA B CHIBOPOTKE KPOBHU, JlaXKe y MAILMEHTOB C OJHOCTOPOHHUM
CTEHO30M IIOYE€YHOU apTepuH.

MeTtonoM JedeHHs] pEeHOBACKYJISIPHOM THUIIEPTEH3HMM SIBISIETCS peBacKyysipu3anusa. TeM He
MeHee, MpuMeHeHne HHTHOUTOpoB AIID MOXKET OKas3bIBaTh TMOJOXXKHTEIBHOE IEHCTBHE Y
JIAHHOM KaTeropvH MalMeHTOB, KaK 0KHUJIAIOIINX ONEPATUBHOTO BMEIIATENbCTBA, TAK U B TOM
cilyvae, KOT/la XMpypruueckoe BMEIIaTeIbCTBO MPOBECTH HEBO3MOXKHO.

B cnydae, ecnu manueHTamM C yCTAHOBJIEHHBIM WM MPEANOJIAraéMblM CTEHO30M ITOYEYHOH
apTepuy Ha3HA4aeTcs Tepanus KOMOMHalued uHaanamuja + MEepUHAONPHII, €€ CIeayeT
HAYMHATh C HHU3KUX JI03 B YCJIOBHSIX CTallMOHapa TOJ KOHTPOJEM (YHKIMH TOYEeK U
KOHIIEHTPAIIUU KaJHsl, TOCKOJIBKY Yy HEKOTOPBIX MAIMEHTOB pa3BUBANACH (HYHKIHMOHAIbHAS
MIOY€YHasl HEJOCTaTOYHOCTh, KOTOpasi PErpecCUpoBalIa MOCIE OTMEHBI TEPATUH.

llosvluennas yyscmeumenbHoCmMy, AH2UOHEBPOMUYECKUL OMeK

[Ipu mpueme uarudutopo AIID, B TOM yKciIe U NEPUHAONPUIA, B PEAKUX CIIydasX MOXKET
HAOMIOIaThCSl Pa3BUTHE AHTHOHEBPOTUYECKOTO OTEKa JIWIA, KOHEYHOCTEW, TyO, S3bIKa,
TOJIOCOBBIX CKJIAJIOK W/WiM TOpTaHu (cM. pasnen 4.8). DTO MOXKET MPOU30UTH B JIFOOOMU
nepuoa Tepanud. llpu NOSABIEHUM CHUMIITOMOB NpPHEM NEPUHIONPUIA JOKEH OBbITh
HEMEJICHHO MPEKPAIleH, a MAlUeHT JOKEeH HAOMI0IaThCs 0 TEX MOp, OKa MPU3HAKH OTEKa
HE WCUE3HYT MOJHOCTHIO. Ecnmu oTek 3arparuBaeT TONBKO JIUIO M TYOBI, TO OH OOBIYHO
IIPOXOJUT CaMOCTOATENBHO, MPU 3TOM B KayeCTBE CHMITOMATHYECKOM TEpAaNMu MOTYT
MIPUMEHSATHCS] AHTUTUCTAMUHHBIE CPENICTBA.

AHTMOHEBPOTHUYECKUN OTEK, COMPOBOXKAAIOUIUNCA OTEKOM TOpPTAaHU, MOXKET MPHUBECTH K
neTanbHOMY HUcX0oay. OTeK s3bIKa, TOJIOCOBBIX CKIIAJOK WJIM TOPTAaHU MOXKET MPHUBECTU K
00CTPYKLIMH JbIXaTeNbHBIX MyTed. [Ipy mosiBlIeHnH TaKuX CUMIITOMOB CJEAyeT HEMEJIEHHO
HA4aTh MPOBOJUTH COOTBETCTBYIOIIYIO TE€pANMIO, HAPUMEpP, BBECTH MOJKOXKHO 3MUHEPpUH
(ampenanmuH) B pasBenenuu 1:1000 (0,3 —0,5 mu1) w/mnum  obecreynTh MPOXOAUMOCTH
JIbIXaTeIbHBIX MyTEH.

CooOmranocs 0 0osiee BHICOKOM PUCKE Pa3BUTHUS AHTMOHEBPOTHUECKOTO OTEKa y MAllMEeHTOB
HETPOUIHOM PaChI.

VYV nmanueHToB, B aHAMHE3€ KOTOPBIX OTMEUaJICd aHTMOHEBPOTHYECKUM OTEK, HE CBSI3aHHBIN C
nprueMoM UHTHOUTOpOB AIID, MOXeT OBITh MOBBHIINIEH PUCK €T0 Pa3BUTHS TPH MpUEME

IIpenapaToB 3TON rpynmnsl (cM. paszaen 4.3).
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B penkux cayuasx Ha ¢oHe Tepanuu  umHruOutopamm  AIlD  pa3BuBaercs
AQHTMOHEBPOTUYECKUI OTeK KulleyHuka. [Ipu 3ToM y manueHToB oTMevanach 00Jib B JKUBOTE
KAaK W30JIMPOBAHHBIM CHMIITOM WJIH B COYETAaHUM C TOLIHOTOM M PBOTOH, B HEKOTOPBIX
ciydasix 0e3 MpeIIeCTBYIONIET0 AHMMOHEBPOTHYECKOTO OTEKa JIMIAa W MPHU HOPMAIbHOM
ypoBHe Cl-actepasbl. /[narHo3 ycTaHaBIWBAJICSA C IMOMOIIBIO KOMIBIOTEPHON ToMorpaduu
OpIOLIHOM TMOJOCTH, YIBTPA3BYKOBOTO KCCIEAOBAHUS WM B MOMEHT XUPYPrHUECKOTO
BMemarenscTBa. CUMITOMBI IPOXOIMINA TOCE TMpeKpamieHus npruema uHruoutopos AIlD.
[TosTomy y mamueHToB ¢ 00JIbI0 B 00JIACTH KUBOTA, MONydaroux uHruouropsl AIl®, npu
npoBefeHNN TuddepeHanbHoil  THarHOCTUKA HEOOXOAMMO YUYUTHIBATH BO3MOXKHOCTH
Pa3BUTHUSI aHTHOHEBPOTUYECKOIO OTEKA KUIIIEUHHKA.

CoBMecTHOE TMpPUMEHEHHE TEPUHIONPIIA ¢ KOMOWHHUPOBAHHBIMHU JIEKAPCTBECHHBIMHU
mpernapaTaMu, COJIEPKAIIUMHU  BaJICapTaH + CaKyOUTpUJ, MPOTUBOMOKA3aHO, TakK Kak
MOBBIIICH PUCK Pa3BUTHS aHTHOHEBPOTHUECKOTO oTeKa (cM. paszaensl 4.3 u 4.5). [Ipumenenune
KOMOMHHMPOBAHHOTO JIEKApCTBEHHOT'O Mpernapara, COJEpIKallero BajicapTaH + caKyOUTpuI,
BO3MOXKHO HE paHee, 4eM uepe3 36 4yacoB IOCIE IOCIEOHEr0 IMpueMa MEpUHIONPHIIA.
[Ipumenenue nepuHIONpUIa BO3MOXHO HE paHee, 4YeM depe3 36 4acoB IOCie MpeKpalleHus
npuema KOMOMHHPOBAHHOTO JIEKAPCTBEHHOTO npenapara, COJZIepXKaIIETro
BajicapTad + cakyouTpmi (cMm. pazaensl 4.3 u 4.5).

CoBMecTHOe TpuMeHEeHHEe WHTHOUTOpOoB AIID Cc npyruMu HHTHOMTOpPAMH HENMPHIM3HHA
(Hampumep, panekagoTpuioMm), uHruouropamu mTOR  (Hampumep, cUpPOIUMYCOM,
3BEpPOJIMMYCOM, TEMCHUPOJIMMYCOM) W  TJIUNTUHAMH  (HampuMmep, JIMHATJIUIITHHOM,
CaKCarjuNTUHOM, CHUTArJIMIITUHOM, BWJIJArJUOTHHOM) MOKET MPHUBECTH K IOBBIIIEHHOMY
PUCKY pa3BUTHS AaHTMOHEBPOTHUYECKOTO OTeKa (HAmpHMep, OTEK IbIXaTeNbHBIX IMyTeH WM
sI3pIKa, C HApyIIEHWEM JbIxaHus win 0e3 Hero (cm. pazgen 4.5). Cnemyer coOironarh
OCTOPOKHOCTh TPU Ha3HAYCHWHW parekanoTpuiia, uHruoutopoB mTOR (Hampumep,
CUPOJIMMYCa, 3BEpPOJMMYCa, TEMCHPOJIMMYCa) M TJIMITUHOB (HAampUMep, JIUHArJIUNTHHA,
CaKCarJuNTUHA, CHUTATJIUNTUHA, BWIJATJIUITUHA) Y TMaIllMEeHTOB, YK€ MPUHUMAIOIINX
uHruourop AllD.

AnaghunaxkmouoHvle peaxkyuu npu nposedeHulU 0eceHCcuoOUIU3ayul

Hmerorcss  oTaenbHbIE COOOUICHHS O Pa3BUTHUHM  JUIMTEIbHBIX, YIPOMKAIOUIUX KU3HU
aHAQUITAKTOUTHBIX pPEaKIHWid y TAIMeHTOB, Moiydarommx WHruoutopel AIID Bo Bpems
JIECEHCUOMIM3UPYIOIIEH Tepanuu SJ0M MepernOHYaTOKPBUIBIX HACEKOMBIX (ITYEJIbl, OCHI).

Wuruburopsr AIl® HeoOXOAMMO NPUMEHSATH C OCTOPOXKHOCTBIO Yy CKJIOHHBIX K
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QIIEPTUYECKUM  PEaKIUsM TaIMeHTOB, MPOXOIANINX MPOLUEAyphl JIeCEHCUOUIU3ALNU.
Crnenyer wm30erarb mnpuMmeHeHuss uHruOurtopa All®  mamueHTam, TOJYyYarONIUM
MMMYHOTEPANHIO SIIOM MEPENOHYaTOKPBUIBIX HACEKOMBIX. Te€M HE MEHee, Y MallMeHTOB,
KOTOPBIM HEOOXOIUMO Kak mpuMeHeHne nHruoutopo AIID, Tak u mpoBeAeHHE TPOIEAYPHI
JIECEHCUOMIN3alnK, aHaQHIaKTOMIHON pPEaKUd MOXKHO H30eXaTh ITyTeM BpPEMEHHOU
otMmeHbl nHrHONTOpa AIID He MeHee, yem 3a 24 yaca 10 HavaIa MPOIEAYPHI.
Anagunakmouonvle peakyuu npu npogedeHuu agepesa IUnonpomeuHo8 HU3KOU ni0MmHOCMu
(JIIIHII)

B penxux ciyuasix y manpeHToB, noixydatomux naHruoutopsr AIID, npu npoBenenunn adepesa
JIITHIT ¢ wucnosp3oBaHWEeM JeKCTpaHa CylbdaTa pa3BUBAIUCH YTIPOXKAIOIIUE >KU3HU
aHapuIaKTOUIHBIC peakuuu. s mpemoTBpaiieHus aHaQUIAKTOMIHON peakIuH CIEAyeT
BPEMEHHO TIpeKpaiiaTh Tepanuio naruoutopom AIID nepen kaxmoit mporenypoit adgepesa.
Tayuenmul, Haxooswuecs Ha cemoouanuse

Y manueHToB, mnoiaydarommx uHruoutopel AIID, mpu mnpoBemeHMH TeMoauaTu3za  C
NIPUMEHEHHEM  BBICOKONPOTOYHBIX MeMmOpaH (mampumep, AN69®) O6bulM  OTMeUeHBI
aHapUIaKTOUTHBIC peakiuu. [loaToMy KenaTebHO TPUMEHATh MEMOPaHy APYTroro TUMA WK
MPUMEHSTh TUTIOTEH3UBHOE CPEACTBO APYToil papMaKoTepaneBTUUECKOM TPYIIIbI.
Ilepsuunwiii cunepanb0ocmepoHuU3M

[TavieHTHI C MEPBUYHBIM THUIEPATBAOCTEPOHU3MOM, KaK MPaBUIIO, HE BOCIPUUMYUBBI K
AHTUTUIIEPTCH3UBHBIM IIperapaTam, JeHCTBUE KOTOPBIX OCHOBaHO Ha mHrnOnpoBanun PAAC.
[ToaTOMYy mpuMeEHEeHne Ipenapara y Takux NalueHTOB HE PEKOMEHAYETCH.

Kawens

Ha ¢one tepanuun narudéuropom AIID MoxkeT oTMeyaTbesi CyXoi YIOPHBIN Kallleib, KOTOPBIi
ucye3aeT Mocjie OTMEHbI npernapata. [Ipu mosiBIeHUM y MalMeHTa CyXOro Kaluisl CIETyeT
IIOMHUTb O BO3MOKHOM SITPOI€HHOM XapakTepe A3Toro cumnroma. Eciau nedammii Bpay
CUMTaeT, YTo Tepanus uHruouropom AII® HeoOxonuMa MalKUEHTy, BO3MOXKHO POAOHKEHNE
npuema npenapara.

Jlemu

O} PexTUBHOCTh M MEPEHOCUMOCTh MPUMEHEHHUS MEPUHAONpPUIIA y JeTed U IMOAPOCTKOB B
KayecTBE MOHOTEpANUH UM B KOMOMHALIMY C IPYTUMHU MpernapaTaMu HE YCTAaHOBIICHBI.

Puckx apmepuanvnou eunomensuu u/unu noueuHou HeoOCMamouyHoCmu (y NAyueHmos c
cepoeunoll He0OCMAamoyHOCMbIO, HAPYUeHUeM 600HO-9IeKMPOIUMHO20 baranca u m.o.)

HpI/I HCKOTOPBIX MATOJIOTMYCCKHUX COCTOSHHUAX MOXKCT OTMCUHATHCA 3HAUUTCIIbHAA aKTUBAIUA
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CUCTEMBI «PEHUH-aHTMOTEH3UH-aJIbJOCTEPOH», OCOOEHHO MPH BHIPAXKEHHON TMIIOBOJIEMUHU U
CHIDKEHUHU COJCPIKaHUS SJIEKTPOJIMTOB B Iu1a3Me KpoBH (Ha (oHe OecconeBOil AMETHI WU
JUTUTEIBHOTO TMpUEeMa JUYPETHKOB), Yy TMAIMEHTOB C MCXOAHO HHM3KUM AJl, cTeHo3oM
IIOYEYHON apTepHUM, 3aCTOMHOM CEpAEYHOM HENOCTATOYHOCTBI) HIIM LHUPPO3OM IIEYEHU C
OTEKaMH U aCIUTOM.

[Ipumenenne wunrnoutopa AIl® BebpBaeTr Onokany PAAC wuw mosToMy MOXET
COTPOBOXKAATHCS PE3KUM CHIDKEHUEM Al 1/Wiv TOBBIIIICHHEM KOHIICHTPAIMKN KpEeaTHHUHA B
1asMe  KpPOBHM, CBHUJACTEIbCTBYIOIIMM O Pa3BUTUM  (PYHKIHMOHAILHON  TMOYEYHOMH
HEJOCTAaTOYHOCTU. DTHU SBJICHUS Yallle HaOJII0Ial0TCs MpU MpUeMe MepBOM J03bl Mpernapara
WIM B TEYEHHWE IMEpBBIX JABYX HeAeNb Tepanuu. B penkux ciaydasx STH COCTOSHUS
Pa3BHBAIOTCS OCTPO M B JPYrH€ CPOKH Tepamuu. B Takux ciaydasx Ipu BO30OHOBICHHUH
TEepanuu PEeKOMEHyeTCsS MPUMEHSTh MperapaTr B Oojiee HU3KOW J103€ U 3aTeM IMOCTETICHHO
YBEJIUYUBATH 103Y.

Loowcunou eo3pacm

[lepen HawamoMm mpuemMa TNEPUHIONPHIA HEOOXOJUMO OIEHHUTHh (PYHKIIMOHAIBHYIO
AKTHUBHOCTH ITOYEK U COJICpKaHUE KaJlisl B IJIa3Me KpoBU. B Hauasne Tepanuu 103y npenapara
noAOUparoT, yYUTHIBas CTENEeHb CHIbKeHHs AJl, ocoOeHHO B cilydae OOE3BOKHMBAHHS M
MOTEPH AEKTPOIUTOB. [10100HBIE MEpPBI MO3BOJISIIOT N30€KaTh pe3koro cHkeHus A/Jl.
Amepocknepos

Puck aprepuanbHOW TUIIOTEH3WU CYIIECTBYET Y BCEX MAIMEHTOB, OJHAKO OCOOYIO
OCTOPOXXHOCTh ClIeAyeT COOMI0aaTh, MPUMEHSSI Ipernapar y MAlUeHTOB C HIIeMHYECKOi
00JIe3HBI0 Cep/illa U HEJOCTaTOUHOCThIO MO3TOBOI'O KpOBOOOpalieHus. Y TaKUX MalleHTOB
JIYCHHE CIIeyeT HAUMHATh C HU3KUX J[03 Iperapara.

Cepoeunas nedocmamo4Hocms, masxiceads cepoeyHas HeOOCmMamoyHOCMb

VY mamueHToB ¢ TSKENOW cepredHoi HemocTaTouyHOCThI0 (IV (yHKIIMOHATBHOTO Kilacca 1o
knaccuukanmmn NYHA) nmeueHue MOJDKHO HAYMHATHCS C HU3KOW JIO3BI MperapaTta W IO/
TIIATETFHBIM Bpa4€OHBIM KOHTPOJIEM.

[TanueHTHI ¢ apTepHaNbHOW THUNEPTEH3UEH C MIIEMUYECKOW OOJE3HBIO Ceplilla HE TOJDKHBI
nmpeKpamarb npueM Oera-aapeHo0I0KaTopoB: UHruOUTOpbl AII® AOMKHBI MPUMEHSTHCS
BMecCTe ¢ OeTa-aipeHo0I0KaTopamu.

Iayuenmsi ¢ caxapuvim ouabemom

Y manuMeHToB C WHCYJIWHO3aBUCHUMBIM CaxapHbIM AuabeToM (OMmacHOCTh CIIOHTaHHOTO

YBCIIUMUCHUA COACPKAHUA Ka.HI/I}I) JICUCHUC OOJKHO HA4YMHATBCAd C MHHHMAJIBHBIX 103 H
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IPOXOJUTH MOJ NOCTOSIHHBIM Bpau€OHBIM KOHTPOJIEM.

Heo6xonuMo TIIATENBHO KOHTPOJIMPOBATh YPOBEHb INIMKEMHUHU y MAIMEHTOB C CaxapHbIM
nrabeToM, paHee MOJMYYaBIIUX MEPOpaIbHBIE CaXapOCHIDKAIOUINE MTPETapaThl WIK HHCYIIHH, a
UMEHHO B T€UEHUE MEePBOro Mecsla Tepanuu nHruouropom AIID (cm. pazzen 4.5).
Omuuveckue paziudus

[lepungonpun, kak u napyrue uHruOuTOpel AII®D, Oka3piBaeT SIBHO MEHEE BBIPAXKEHHOE
AQHTUTUIIEPTEH3UBHOE JIEHCTBUE Yy MALMEHTOB HETPOMIHONM pachkl IO CPaBHEHUIO C
NpPEJCTaBUTEIISIMU JPYyTUX pac. Bo3MOXHO, 3TO pasiauuue OOYyCIOBICHO TEM, YTO Y
MalMEHTOB C apTEPUAIBHOM THIIEPTEH3WMEW HErpOMJHOM pachl yallle OTMEYAeTCs HH3Kas
aKTUBHOCTb PEHUHA.

Xupypeuueckoe emeuiamenbcmeo, anecmesus

[Ipumenenne narn6utopoB AII® MoxkeT NPUBECTH K apTepHabHON TUIIOTEH3UH, OCOOCHHO
IIPY COBMECTHOM NPUMEHEHHH CPEACTB AJIS aHECTE3MH, O0JIaaloIUX aHTUTUIIEPTEH3UBHBIM
JNICUCTBUEM.

[TosToMy pekoMeHayeTcss IO BO3MOXXHOCTH TPEKpPaTUTh IpueM HHruOuTOpoB AllD
JUINTEIBHOTO JEHCTBUS, TaKUX Kak NEpPUHIONPWI, 3a CYTKM JO XHPYyprH4ecKoro
BMEULIATEIIbCTBA.

Cmeno3 aopmanbHO20 UMU MUMPATLHO2O KIANAHO8, 2unepmpoghuueckas oOCmpyKmueHas.
KapouomMuonamus

WNuruburopsr AII® momKHBI ¢ OCTOPOXKHOCTHIO Ha3HAYAThCS MAlMEHTaM C 0OCTpyKLuei
BBIHOCSIIETO TPAKTa JIEBOTO KEIyA0YKa.

Ileuenounas nedocmamoyrocmy

B penxux cnydasx Ha ¢one mnpuema HHruOuTopoB AIID BO3HMKAaeT xolecTaTHyecKas
xentyxa. IIpu mporpeccupoBaHHUU 3TOTO0 CHHIpPOMa BO3MOXKHO pa3BUTHE (PYyIbMHUHAHTHOTO
HEKpO3a IICYEHU, MHOTAA C JICTAIBHBIM MCXONOM. MeXaHu3M pa3BUTHA JTOTO CHHIPOMA
HesiceH. lIpy mosBiIeHUM KENTyXM WM IOPU 3HAYUTEIBHOM IIOBBIMICHHHM AKTMBHOCTH
NEUYCHOYHBIX (epMeHTOB Ha (QoHe mnpuemMa uHrHOMTOpoB AIlD mnammeHty cremyer
npekpatuth npueM uHruouTopa AII® M HaXOAWUTHCS TOJ COOTBETCTBYIOIIUM CHTYallHd
HaOMroIeHueM Bpada (cM. pasnen 4.8).

T'unepranuemus

l'unepkanuemMust MOKET pa3BUBAThCS BO BpeMs JieueHus: uuruoutopamu AIlD, B ToMm uucie,
u nepungonpuioM. Maruburopsr AII® MOryT BBI3BIBATH TMIIEPKAINEMHIO, TTOCKOJIBKY OHH

UHTUOMPYIOT BHICBOOOKIACHUE albIOCTEPOHA. Y MAlMEHTOB C HOPMAJIbHON (DYyHKIMEH Mmovek
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3T0T 3¢ eKT 00bIYHO He3HaunTeNneH. dakTopamu pucka runepKaTueMun SBISIFOTCS OYeyHas
HEJI0OCTaTOYHOCTh, YXy/IIeHue (YHKIIMHU TOYeK, Bo3pacT crapiie 70 jer, caxapHblid 1uader,
HEKOTOpBIE  CONYTCTBYIOIIME  COCTOSIHMS, B  YaCTHOCTH, JETWAparauus, ocTpas
JICKOMITCHCALIUSl ~ CEpJCYHOM  JEATETBbHOCTH, METa0OMMYeCKUN  aIua03, COBMECTHOE
NpUMEHEHHE KanuiicOeperaronmx IUypeTUKOB (TaKUX KaK CIHUPOHOJAKTOH, SIUIEPEHOH,
TpUAMTEpPEH, aMHJIOPU), a TaKKe MpenapaToB Kajlus WM KaJuiicofepallux 3aMeHUTeNnen
NUILEBOM CONHM, a TaKXKe MPUMEHEHUE JPYTUX MPernapaToB, CIOCOOCTBYIONIMX MOBBIIICHUIO
COJIepXKaHUsl Kajdusi B IUIa3Me€ KpPOBU (HAmpuUMep, TrenapuHbl, KO-TPUMOKCA30J, TaKkKe
U3BECTHBII Kak KOMOMHaUuUs CyJlb()aMeToKca3oll + TPUMETONPUM, JAPYTUe HHTUOUTOPHI
ATII®D, aHTaroHUCTHI pelenToOpoB aHrnoTeH3uHa 1, aneruncanununoBas kuciora (3 r/cyTku u
Oonee), wuHrHOUTOpHI IMKIOOKcUTreHa3bl-2 (IIOI'-2) u HecelneKTHBHBIE HECTEPOUITHBIC
npoTuBoBocnanuTenbHble  mpenaparel  (HIIBII), wuMMmyHonmempeccaHTbl, Takue Kak
[IUKJIOCTIOPUH WK TAaKPOJIMMYC U OCOOEHHO aHTaroHUCTHI anbroctepona nin APA II.
[Ipumenenne mpemapaToB Kajaus, KaluiicOeperaromux IUyPETUKOB, KAIMMCOIEPIKAIINX
3aMEHUTENIEH MUILEBON COJIM MOYKET NPUBECTU K 3HAYMTEIHLHOMY IOBBIIIECHUIO COJEP/KaHUS
KaJHs B KPOBH, OCOOCHHO y MAIMEHTOB CO CHW)KCHHOW (yHKuMel mouek. ['mnepkanuemus
MOKET MPHUBECTH K CEpbe3HbIM, HHOTJAa (aTanbHBIM HapYLIECHUSM CEpIEYHOrO0 PUTMA.
KanuiicOeperaromue muypetukun u APA Il cinegyer npuMEHSTh C OCTOPOXHOCTBIO Y
MAIMEHTOB, TPHHUMAIOIUX UHTUOUTOPBI AIID, mpu 3TOM cilenyeT KOHTPOIUPOBATh YPOBEHB
KaJIMs B CBIBOPOTKE KPOBH U (DYHKIIHIO MTOYEK.

Ecin HeoO0XoAMMO COBMECTHOE MPUMEHEHHE YKa3aHHBIX BBIIIE IPENaparoB, JeueHUe
JOJIKHO TIPOBOJUTHCA C OCTOPOXKHOCTBIO Ha (POHE PETrYJSIPHOTO KOHTPOJI COJEp>KaHUs
KOHIICHTPALlMH MOHOB KaJlKs B CBIBOPOTKE KPOBHU (cM. pazzen 4.5).

Bcnomoecamenwvuvie sewecmea

JlekapcTBennsiil ipenapat Homunpen A @opTe cogepkXuT JakTo3bl MOHOTHApAT. [lannentam
C PEAKO BCTPEYAIOLICICS HACIEICTBEHHOM HENepPeHOCUMOCThIO TallaKTO3bl, ACPUINTOM
JIAKTa3bl WU TIIOKO30-TaJTaKTO3HOM MambabcopOIueit He ciaenyeT MpUHUMATh 3TOT Mpenapar.
Cooeporcanue nampus

Homunpen A ®opte comepxut menee, uem | mmoinb Hatpus (23 mr) B TabieTke, TO €CTh

MPAKTUYECKH HE COJIEPKUT HATPUS.
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4.5. B3aumopaeiicTBHe ¢ JPYrHMM JIEKAPCTBEHHBIMHM MpenapaTaMu M Jpyrue BHUAbI
B3aUMOJAEeHCTBUSA

Obwee o unoanamuda u nepuHoonpuiLa

CoBMecTHOE ONPpUMCHCHHUE HCE PCKOMCHAYETCA

IIpenapamol aumus

[Ipu coBMECTHOM NMPUMEHEHHH TpenapatoB JUTUS U WHruOuTOpoB AIID coobmiamocs 00
00paTUMOM TOBBIIICHUH COJEPKAHHUS JUTHS B IUIa3ME€ KPOBH U CBSI3aHHBIX C OTHM
Tokcnueckux d¢¢dekrax. CoBMECTHOe TNpPUMEHEHHWE KOMOWHAIMM TEPUHIONpHIA |
WHIaNaMKIa ¢ TIperapaTtaMy JUTHS He peKoMeHayeTcs. [Ipn HeoOXOIUMOCTH MPOBEIACHUS
TAaKOW Teparuu CIEAYyeT PETYJISIPHO KOHTPOJIHMPOBATH COJCPKAHWE JIUTUS B TUIa3ME KPOBH
(cMm. pazmen 4.4).

CoBMecTHOE IPpUMEHEHHUE TPEOYET 0C000N OCTOPOKHOCTH

baxnogen

YcuneHue aHTUTUIIEPTEH3UMBHOTO JAeicTBus. Cremyer KoHTpoiaupoBaTh AJl u, npu
HEO00XOIUMOCTH, KOPPEKTUPOBATH 03Bl aHTUTUTIEPTEH3UBHBIX MTPENAPATOB.

Hecmepouonwvie npomusosocnanumenvuvie npenapamul (HIIBII) (sxnrouas evicokue 003bl
AyemuICaIuyuIo8ol KUCiomsl > 3 2/cymxu)

[Tpu coBmectHOM npuMmeHeHuU HHTHOUTOPOB ATI® 1 HIIBII (anernncanuiuioBas KucioTa B
J103€, OKa3bIBAIOIICH MPOTUBOBOCTIAIIUTEIHHOE NEHCTBUE, MHTHOUTOPHI IIUKIOOKCUTEHA3HI-2
(ITOT"-2) u necenextuBHbie HIIBII) MoxeT HabMOMaTHCS OCNIa0JIeHNE aHTUTHIIEPTECH3UBHOTO
apdexra. CoBmectHoe npuMeHenne uHrHOMTOpoB AIID m HIIBII moxxer mpuBOIUTH K
YBEJIMYEHUIO PpUCKA YXYIUIeHHUs (YHKIUU [OYEK, BKJIIOYAs pa3BUTHE OCTPOl MOUYEeYHOU
HEJOCTATOYHOCTH, W YBEIWYCHUIO COJIEP)KAHUS KAIHUs B CBIBOPOTKE KPOBH, OCOOEHHO Y
MAIMEHTOB C MCXOJHO CHIDKEHHOH (yHKIueid mouek. Cremyer coOmogaTh OCTOPOKHOCTH
npu npuMeHeHnHn kKoMmOuHammm mpernapata u HIIBII, ocoOeHHO y MOXHUIBIX TAIMEHTOB.
[TarueHTsl JOMHKHBI TONMy4YaTh aJEKBATHOE KOJMYECTBO JKMJIKOCTH, PEKOMEHIYEeTCs
KOHTPOJMPOBATh (PYHKIIMIO MOYEK KaK B HAYAJIe COBMECTHOM TepaIliu, TaK U MEPUOTUICCKU B
npoliecce JICYEHUsI.

CoBMECTHOE IIPUMEHCHHUE TDC6VCT BHUMAHMUA

Tpuyuxnuueckue anmuoenpeccanmol, AHMUNCUXOMUYECKUE CPeOCMBA (HeltpoIenmuKiL)
[IpemapaThl 3TUX KJIACCOB YCHJIMBAIOT aHTUTUIIEPTCH3UBHBIA YPPEKT U YBEITUUHBAIOT PUCK
OpPTOCTATUYECKON TUMOTEH3UH (aITUTUBHBIN YD (DHEeKT).

Huoanamuo
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CoBMecTHOE IpUMeHeHne TPeOyeT 0c000 0CTOPOKHOCTH

IIpenapamol, cnocobHvle 6b13b16aMb NOTUMOPPHYIO HCETYOOUKOBYIO MAXUKAPOUIO MUnd

«nupysImy»

W3-3a prucka pa3BUTHs TUIOKAJIHMEMUHU CIIEAYET COOII0AATh OCTOPOKHOCTh MPU COBMECTHOM

Ha3HAYeHUM UWHAANaMuUga C T[penaparaMu, CIOCOOHBIMU BBI3BIBATH  MOJUMOPGHYIO

KEITy0YKOBYIO TAXUKAPAUIO TUTIA KITUPYIT», BKIIIOYas, HO HE OTPAHUYUBASICH:

® aHTHAPUTMHYECKHE JICKApCTBEHHBIE mpemnaparbl [A kiacca (Hampumep, XWHHIIUH,
TUAPOXUHUANH, JU30MHPAMUTI;

e aHTHApUTMHMUYECKHE JIeKapcTBEHHbIe mpenaparbl III kiacca (Hanmpumep, aMHOIApOH,
cotaiion, 1oGeTuIna, NOyTHIIU I, OpeTHUIIN);

®  HEKOTOpbIE HEHPOJICNTUKH:
dbeHoTHa3uHbI (HampuMep, XJIOPIPOMa3HH, IMaMeMa3rH, JJEBOMETPOMAa3iH, THOPUAA3HH,
Tpudayonepasun),

OcH3amMuAbl  (HampuMep, aMHUCYJIBNPUMA, CYJBIHUPUA, CYJIBTONPUI,  THAMPHUL),
OyTupodeHOoHBI (HampuMep, APOTEPUION, TATONIEPHION),
JIpyTHe HEHPOJICNITUKY (HapuMep, TUMO3HU/);

e pyrue BemiecTBa (Hampumep, OenmpuawiI, u3anpui, AUGEeMaHW], SPUTPOMHUIIMH TIPHU
BHYTPUBEHHOM BBEJICHUH, TaJo(paHTPUH, MU30JIACTUH, MOKCU(IOKCALIUH, TEHTaMUNH,
cnapduokcanud, BUHKaMUH @pU BHYTPUBEHHOM BBEJIEHUHU, METAJOH, aCTEMHU30JI,
TepdheHaIuH).

Crnenyer mpoBOAUTH MPO(PUIAKTHKY TUIOKATIMEMHUU U, TIPU HEOOXOIMMOCTH, €€ KOPPEKIIHUIO;

KOHTpoMpoBaTh HHTepBanl QT.

IIpenapamol, cnocoOubie 6b13b16aMb SUNOKATUEMUIO

Amdorepunima B (B/B), TIIOKO- W MHHEPATOKOPTHKOCTEPOUIBI (IMPH CHCTEMHOM

NPUMEHEHHUH), TETPAKO3aKTUJ, CIaOuTeNbHbIe CpPEICTBA, CTUMYIHPYIOIIUE MOTOPHKY

KUAIICYHUKA: YBEJIMYCHHWE PUCKA PA3BUTUS THUMNOKAIMEMUU (AAIUTHBHBIN 3¢ ¢dekr).

HeoOxoaum KOHTpOJIb COAEp)KaHMS Kalus B IUIa3Me€ KPOBU, IMPU HEOOXOIMMOCTH — €ro

koppekuus. Ocoboe BHUMaHUE ClEAyeT YACNATh MaldeHTaM, OJJHOBPEMEHHO MOJyYaloluM

cepaeuHble TIuKo3ubl. ClieyeT MPUMEHSTh ClIa0UTeNbHbIE CPEACTBA, HE CTUMYJIUPYIOLINE

MOTOPHUKY KHILIEYHUKA.

Cepoeunbie 2nuKo3udbl

['unokanuemMusi W/WIM TUIIOMAarHWEeMHUsl TpPEApacrlojaraloT K pa3BUTHIO TOKCHYECKOTO

JEHCTBUSI CEPIICUYHBIX TIIMKO3UJIOB. PEKOMEHAYyeTCS KOHTPOJIMPOBATH COJIEP)KAHHUE Kallus U
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MarHusi B 1uiazmMe KpoBu u mokazatenmu OKIT u, mpu HEOOXOAMMOCTH, KOPPEKTHPOBATh
Teparnuio.

Annonypunon

[Ipu coBMECTHOM NMPUMEHEHUU C WMHJANAMHUJIOM BO3MOXHO MOBBIIIEHUE YaCTOTHI PEaKIUN
TUIEPYYBCTBUTEIBHOCTH.

CoBMECTHOE IIPUMEHCHHE TDC6VCT BHUMAHMUA

Kanuiicoepezarowyue ouypemuxu (amunopuo, cnupoHoiakmoH, mpuammepex)

Takoe coueTanwe 0OOCHOBAHO Yy HEKOTOPBIX MAMEHTOB. [Ipy 3TOM MOXET HaOII0IaThCs
TUIOKAIMEMUsl WM TUlepkaiueMus (B YacTHOCTH, Yy TAIlMeHTOB C MOYEYHOH
HEJI0OCTaTOYHOCTHIO WJIM caxapHbIM nruabderom). Ecnu HeoOXoaMMo COBMECTHOE TPUMEHEHNE
WHJAMAMHIA W YKa3aHHBIX BBIIIE KAIMHACOEPErarolnx IWYPETUKOB, CIEAYeT MPOBOIUTH
KOHTPOJIb COZACpXKaHus Kanus B Iutazme Kpou u mapameTpoB OKI. Ilpu HeoOxommmocTu
cXeMa JIeueHUsI MOXKeT ObITh epecMOTpEHa.

Memdpopmun

OyHKIMOHATBHAS TOYeYHAsT HEOCTATOYHOCTh, KOTOPasi MOKET BO3HHMKATh Ha (hOHE mpuema
JTUYPETUKOB, OCOOCHHO «IIETIIEBBIX», IPU COBMECTHOM NMPUMEHEHUH METGOPMUHA TTOBBIIIACT
PUCK pa3BUTHS MOJIOYHOKMCIIOTO anuao3a. He crienyer mpuUMEHATb METQOPMHUH, €CiH
KOHIICHTpAIlUs KpeaTUHUHA B IJIa3Me KPOBH mpeBbimaeT 15 mr/i (135 MKMOIB/T) y My>KYuH
u 12 mr/n (110 MKMOJIB/IT) Y )KESHIIUH.

Hoocooepacawyue konmpacmuvle sewjecmea

O06e3BokMBaHKE OpraHu3Ma Ha (OHE NMpUeMa TNyPEeTUIECKUX MPenapaToB YBEINUYUBAET PUCK
pPa3BUTHUSI OCTPOW MOYEYHOM HETOCTATOYHOCTH, OCOOCHHO NMPH MPUMEHEHHH BBICOKHX 03
HoAcoAepKalUX  KOHTPACTHBIX  BemecTs. llepen npumeHeHueM  HOACOAEpKALUX
KOHTPACTHBIX BEIIECTB MalMEHTaM HEOOXOUMO KOMIICHCUPOBATH MOTEPIO KUIAKOCTH.
Kanvyuti (conu)

[Ipy coBMEeCTHOM MPUMEHEHHHU BO3MOXKHO pa3BUTHE TUIMEPKAJIbIIIEMUH BCIEICTBUE
CHW)KCHHUSI SKCKPEIIUU MOHOB KaJbIIHS MTOYKAMHU.

LJuxnocnopun, maxponumyc

B0o3MOXHO TMOBBIIIEHUE KOHIIEHTpAIlMM KpeaTHWHWHAa B IJ1a3Me KpOBU 0€3 HU3MEHEHUus
KOHIEHTPALMU [UKIOCIIOPUHA B TJIa3M€ KPOBHU, JJaXKe MPU HOPMAaJIbHOM COJEpPKaHUHU BOJbBI U
WOHOB HATpPHSL.

Kopmukocmepouowi, mempaxozaxmuo (npu cucmemHoM npumeHeHuu)

YMeHbIIeHHE aHTUTUIIEPTEH3UBHOTO A deKTa (3aepkKKa COIM U BOJbI Ha (poHEe MPUMEHEHUS
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KOPTUKOCTEPOUJIOB).

Ilepunoonpun

JlaHHBIC KJIMHUYCCKUX MCCIICIOBAHMM IOKa3bIBAalOT, 4TO JBOWHas Onokama PAAC B
pe3yabTare COBMECTHOTO mnpuMeHeHus uHruomtopoB AIID, APA Il wumum amuckupena
IIPUBOAUT K YBEJIMYEHUIO YaCTOThl BO3HMKHOBEHHUS TAaKMX HEKEJATEIbHBIX SIBICHUN Kak
apTepuanbHas TUIIOTEH3US], THIIEPKAIMEMUS U CHUKEHHUE (PYHKUIUH MOUYeK (BKIIOYask OCTPYIO
MOYEYHYIO HEIOCTATOYHOCTH), 110 CPABHEHHMIO C CUTYalUsSMHU, KOIZIa NPUMEHSETCS TOJIBKO
OJIMH TIpemnapart, Bo3zaeiicTBytomuii Ha PAAC (cm. pasnensi 4.3, 4.4 u 5.1).

Jlexapcmeennvle npenapamul, nOSbLULAIOWUE DUCK PA3BUMUL AHSUOHEBPOMUYECKO20 OMEKd
CoBmectHoe npuMeHeHne HHruOuTOopoB AIID c komOuHaimed BayicapTaH + caKkyOUTpuUI
IIPOTUBOINOKA3aH, TAK KaK 3TO YBEJIMYMBAET PUCK PA3BUTHS aHTMOHEBPOTUYECKOTO OTEKA (CM.
pazmensl 4.3 u 4.4). IlpumeHeHrne KOMOMHAIMK BajicapTaH + CaKyOMTPHJI BO3MOXKHO HE
panee, ueM dyepe3 36 4YacoB Moclie TPUMEHEHUA TOCJIEAHEH J103bl TEPUHIONpHUIIA.
[IpumeHnenne nepuHAONpPHIa BO3MOXKHO HE paHee, ueM uepe3 36 yacoB Mociae NPUMEHEHUs
MOCIIEAHEH 03bI KOMOMHAIIMY BajicapTaH + cakyOouTpui (cM. pasaenst 4.3 u 4.4).
CoBmecTHOe TpuMeHeHne HHTuOuTOpoB AIID ¢ pamekagorpuiom, maruoumTopamu mTOR
(HarpuMep, CHUPOIUMYCOM, IBEPOIUMYCOM, TEMCHPOJIMMYCOM) W TJIMNTHUHAMU (HampUMep,
JVHATJIUNTHH, CAKCAIJIUIITUH, CUTATJIMIITHH, BUIIATJIUIITUH) MOXKET IPUBECTH K ITOBBIILIEHUIO
pUCKa aHTHOHEBPOTUYECKOTO OTEKA (CM. paszzaen 4.4).

Jlexapcmeennvle npenapamel, 8bl3vl8alOUWUe 2UNEPKATUEMUIO

HecmoTpst Ha TO, 4TO YpOBEHb Kajusi B CHIBOPOTKE KPOBU OOBIYHO OCTAETCs B Mpeaenax
HOPMBI, Y HEKOTOPBIX NalMeHTOB, NpuHuMaromux Homunpen A ®dopre, MOKET BO3ZHUKHYTh
TUIEpKaINEMUs.

Hekortopsle nekapcTBEHHBIE Npenaparbl WM KJIACcChl NPENaparoB MOTYT yBEIUYHMBATh
YacTOTY Pa3BUTHSI TUIIEPKAIMEMUHN: alTUCKUPEH, COJIM Kalusl, Kanuicoeperaromune IuypeTuku
(HampuMep, CIUPOHOJAKTOH, TpUAMTEpeH WU amuiopuna), uHruouropel AIID, APA 1I,
HIIBII, remapuHbpl, MMMYHOAENpECCAHTHl (TaKM€ KaK LMKJIOCIHOPUH WM TaKpPOJIHUMYC),
TPUMETONIPHUM W  KO-TPUMOKCa30Jl (Cyiab(aMeToKca3on + TPHUMETONPHUM), IOCKOJIBKY
TPUMETONPUM, KaK U3BECTHO, ACHCTBYET MOAOOHO KanuiicOeperaroneMy AUYpEeTUKY, KaK U
ammiopua. KomMOuHAIMs 3TUX JIEKApCTBEHHBIX IMPENapaToB YBEIMYUBACT PUCK PA3BUTHUSA
runepkanuemuu. [loatomy coBmecTHoe mnpumeHeHue Homunpen A @Popre ¢

BBILICTICPEYUCIICHHBIMU IIpenapaTaMu He peKoMeHayercs. Eciau Ioka3aHo COBMECTHOE
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IPUMEHEHHE, UX CJeNyeT IMPHUMEHATh C OCTOPOXHOCTHIO M C YAacThIM KOHTPOJIEM YpPOBHS
KaJIusl B CBIBOPOTKE KPOBH.

CoBMeCTHOE IIPUMEHEHME MPOTHUBOIIOKAa3aHo (cM. pasnen 4.3)

Anuckupen u 1exapcmeentvle npenapamol, CO0epHcaujue arucKupeH

CoBmecTHOoe mpuMeHeHue wuHTHOUTOpoB AIlD ¢  ;mekapcTBEeHHBIMH — IpenapaTami,
CoJlepKallMMK aIUCKUPEH, MPOTHUBOIOKA3aHO y MAIlMEHTOB C CaxapHbIM IHa0eTOM W/Win
YMEPEHHBIM WM TsKenbiM HapyienueM ¢ynkiuu nodek (CK® < 60 ma/mun/1,73 m?
IUIOLIAIM TIOBEPXHOCTH Tena) (cM. paszaen 4.3). Bo3pacraeT puck pa3BuUTHUS THIIEPKATHUEMUH,
yXyAaueHus: GyHKIUU MOYeK, CEPACUHO-COCYTUCTON 3a00JIeBa€MOCTH U CMEPTHOCTH.
Coemecmnas mepanusi ¢ uneudoumopamu All® u awmaconucmamu  peyenmopos
AHUOMEHIUHA

[IporuBonokazano mpuMeHeHne HHruouTopoB AIID B coderaHnM ¢ aHTArOHHCTAMU
peuenropoB anruoteHsuHa II (APA II) y manueHnToB ¢ auabGeTudeckoi HedpomaTtuei (cm.
pasnen 4.3).

Oxempakopnopanvhas mepanus

DKCTpaKopImopalbHbIE METOMBI JICUCHUS, MPUBOASAIINE K KOHTAKTy KPOBHU C OTPHUIIATEIHHO
3apsHKEHHBIMU TIOBEPXHOCTSIMU, TaKWe Kak AUAU3 WIK TeMO(QUIbTpaIUs C UCIOIb30BaHUEM
HEKOTOPBIX BBICOKOITPOTOYHBIX MeMOpaH (HarmpuMep, MOIHaKpUIOHUTPUIIOBBIX), WK adepes
JUMONPOTENHOB  HU3KOH  IJIOTHOCTH C  HUCIOJB30BAaHHMEM  JIeKCTpaHa  cylb(ara,
MPOTUBOMOKA3aHbI U3-32 YBEIMYCHHUS PUCKA PA3BUTHUS TSDKEIBIX aHA(UIAKTOUTHBIX PEaKIUit
(cm. pasmen 4.3). Ecnum manmeHTy HeoOXoawma 3KCTpaKopropanibHas Tepamwus, CIETyeT
paccMOTpeTh BO3MOKHOCTb HCIIOJIB30BAHMSI JIPYTOro THIA AHATW3HONM MeMOpaHbl WM
JIPYTOro Kiacca aHTUTHIIEPTEH3UBHBIX MTPETapaToB.

CoBMecTHOE OPpUMCHCHHUE HC PCKOMCHAYETCA

Anuckupen u nexapcmeenHvle npenapamsl, cooeparcawjue arucKuper

VY manmeHToB, HE MMEIOIIUX caxapHOro auadera wiu HapymeHus ¢yHkuuu nodek (CKD
<60 Mn/mMun/1,73 M>  TIIOMAZM  TOBEPXHOCTH  Tela), TMOBHINEH PUCK  Pa3BUTHUA
TUIEPKATUEMUH, YXyAIICHUS (PYHKIIUU MTOYEK U MOBBIIIECHUS YaCTOTHI CEPACUHO-COCYTUCTON
3200JIeBa€MOCTH U CMEPTHOCTH (CM. pasnen 4.4).

Couemanue mepanuu c uneubumopamu AIN® u APA 11

[Io wuMeromuMcs  JIUTEpPATypHBIM  JaHHBIM, y  TAalUEHTOB C  YCTAHOBJICHHOUN
aTepOCKJIEPOTHUECKOIN 0O0JIe3HBI0, CePIeYHON HEJO0CTATOYHOCTHIO MIIM CaXapHBIM TMA0ETOM C

Nopa)keHHUEeM OpraHOB-MHILIEHEH OAHOBpeMeHHOe MpuMeHeHne HHruouTopoB AIID u APA 11
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OPUBOIUT K YBEJIWYCHHUIO YaCTOThl pPAa3BUTHS apTEpPUATbHOM TUNOTEH3UH, OOMOpPOKa,
TUIEpKAIMEMUU W YXYAIIeHUs (QYHKOUM To4YeK (BKJIIOYAs OCTPYIH0  IOYEUHYIO
HEJOCTAaTOYHOCTh), TI0 CPABHEHHUIO C CHTYallUsMHU, KOTJa MPUMEHSETCS TOJIbKO OJUH
npenapart, Bo3aeiictyromuit Ha PAAC. [Ipumenenue nBoitHoi 6nokaast PAAC (ampumep,
B CiIydae OJHOBpPeMEHHOTO mnpumeHeHuss HHruoutopoB AII® m APA II) mommkHO OBITH
OTPAaHUYEHO €IMHUYHBIMU CIy4asiMH CO CTPOTHMM KOHTpPOJIEM (YHKIHMH TOYEK, COACpKaHUS
Kanus B miiasme kpoBu U AJl (cM. paznen 4.4).

Oempamycmun

CoBMecTHOE TPUMEHEHHE MOKET IMPUBECTH K TOBBIIIEHHIO PUCKA PAa3BUTUS MOOOUYHBIX
3(eKTOB, TAKMX KaK aHTHOHEBPOTHYECKUN OTEeK (0TeKk KBUHKE).

Kanuticoepezarowue ouypemuxu (nanpumep, mpuammepeH, amuiopuo) u kaiutl (coau)
lMunepkanuemust (C BO3MOXHBIM JIETATBHBIM UCXO0JI0OM), OCOOEHHO TIPHU HApyIIEHUU (PYHKIIMH
no4vek (aaauTuBHbIC 3()(PEKTHI, CBI3aHHBIC C TUIICPKATHEMHEH ).

Coueranue TmepUHAONPUIA C BBIIIEYNOMSIHYTBIMU JIEKAPCTBEHHBIMU TIpenapataMu He
pexkomennayetcs (cMm. pazaen 4.4). Eciau, Tem He MeHee, COBMECTHOE TPUMEHEHNE MTOKa3aHo,
UX CJeyeT MPUMEHSTh C COOIO/ICHUEM MEp MPEAOCTOPOKHOCTH U PETYISPHBIM KOHTPOJIEM
COJIepKaHUs Kallusl B CBIBOPOTKE KPOBH.

Oco0OeHHOCTH  TPUMEHEHUS  CIUPOHOJIAKTOHA  TpPH  XPOHMUYECKOH  CepledyHOin
HEJ0CTAaTOYHOCTH OIMMCAHBI J1ajiee 1Mo TeKCTy (cM. B mojpaszene «CoBMeCTHOE NIPUMEHEHNE
TpedyeT 0co00i OCTOPOIKHOCTHY).

CoBMecTHOE IPpUMEHEHHUE TPEOYET 0C000M OCTOPOKHOCTH

T'unoznukemuueckue cpedcmea (UHCYIUH, NEPOPATIbHBIE CAXAPOCHUMCAOWUEe NPenapamol)
ONuAEeMUOJIOTHYECKUE UCCIE0BaHMsI IOKA3ali, YTO COBMECTHOE TPUMEHEHHE NHIMOUTOPOB
AIlI® u TUNOTIIUKEMUYECKUX CPEACTB (MHCYJIWHBI, TEpPOpalbHBIC CaxapOCHUKAIOIINE
npenaparbl)  MOXET  YCWIMBAaTh  TUIOTIMKeMUYEeCKHid  3¢pQeKT  HHCynIuHa U
TUIOTJIMKEMUYECKUX CPEACTB AJI1 NpHUEMa BHYTPb BIUIOTh 1O Pa3BUTHS TMIIOTJIMKEMHH.
Jannblii 3¢ ekt BeposiTHEE BCET0 MOKHO HA0JI0aTh B TEUEHUE MEPBBIX HEAETh COBMECTHOM
Tepanuy, a TAKXKE Y NAllUEHTOB C HapylLIeHUEeM (PYHKLUU ITOYEK.

Kanutinecoepeearowue ouypemuxu

VY nanueHToB, MOMYyYalOUIMX JUYPETUKHU, OCOOCHHO Yy MAlMEHTOB C THIIOBOJEMHEH W/MIH
CHIDKEHHOM KOHIIEHTpAIMel colieil, B Hayajie Teparnuy MepuHIONPUIOM MOXKET HabI0aThCs
ype3MepHoe CHMKeHue AJl, puck pa3BUTHsSI KOTOPOI'O MOXXHO YMEHBIINUTH IYTEM OTMEHBI

ANYPETHUYCCKOr0 CpCACTBA, BOCIOJHCHHUCM IOTCPU KUAKOCTHU WA coJieit nepea Hadyajiom

22



TEepanuu MEPUHIONPUIIOM, a TaKKe Ha3HAYeHUEM I[EepUHAONpPHIa B HHU3KOW J03e ¢
JAIbHEUIITUM MOCTENICHHBIM €€ YBEIHMUCHUEM.

Ilpu apmepuanvholi eunepmensuu y TAIUEHTOB C THUIIOBOJIEMHEH WM CHIDKEHHOU
KOHIIGHTpalueil cojel Ha (oHE Tepanmuu AUYPETHKAMH, JAUYPETHKH JOJDKHBI OBITH JHOO
OTMEHEHBbI 10 Hayaja npuMmeHeHus uHruOutopa AIID (mpm sToMm KanmitHecOeperaromuni
JTUYPETHUK MOJKET OBITh MO3JHEE BHOBb Ha3HaueH), MO0 mHruoutop AIID mommkeH OBITH
Ha3Ha4yeH B HU3KOM J103€ C JalbHEUIIUM MOCTENEHHBIM €€ YBETUUECHHUEM.

Ilpu npumenenuu Ouypemuxos 8 ciyyae 3ACMOUHOU CepOeyHOU HedoCmamoyHOCmu
uHruHOuTop AII® nomkeH OBITh Ha3HAYEH B OYECHb HU3KOW [103€, BO3MOXHO, IOCIE
YMEHBUICHHUS J03bI IPUMEHSEMOT0 OJJHOBPEMEHHO KaJMifHecOeperaromero JMypeTuKa.

Bo Bcex crydasx ¢yHKIUS moYeK (KOHIEHTpAIMs KpeaTHHIHA) JOJIKHA KOHTPOJIUPOBATHCS B
MepBbIC HEIeTU TPUMEHEHNsT UHTHONTOpoB AITD.

Kanuiicbepecarowue ouypemuxu (3niepeHon, CHUPOHOIAKMOH)

[IpumeHeHne 3mIepeHoHa WIM CIMPOHOJAKTOHAa B Ao3ax oT 12,5 Mr go 50 Mr B cyTku u
HU3KHUX 7103 HHTUOUTOpOB AIID:

[Tpu Tepanuu XpoHUYECKOU cepaedHoi HenocTtaTounocTH II-1V dhyHKIMOHamsHOTO KIilacca 1mo
knaccupukauun NYHA c¢  ¢dpakuueit BeiOpoca neBoro skemynouka <40% wu panee
npuMeHsBIIUMUCA UHTHOUTOpaMu AIID u «meTieBBIMUY TUYpPETUKAMHU, CYHIECTBYET PHCK
THIEPKAIMEMHUH (C BO3MOXKHBIM JIETAIBHBIM HCXOJIOM), OCOOGHHO B ClIydae HECOOJIIOCHHS
PEKOMEHIalMi OTHOCUTEIHHO ATOM KOMOMHAITUHU TIPETapaToB.

[lepen mnpuMeHeHHEM JaHHOM KOMOMHAIMM JIEKAPCTBEHHBIX IMpernapaToB, HEOOXOAUMO
yOeIuThCS B OTCYTCTBUM FMIIEPKAIMEMUU U HapYLICHUS! (YHKIIMH MTOYEK.

PexoMeHyeTcs peryisipHO KOHTPOJIMPOBATh KOHIIEHTPAIMIO KPEATMHUHA U Kallus B KPOBHU:
€XKEHE/IeTbHO B MEPBBIN MECSAL JICUCHUS U €KEMECIYHO B TIOCIICAYIOIIEM.

Pexombunanmuuvle mxanegvle akmusamopul niasmurozena (rtPA, anmennasa)

[Taniuentsl, monyuyaBmue wHruOUTOpsl All® wu  momydvaronue  anrteriaszy s
TPOMOOJUTUYECKONH Tepanmuu TpU OCTPOM HIIEMHYECKOM HMHCYJIbTE, MOTYT HMETh
MOBBIIICHHBIA PUCK PA3BUTHUS AaHTHOHEBPOTUYECKOTO OTEKA.

CoBMeCcTHOE IpUMEHEHHE TPeOYEeT BHUMAHHUS

T'unomen3usnvie cpedcmea u 6a300UNAMAMOPbL
CoBMecTHOE NIPUMEHEHHE JTHX IIPENapaToB MOXKET YCHIMBAaTh AHTUTHUIIEPTEH3UBHOE
JeicTBre nepuHaonpuia. IIpy coBMECTHOM NPUMEHEHMM C HUTPOTIULEPUHOM MU IPYTUMHU

HUTpaTaMU UJIU APYTUMH Ba30AUJIaTATOPAMU BO3MOYKHO JOMMOJHUTCIIBHOC CHUXKCHUC AI[
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Annonypunon, yumocmamuyeckue U UMMYHOOENPECCUBHble CPeOCmed,  CUCHEMHbLe
KOPMUKOCMEPOUObL U NPOKAUHAMUO

CoBMecTHOE TpuMeHeHue ¢ uHruOuTopamu AIID MOXKET COMPOBOXKAATHCS TMOBBIICHHBIM
pHUCKOM JieiiKonieHuH (cM. pasnen 4.4).

Cpeocmea ons anecmesuu

Nuru6utoper AII® MoryT ycunumBaTh THHOTCH3WBHBIA 3(PGEKT psaa CpeiCcTB mis oOmiei
aHecrte3uu (cM. pasnen 4.4).

Cumnamomumemuxu

CUMNaTOMUMETHUKHA MOTYT OCJIa0JsATh aHTUTHIIEPTEH3UBHBIN A PekT narnoutropor AIlD.
IIpenapamot 3010ma

Coo0mmanoch 0 pemKkux ciaydyasX HUTPUTOHUIHBIX peakiuuid (C TaKUMH CHUMITOMaMH, Kak
TUIEPEeMUsl KOKHU JIUIa, TOITHOTA, PBOTA, TUTIOTEH3HsI) Y MAalMEHTOB Ha ()OHE COBMECTHOTO
npuMeHeHuss THruOuTopoB AIID, B ToM Yuciie NEPUHAONPUIA, U HHBEKIIMOHHOTO TpenapaTa

30J10Ta (aypOoTHOMAIaT HaTPHs).

4.6. DepTUIBLHOCTH, 0EPEMEHHOCTH U JAKTALMS

JlexapcTBennbiii mpenapat Homumnpen A dopre MpoTHBOMOKAa3aH NMpU OEPEMEHHOCTH (CM.
paznen 4.3).

JlexapctBenHbiii npenapatr Homunpen A ®opre HEe pEeKOMEHAYETCS B INEPUOJ T'PYAHOIO
BcKapmiInBaHus. HeoOXonMMo OIEHUTh 3HAUMMOCTh TEpanuu i MaTepu M TMPUHATH
peuieHue O MPEKpalleHUH TPYyJHOTO BCKAapMIIMBAaHUSA WIM O MPEKpalleHUU IpUeMa
npernapara.

bepeMmeHHOCTD

Hnoanamuo

JlaHHble O MPUMEHEHUH UHANaMua Y OepeMEHHBIX KEHIIUH OTCYTCTBYIOT UM OTPAHUYCHBI
(menee 300 ciydaeB OGepeMeHHOCTH). J[muTenbHOEe MPUMEHEHUE THA3UIHBIX TUYpeTUKoB B 111
TpuMecTpe OepeMEHHOCTH MOXKET BBI3BaTh T'MIIOBOJIEMHIO y MaTEpu, a TaKXKe CHU)KEHUE
MaTOYHO-TIJIAIIEHTapHOTO KPOBOTOKA, YTO MPUBOAUT K (HETOIIalleHTapHOW HILIEMUU U
3a/IepKKE pa3BUTHSA IUI0JA.

HccnenoBanuss Ha KUBOTHBIX HE BBIABWIM INPSIMOIO WM HENPAMOIO TOKCHYECKOIO
BO3/ICUCTBUS HA PEIIPOAYKTUBHYIO (DYHKIIHIO.

B kauecTBe Mephl MPEeIOCTOPOKHOCTH PEKOMEHIyeTcs M30erarb MPUMEHEHUs WHIanaMmuiaa

BO BpeMsi OEpEeMEHHOCTH.
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Ilepundonpun

B nacTosmuii MOMEHT HeT yOeOUTENbHBIX SMUAEMHOJOTHYECKUX JAHHBIX O TEPATOre€HHOM
pucke npu mnpueme uHruouropo AIID B mepBoM TpumecTpe OEpEeMEHHOCTH, OIHAKO
HEKOTOpPOE YBEJIIMYEHUE pHUCKA HAPYLIEHWH pa3BUTHS IUI0A UCKIIOYUTH  HEJb34.
[TaruenTKaM, TUIAHUPYIOLUM OEpEeMEHHOCTD, CIIeIyeT OTMEHUTH JIEKapCTBEHHBIN Mpenapar u
Ha3HAYUTh JIpyrue TUIOTEH3UBHbIE CPEACTBA, pa3pelleHHble s MNPUMEHEHUS IpU
OepeMEeHHOCTH, €ClTU TOJBKO Tepanus uaruouropamu AIl® He sBnserca Heooxomumoin. [1pu
BBISIBJICHHH O€PEeMEHHOCTH CIIEAyeT HEMEUIEHHO NMPEKPAaTUTh Tepanuio uHruouropamu AllD
U TIpU HEOOXOJUMOCTH Ha3HAUYUTD JPYTYIO TEPAIHUIO.

N3BectHo, uto Ttepanus uHrHOMTOpamMu AIID Bo II m III TpumecTpax OepeMEeHHOCTH
OKa3bIBaeT (PETOTOKCHYECKOE ACUCTBUE HA IJIOJ Y YeJOBEKa (CHIKEHHE (PYHKIMH TOYEK,
OJIUTOTUAPAMHHOH, 3aMeJJIeHHe occu(UKaluy KOCcTel uepera) U TOKCUYECKoe JeWCTBUE Ha
HOBOPOXKIEHHOTO (TI0Ye4Hask HeA0CTaTOYHOCTh, TUIIOTEH3US, TUIIEPKAITUEMUS ).

Ecnmn mnamumentka monydana wuwHrHOMTOpHI AIID co Il Tpumectpa OepeMeHHOCTH,
PEKOMEHAYETCSI IIPOBECTU YJIBTPA3BYKOBOE MCCIEAOBAHUE IJIOJA Il OLEHKH COCTOSIHMS
yepena U GyHKIHUU TOYEK.

MunaneHipl, MaTepu KOTOPBIX Moiydanud HHruouTopbl AIID Bo Bpems OepeMEHHOCTH,
JIOJDKHBI OBITH TIIATEIBHO 00CTIEIOBaHbI HA MIPEAMET TUIIOTEH3UH (CM. pasnensl 4.3 u 4.4).
JlakTanus

JlexapctBenHbiii npenapatr Homunpen A ®opre HE pEKOMEHAYETCS B IEPUOJ T'PYAHOIO
BCKapMJIMBaHHS.

Hnoanamuo

B macTosmmii MOMEHT HET JAOCTOBEpHOW MH(GOPMAIMK O BBIACICHUU WHIANAMHJIA WU €ro
METa0O0JIUTOB C IPYIHBIM MOJIOKOM.

Y HOBOpPOXJIEHHOTO MOKET Pa3BUTHCS MOBBIIIEHHAS YYBCTBUTEIBHOCTh K IPOU3BOJHBIM
cyJnb(oHaAMHIA U TUITOKATHEMHUSL.

Puck 1711 HOBOPOKICHHBIX/MIIAZICHLIEB HENb3s UCKITIOYATh.

Nupanamua ONM30K MO CTPYKTYpe K THA3HIHBIM JUYpPETHKaM, MPUMEHEHHE KOTOPBIX
BBI3bIBAE€T YMEHbBIIICHNE KOJIMYECTBA IPYJHOTO MOJIOKA MIIH [TO/IaBJICHUE JIAKTALIUH.
NupanaMui He peKOMEHAYETCS B IIEPUOJ] TPYTHOTO BCKapMiIMBaHus (cM. pazzaen 4.3).
Ilepunoonpun

BBuny orcyrcrBusi uHOpManmu, Kacaromeicss NMPUMEHEHHUS MEePUHAONPHIA B IEPUOJ

IPYJHOTO BCKapMIIMBaHUS, €ro IPUEM HE PEKOMEHJIOBaH, IPEAINOYTUTEIbHEE IPUMEHSTH
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JIpyTue mpenaparsl ¢ 0ojiee n3ydeHHbIM IpoduiieM 0e30MacHOCTH, 0COOEHHO TTPH KOPMJICHUH
HOBOPOXXKJICHHBIX ¥ HEJOHOIIICHHBIX JCTEH.

DdepTUabHOCTD

Obwee s unoanamuda u nepuHoonpuiLa

HccnenoBanusi penpoayKTUBHOM TOKCHUYHOCTH TOKa3ajdl OTCYTCTBHE BIMSHHUSA Ha
depTunpHOCTh 'y Kpblc 0o0Ooero moja. [IpeamonoxutenbHo, BIMsSHHUE HAa (GEPTUIBLHOCTD Yy

YCJIOBCKA OTCYTCTBYCT.

4.7. BausiHHe HA CIIOCOOHOCTH YNPABJATH TPAHCHOPTHBIMM CPeACTBAMHU M padoTaTh ¢
MeXaHNu3MaMu

Ob6a [nelCTBYOIIMX BENIECTBa, KaKk IO OTAEIBHOCTH, TaK W B KOMOWMHAIUU
WHAAMAaMU]] + IEPUHIONPWII, HE OKa3blBAalOT BIHUSHUS Ha CIHOCOOHOCTh  YHIPAaBIATh
ABTOMOOWJIEM WM JIPYTUMH MEXaHU3MaMU. Y HEKOTOPBIX MAllMeHTOB OCOOCHHO B Haudaje
TEpanuy WIKA NpU 100aBIEHUH K TMPOBOJMMOI TEepanuy APYTUX TMIOTEH3UBHBIX MPENapaToB
MOT'YT BO3HUKATb MWHAWBUAYAJIBHBIC PCAKIMH, CBA3AHHBLIC CO CHUIKCHHUCM AI[ BCH@I[CTBI/IC
3TOr0 CHOCOOHOCTH YHPABIATH ABTOMOOWJIEM WM APYTMMH MEXaHU3MaMHU MOXET OBITh

HapyIIeHa.

4.8. HexkenareabHble peakuuu

Pesrome mpoduist 6e3onacHOCTH

[Mepunmonpun oKa3bpIBaeT WHTHOUpPYIOIIEE [EHCTBHE HA CHUCTEMY «PEHUH-aHTHOTCH3WH-
anprocrepor» (PAAC) u ymeHbIIaeT BBIBEICHUE MOHOB Kaus MOYKaMH Ha (OHE mpruemMa
uHaanamuna. Y 4 % nauueHToB Ha (poHe MpUMEeHEeHUs JIeKapCcTBEHHOro npenapara Homumnpen
A ®opte ObUIO OTMEUEHO PA3BUTHE TUITOKATIMEMHUH (CoIepKaHue Kaus MeHee 3,4 MMOJIb/T).
Haunbonee yacTeiMu HEXENATEIILHBIMU PEAKIIUSIMH SIBIISTUCH:

- A WHIANAMUAa: TUMOKAIHEeMHs, PEaKIHH TUIIEPUYyBCTBUTEIBHOCTH, B OCHOBHOM
KOXHbIE, Y MallMEHTOB, NMPEAPACIIOI0KEHHBIX K aJUIEPITUYECKUM U aCTMaTHUYECKUM PEaKLUsM,
U MaKyJIO-TIaIryJie3Hasl ChIlb;

- Ui TEepUHAONpPHUIIA: TOJOBOKPY)XCHHE, TOJIOBHAas OONb, MapecTe3wsi, JIUCTEB3HS,
HApYIICHUE 3pEHUs, BEPTUTO, 3BOH B YIIaX, apTepHalibHAas THIIOTCH3Us, KaIlelb, OJBIIIKA,
00Jb B KUBOTE, 3aI0p, AUCIEIICUS, TUapesi, TOIIHOTA, PBOTA, KOXKHBIA 3y[, KOXKHAs ChIIb,
CIa3M MBIIII] U ACTEHUSI.

TabauyHoe Pe3IOME HEXKENATEIbHBIX DEAKIIUN
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Yactora HexenaTeNbHbIX peakIuii, HaOJMIOJaBIINXCS BO BpeMs KIIMHMYECKUX MCCIICTOBAHUN

W/WW TIPU TIOCTMApKETUHTOBOM HAOIOJICHUH, MPUBEICHA B BUJE CICAYIONIEH Tpaaariu:

oueHb 4acto (>1/10); gactro (>1/100, <1/10); meuacto (>1/1000, <1/100); penko (>1/10000,

<1/1000); ouens peaxo (<1/10000); wacroTa HeW3BeCTHa (YacTOTa HE MOXKET OBITh

MOJICUMTAHA T10 JOCTYITHBIM JIaHHBIM ).

MedDRA YacroTa
He:xenateabHble
Kiacchbl ¥ cHCTEeMBI
peakunu Nuananamug Hepungonpu
OPraHoB
Nudexunu n
Punur - OueHb penko
HHBa3uH
Cunapom HealeKBaTHOM
JH/IOKPHUHHbIE CeKpeLuu
- Penxo
HApyUIIeHUs AHTUUYPETUUECKOTO
ropmona (CHCAJII)
DosuHoprIHS - HeuacTto*

Hapymenus co
CTOPOHBI KPOBH U
JuM@paTudeckou

CHCTEMBI

ArpanysonuTos (cM.

paznen 4.4)

Ouensb penko

Ouens penko

AniractTiyeckast aHeEMUS

OueHb penko

IMTannuronenus

OueHb penko

Jletikonenus

Ouensb penko

Ouens penko

Heiirpornenus (cm.

paznen 4.4)

Ouensb penko

I'emomuTHueckas

AaHEMUA

OueHb penko

OueHb penko

TpombGouuToneHus (cm.

paznen 4.4)

Ouensb penko

Ouens penko

Hapymenus co
CTOPOHBI MMMYHHOM

CHCTEMBI

['unep4ayBCTBUTEIHLHOCTD
(peakiuu, B OCHOBHOM
KOXHBIC, Y TTAIACHTOB C
MIPEIPACTIONOKEHHOCTHIO
K aJUIEPTUYECKUM U

aCTMaTH4YC€CKHUM

Yacto
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MedDRA Yacrora
HexenarenbHble
Kunaccenl u cucreMbl
peakunu Nuananamug IMepunponpuna
OPraHoB
peakiusm)
['unormukemust (CM.
- Heuacrto*
pasnensi 4.4 u 4.5)
I'mnepkanuemus,
oOpaTumast Ipx OTMEHE
- Heuwacro*
npenapara (cM. pa3zen
Hapymenust
4.4)
MeTadoIM3Ma U
['unonarpuemus (cM.
NMUTAHUA Heuacto Heuacrto*
paznen 4.4)
I'mnoxnopemust Penxo -
I'unomarauemus Penxo -
[M'mnepkanbrmemus OueHb penko -
I'unokanuemus Yacro -
JlaGubHOCTD
- Heuacto
HACTPOCHUS
Icuxnyeckue
Henpeccust - Heuacrto*
HApylLIeHHs
Hapymenue cua - Heuacro
CnyTaHHOCTBH CO3HAHMUS - OueHb penko
["osoBOKpyKEHUE - Yacto
T'osoBHAas O0JIb Penxo Yacrto
[Tapecresus Penxo Yacro
Hucres3us - Yacro
Hapymenus co COHJIMBOCTH - Heuacro*
CTOPOHBI HEPBHOM ObmopoK YacToTa HEM3BECTHA HeuacTto*
CHCTEMBI NHCcynbT, BO3MOXKHO
BCIIEJICTBUE
YpEe3MEPHOT0 CHUKEHUS - Ouens penko
AJl y maneHToB u3
IPYMIbI BBICOKOTO PHCKa
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MedDRA
Kaaccel B cucTeMbBI

OpraHoB

HexenareabHblie

peakuuu

Yacrora

Nuananamug

Iepunaonpui

(cm. paznen 4.4)

[Teuenounas
sHIeamonaTus y
MAICHTOB C
MECYCHOYHOMU
HEJIOCTaTOYHOCTHIO (CM.

pasznensi 4.3 u 4.4)

YacTtoTa HEU3BECTHA

Hapymenus co
CTOPOHBI OpraHa

3peHust

Hapymenue 3penus

YacToTa HEU3BECTHA

Yacto

Muomnus (cM. pazaen

4.4)

YacTtoTa HEU3BECTHA

HeuerkocTs 3peHust

YacToTa HEU3BECTHA

Octpas
3aKpBITOYTOJIbHAS

riiayKoma

YacToTa HEU3BECTHA

XOpHUOUTATIBHBIN BBITIOT

YacTtoTa HEU3BECTHA

Hapymenus co
CTOPOHBI OpraHa

cJIyXa u JJaOMpHuHTA

Bepturo

Penxo

Yacto

3BOH B yliax

Yacto

Hapymenus co

CTOPOHBI cepaua

Ouryiienue

cepaieoneHus

Heuacro*

Taxukapaus

Heuacro*

Crenokapaust (CM.

paznen 4.4)

Ouens penko

Hapymenus purma
cepaia (B TOM 4uciie
Opanukapaus,
KEITYT0UKOBAs
TaxuKapaus u

bubpmnsIIns

OueHb penko

OueHb penko
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MedDRA
Kaaccel B cucTeMbBI

OpraHoB

YacroTa
HexenareabHble
peakunu Nuananamug IMepunponpuna
npeacepauit)

Nudapxr muokapaa,
BO3MO>KHO, BCIIEZICTBHE
U30BITOYHOTO CHUYKCHHUS
AJl y naniueHToB u3
TPYNIBI BEICOKOTO PHCKa

(cm. paznen 4.4)

Ouens penko

[Tomumopduas
KEITyJOYKOBast
TaXuKapaus Tuiia
«THPYIT» (BO3ZMOXKHO CO
CMEPTEIIbHBIM UCXO0JIOM)

(cm. paznmensl 4.4 u 4.5)

YacTtoTa HEU3BECTHA

Hapymenus co

CTOPOHBI COCY/I0B

AprepuanibHas

THUITOTCH3UA U

CBSI3aHHBIE C ITUM Ouensb penko Yacro
CUMIITOMBI (CM. pa3ien
4.4)
Backynut - Heuacto*
[Tpunuss - Peaxo*

Cunapowm Peiino

YacroTa HEU3BECTHA

Hapymenusi co  |Kamens (cm. pazaen 4.4) - Yacrto
CTOPOHBI Oppika - Yacro
AbIXaTeJIbHOH bponxocnazm - Heuacto
CHCTEMBbI, OPTAaHOB
. Do3uHopUIbHASL
TPYAHOI KJIETKH H - OueHb penko
MTHEBMOHMUS
cpeioCTeHUs!
Keaynouno- Boirs B ;)xuBOTE - Yacto
KHILEeYHbIe 3anop Penxo Yacro
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MedDRA
Kaaccel B cucTeMbBI
OPraHoB

HapyLIeHust

Yacrora
He:xenareabHble

peakunu Nuananamug IMepunponpuna

Hunapes - Yacro

Hucnerncus - Yacto

TomuoTa Penxo Yacto

PBota Heuacto Yacto

CyxoCTbh CIU3UCTOU
Penxo Heuacto

000JI0YKH TOJIOCTH pTa

[Tankpeatut

OueHb penko

OueHb penko

Hapyumenus co
CTOPOHBI NIEYEHHU U
KeJTYeBbIBOISAIINX

nmyTei

I'enatut (cm. paznen 4.4)

YacTtoTa HEU3BECTHA

Ouens penko

Hapymenue ¢pyHKImu

OueHb penko

Hapyumenus co
CTOPOHBI KOXKHU H

NOAKOKHBIX TKaHel

MEYEeHU
Kox#srii 3y - Yacto
KoxHas cbinb - Yacro

Makyno-namnyJie3Has
Yacro -
CBITb
KpanuBauna (cm. pasuen
OueHb penko Heuacto
4.4)
AHTMOHEBPOTHUYECKUN
) Ouensb penko Heuacto
oT¢K (cM. paznen 4.4)
[Typnypa Heuacto -
[ToBbllIEHHOE
- Heuacrto
MOTOOT/IEJICHUE
Peaknus
YacroTa HEeU3BeCTHA Heuacrto*

($OTOUYBCTBUTEIHHOCTH

[emduronn - Heuacto*
ObocTpeHue nicopuasa - Penxo*

MuorodopmHuas

spuTEMa

OueHb penko
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MedDRA
Kaaccel B cucTeMbBI

OpraHoB

Yacrora
He:xenareabHble
peakunu Nuananamug IMepunponpuna
Toxcuueckui
SNUACPMATbHBIN OueHb penko -
HEKPOJIU3

Cunnpom CruBeHca-

Ouensb penko

JIxoHCOHA
Cna3zm Ml YacroTa HEU3BECTHA Yacro
Bo3moxHO yxynimienue
Hapyumenus co YK€ HMEIOIENCs
Yacrora Hens3BecTHA -
CTOPOHBI CKeJIETHO- | CHCTEMHOM KPaCcHOU
MBIIIIEYHOH 1 BOJTYaHKU
COeTUHUTENbHOM Aptpanrus - Heuacto*
TKaHU Muasnrus YacroTa Hen3BeCTHA Heuacro*
Mpimeunas ciabocts | YacToTa HEM3BECTHA -
Pa6gomuonus YacroTa HEU3BECTHA -
[Toueunas
Hapymenus co OueHsb penko Heuacrto
HEJIOCTaTOYHOCTh
CTOPOHBI MOYEK U
Octpas noueyHas
MO4Y€BbIBOASIIIUAX - Penko
HEJIOCTaTOYHOCTh
nyrei
Anypusi/onurypus - Peaxo*
Hapymenus co
CTOPOHBI
OpeKTUiIbHas
penpoayKTHBHOMI Heuacto Heuacto
TUCHYHKITUS
CHCTEMBbI U
MOJIOYHBIX KeJie3
Actenus - Yacro
OO6mmue HapymeHusi u| bosb B rpyAHON KIIeTKe - Heuacrto*
peaknuu B MecTe Henomoranue - Heuacto*
BBeJICHUA [epudepuueckue oTeku - Heuacto*
Jluxopanka - Heuacro*
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MedDRA
Kaaccel B cucTeMbBI

OpraHoB

HexenareabHblie

peakuuu

Yacrora

Nuananamug

Iepunaonpui

IloBEIIIEHHAS

YTOMIIIEMOCTD

Penxo

JlaGopatopHblie u
HHCTPYMEHTAJbHbIE

JaHHbIE

IloBbr1IEHTE
KOHIIEHTpaLuu

MOYCBHUHELI B KPOBU

Heuacro*

IloBrIenue
KOHIIEHTpaLHK1

KpeaTHHUHA B KPOBU

Heuacro*

['unepOunupyOouHeMus

Penko

TloBrIlIeHNE aKTUBHOCTH
«IEYCHOYHBIX)

dhepMeHTOB

YacToTa HEU3BECTHA

Penxo

CHmxeHue reMoriioonaa
Y TeMaToKpHTa (CM.

paznen 4.4)

Ouens penko

IloBbr1IEHTE
KOHIICHTPAIIUHU TITFOKO3bI

B KPOBU

YacToTa HEU3BECTHA

IloBbIIEHNE
KOHILICHTpaLUl MO4YEBOU

KHCJIOTBI B KPOBH

YacTtoTa HEU3BECTHA

VY nnvHeHue uHTepBalia
QT na OKIT (cm.
pasnensi 4.4 u 4.5)

YacToTa HEU3BECTHA

TpaBmbl,
HHTOKCHKALIUH U

OCJIOKHCHUSA

npoueayp

ITagenue

Heuacro*
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* OHGHKa YaCTOTbI HEKEIATCIIbHBIX peaKuHﬁ, BBISABJICHHBIX 11O CIIOHTAaHHBIM COO6I_HCHI/I$IM,
IMPOBEACHA HA OCHOBAHUHN JAHHBIX PE3YJbTATOB KIIMHUYCCKUX HCCHCHOBaHHﬁ.

OnucaHue OTACIBHBIX HEXKEIATCIbHBIX PEAKIIHI:

Bo Bpems uccnenoBanwii 11 u 111 ¢assl, cpaBHUBaIOMKX HHAAAMU B 103UpoBKe 1,5 u 2,5 Mr
M0 KOHIICHTPAllMM KaJlusg B IUIa3Me€ KPOBH, OBUT YCTAaHOBJIEH 0303aBUCHMBIA A dexT
WHAAIIaMUIa:

- uHAanaMuy 1,5 Mr: KOHIIEHTpaIys Kaius B TuiasmMe KpoBu <3,4 Mmons/1 Habmoganace y 10
% manuenToB, <3,2 mMonb/1 — y 4 % manueHToB nocie 4—6 Henenb nedeHus. [locne 12
HEJIeNb JICUCHUS CPeIHee CHIDKCHHE KOHIIEHTPAIMHU Kalus B Tuta3Me kpoBu coctaBmiio 0,23
MMOJIB/JI.

- MHAanaMu 2,5 MT: KOHIIGHTpAIys Kaius B Tu1azmMe KpoBu <3,4 MMoIb/1 Habmoqanace y 25
% mnaruenToB, <3,2 mmons/1 — y 10 % mnamnuentoB nocie 4-6 Henens nedeHus. [locme 12
HEJIeNb JICUCHUS CPeIHEee CHIDKCHHME KOHIIEHTPAIMU Kajlus B Iuia3Me KpoBu coctasmiio 0,41

MMOJIB/II.

COOGH.IGHI/IG 0 TOA03PEBACMBIX HEXKCIATCIbHBIX PCAKIINAX

BaxHo coo0mare O TOJ03peBAacMbIX HEKENATENBHBIX PEaKIUsIX TMOCie PETrHCTPaIuu
JEKapCTBEHHOTO Tperapata ¢ [elbl0  O00ECleYeHUsT HEMPEephIBHOTO MOHUTOPHHTA
COOTHOIIIEHUS «I0JIb3a — PUCK» JIEKApPCTBEHHOTO Tperapara.

MeaunHCKUM ~ pa0OTHUKAM PEKOMEHIYeTCs COoo0IaTh O JIOOBIX  IMOJ03PEBaeMbIX
HEXKENATeNBHBIX PEaKIUsAX JICKApCTBEHHOTO TIperapara 4Yepe3 HaIMOHAIbHBIE CHCTEMBI
COOOIICHHUST O  HEXENATeNbHBIX  peaklusX  TOoCyIapCcTB — WICHOB  EBpasmiickoro

9KOHOMHUYCCKOIo COro3a.

Poccuiickaa ®@eoepayus:

109012, r. Mocksa, CnaBsiHCKas iomans, 1. 4, ctp. 1

DenepanbHas ciry:k0a 1o Haa30py B cdepe 3apaBooxpanenus (PoczapaBuanzop)
Tenedon: +7 800 550 99 03

Oi1. moura: pharm@roszdravnadzor.gov.ru

http://roszdravnadzor.gov.ru

Pecnybnuxa Apmenus:

0051, r. Epesan, np. Komuraca 49/5
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AO3T «HayuHblil HEHTp 3KCIEPTU3bI JICKAPCTB U MEIUIIMHCKUX TEXHOJOTHI MM. aKaJeMHKa
. lNabpuensina»

Ten.: +374 (60) 83 00 73, +374 (10) 23 08 96, +374 (10) 23 16 82

TenedoH ropsyeil TMHUN OTAETa MOHUTOPUHTA O€30MaCHOCTH JIEKAPCTBEHHBIX CpecTB: +374
(10) 20 05 05, +374 (96) 22 05 05

Oi. moura: admin@pharm.am, vigilance@pharm.am

http://pharm.am

Pecnybnuxa benapyco:

220037, r. Munck, ToBapuilieckuii mep., 1. 2a

VII «LIeHTp 3KCIIepTU3 U UCIIBITAHUH B 3{PaBOOXPAaHEHUN»
Tenedon: +375 (17) 231 85 14

®axc: +375 (17) 252 53 58

Tenedon ornena papmaxonaazopa: +375 (17) 242 00 29
9.: repl@reeth.by, reeth(@reeth.by

http://www.rceth.by

Pecnyonuxa Kazaxcman:

010000, r. Acrana, paiion baiikonsip, yi. A.Mimanosa, 13 (BL| «Hypcayner 2»)

PI'TI na [IXB «HauuoHanbHbIM HEHTP IKCHEPTU3BI JICKAPCTBEHHBIX CPEACTB U MEAULIMHCKHUX
uznenuit» Komurera meaunuHckoro W (apMmaleBTHUYECKOro KOHTpoisis MuHHcTepcTBa
3npaBooxpanenus Pecny6nuku Kazaxcran

Tenedon: +7 (717) 278 99 11

On.: farm@dari.kz

http://www.ndda.kz

Kuipevizckasn Pecnybnuka:

720044, r. buikek, yi. 3-g Jlunus, 25

JlemapTaMeHT JEKapCTBEHHBIX CpPEACTB M METUIMHCKUX U3Aenuil npu MuHucTepcTBe
3npaBooxpanenus Keipreickoi PecryOnmmnku

Tenedon: +996 (312) 21 92 78

On.: dlsmi@pharm.kg

http://pharm.kge
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4.9. Ilepeno3mpoBka

CuMOTOMBI

HanOonee BEpOSTHBIM CHUMITOMOM NEPEAO3UPOBKH SIBISETCS apTepuanbHas TUIIOTCH3US,
MHOI'ZIa B COYETAHUU C TOUIHOTOM, PBOTOM, CyAOPOraMH, rOJIOBOKPYKEHHEM, COHIMBOCTBIO,
CIYTaHHOCTBIO CO3HAHUS, OJUTypHUEH, KOTOpas MOXKET MEpeHTH B aHypHUIO (B pe3yibTare
rurnoBojiemMun).  Takke  MOTyT  BO3HHMKAaTh  BOJHO-3JIEKTPOJMTHBIE  HapyIICHHS
(TUTIOHATPUEMUS, THTIOKATUEMHS ).

Jleuenune

[lepBble Mepbl, KOTOpBIE HEOOXOIMMO MPEANPHHATH, COCTOST B OBICTPOM BBIBEICHHUH
NPUHATOTO TIpernapara: MPOMBIBAHUE KeNyJIKa W/WIM TPUEM aKTHBHPOBAHHOTO YIJI C
NOCJIEIYIOIUM  BOCCTAHOBJICHMEM  BOJHO-DJIEKTPOJMTHOrO  OajaHca B YCJIOBHSX
CHELUATU3UPOBAHHOTO LIEHTPA.

B cnydae BbIpakeHHOTO CHMXKEHHUs A/l cienyer mepeBecTH MalMeHTa B MOJOKEHHE «JIeKa
Ha CIIMHE C IPUIIOTHATHIMH HOTAMH.

IIpyn HEOOXOOUMOCTH MOXKET OBbITh BBHINOJIHEHO BOCIOJHEHHE O0bEMa JKUAKOCTH IyTEM
BHYTPUBEHHOM MH(QY3UM H30TOHHYECKOIO COJEBOIO pPacTBOpa (HampuMep, BHYTPUBEHHas
udy3us 0,9 % pacTBopa Xjopuaa HATPHs) WIM JHOOBIM JPYTHM CIIOCOOOM BOCIIOJHEHHS
o0bema xunkoctu. [lepunnonpunar, akTuBHas (Gopma MEPUHIONPHIIA, MOXKET OBITh yAaJeH

W3 OpraHU3Ma ¢ TTOMOIIBIO Thaiu3a (CM. pa3zaen 5.2).

5. ®APMAKOJIOITMYECKHUE CBOMCTBA

5.1. dapmakoamHamMHu4yecKHe CBOMCTBA

®apMakoTepaneBTHYECKas IpyIIa: CPeACTBA, ACHCTBYIOINE HA PEHUH-aHTHOTEH3HHOBYIO
CHCTEMY; HHTHOMTOPBI aHTHOTeH3HHITpeBpalnatoniero pepmenta (AIlD), komOuHanuy;
uHruouropsl AIl® u nuypeTuxu.

Kong ATX: CO9BA04

Homumpen A  ®opre — KOMOMHUPOBAHHBIA Tpemapar, CoAepKalluid HWHAAMAMHUA |
NepUHIoNpuiIa apruHuH. PapMakoJIOrMYeCKHe CBOMCTBA JIEKapCTBEHHOI'O Ipenapara
Honunpen A ®opre coueratoT B cebe OTeNbHbIE CBOWCTBA KAXKIOTO U3 KOMIIOHEHTOB.

MexaHu3M IeHCTBUS

Honunpen A @opme
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KomOunanust mHmanamuja ¥ NEPUHIONPUIIA YCUIUBAET AHTUTUIIEPTEH3UBHOE JEHCTBUE

Ka)KI0r0 U3 HUX.

Hnoanamuo

WnpanamMua OTHOCHUTCS K Tpymie Cyiab(pOHAMHIOB, MO (apMaKOJIOTHYECKUM CBOHCTBAM

OJIM30K K THAa3UAHBIM TuypeTukaMm. Muganamug uHruOupyeT peadcopOIMio HOHOB HATPHS B

KOPTUKAJIBHOM CErMEHTE MeTiu ['eHse, 4To MPUBOIUT K YBEITUYCHUIO BBIBEJACHUS MOYKAMU

MOHOB HATpPHUs, XJIOpA U B MCHbINICH CTETICHH MOHOB Kallus U MarHus, yCUIUBAs TEM CaMbIM

Jype3, U CHUXKasi apTepHaIbHOE 1aBJICHHUE.

Ilepunoonpun

[Tepungonpun — uHrHOUTOP (hepMeHTa, MpEeBpalIaloNero aHrMoTeH3uH | B anrnorensus 11

(uaruOuTOp aHruoTeHsuHnpenpamaomero ¢epmenta (AIlD). AIlD, wnmm kunuHaza I,

SIBJIIETCS OK30IMENTHIA30M, KOTOpas OCYILECTBISET KaK NpEeBpallleHue aHrMoTeH3MHa [ B

COCYAOCYKHBAaIOIllee BellecTBO aHruoTeHsuH I, Tak u paspymieHue OpaJWKHUHHMHA,

00J1a/1a10111Er0 COCYAOPACIIUPSIONINM JIEHCTBUEM, 10 HEAKTUBHOTO IeNTarenTuaa.

B pesyinbrare nepuHaonpui:

- CHMJKAeT CEKPELHIO albJOCTEPOHA;

- 1O TNPUHLMIY OTPHUIATEIbHOW OOpaTHOW CBS3M YBEIMYMBAET AKTUBHOCTh pPEHUHA B
1a3Me KpOoBU;

- [pH JUIMTEJIBHOM MpPUMEHEHHHM YyMEHBIIAeT obImee mnepudepruueckoe CoCyanucToe
conporusiienne (OIICC), uro o0ycnoBieHO, B OCHOBHOM, ACHCTBHEM Ha COCYIbl B
MBIIIIAX U MOoYKaxX. ITH 3(P(EeKThl HE CONMPOBOXKIAIOTCS 3alEP:KKOW HMOHOB HATPUS U
KUJKOCTU WM Pa3BUTHEM Pe(IEKTOPHON TaXUKAPAHH.

[epunaonpun HopManusyeT paboTy MUOKapa, CHUKasl IPEIHArpy3Ky U OCTHArPY3KYy.

IIpn u3yyeHuu mnokasarenedl T€MOJUHAMUKH Y IALUEHTOB C XPOHWYECKOW CEpACUYHOMN

HenocTatouHOCThIO (XCH) OBb1TO BBISIBICHO:

- CHIJKEHUE JIaBJICHUS HAIIOJHEHUS B JIEBOM U IPABOM >KEITyJOUYKax cepala;

- cHmxkenune OIICC;

- YBEJIIMYECHHUE CEPICYHOI0 BHIOPOCA;

YCHJIEHHE MBILIIEYHOTO Neprdepruieckoro KpoBOTOKa.

dapmakognaamMuyeckue 3P PeKTnl
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Anmucunepmensugrnoe oenucmeue

Honunpen A @opme

JlexapctBennbii  mpenapar  Homumpen A @opre  oka3bplBaeT  J10303aBUCUMOE
AHTUTUNIEPTEH3UBHOE JICUCTBUE, KaK Ha JUACTOJIMYECKOE, TaK U Ha cucronndeckoe AJl kak B
MOJIOKEHUHU «CTOS», TaK U «Iexka». AHTUTUIIEPTEH3UBHOE JIEWCTBUE COXPAHSETCS B TEUECHUE
24 4. CtaOwIbHBIA TeparneBTHUYEeCKUN A(DPEeKT pa3BUBaeTCI MeHEe 4eM uepe3 1 mecsi oT
Havaja TEpalmuk W HE CompoBoXpaercs Taxudunakcuend. I[IpekpamieHue IledeHHus He
BBI3BIBAET CUHJIPOMA «OTMEHBD.

JlexapctBennbiii ipenapatr Homumnpen A ®opre yMeHbIIAeT CTENEeHb THNEepTpodHUH JIEBOTO
xkenynouka (I'JDK), ymyumaer snactudyHocTh aptepuii, cHmkaer OIICC, He Binuser Ha
MeTabonmu3M JHUNUI0B (OOMIMK  XOJECTepUH, XOJIECTEPUH JHUIONPOTEHHOB BBICOKOMN
wiotHocty (JIIIBIT) u munonporennoB Huskoii miiotHoctu (JITTHIT), Tpurmunepussr).
JloxazaHo BIMsSHHE MPUMEHEHHS KOMOWHAIMU WHAanmamuaa u nepuHaonpwia Ha [JDK B
CPaBHCHUU C DHAJIANPWIOM. Y TMalMEeHTOB C aprepuanbHON rtuneprensued u [JDK,
NOJyYaBIIUX  Tepanmuio uHAanamuaoMm 0,625 mr/mepunaonpuiaoM  3pOyMHHOM 2 MT
(SKBHBAJICHTHO 2,5 MI' IEPUHJIONIPHIIA ApTUHUHA) WK SHAJApuiioM B o3¢ 10 Mr oauH pa3 B
CYTKH, U TIPU YBEJIMUYEHUU J103bl MHAAMAMUJIA 10 2,5 MT U MepuHAoNpuia 3poyMmuHa 10 8§ Mr
(oxBuBaJIeHTHO 10 Mr MepUHIONpPIIA aprUHUHA), WK SHamanpuia a0 40 Mr onWH pa3 B
CYTKH, OTMEUYEHO 0oJice 3HAUMMOE CHIDKEHUE MHEKCAa Macchl JeBoro xenynouka (MMJDK) B
rpyIe HWHIAMAMUJ+TIEpUHIONPWI MO CpPaBHEHHWIO C rpynmnoil sHamanpwia. [lpu stom
HanOosiee 3Haummoe BimsHHe Ha MMJIDK orMeuaercs mpu TpUMEHEHWM WHIANIaMUIA
2,5 mr/mepunaonpuia 3poOyMuHa 8 Mr.

Takxe oTMeueHO OoJlee BBIPOKEHHOE AaHTUTUIIEPTCH3MBHOE JelicTBue Ha (oHe
KOMOWMHHPOBAHHOW Tepanmuyd HWHAAMAMUIOM U TMEPUHAONPHIOM 10 CPaBHEHUIO C
SHAJAMIPUIIOM.

VY marnueHToB ¢ caxapHbIM AuadbeToM 2 Tumna (CpeaHHe MoKa3aTen — BO3pacT 66 JIeT, HHICKC
Maccel Tema 28 Kr/m?,  TIMKO3MIMpOBaHHEIA remormobun  (HbAlc) 7,5%, AJl
145/81 mm pT. cT.) U3y4asoch BIIMSTHUE (UKCUPOBaHHOM KOMOWHAINU
WHAAMaMUIHTIEPUHIONPUII HAa OCHOBHBIE MHUKpPO- M MaKpOCOCYIUCTBIE OCIIO)KHEHUS B
JOTIOTHEHHE KaK K CTaHJApTHOM Tepanuu Ui IIIMKEMUYECKOr0o KOHTPOJIS, TaK U K CTpaTeruu
uHTeHCHBHOTO rnkemuueckoro kKoHTpous (UI'K) (enesoit HbAlc < 6,5 %).

VY 83 % nanueHTOoB OoTMedanach aprepuaibHas runeprensus, y 32 % u 10 % — makpo- u

MHUKPOCOCYTUCTBIE OCIOXHEHUS, Y 27 % — MUKpOoanbOyMUHYpHsi. BoJIbIIMHCTBO ManneHToB
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HAa MOMEHT BKJIIOYEHMSI B HCCIIEJJOBaHHME MOJIydyaldd THUIOTIMKEMHYecKyio Tepamnuio, 90 %
NAIMEHTOB — THUIMOMVIMKEMUYECKHUE CpelcTBa JUisl mpueMa BHYTpb (47 % mMmanueHTtoB — B
MOHOTepanuu, 46 % — Tepanuio IByMs mpenaparamu, 7 % — Tepanuio TpeMs IpernapaTaMu).
1 % manueHToB Mmodyyan UHCYJIMHOTeparnuio, 9 % — Tolibko auerotepanuio. [IpousBoaHbIe
CyNnb()OHMUIMOYEBUHBI NpUHUMaNIU 72 % mnanueHToB, mergopmun — 61 %. B kauectBe
COMYTCTBYIOIIEH Tepanuu 75 % MalMEeHTOB NOJy4ald TUIOTEH3UBHBIE cpenctBa, 35 %
NAIMEeHTOB — THITOJIMIHIEMHUECKUE cpeacTBa (TIaBHBIM 00pazom, nHruoutopsl ['MI'-KoA-
peaykrassl (cTaTuHbl) — 28 %), aueTWICATUIMIOBYIO KHCIOTY B KaUYECTBE aHTHArpEraHTHOTO
CpEICTBA U JIpyrue aHTUarperantTuole cpeactna (47 %).

[Tocne 6 Henmenb BBOJHOTO IMEPHOJA, BO BpeMsl KOTOPOIO MAlMEHTHI MOJIy4aad TEparuio
NepUHAONPWIOM/MHIAIAMUAZIOM, OHH  paclpeAe/suIucCh B TPYNIy  CTaHJApTHOTO
TIIMKeMU4ecKoro kouTposs mwiu B rpynmy MI'K (nexapctBenssiil npenapar Jnaderon MB c
BO3MOYKHOCTBIO YBEJIMUEHUS JI03bI 10 MaKCUMaIbHOU 120 Mr/cyTku uinu no0aBiieHrue Ipyroro
TUIOTIMKEMUYECKOTO CPEJICTBA).

B rpynne UT'K (cpeansst mpoaoimkuTebHOCTh HabmoaeHus 4,8 ser, cpeaauii HbAlc 6,5 %)
M0 CPaBHEHHUIO C TPYMION cTaHmapTHOro koHtpons (cpemnuit HbAlc 7,3 %) mokaszano
3HauuMoe cHiKkeHre Ha 10 % OTHOCUTENBHOrO prcka KOMOMHUPOBAHHOM YacTOTHI MaKpo- U
MUKPOCOCYTUCTBIX OCIOXKHEHHI.

[IpeumymiecTBO OBUIO JTOCTUTHYTO 3a CYET 3HAYMMOTO CHIIKEHHSI OTHOCHUTEIBHOTO PHCKA:
OCHOBHBIX MHUKPOCOCYAMCTBIX OCJIOXHEHMH Ha 14 %, BOSHUKHOBEHUS U NPOTPECCUPOBAHUS
Hepponatuu Ha 21 %, muxpoansOymuHypuu Ha 9 %, makpoansOymunypuu Ha 30 % u
Pa3BUTHUS OCIIOXKHEHUI CO CTOPOHBI ITouek Ha 11 %.

[IpenmyniecTBa TUIIOTEH3UBHOW TepanMM HE 3aBUCENU OT MPEUMYIIECTB, JOCTUTHYTHIX Ha
¢done UT'K.

Hnoanamuo

AHTUTHIIEPTEH3UBHOE JIEUCTBUE TMPOSABISAETCS MpH TNPUMEHEHUHM TMpenapara B J03ax,
OKa3bIBAIOLIMX MUHUMAJIBHOE IUYPETUUECKOE IEHCTBHE.

AHTUTUIIEPTEH3UBHOE IEHCTBUE NHAANAMU/IA CBSA3AHO C YIYUIIEHUEM IaCTUYECKUX CBOMCTB
KpynHbIX apTepuii, ymenbinenueM OIICC.

Nunanamun ymensmaer crenenb ['JIDK, He BiMseT Ha KOHLEHTPAIUIO JIMIUJIOB B IJIa3Me
KPOBHU: TPUIIIMLEPUIOB, obOuiero xonecrepuna, JITTHIL, JINIBII; yrneBoausiii oOMeH (B TOM

YHCIIe y MAaUEHTOB C COMyTCTBYIOIINUM CaXapHbIM AHA0ETOM).

Ilepunoonpun
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[Tepungonpun 3¢ heKTUBEH B Tepanuu apTepruaaIbHON TUIIEPTEH3UH JIFOOOW CTENEHU TSHKECTH.
AHTUTUTNIEPTEH3UBHOE JCUCTBHUE MpernapaTa JOCTUraeT MakCMMyMa uepe3 4-6 yacoB mociie
OJIHOKpaTHOTI'O IIpU€Ma BHYTPb M cOXpaHsercss B TeueHue 24 uaco. Yepes 24 yaca mocie
npuema mpernapara Habmoaercs BelpakeHHoe (rmopsiaka 80 %) ocraToyHOe MHIHOMpPOBaHHE
AllD.

[Tepunonpui oka3pIBa€T aHTUTUIIEPTEH3UBHOE JCICTBHIE Y MAI[MEHTOB KaK C HU3KOM, TakK U C
HOpPMaJIbHOW aKTUBHOCTBIO PEHHHA B TJIa3Me KPOBH.

CoBMecTHOE  TNPUMEHEHHME  THA3MIHBIX  JUYPETUKOB  YCHIIMBACT  BBIPAXKEHHOCTH
AHTUTUTNIEPTEH3UBHOTO neicTBus. Kpome sToro, komOumHupoBanue wuuHruomtopa AlID u
TUA3UJIHOTO JMYpETHUKa TaKXe MPUBOAUT K CHUIKCHHMIO PUCKA Pa3BUTHUS TUIIOKAJIHMEMHH Ha
¢doHe mpuema JuypeTUKOB.

Kimmaunueckas 3¢ hekTUBHOCTD M 0€30IMaCHOCTD

/lsotinas 6a1okada penun-aneuomen3uH-arboocmeporosotl cucmemvl (PAAC)

HmeroTcst naHHbIE KIMHUYECKUX MCCIEI0BaHNN KOMOMHUPOBAHHOM Tepanuy ¢ IPUMEHEHUEM
unruouropa AIl® c antaronncramu peuentopos anruorensuxa Il (APA 1I).

[IpoBoamiInch KIMHUYECKHE UCCIIEIOBAHMS C Y4acTHEM MAllMEHTOB, UMEIOIIUX B aHAMHE3e
CEPICUYHO-COCYANCTOE WU IiepeOpoBackyysipHOe 3aboseBaHue, OO caxapHblii auaber 2
TUTA, COMPOBOXKIAIOMIMICA TOATBEPKICHHBIM IOPAKEHUEM OpraHa-MHILIEHH, a TakKke
UCCIICIOBAaHUS C YYacTHEM IMAIMEHTOB C CaxapHbIM AMAa0ETOM 2 THMa M JUa0eTHYECKOU
HedpomaTuei.

JlanHble WCClIeZIOBaHMSI HE BBIBUIM Yy MAalMEHTOB, IMOJYYaBIIUX KOMOWHHPOBAHHYIO
TEpanuio, 3HAYMMOTO TIOJOKUTENBHOIO BIUSHUS HAa BO3HUKHOBEHHE IMOYEYHBIX W/WIN
KapIMOBACKYJISIPHBIX COOBITHI M Ha MOKA3aTeNId CMEPTHOCTH, B TO BpeMs KaK PUCK Pa3BUTHUS
THIEPKAIMEMHUH, OCTPOM TOYEYHOW HEIOCTATOYHOCTH W/WIM apTEepUATbHON THUIOTEH3UH
YBEJIMYUBAJICS 110 CPABHEHHUIO C MAUEHTAMHU, OJIy4YaBUIMMH MOHOTEPAIHIO.

[Ipuarmasi BO BHUMaHHUE CXOKHE BHYTPUTPYNIOBbIE (apMaKOJUHAMUYECKHE CBONCTBA
uaruOuTopoB AII® u APA 1I, nanHple pe3ynbTaThl MOKHO OXKHIAThH IS B3aMMOJCHCTBUS
JTr0OBIX APYTHX MpenapaToB, MpeacTaBuTeNei kinaccoB HHruouTopos AII® u APA 1II.
[ToaTOMy MpOTHBOTIOKA3aHO MpUMEeHEeHHE HHTHONTOPOB AIID B coyeTaHWU ¢ aHTarOHUCTAMHU
pentieniTopoB aHruoTeH3uHa [l y manueHToB ¢ quadeTn4eckoil HedypormaTHei.

NMeroTces naHHbIE KIMHUYECKOTO MCCIIEN0BAHUS 110 U3YUYEHHIO MTOJIOKUTEIBHOTO BIMSIHUS OT
no0aBlieHUs] aTMCKUpeHa K cTaHaapTHOM Tepanuu uHruOutopom AIID umu APA 11 y

ManucHTOB C CaxapHbIM I[I/IaGGTOM 2 TMIIa H XPOHUYCCKUM 3a00/1€BaHUEM IIOYEK WU
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CEPICYHO-COCYAUCThIM 3a00JIeBaHUEM, JHUOO HMMEIONMIUX COYETaHHEe JTUX 3a00JIeBaHUM.
HccnenoBanue OBUIO MPEKPAIICHO JOCPOYHO B CBS3HM C BO3POCIIMM PUCKOM BO3HUKHOBCHUS
HEXKCIATCIbHBIX HCXOIO0B. CGp,Z[G‘-IHO-COC}/,Z[I/ICTaH CMCPThL W HHCYJIBT BO3HUKAJIKW YalliC B
rpymIe NalueHTOB, MOJIYyYalolUNX AJIMCKUPEH, M0 CPAaBHEHMIO ¢ Tpymnmoi ruranedo. Takxe
HEXKEJIaTeIbHBIC SIBIICHUS M CEephe3HBIC HEXKeJaTelbHbIC SBJICHUS 0CO00TO WHTEpeca
(rumepkanueMusi,  apTepUalbHas ~ THIOTEH3US W HapymieHus  (QYHKIUHM  TIOYEK)
PETUCTPUPOBAINCEH YaIlle B TPYIIIE aTUCKUPEHa, YeM B TPYIIIE mamnedo.
CTU

OrtcyTtcTBy1OT anHbie 0 npuMeHenun Homunpen A ®opre y aerei.

5.2. ®apmakoknHeTHYeCKHe CBOICTBA

Honunpen A @opme

CoBMecTHOE  TIPpUMEHEHHWE  HMHIAMaMuaa MW [EPUHAONpHUIAa HE  W3MEHSeT  HuX
(hapMaKOKMHETHYECKUX XapaKTEPUCTUK MO CPABHEHUIO C MX Pa3AeIbHBIM IPUMEHEHHUEM.
Unoanamuo

AbGcopbuus

NupanaMu st ObICTPO U MOTHOCTHIO a0COPOUPYETCS U3 JKETyT0YHO-KHUIIICUHOTO TPAKTA.
MakcumManbHasi KOHIIGHTpAlKus B TIa3Me€ KPOBH JOCTUTAeTcs udepe3 1 dac mocie mpuema
npernapaTa BHyTPb.

Pacnopenenenue

CBs3b ¢ OenkaMu T1a3Mbl KPOBH cocTaBiisieT 79 %.

BI/IOTDaHCd)ODMaHI/IH U 3JIMMUHAIUA

[Mepuon nonyseiBenenus (Ti2) cocraBnser 14-24 gaca (B cpennem 18 uacos). IloBTopHOE
NpUMEHEHUE Tpenapara He MNPUBOAUT K €ro KyMyJsiMM B opraHusMe. BoiBoautcs B
ocHOBHOM ¢ Mouoil (70 % oT BBeaeHHOH 103bl) U KajmoMm (22 %) B (opMe HEaKTHUBHBIX
MeTabOUTOB.

Oco0ble rpyInbl NALKMEHTOB

Hapywenue ¢pynkyuu novex

vy ITaIlMCHTOB C MMOYCIHOM HEAOCTATOYHOCTBIO (bapMaKOKI/IHeTI/IKa HE U3MCHSCTCA.
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Ilepundonpun

AOcopOrust 1 OMOMOCTYIIHOCTD

[locne mpuema BHYTpb NEPUHAONPUI OBICTPO BCACBHIBACTCS, W IMUKOBas KOHLIEHTPAIUS
nocruraerca B TeueHue | yaca. Ilepuox momyBbIBeeHMs NEpUHIONpWIAa paBeH | yacy.
buonocrynnocts cocraBisier 65-70 %.

[Ipuem mumm 3aMensisieT mpeBpalieHue MEPUHIONPIIIA B MEPUHIONPHIIAT, TAKUM 00pa3oMm,
BJIMSISE HA OMOJOCTYNHOCTh. [103TOMY MEpHHIONPHI ClieAyeT MPUHUMATh OAMH pa3 B CYTKH,
YIpOM, IepeS IPUEMOM ITHUIIH.

Pacnopenenenue

OOBbeM pacmpenesieHHss HECBS3aHHOTO TEPUHAONPHIIATA COCTABISIET MPUOIM3UTEIHEHO
0,2 n/kr. CBs3p mepuHponpuiIarta ¢ OelkamMM IUIa3Mbl KpPOBH, INIaBHBIM oOpazom c¢ AllD,
3aBHCHUT OT KOHIIEHTPAIMX NEePUHAONPUIIA U coCcTaBisieT okoio 20 %.

Buorpancdhopmarims

[Tepunnonpun npexacrasisieT coboil nmpoaekapcTBo. 27 % OT 001Iero KoJu4ecTBa IPUHATOTO
BHYTPh TEPUHJONpPHUIA TMOCTyMaeT B KPOBOTOK B BHJE aKTUBHOTO MeTabomuTa
nepuHaonpuiara. [loMrMMo aKTUBHOTO MEpHHIONIpHUIIaTa 00pa3yloTcs elle 5 MeTaboIUTOB, HE
obnanaromux (hapMaKoJIOTHYeCKO akTUBHOCTHIO. [IMKOBasi KOHIEHTpalUs epUHIONpHUIIaTa
B IIJIJa3M€ KPOBH JIOCTUTAETCS B TEUEHHE 3-4 4acoB.

DJIMMUHAIMS

HepI/IHI[OHpI/IHaT BBIBOAUTCA U3 OpraHuiMa C MO‘{OI>'I, U KOHEYHBIN nepuoa IMmojIyBbIBCACHUS
(T12) cBOOOMHOM (paKIMU COCTABISET OKOJO 17 YacoB, B pe3yjbTaTe 4Yero paBHOBECHOE
COCTOSTHUE JIOCTUTaeTCs B TeUeHUE 4 CyTOK.

JIu"elHoCcTh (HEAUMHENHOCTB)

beima mpoaeMOHCTpUpPOBaHA JUHEHHAs 3aBUCHUMOCTb MEXIY [I030M INEPUHIONpHUIA U €r0
KOHLEHTpalueH B IIa3Me KPOBH.

Oco0nIe I'pynIbl TanMEHTOB

Tlayuenmwl noscunoeo 6ospacma

BriBenenne nepuHaonpuiiaTa CHUXKAETCS y MOXKUIBIX MAIMEHTOB, a TAKXKE Yy MAIUEHTOB C
CEepAECYHOMN MU MTOYEYHON HEAOCTATOYHOCTBIO.

Hapywenue ¢pynxyuu nouex

[Ipu HapymieHuu (QYHKIMHM MOYEK JKEIATeNbHO KOPPEKTHPOBATH 103y B 3aBUCHUMOCTU OT
CTENEHM HapyILIeHUs (KJIMPEHCa KpeaTUHUHA).

Juanuz
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Jnanu3HpIi KIMPEHC epUHIONpIIIaTa cocTaiseT 70 MiI/MUH.

Luppo3 neuenu

dapMaKOKMHETHKA MEPUHJIONPHIIA Y MAIMEHTOB C LUPPO30OM NEYEHH HOCUT HM3MEHEHHBIN
XapakTep: MEeYEHOYHBbIN KIUPEHC MCXOIHOM MOJIEKYJBI CHHXKEH B JBa pasza. Tem He meHee,
KOJIMYECTBO O0pa3ylolierocss MNEepUHIONpUiIaTa HE YMEHbIIAeTcs, U, CIeA0BaTeIbHO,
KOPPEKIIUU 03bI He TpedyeTcs (cM. pasnenst 4.2 u 4.4).

5.3 /laHHble TOKJIHMHUYECKOH 0€30MACHOCTH

KoMOuHarms uHmanaMuaa ¥ NEepUHIONPUIA 00JIaaeT HECKOIbKO OOJbIIeH TOKCUYHOCTHIO,
4yeM ee KOMIOHEHTHI. [loyeuHble MNposBICHMS, MO-BUIUMOMY, HE YCHUIMBAIOTCA Y KpBbIC.
Opnako KOMOWHALMs BBI3BIBAET JKENYIOYHO-KUIIEUYHYI0 TOKCHYHOCTH Yy cobak, a
TOKCHYECKOE BO3JICHCTBHE HA OCPEMEHHBIX CaMOK, MO-BUIUMOMY, YCUIUBAETCS y KpbIC (TI0
CPaBHEHHUIO C NIEPUHIOIPUIIOM).

Tem He w™MeHee, 3Th 1TOOOYHBIE AS(PPEKTH NPOSBIAIOTCA TPH YPOBHAX, 3HAYUTEIHHO
MPEBBIIIAIOIINX UCTIOIb3yEMbIE TEPANIEBTUUECKHUE 103bI.

JloknuHuYeCcKue uccaeqoBaHusl, TPOBEICHHbBIEC OTACIBHO C EPUHAONPUIOM U UHAATIAMHIOM,
HE BBISIBUWIM TI'E€HOTOKCMYECKOTO WJIM KaHILEPOTeHHOro mnoTeHimana. lccinenoanus
PENpOAYKTUBHOW TOKCHMYHOCTH HE BBIBWINM SMOPHOTOKCUYHOIO WM TEPaTOr€HHOTO

NeCTBUS, BIMAHNE HAa PEepTUIHLHOCTH OTCYTCTBOBAJIO.

6. ®APMAINEBTUYECKHE CBOMCTBA
6.1. IlepeueHb BCIOMOraTebHBIX BelIECTB
Aopo:

JlakT03bI MOHOTHApPAT

Maruus creapat

MansroaekcTpuH

KpeMHus qrOKCH]T KOJUTOUTHBIN 0€3BOTHBIN

KapOokcumernikpaxmain HaTpus (Tl A)

Obonouka nieHouHas:
I'muuepon
['mnpomennosa

Makporon 6000
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Maruus creapat

Turtana guokcun (E171)

6.2. HecoBMecTHMOCTH

He npumenumo.

6.3. Cpok rogHocTH (CPOK XpaHEHU)

3 roxa.

6.4. OcoOble MepbI IPEIOCTOPOKHOCTH IPH XPAHECHUH

Xpanuts npu remrneparype He Boie 30 °C.

6.5. Xapaxkrep u conep:kaHNe NEPBUYHON YIIAKOBKH

Ipu npouszsoocmee na «Jlabopamopuu Cepsve Unoacmpuy, @panuus

[To 14 wmm 30 Tabmerok BO (IakoHE W3 TOJUIPONUICHA, CHAOKEHHOM J03aTOPOM M
poOKOH, coieprKalleil BIaronoryIomaronui refb.

Mo 1 ¢nakony (mo 14 wmm 30 TabGneToOK) ¢ JIMCTKOM-BKIAABIIIEM B TAadKe KapTOHHOH ¢
KOHTPOJIEM MIEPBOTO BCKPHITHSI.

YnakoBka JijIsl CTallHOHAPOB:

ITo 30 Tabnerox BO (pakoH M3 TMOJUIPONHUICHA, CHAOKEHHBIN J03aTOPOM M MPOOKONA,
COZEPIKAILEH BIArONOrJIOMIAIOIINAN Tellb.

ITo 3 ¢umakona (mo 30 TabneTOK) C paBHBIM KOJIHYECTBOM JIMCTKOB-BKJIAJIBINICH B IMayke

KapTOHHOI ¢ KOHTPOJIEM IIEPBOTO BCKPHITHSI.

Iipu I’ZDOMBGOOCI’I’IGQ Ha «ﬂa60pam0puu Cepsbe HHOCICI’I’IDM)), Dpanyus _u pacqbacoeke

/ynaxosxe na 000 « CEPBBE PYCy, Poccus:

[To 14 wmm 30 Tabmerok BO (IakoHE W3 TOJUIPONUICHA, CHAOKEHHOM J03aTOPOM M
poOKOM, copeprKaIleii BJIaronorIonaroiiil Telb.

ITo 1 ¢nakony (mo 14 wmm 30 TabGneToK) ¢ JIMCTKOM-BKIAABIIIEM B TadkKe KapTOHHOH ¢
KOHTPOJIEM MEPBOTO BCKPHITHSI.

YnakoBka Jij1sl CTallHOHAPOB:

[To 30 TabneTtox BO (uIakoHE W3 TOJHUIIPONHIICHA, CHA0XEHHOM J03aTOPOM M TPOOKOH,
COZEPIKAILEH BIAronOrJOMIAIOIIAN Iellb.

ITo 3 ¢makona (mo 30 TabneTOK) C paBHBIM KOJIHYECTBOM JIMCTKOB-BKJIAJIBINICH B IMayke
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KapTOHHOI ¢ KOHTPOJIEM IIEPBOTO BCKPHITHSI.

Ipu npouszsoocmee na « 000 « CEPBBE PYCy, Poccus:

ITo 14, 29 unmu 30 Tabnerox BO (akoOHE W3 MOJUIPONHICHA, CHA0OXKEHHOM J103aTOPOM H
pOOKO#, coeprKaleil BIaromoriomanui reib.

[To 1 ¢nakony (mo 14, 29 unu 30 TabmeTok) ¢ TUCTKOM-BKJIAQJBIIIEM B MadyKe KapTOHHOU C
KOHTPOJIEM MEPBOTO BCKPHITHSI.

YnakoBka Jj1sl CTallMOHAPOB:

ITo 30 tabnmeTok BO (hIakOHE W3 MOJMIPONUIEHA, CHAOKEHHOM J03aTOPOM U MPOOKOH,
COZEpIKallleil BIAaronorjomatonui refp.

[To 3 ¢nakona (mo 30 TabmeTok) C paBHBIM KOJIMYECTBOM JIMCTKOB-BKJIQJBIIICH B IMadke

KapTOHHOM C KOHTPOJIEM IIEPBOTO BCKPHITHSI.

Ipu  npoussoocmee  Ha  «Jlabopamopuu Cepsve  Huoacmpuy, Dpanuus u

pachacoeske/ynaxosxe na « Cepeve (Upranous) Hnoacmpus JImoy, Upranous:

ITo 30 Tabnerox BO (pyakoH M3 TMOJMIPONHUICHA, CHAOKEHHBIH J03aTOPOM M TPOOKOH,
COZEPIKAILEN BIArONOrJIOMIAIOIINAN Tellb.

ITo 1 ¢pnakony (mo 30 TabNEeTOK) C JIMCTKOM-BKJIAJBIIIEM B MAaYKe KAPTOHHOW C KOHTPOJIEM
MEPBOrO BCKPBITHSL.

YnakoBka Jj1s1 CTallMOHAPOB:

ITo 30 Tabneroxk BO (pakoH M3 TMOJUIPONHUICHA, CHAOKEHHBIN J03aTOPOM M TPOOKOH,
COZEpIKallleil BIAronorjonatonui refp.

[To 3 dnakona (mo 30 TabmeTok) C paBHBIM KOJIMYECTBOM JIMCTKOB-BKJIAQJBIIICH B IMadke

KapTOHHOM C KOHTPOJIEM IIEPBOTO BCKPHITHS.

6.6. OcoOble Mepbl MNPEIOCTOPOKHOCTH TPH YHHUYTOKEHUM HCIOJb30BAHHOIO
JIEKAPCTBEHHOI'0 TMpenapara MJIH OTX0A0B, TMOJYYEHHBIX TMOCJe NPUMEHEHUs
JIEKAPCTBEHHOTI'0 NMpenapara UM Apyrue MAHUILYJIALIHUHU € PenapaToM

Het oco0bIx TpeOOBaHM K yTHIIM3AIUH.

7. JEPXKATEJDb PETUCTPAIIMOHHOI'O YIOCTOBEPEHUA
«JTaboparopuu CepBbey» / Les Laboratoires Servier
50, yn. Kapno, 92284 Cropen Cenexc, @pannust / 50, rue Carnot, 92284 Suresnes Cedex,

France
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7.1. IlpencraBuTe/ib AepKaTENsl PErHCTPANMOHHOIO YI0CTOBEPEHUS

[Iperen3un noTpeOUTENEN HAIPABIIITH 110 aJPECY:

Poccuiickag ®enepanus

AO “Cepsne”

125196, r. Mocksa, yiu. JlecHas, g1om 7, atax 7/8/9
Temn.: +7 (495) 937 07 00
daxc: +7 (495) 937 07 01

DJ1. moyYra;: servier.russia@servier.com

PeciyOmimka ApMeHust

[IpencraBurensctBo “Jlaboparopuu CepBbe”
0002, r. EpeBan, ynuiia Amupsina, 15, maraszun 100, Kentpon
Ten.: +374 (10) 50 50 74

DJ1. mo4ra: mariam.antonyan(@servier.com

PecnyOsnka Bemapych

[IpencraBurensctBo YAO “Les Laboratoires Servier” (®dpaniy3ckas Pecriybnmka) B
Pecniybnuke benapych

220030, r. Munck. yi. Mscaukosa, 70, od. 303

Ten.: +375 (17) 306 54 55/56

Oi. moura: officeBY (@servier.com

Pecny6auka Kaszaxcrad u Keipreizckas PecnyOiunka

TOO “Cepsbe Kazaxcran”
050020, r. Anmartsl, rip. octsik 310I°
Ten.: +7 (727) 386 76 62

Di. moura: kazadinfo(@servier.com

8. HOMEP PETHCTPAHIMOHHOI'O YAOCTOBEPEHMUA

B Poccuiickoit ®enepanuu: JITI-Ne(000175)-(PT'-RU)
B Keipreizckoit Pecrry6muxke: JIIT-Ne000175-I'TI-KG
B Pecnybnuke bemapyce: JITT-Ne000175-I'TI-BY
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B Pecniy6nuke Apmenust: JITT-Ne(000175)-(I'TI-AM)
B Pecny6nuke Kazaxcran: JITT-Ne000175-I'TI-KZ

9. JATA NEPBUYHOM PETUCTPAIIUU (ITOATBEPKJIEHUS PETUCTPAIIAMH,
INEPEPET'UCTPALIUN)

JlaTa nepBo perucTpanuu:

B Poccuiickoit @enepanun: 25.03.2021

B Keipreickoii Pecryonuke: 22.07.2022

B Pecny6nuke benapycs: 12.09.2022

B Pecny6nuke Apmenusi: 09.12.2022

B Pecny6nuke Kazaxcran: 03.03.2023

10. JATA NEPECMOTPA TEKCTA
OO6mas xapakTepucTHKa JieKapcTBeHHOro mnpemapara Homummpen A dopre goctymHa Ha

WHPOPMALIMOHHOM TopTasie EBpa3wmiickoro 3KOHOMHYECKOTO COK03a B HH(OPMAIMOHHO-

KOMMYHHKAITMOHHOM cetn «MHTepHEeT» http://eec.eacunion.org.
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