OBIIAA XAPAKTEPUCTUKA JIEKAPCTBEHHOI'O IIPEITAPATA

1. HAUMEHOBAHMUE JIEKAPCTBEHHOI'O IIPEITAPATA

Honumnpen A, 0,625 mr+2,5 mr, TabneTku, TOKPHITHIE TNIEHOYHON 000JI0YKOH.

2. KAUECTBEHHBIN M1 KOJJMUYECTBEHHBIN COCTAB

JleiicTByrolMe BEIIeCTBA: UHAATAMHUT + IEPUHIOTPIUIT

Kaxxnas tabnerka, MOKpHITas IUICHOYHOW 00009KO0M, comepxkut 0,625 Mr wHmanamuga u 2,5 Mr
TIePUH/IONPUTIA APTHHHHA.

BemecTBa, Hamu4Me KOTOPBIX HAJO YUWUTHIBaTh B COCTaBE JIEKAPCTBEHHOrO Ipemnapara: JakKTo3a,
HaTpuii (cM. pazaen 4.4).

[TonHbIi IepedeHb BCIIOMOTATEIbHBIX BEIIECTB MPUBEICH B pasaene 6.1.

3. JEKAPCTBEHHASA ®OPMA

TabneTku, MOKPHITHIE THIEHOYHOH 000IOYKOH.

[Ipononrosareie TabJIETKH, HOKPBITHIE IUIEHOUYHONW 000JI0YKOM, Genoro 1BeTa, ¢ pUcKoil Ha o0enx
CTOPOHAX.

JInnus pasjioma (pI/ICKa) HC MIp€AHa3Ha4YCHa MJIA pa3aCIICHUA TaOJIETKH.

4. KIMHUYECKHE JAHHBIE

4.1. llokazaHusi K NPMMEHECHUIO

[Ipenapat Honunpen A nokasaH K IpUMEHEHHUIO Y B3POCIIbIX.

e DcceHUUaNbHAs TMIEPTEH3NUS.

e VY ManMeHTOB C apTepUaIbHON THUNEPTEH3WEH U caxapHbIM AMA0ETOM 2 THIA IJISi CHUKEHUS
pHUCKa Pa3BUTHS MHKPOCOCYIUCTBIX OCJIOKHEHHN (CO CTOPOHBI MOYEK) M MaKPOCOCYAMCTHIX
OCJIO’KHEHUH PU CEPJIEYHO-COCYAUCTHIX 3a00J€BaHUSX.

4.2. PeskxuM 103MPOBAaHMA U CIIOCO0 MPUMEHEHUS

PexxuM o3upoBaHus

QCceHL;uwleaﬂ cUNepmeHn3usl
[To 1 TabneTke nekapcTBeHHOrO npenapara Homunpen A 1 pa3 B cyTku.

ITo BO3MOXXKHOCTH IpHEM IpernapaTa HAauMHAIOT ¢ M000pa 103 OJJHOKOMIIOHEHTHBIX IpenapaTos. B
clly4ae KIMHUYECKOH HEOOXOJAMMOCTH MOXXHO pacCMOTPETb BO3MOXXKHOCTh  Ha3HAu€HUs
KOMOMHUpPOBaHHOH Tepanuu npenaparoM Homunpen A cpasy nmociie MOHOTEpaIuu.



YV nayuenmos ¢ apmepuanvholi cunepmen3zuell U caxapuvimM ouabemom 2 muna O CHUNCEHUs
PUCKA pa3eumusi MUKPOCOCYOUCHBIX OCIONCHEHULL (CO CMOPOHbL NOYEK) U MAKPOCOCYOUCHIbIX
OCJLONCHEHULL OM CepOeyHO-COCYOUCMBIX 3A00Ne8AHULL

ITo 1 Tabnetke nekapcTBeHHOTO Mpemnapata Homumnpen A, 1 pa3 B cyTku. Uepes 3 Mmecsdiia Tepanuu,
NP yCJIOBUHM XOPOIIEH TEPEHOCUMOCTH, BO3MOXHO YBEJIMYEHHE JO3bl 10 2 TaOJETOK
JexapcTBeHHOro mpemnapara Homumpen A 1 pa3 B cytku (wiu mo 1 TabneTke JieKapCTBEHHOTO
npenapata Honmumnpen A ®@opre, 1 pa3 B cyTkn).

Oco0nIe T'pYHOIIbI ITIAIIMCHTOB

Jluya nooicunozo eos3pacma

JleueHne mpemapaToM CieIyeT Ha3HAauaTh IIOCIIE OLEHKHM (YHKIHHA TOYEK M apTepHabHOTO
nasnenus (Al).

Hayuenmui ¢ noueunou He0oCmamo4yHOCHIbIO

JlexapctBeHHblil npenapaT Homunpen A NpoTHBOINIOKAa3aH MalMEHTaM C TSKENIBIM HapylLIeHHEM
¢dbyuknun noyek (knmupenc kpeatuanna (KK) amwke 30 mur/muH).

VY manueHToB ¢ ymepeHHbIM HapymieHueMm ¢ynkiun nmouyek (KK 30-60 mu/mMuH) pekomeHayeTcs
HAYMHATH TEPANMIO ¢ HEOOXOIUMBIX /103 MPEnapaToB (B BHE MOHOTEPAIHH), BXOAAIINX B COCTAB
JeKapcTBeHHOTo npenapara Homumnpen A.

[Tarmmentam ¢ KK, paBHbIM wim mpeBbimatomum 60 MII/MUH, KOPPEKITUU 10361 HE Tpedyercs. Ha
¢doHe Tepanuu HEOOXOIUM PEryJIAPHBII KOHTPOJIb KOHIEHTPAIlMM KpEaTHHUHA M Kalus B IUIa3Me
KpOBH.

Hayuenmui ¢ neuenoynou He0OCmMAamo4HOCHbIO

JlekapcTBeHHblil mipenapat Homunpen A mpoTHBONOKAa3aH MAalMEHTaM C TKEIBIM HapylIeHUEM
(GYyHKIIMY TICUEHH.

[Ipu ymepeHnHoM HapyIlieHUU GYyHKIIUHU IEYEHU KOPPEKIUS 1036l HE TpeOyeTcsl.

JHemu

be3onacHocth u 3¢ dexTuBHOCTL NpenapaTta Homumnpen A y aereit B Bo3pacte ot 0 g0 18 mer Ha
HaHHBIﬁ MOMCHT HC YCTAHOBJICHBI. I[aHHI:Ie OTCYTCTBYIOT.

Cnoco0 mpuMeHeHust

BHyTpb, NpeaNOYTUTENIEHO YTPOM, MEpe] MpueMoM Numu. TalJeTku cieayeT NporjiaThiBaTh
IECITUKOM, 3aITMBast BOJOM.

4.3. [IpoTnBONOKA3aHUA

Wnmanamug

e [unep4yBCTBUTEIBHOCTH K JCHCTBYIONIEMY BEIIECTBY WJIH JIFOOBIM IPYTUM CYIb(OHAMUIAM.
e Tsxenoe Hapymenue ¢pynkumnn nmodek (KK amxe 30 mi/mun).
o [leueHounas sHuedanonaTus.

o Tsoxenoe HapyuieHUue QYHKIMH TEYCHH.

o ['mnokanuemus.

Ilepunonpun
e [UmepyyBCTBUTEIBFHOCTh K JACHCTBYIOIIEMY BEUIECTBY WM JIOOBIM JIPyTUM HHTHOUTOpaM
aHrMoTeH3uHNpeBpamatomero pepmenta (AIID).



e AnruoHeBpoTuueckuil oTek (otexk KBuHKe) B aHamMHe3e Ha (OHE MpUeMa JAPYruX UHIMOUTOPOB
ATIID (cMm. paznen 4.4).

e HacnencTBeHHBIN/MINOIATHIECKAN AaHTHOHEBPOTHYECKUI OTEK.

e bepemenHocTh (cM pazzen 4.6);

e (CoBMeCTHOE NMPHUMEHEHHE C AJIUCKUPEHOM M JIEKapCTBEHHBIMM IIpenapaTtaMu, COAEpKaIlllUMU
AMCKUPEH, y TAlMeHTOB C CaxXxapHbIM JMAa0ETOM W/WIM YMEPEHHBIM MM TSDKEIBIM
HapymieHneM (QyHKIUH 1o4ek (ckopocTh kiyooukoBor ¢unbTparuun (CK®) wmenee 60
mir/mus/1,73 M2 nnomaau moBEpXHOCTH Tena) (cM. pasaens 4.5 u 5.1).

e (COBMECTHOE IPUMEHEHHE C aHTaroHUCTamMu peuentopo anruoreHsuHa II (APA 1II) y
MaleHTOB ¢ AuadbeTrndeckoi Hedpomnatuen (cM. pazaen 4.4).

e (CoBMecTHOE TpUMEHEHHWE C KOMOWHalueW BaicapTaH + cakyOutpwi. Homummpen A Henb3s
IPUHUMATh paHee, 4yeM depe3 36 4yacoB IOCiie MPUMEHEHUs IMOCJIeTHEN 03bl KOMOWHALUU
BajicapTal + cakyoutpui (cm. pasaenst 4.4. u 4.5).

e DKcTpakopropajiabHas Tepamnus, MIPUBOAIIAsS K KOHTAKTY KPOBU C OTPULIATENILHO 3apsHKEHHBIMU
MOBEPXHOCTAMH (CM. pazaen 4.5).

e BpIpaXeHHBIN BYCTOPOHHUN CTEHO3 ITOYEUYHBIX apTepUil WM CTEHO3 apTepUU €IMHCTBEHHOU
byHKIIMOHUpYIOIIEH ToukH (cM. pasaen 4.4).

Homunpen A
e [unep4YyBCTBUTENHHOCTh K HMHIANAMUAY, OPYTHM CyJIb(QOHAMHIAM, MEPUHIAONPHIY, IPYTUM

unruoutopam AIID unu k 1060My U3 BCIIOMOTATEIbHBIX BEIIECTB, MEPEUHCICHHBIX B pa3jieie
6.1.

e U3-3a OTCYTCTBHS JOCTATOYHOIO KJIMHUYECKOTO OIbITA JIEKAPCTBEHHBIN npenapat Homumnpen A
HE CJIeAyeT NPUMEHATh Y MALMEHTOB, HAXOIAIIMUXCA HA TEMOJAUAIN3E, A TAKKE Yy MALMEHTOB C
HEJICYEHOU CepAEYHON HEJOCTATOYHOCTBIO B CTAIUU JEKOMIICHCALIUH.

4.4. OcoOble yka3aHusi H MepbI IPeI0CTOPOKHOCTH NPH NPHUMEHEHUHT

[Ipenapat crneayer Ha3HAYATh C OCTOPOKHOCTHIO B CIEIYIOMIUX CIIydasX:

CuctemHble 3a007€BaHUs COCIMHUTEIBHOW TKAaHU (B TOM YHCIE, CUCTEMHAas KpacHas BOJYAHKA,
CKJIEepoJepMuUsl M Jp.), CONYTCTBYIOLIEE MPUMEHEHHE aJUIONypUHONA, IMTOCTaTUKOB H
MMMYHOJENPECCAHTOB, MM IpOKavHaMuja (pUCK pa3BUTUS HEHUTPONEHUH M arpaHyjoLUTO3a),
COITyTCTBYIOIAsl TEpamusl IpernaparaMy JIMTUS, HpernapataMi ajJlCKHpeHa Yy IMalueHTOB 0e3
caxapHoro auabera wiu HapymeHuil ¢ynkuuu nodek, APA I y manuentoB 0e3 nuabeTHueckon
HedponaTtuu, IpenaparaMy 30J10Ta, HECTEPOUAHBIMH IPOTHBOBOCHAIMUTENBHBIMU IpenapaTaMu
(HIIBII), OaknodeHoM, KOPTUKOCTEPOMAAMH, MHTHOMTOpaMM HempwiniduHa (cM. pasnen 4.5),
IpernaparamMi, KOTOpble MOTYT BbI3BaTh yaauHeHHe uHTepBana QT Ha snekTpokapauorpamme
(OKT'), cepnedyHbIMU TIMKO3UAAMM, JEKApCTBEHHBIMHM IIpenaparaMu, KOTOPbIE MOTYT BbI3BaTh
MOJUMOP(HYIO KEITyJOYKOBYIO TaXUKapIUI0 THIA «IIHPYIT», YIHETEHHE KOCTHOMO3TOBOI'O
KpPOBETBOPEHUSI, CHIDKEHHBI 00bEM IMPKYJIUpPYIOIIeH KpoBU (TMpHUEM IHMYpETHUKOB, OeccosieBas
IMeTa, PBOTA, Ouapes, TeMOAWANN3), HIIeMHUYecKas OOJe3Hb CcepAna, LepeOpOoBacKyJISpHBIC
3a0o0JeBaHMs, PEHOBaCKYyJIsipHas THIEPTEH3HS, caxapHbIii nuaoer, HEPBUYHBIH
TUNepaibJI0CTEPOHU3M, XpoHuYeckas cepaeuHas HexpoctaroyHocTs (II-IV  ¢yHxnmonamsHOTO
kiacca no kinaccupukanuun NYHA), HapymieHus (QyHKIOUM NEYEHM U IOYeK, TMIEepypPUKEeMHUs
(0COOCHHO COTPOBOXMAMOIIASACS TMOAArPOM W YPAaTHBIM HEPPOIHTHA30M), JIAOWIBHOCTh AJl,
MOKWJION BO3pacT, MPOBEJACHUE TeMOIUalIN3a C MPUMEHEHHEM BBICOKOIIPOTOYHBIX MEMOpaH WU
JeCCHCHOMIM3aIys, mepea Mmpoueaypoi adepesa JHIIONPOTSHHOB HU3KoW TwiotHocTH (JITTHIT),
COCTOSIHUE TIOC/Ie TPAHCIUIAHTAlMM TOYKH, XMPYPrUYEeCKOe BMEUIATElIbCTBO/AHECTE3Us, CTEHO3
AOPTaJBHOTO WJIM MHTPAJIBHOTO KIANaHa/TUrnepTpoduyeckas oOCTPYKTHBHAS KapAHOMHOIATHSA,
aTepoCKIIepO3, MPEACTAaBUTEIN HETPOUIHON pachl (MeHee BBIpaKeHHbIN 3(h(PeKT oT nmpuMeHeHus ),



CHOPTCMEHBI (BO3MO)KHA TOJIOXKUTENIbHAS peaklys MpU JONHHI-KOHTPOJIE), COIMYTCTBYIOIIAs
Tepanus KaiuicOeperaromyuMu JAWypeTHKaMM, [pernapataMu Kajlus WIM Yy [alUeHTOB ¢
MIOBBIIICHHBIM COJEPKAHUEM Kajus B IUIa3Me, TMIEPKAIMEMUs, TMIIOHATPUEMUS, OTATOIEHHBIN
aJUIeproJIOTUYECKUM aHaAMHE3, ajlIepruuecKasl peaklys Ha IEHULWIJIMH B aHaMHeE3¢€.

OoO1ee g MHIanaMuaa U IEPUHIOIPIIA

[Ipumenenue nekapcTBeHHOro npenapara Hoiumnpen A, coneprariiero HU3Kyr 103y HHIANaMuaa u
MEpUHJIONpUIIa aprUHUHA, HE CONPOBOXKJIAETCS CYIIECTBEHHBIM CHM)KEHHUEM YacTOThI MMOOOYHBIX
3¢ deKTOoB, 32 UCKIIOUEHUEM THIIOKAIMEMHH, 110 CPABHEHUIO C IIPUEMOM OTJIEIbHBIX KOMIOHEHTOB
mpernapara B HAMMEHBIIMX DPa3pelIeHHBIX Ui MPUMEHEHHUs no3ax (cMm. pasznen 4.8). B Hauane
Tepanuy ABYMs TMIIOTEH3MBHBIMM IpenapaTamMM, KOTOpbIE MAlMEHT HE IOJIydaa paHee, Helb3s
UCKJIIOUUTh YBEJIIMYCHUS YACTOTHl pa3BUTHS WIAMOCHHKpasuu. TIiiarenbHoe HaOdIoneHUe 3a
MAIEHTOM MO3BOJISET CBECTH ITOT PUCK K MUHUMYMY.

IIpenapamul rumust

CoBMecTHOE TPUMECHEHHE KOMOWHAIIMM WHIAMaMU[a ¥ TICPUHIONPHIIA C TperapaTaMu JIUTHS
0OBIYHO HE peKOMEHIyeTcs (CM. pasnen 4.5).

Hapywenue ¢pynxyuu nouex

Tepanus npenaparom Homumpen A npoTHBONOKa3aHa NalMEHTaM C TSDKEIbIM HapylIeHHEM
¢byukaun mouek (KK menee 30 Ma/MuH). Y HEKOTOPHIX MAIMEHTOB C apTEPHUATILHON TUIIEPTEH3UEH
0e3 TpEeAIIECTBYIONIET0 OYEBHIHOIO HapylIeHUs (YHKIMM TOYeK Ha (OHE TEepamud MOTYT
MOSIBUTHCSL JTa0OpaTOpHBbIC TPH3HAKH (PYHKIIMOHAIBHOW IMOYEYHOH HEIOCTAaTOYHOCTH. B 3TOM
cllydae JIEYeHHE CJeIyeT MPEeKpaTHTh. B nanpHeieM MOXHO BO300OHOBUTh KOMOWHHUPOBAHHYIO
TEpaIuio, MPUMEHSIST HU3KUE JT03BI TIPENapaToB, JINOO MPUMEHSTh TOJIBKO OJIMH 3 MPETapaToB.

TakuMm manueHTaM HEOOXOIUM pETyJSIpHBIA KOHTPOJIb KOHLEHTpAIMM Kalusl M KpeaTHHHHA B
KpOBH — 4epe3 2 HeAeNM IMOCJe Hayaja Tepanvd W B JalbHEUIIEM KaxkIble 2 Mecsla B Mepuo,
Korja J103a mpemnapara mogoOpana. [loueuHass HEOCTATOUHOCTh Yallle BOHHUKACT y TAIMEHTOB C
TSOKEJIOW CepACYHOM HEIOCTAaTOYHOCTHIO WJIM MCXOAHOM MOYEYHOM HEJAOCTAaTOYHOCTHIO, B TOM
YucIie, MPU CTEHO3€ MTOYEUHOMN apTepuu.

JlekapcTBennblii mnpenapaT Homunpen A He peKOMEHAOBAaH K NPUMEHEHUIO B CiIydae
JIBYCTOPOHHETO CTEHO3a IMOYEYHBIX apTepuil WM B CiIy4yae €IUHCTBEHHOW (PYHKIMOHUPYIOIIECH
MTOYKH.

ApmepuaﬂbHaﬂ cUNOmMeH3Us U Hapyuernue 60()H0-3JZ€Kmp0]ZumHOZO bananca

B ciayuyae ucxonHOM THNOHATPUEMUU CYIIECTBYET PHCK BHE3AITHOTO DPa3BUTHUS apTepHabHOM
TMIIOTEH3UH, B YaCTHOCTH, Y MAIIMEHTOB CO CTEHO30M IOYe4HOM apTepuu. [loaTromy HeoOXxonumo
MIPOBEJICHUE CUCTEMATHUECKON OIICHKM CHMIITOMOB OOE€3BOXKHMBAHHUS W CHIDKEHHUS COJAEpIKAHUS
3JEKTPOJIUTOB B IUIa3M€ KpPOBU, HAMpUMEpP, IOCJIE JUaped WIM PBOTHL. TakuMm MalnueHTam
HE0OXO0IUM PEryJISIPHBIN KOHTPOJIb COJIEPKaHMUs JIEKTPOJIUTOB IJIa3MbI KPOBU.

[Ipu BbIpaXeHHOW apTEepHaIbHONH TUIOTEH3UH MOXKET NOTPeOOBATHCS BHYTPUBEHHOE BBEJCHHE
M30TOHUYECKOIO COJIEBOIO pacTBOpA.

Tpan3uTopHast aprepuajlbHasi THIIOTEH3UsI HE SBJIAECTCS NPOTUBOIIOKA3aHUEM I IIPOJOJIKEHUS
tepanuu. [locme BoccTaHOBIGHHS 00beMa HUPKYIUpPYHOMEH KpoBH M AJ] MOXHO BO300HOBHUTH
TCpaInro, IpUMCHIAS HU3KUC JO3bI, .HI/I60 NPUMCHATH TOJILKO OJJUH U3 KOMIIOHCHTOB IIpcriapara.

Cooepoicanue xkanus

KomOuHupoBaHHOE NpHMEHEHHE WHAANaMHUIa M NEPUHAONPUIA HE MPEeJOTBpAIlAeT pa3BUTHE
TMIIOKAJIMEMUH, OCOOCHHO Y NMAIMEHTOB C CaXapHbIM 1Ua0ETOM MM ITOYE€YHOH HEI0OCTaTOYHOCTHIO.
Kak u B ciydae nmpuMeHeHus J1I000ro TUMOTEH3MBHOTO TpenapaTa B KOMOMHALMU C JTUYPETUKOM,
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HEOOXOUM PETYJISIPHBIA KOHTPOJb KOHIIEHTPAIIMU KaJIUs B IJIa3Me KPOBH.

WNumanamug

Ileuenounas aﬂueqbaﬂonamuﬂ

[Ipu Hanmuuu HapymeHud GyHKIUU EYEHU MPUEM THA3UIHBIX U THAa3UA0NO0I00HBIX AUYPETUKOB
MOXXET MPHUBECTH, OCOOCHHO B CIIy4ae JJICKTPOJUTHOTO IucOallaHCa, K Pa3BUTHIO MEUYECHOYHOM
sHIe(paTonaTuu, KOTOpas MOXKET MPOrpecCHpOBaTh IO TMEUYEHOYHOW KOMBI. B TakoW cuTyarum
ClIeayeT HEMEIEHHO MPEKPATUTE IIPUEM IUYPETHKA.

cbomouyecmeumeﬂbﬂocmb

Ha ¢one npuema THa3UIHBIX U THA3UAONOAO0OHBIX AMYPETHKOB COOOIIANOCH O CIy4asX Pa3BUTHUS
peakmuii  doTouyBcTBUTENbHOCTH (cM. pasgen 4.8). B cmywae pasButHs — peaxknui
(OTOUYBCTBUTEIBHOCTH Ha (OHE MpHeMa Mpernapara ClIeAayeT MpeKpaTuTh JjeudeHue. [lpu
HEOOXOJUMOCTH TPOJODKEHUS TEpalui  TUYPETUKaMH, PEKOMEHAYETCS 3allluIaTh KOKHBIC
MOKPOBBI OT BO3JICHCTBHSI COTHEUHBIX JTyYeH MM UCKYCCTBEHHBIX yIbTPa(UOIETOBBIX JTyUei.

Boono-snexmponumusiii 6ananc

Konyeumpayus uonos nampus 8 niazme Kposu

KoHueHTpanuo HOHOB HATpHs B IJIa3Me€ KPOBHM HEOOXOJMMO ONpEAENsATh A0 Hayaja JICYCHHs, a
3aTeM pEeryJisipHO KOHTPOJIMPOBaTh Ha (oHE npuema npenapata. CHIDKEHHE KOHIICHTPALUU HOHOB
HATpHs Ha HAYaJIbHOM JTAlle MOJKET HE CONPOBOXKAATHCA KIMHWUYECKHMH CHUMIITOMAaMH, IMO3TOMY
HEOOXOUM pEeryJIsipHbIA J1a0opaToOpHBIA KOHTPOJb. bosee yacThlif KOHTPOJIb COJEpKAHUS HMOHOB
HaTpus MOKa3aH NallMeHTaM ¢ LUPPO30M ME€YEHU U MalMeHTaM IO0XHJIOro Bo3pacTa (CM. pa3feisl
4.8 u 4.9). Jleuenne M0OBIMH JUYPETUKAMU MOXKET BBI3BaTh TMIIOHATPHUEMMIO, MHOTZIA C OYEHBb
CEpbE3HBIMU  MOCIIECACTBUAMU. | MIIOHATPUEMUS, CONPOBOXKAAIOWIASACA THUIIOBOJIEMHEH, MOXKET
NPUBOJNUTH K PA3BUTUIO OOE3BOKMBAHHMS W OPTOCTaTUYECKOM runoreH3uu. ComyTcTByloIIee
CHIDKCHHE COEP KAHMS MOHOB XJIOPA MOKET IIPUBECTH K PA3BUTUIO BTOPUYHOTO KOMIIEHCATOPHOIO
MeTa0OMMYECKOro  ajikajo3a: YacToTa €ro BO3HHUKHOBEHHUS W  CTENEHb BBIPAXXEHHOCTHU
HE3HAYUTECIIBHBIC.

Konyeumpayus uonos xanus 6 niazme Kkposu

CHWXKeHne KOHIEHTPAIMH Kajus ¢ THIIOKATUEMHUEH SBISICTCS OCHOBHBIM PHCKOM, CBSI3aHHBIM C
Tepanneﬁ THA3UIHBIMU U TI/IaSI/II[OHOIIOGHBIMI/I ANYPCTHKAMH. T'unokanuemMus MOXKET BBI3BATH
MBIIICYHBIE paccTpoiicTBa. CoO0IIAIOCh 0 ciydasix padoMHOJIN3a, B OCHOBHOM Ha (hOHE TSIKENOM
THUIIOKAJIMEMHUH.

Heob6xomumMo mpeayrpexaaTh pUCK CHWKEHUS KOHIIEHTPAIIMK HOHOB Kanus (MeHee 3,4 MMOJIB/JT) y
(O] (571474:0)11170,€ KaTeI‘OpI/Iﬁ ManUCHTOB M3 I'PYIIIbI BHICOKOTO PHUCKA: MALMCHTOB IMOXUJIIOTO BO3pacCTa
W/WAM KCTOIICHHBIX TMalMEHTOB KakK IMOJyYaloIlUX, TaK M HE MOIy4aloluX COYETaHHYIO
MCAUKAMCHTO3HYIKO TCpalrio, MNAMUCHTOB C MOUPPO3OM TIICYCHHU C OTCKaMHU W aCHUTOM,
WIIEMAYECKOW OOJIe3HBIO CEPJIA, CEPACYHON HEJAOCTaTOYHOCThIO. [MIMOKammeMus y OSTUX
ManucHTOB YCHUIIMBACT TOKCHYCCKOC ,Z[GI\/JICTBI/IC CCPACUYHBIX TJIMKO3UAOB W IOBBIIIACT PUCK
BO3HHUKHOBEHHUS HApYUICHUH pUTMA.

K rpynmne noBbIIIEHHOTO PUCKA TAK)K€ OTHOCATCSA MALMEHTHI C yAJMHEHHBIM MHTepBasioM QT Ha
OKT', kak BpOXKIEHHBIM, TaK U BBI3BAHHBIM JICVICTBUEM JICKAPCTBEHHBIX CPEICTB.

l'unokanuemusi, Takxe, Kak M OpaguKapiusi, CIOCOOCTBYET pPAa3BUTHUIO TSKENBIX HapyIICHUN
CepACYHOr0 PUTMA, OCOOCHHO TOJTMMOP(HOM JKEITyTOUKOBOW TaXUKAPAUU THITA KITHPYIT», KOTOpast
MOJKeT ObITh (paTanbHOI. Bo Bcex onucaHHBIX BbIIIE CIy4asx HE0OX0auM Oosiee YyacTblii KOHTPOJIb
COJIep’)KaHUsl MOHOB Kanusg B IUla3Me KpoBU. IlepBoe M3MepeHHE KOHUEHTpAllud HOHOB Kallus
HE00X0AMMO MTPOBECTH B T€UEHHE NEPBOI HEJIENU OT Hayasia Teparnuu.
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[Ipy BBIABICHMM THUINOKAIMEMMM JOJDKHA IIPOBOJUTHCS  COOTBETCTBYIOINAS  KOPPEKLMS.
I'unokanuemusi, cBi3aHHasi ¢ HU3KOW KOHLEHTpalMed MarHus B CHIBOPOTKE KPOBH, MOXKET OBITh
pPE3UCTEHTHA K JIEYEHUIO O Te€X IMOp, IOKa ypOBEHb MarHusi B CBHIBOPOTKE KPOBHU HE OyIeT
CKOPPEKTUPOBAH.

Konyenmpauyus uonos xaivyus 8 niasme Kposu

TuasugHble W THA3UAONOAOOHBIE AMYPETUKHM MOTYT YMEHBLIATh BBIBEJCHHE HOHOB KalbLUs
IIOYKaMH, NPUBOJASA K HE3HAYUTEIBHOMY M BPEMEHHOMY IOBBIIICHUIO KOHLEHTPALMM KaJlbLUsi B
I1a3Me KpoBH. BbIpakeHHOE MOBBIIEHHE KOHIIEHTPALMU MOHOB KaJIbIUSI MOXET OBITh CBSI3aHO C
HEIMarHOCTUPOBAaHHBIM TUIeprapatupeo3oM. [lepen uccienoBanuemM (QpyHKIUHN MapamdTOBUIHBIX
XKeJle3 cIeAyeT OTMEHUTh IPUEM THYPETUYECKUX CPENCTB.

Yposenv macnus 6 niazme kposu

Ha ¢one npuMeHeHUS THA3HIHBIX W THA3HIOMOAOOHBIX TUYPETUKOB, BKIIIOYAs HHIAIAMUI,
OTMECYAJIOCh MOBBINICHHUC BBIACICHHUA MArHus C MOqOﬁ, YTO MOXET CTaThb HpH‘IHHOﬁ Pa3sBUTHA
TUTIOMarHueMuu (cM. pasnensl 4.5 u 4.8).

Konyeumpayus enoxosvt 8 kposu

Heo0xonuMo KOHTpPOJIMPOBAaTh KOHIEHTPAIMIO TJIIOKO3bl B KPOBH Yy MAIMEHTOB C CaXapHBIM
nrnabeToM, 0COOEHHO KOT/1a KOHIICHTPAIMsI HOHOB KaJIus HA3Kasl.

Mouesas kucroma

VY NanuMeHToB ¢ IOBBIIICHHOW KOHICHTPALMEM MOYEBOM KHUCJIOTHI B IUIa3M€ KPOBH HMMEETCS
TEHACHLNA K YBEJIMYEHHUIO YaCTOThI BOSHUKHOBEHUS ITPUCTYIIOB ITOAATPBHI.

Juypemuueckue cpedcmea u pynkyus novex

TuasumHble ¥ THA3UAONONO0HBIE TUYPETUKH Y(PGEKTUBHBI B ITOJHOW MEpe TOJBKO y MAIEHTOB C
HOpMaJbHOW WM HE3HAUUTENHHO HAPYIICHHON (YHKIMEHW MOoYeK (KOHIICHTpAlHs KpeaTWHUHA Y
B3POCIBIX MAUEHTOB HIKE 25 M1/ v 220 MKMOJIB/JT).

VY IOXKUIIBIX MalMCHTOB YPOBCHb KPCATHMHHWHA B IUIA3ME KPOBU HOJDKCH OLCHHUBATHCA C YUYCTOM
BO3pacTa, Beca U 1oJia, B COOTBETCTBUHU ¢ (hopmyioit Kokpodra:

Kmupenc kpeatnanna (KK) = (140 — Bo3pacT) x Bec/0,814 X KoHIIEHTpalys KpeaTHHIUHA B TUIa3Me
KpOBH,

TAC: BO3PACT — BO3PACT MallUCHTA B IroJlaX, BEC — MacCa TCJia B KI', KOHLICHTpAallud KpCaTUHUHA —
KOHICHTpalusg Kp€aTUHHWHA B IJIa3MC€ KPOBH B MKMOJIB/JI.

CDOpMyna NoAXOAUT IAJId MYXKYHH IMOXUIIOTO BO3pacCTa; IJIA KCHIIWH ITOXKUJIOr0 BO3pacTa CICAYCT
YMHOXXHTbH pe3yabTaT Ha KodddunueHT 0,85.

B Hauane neueHuss [uypeTUKOM y NAllMEHTOB HU3-3a TMIIOBOJIEMUH (BCIIEACTBUE BBIBEIECHUS BOJBI U
HMOHOB HATpHs) MOXeT HaOmoaarbcsi BpeMeHHoe cHmkeHne CK® u yBennueHune KOHUEHTpalUu
MOYEBMHBl W KpeaTHMHWHA B IJIa3Me€ KPOBU. JTa TpPaH3UTOpPHAs (PYHKUMOHAIbHAs IOYEUHAs
HEJIOCTaTOYHOCTh HE HUMeeT HeOIaronpUsATHBIX IOCIEACTBUHA JUIsl MAllMEHTOB C HMCXOJTHO
HOpMaJIbHOW (PYHKLHMEH MOYEK, OJHAKO MOXKET yCYryONsaTh y>K€ MMEBIIeecs 10 Hadaja JICYCHHUs
HapylueHue QyHKIUH OoYeK.

Cnopmcmenvl

CnoptcMeHaM cliefyeT oOpaTUTh BHMMaHHE HAa TO, YTO JIEKAPCTBEHHBIM MpemapaT COAEPKUT
JEICTBYIOIIEE BEIIECTBO, KOTOPOE MOXKET AaBaTh IOJOKUTENBHBIN Pe3yJbTaT NpPHU IPOBEIACHUU
JIOTIMHT-TECTA.

XOPUOU()aﬂbelﬁ 8blnom, ocmpasl MUOnusl, 6MOPUUHAA 3AKPbILIMOY2O0NbHAA clAYKOMA



CynbhoHaMua M €ro MPOM3BOJIHBIE MOTYT BBI3BIBATH PAa3BUTHE HIAMOCHHKPA3ZWYECKON PEAKIIHH,
NPUBOASALICH K Pa3BUTHIO XOPHUOUAAIBHOIO BBHINOTA C A€()EKTOM MO 3PEHUs, Mepexonsiien
MHUONHMM U OCTPOW BTOPUYHOW 3aKpPHITOYTOJIbHOM riaykoMe. CHMITOMBI BKJIIOYAIOT BHE3AITHOE
CHIPKEHHE OCTPOTHI 3peHMsI WM 00JIb B IN1a3aX C OCTPHIM HauyajaoM M OObIYHO BO3HUKAIOT B TEUCHHE
HECKOJIBKUX YaCOB WJIM HEJENb II0CIE Hadaia puema npenapara. IIpu orcyTcTBum JiedyeHus ocrpas
3aKpBITOYTOJIbHAs IJIayKOMa MOXET NMPUBECTH K HeoOpaTuMoi notepe 3peHus. B mepByro ouepens
Tepanus 3aKJIIOYaeTcsi B MaKCUMalbHO OBICTpOW OTMeHe mpenapata. Eciu BHyTpuriazHoe
JIaBJIEHUE OCTAETCS] HEKOHTPOJIUPYEMBIM, MOKET MOTPEOOBATHCS HEOTIONKHOE MEIUKAMEHTO3HOE
JCYCHUE WM XUPYPrUYECKOe BMelarenbcTBO. (DakTopaMH pHUCKa  pa3sBUTUSA  OCTPOM
3aKpBITOYTOJIBHOM TIJIayKOMBl MOTYT OBITh QJJIEPIMUECKHE pPEaKUMU Ha CyJb()OHAMUI WIH
NIEHULIWIJIUH B aHAMHE3e€.

[lepunaonpu

eotinas 6aoxada peHuH-aneuomen3uH-aiboocmepornogot cucmemst (PAAC)

Nmerorcs  paHHble 00 YBEIMYEHHWHM pPHUCKAa BO3HUKHOBEHHS apTEPUAIBHON TUIIOTEH3HH,
TUTEPKATTUEMUH ¥ CHIDKEHUS (QYHKIUH IMOYEK (BKIIOYAsi OCTPYIO MOYEYHYIO HEJJOCTATOUYHOCTD) MIPH
coBMeCTHOM TpuMeHeHnn HWHruOuTopoB AIID ¢ APA Il wiu amuckupenom. [losTomy nBoiiHas
o6mokana PAAC mocpenctBom coueranusi unruouropa AIID ¢ APA Il wim anuckupeHoMm He
pexkomenayetcst (cMm. paznenst 4.5 u 5.1). Ecnu nBoiiHas Giokama aGCcoIFOTHO HEOOXOAMMa, TO 3TO
JOJKHO BBITIONMHITHCSI MO/ CTPOTHUM HAOJMIOACHHEM CIEIUANINCTA TPU PETYISIPHOM KOHTpPOJIE
(GyHKIIMY OYEK, COAEp>KaHUs SJIEKTPOJIUTOB B I1a3Me KpoBu u AJl.

[Tpumenenne unrubutopoB AIID B coueranuum ¢ APA Il mpoTuBOMOKa3aHO Yy MAlMEHTOB C
TuabeTHIEeCKO HedpormaThe U He PpEKOMEHIyeTCs Y IPYTUX MaueHToB (CM. pasaensl 4.3 u 4.5).

Kanuiicbepezarowue ouypemuxu, npenapamvl Kaaus, Kanuticooepicawjue 3dMeHumeny nuuesou
conu u nuuesvie 000a6KuU

He pexomeHyeTcst COBMECTHOE MPUMEHEHNE TIEPUHIONPIIIA U KaTHCOepEraroIux JMyPETUKOB, a
TaK)Ke MPErmapaToB KalHs, KAIUHCOACPKANUX 3aMEHUTENICH MUIICBOW COJIM M IMHIIEBBIX J00ABOK
(cm. pazzen 4.5).

Heiimponenus, acpanynoyumos, mpomboyumonenus, aHemus

NwmeroTcst cooOIeHus 0 pa3BUTUN HEHTPOIIEHUH/arpanyIonuTO3a, TPOMOOIIMTOIEHUN I aHEMHUH Ha
¢one mpuema wunruoOuropo AIID. V mnamueHToB ¢ HOpManbHOW GyHKIHMEH Mmo4Yek u 0e3
COMYTCTBYIOIIUX (aKTOPOB PUCKA HEUTpOINEHUs BO3HUKAeT peako. C KpailtHEll 0CTOPOXKHOCTBHIO
ClIeZlyeT MPUMEHAITh NEPUHIONPWIT Ha (POHE CHCTEMHBIX 3a00JICBaHHWIA COSJAMHUTEIHFHONW TKaHH, a
TaKke, Ha (OHE NpUeMa MMMYHOJCIPECCAHTOB, AJUIOMYPHHOJIA WIM NpOKaMHAMUIA, WIA TpU
COYeTaHUH 3TUX (AaKTOPOB, OCOOCHHO y MAIMEHTOB C UCXOIHO HAPYIICHHON (DYHKITMEH TTOYEK.

Y HEKOTOpPHIX MAIMEHTOB BO3HUKAIU TSOKENble HMH(EKIIMOHHBIC 3a00JIeBaHMs, B pSliEe CIIydaes,
YCTOWYMBBIC K HMHTCHCHUBHON aHTHOMOTHKOTepanuu. [Ipy Ha3HAUYCHWUW MEPUHIONPHIIA TaKHM
MalMeHTaM PEKOMEHIYeTCS TEePUOJUYECKA KOHTPOJIUPOBATH YHUCIO JICHKOIMTOB B KPOBH.
[TaneHTHI MOJDKHBI COOOIIATh Bpady O JIOOBIX MpHU3HAKaX WHQPEKIIMOHHBIX 3a00JIeBaHUI
(Harmpumep, 60116 B TOpIIE, TUX0paaka) (cM. pasaenst 4.5 u 4.8).

AHeMHsT MOXET pPa3BHBATbCA Yy MALMEHTOB IOCJIE€ TPAHCIUIAHTAUWW MOYKH WIM Yy NalMEHTOB,
HaXOJIIMXCs HA remMoauanuse. [Ipu 3TOM CHUXKEHHE reMOrjJo0uHa TeM OOJbIle, YeM BBIIIE ObLT
€ro rnepBOHAYaJbHBIA MOKa3aTeNb. ITOT AP (PEKT, MO-BUIUMOMY, HE SBJISETCS J0303aBUCUMBIM, HO
MOJKET OBITh CBSI3aH C MEXaHU3MOM JeHCTBHSI HHTUOUTOPOB ATID.

HesnaunrtenrHoe CHM)KEHHE IeMOTJIOOMHA IMPOUCXOAUT B TCUHCHHUC IICPBBIX 6 MECALIEB, 3aTEM OH
OCTaeTcs CTaOWIBHBIM U TOJHOCTBIO BOCCTAHABJIMBACTCS IIOCIIE OTMEHBI nmpenapara. V Ttakux
NalMECHTOB JICHCHHUEC MOXET OBITE IMPOAOJIKEHO, OJHAKO I'€éMaTOJIOTMYCCKHUEC aHaJIM3bl OJOJIXKHBI



MIPOBOJIUTHCS PETYJIAPHO.
Penosackynapnas eunepmensus

Y nanueHToB € JIBYCTOPOHHHMM CTE€HO30M IOYEYHBIX apTepuil WIM CTEHO30M apTepHH
€IMHCTBEHHOM (hyHKIMOHUpYIOIEeH Mouku Ha (oHe mpumeHeHus mHruouropa AIID Bospactaer
PHUCK pa3BUTHS TMIOTEH3UM M MOYEUHOH HexocTaTodHOCTH (cM. paszen 4.3). [Ipuem auypeTuxos
MOJKET OBITh JOMOJHUTEIbHBIM (hakTOpoM pucka (cM. pazznen 4.3). YxyaumeHue GyHKUUU MOYEK
MOXXET HaONIoAaThCAd YXKE€ NpHU HE3HAUUTEIbHOM HW3MEHEHMHM KOHLIEHTPAllUM KpeaTWHHUHA B
CBIBOPOTKE KPOBH, XK€ y MALUEHTOB C OJHOCTOPOHHUM CT€HO30M IOYEUHOU apTepuu.

MeronoM jedeHrs] PEHOBACKYJISIPHOM T'MIIEPTEH3UU SIBJISETCS peBacKyysipusanusa. Tem He MmeHee,
npuMeHeHne HMHruouTopoB AIID MokeT oOKa3bIBaTh TMOJIOKHUTEIBHOE JEHUCTBHE Y JaHHOM
KaTCropuu MnmanyveHTOB, KAaK OXWUAAIOIIHUX OICPATHBHOTO BMCHIATCIILCTBA, TaK U B TOM ClIy4ac,
KOTI'/Ia XUpypruueckoe BMENaTeaIbCTBO MPOBECTH HEBO3MOXKHO.

B ciyuae, ecnu nanueHTaM ¢ yCTaHOBJICHHBIM WIM IIPEAIIOIAraeMbIM CTEHO30M II0YEYHOU apTepUu
Ha3HayvaeTcs Tepanus KoMOMHalMed MHAanaMuj + NepUHAONPUI, €€ celyeT HauuHaTh ¢ HU3KUX
7103 B YCJOBHUSX CTallMOHApa IOJ KOHTPOJIEM (YHKLIMHU IMOYEK M YPOBHS Kallus, MOCKOJBKY Y
HEKOTOPBbIX NAalMEHTOB pa3BUBAJAaCh (YHKLMOHANbHAs IOYEYHAs HEJOCTATOYHOCTh, KOTOpas
perpeccupoBaa mocjie OTMEHBI TepaInU.

Funepqyecmeumeﬂbnocmb, CIHZMOHQGPOMMLIQCKMZZ omekK

IIpu nmpueme unruburopoB AII®, B TOM uucie W NEPUHAONPHIA, B PEOKUX CIy4asX MOXKET
HaOJII0AATECS Pa3BUTUE AHTMOHEBPOTUYECKOIO OTEKA JIMIA, KOHEUHOCTEH, I'y0, sS3bIKa, FOJIOCOBBIX
CKJIaJIOK W/WiH TopTaHu (cM. pasnen 4.8). DTo MOXeT Mpou3oiTu B Mo0oi nepuos tepanuu. [lpu
MOSIBICHUM CUMIITOMOB IIPUEM MEPUHIONPHIIA J0JKEH OBbITh HEMEAJICHHO MPEKPALIEH, a MalueHT
JI0JDKEH HaOMIoNaThCsl 10 TEX IMOp, MOKa MPHU3HAKM OTeKa He MCYEe3HYT MOJHOCThI0. Ecnu orek
3aTparuBaeT TOJIBKO JIUIO U I'yObl, TO OH OOBIYHO MPOXOJUT CAMOCTOATENBHO, IPU TOM B Ka4eCTBE
CUMITOMAaTU4YECKON TEPAIINU MOTYT IPUMEHSTHCSI aHTUTCTAMUHHBIE CPE/ICTBA.

AHTHOHEBPOTHYECKUI OTEK, COMPOBOXKIAIOMIMNACA OTEKOM TOpPTaHW, MOXKET TMPUBECTH K
JICTAJIBHOMY HCXOY. Otex sA3bIKA, TOJOCOBBIX CKJIAAOK WM TOPTaHHU MOKCT IMNPUBCCTH K
OOCTPYKLIMHU JbIXaTeNbHBIX MyTel. [Ipy mosiBIeHnN TakKuX CUMIITOMOB CJieyeT HEMEJICHHO HadaTh
MIPOBOJIUTH COOTBETCTBYIOLIYIO TE€PAIUIO, HAIIPUMEP, BBECTH MOAKOKHO dMHUHE(PHH (aAPCHATINH) B
passeaenuu 1:1000 (0,3 — 0,5 mi1) u/mnu 00eCIeYUTh MPOXOIUMOCTD ABIXaTEIbHBIX MyTEH.

CooOmranoch 0 0oiiee BBICOKOM PHCKE pPa3BUTUS AHTHOHEBPOTHYECKOTO OTEKa y TAIMEHTOB
HETPOUIHOM PACHI.

Y nauMeHTOB, B aHaMHE3€ KOTOPBIX OTMEYAJICS AHTMOHEBPOTHYECKUN OTEK, HE CBSI3aHHBIA C
npueMoM UHTuOUTOpoB AIID, MokeT OBITh MOBHIIIICH PUCK €T0 Pa3BUTHS NP MIPUEME MPErapaToB
9TOM rpynmnsl (cM. paszaen 4.3).

B penkux cinydasx Ha pone Tepanuu uarnoutopamu AIID pazBuBaeTcs aHTHOHEBPOTHUECKUI OTEK
KHUIICYHUKA. HpI/I 9TOM Yy MAallUCHTOB OTMCYAJIACh 60.]'[5 B JKHBOTC KakK I/I3OJ'II/IpOBaHHI>II71 CUMIITOM
WIM B COYETAaHWU C TOIIHOTOW W PBOTOM, B HEKOTOPBIX cllydasx Oe3 MpeAlIecTBYIOIIETO
AHTMOHEBPOTHUYECKOTO0 OTeKa JiMia u mpu HopMmambHOM YypoBHe Cl-actepassl. [lumarnos
YCTaHABJIMBAJICS C MOMOUIbIO KOMITBIOTEPHOW TOMOTrpauu OpIOLIHON MOJOCTH, YIbTPa3BYKOBOIO
HUCCIICAOBAaHUA WX B MOMCHT XHPYPTHYCCKOI'0 BMCINATCIILCTBA. CHUMIOTOMEI NpoxXoaujikn IOCJIC
npekpanieHus: npuema HHruoutTopoB AII®D. [losromy y mamueHTOB ¢ 0OJIbIO B 00JIACTH KUBOTA,
nonyvaromux HHruOuTopsl  AIl®, mnpum mnpoenenun auddepeHInanbHON — TUATHOCTUKU
HE0O0XOIMMO YUYHUTHIBATh BO3MOKHOCTb Pa3BUTHUSI aHTHOHEBPOTUUYECKOTO OTEKa KUIIEUYHUKA.

CoBMecTHOE NTPUMEHEHHE NEPUHAONPUIa ¢ KOMOMHUPOBAHHBIMU JIEKAPCTBEHHBIMHU TpenapaTamH,
CoJiepXKalllUMK BaJICapTaH + caKyOUTpWII, MPOTHUBOINOKA3aHO, TaK KaK IOBBIIIEH PUCK Pa3BUTHUSA



aHTHOHEBpOTHYEeCKOoro oteka (cMm. pasmensl 4.3 u 4.5). llpuMeHeHue KOMOMHHPOBAHHOTO
JICKapCTBEHHOTO Tpernapara, Coepralllero BajcapTaH + cakyOWTpHJ, BO3MOXHO HE paHee, 4eM
yepe3 36 YacoB IOCie TMOCIEAHEro TNpuema mepuHionpuia. I[IpuMeHeHwe mnepuHAONpUIA
BO3MOXXKHO HE paHee, 4yeM uepe3 36 4YacoB MOCie MpeKpalleHus MpruemMa KOMOMHMPOBAHHOTO
JIEKapCTBEHHOTO Mpernapara, COJAEpKallero BajicapTan + cakyoutpui (cM. pazzaenst 4.3 u 4.5).

CoBmecTHOe mnpuMeHeHHe UHruoutopos AIID ¢ 1gpyruMu HMHrHOMTOpaMU HENPUIM3HMHA
(Hanpumep, pauekanoTpuiaom), uaruonropamu mTOR (Hampumep, CUPOIUMYCOM, 3BEPOJIUMYCOM,
TEMCHPOJIMMYCOM) U TIUNTUHAMH (HanpuMep, JTUHATIUIITUHOM, CAaKCarJIMITUHOM, CUTAarJIMOITHHOM,
BWIATTTUNTHHOM) MOXKET IMPHUBECTH K IOBBIIICHHOMY PHCKY Pa3BUTHS aHTHOHEBPOTHYECKOTO
oTeka (HalpuMep, OTEKYy JbIXaTeJbHBIX IyTeH WU SI3bIKa, C HAPYLICHUEM JbIXaHHs WM 0e3 Hero
(em. pasgen 4.5). Cnenyer coOmionaTh OCTOPOKHOCTh IPH  HAa3HAUEHUM palLEKaAO0TpUIIa,
naruoutTopoB mMTOR (Hampumep, cupoimmyca, 3BEpOJIMMYCa, TEMCHPOJIMMYCA) W TIUITHHOB
(HampuMep, JUHATJIMNTHHA, CaKCArJMIITUHA, CUTAIIMIITUHA, BUJIATJIUMITHHA) Y MAIMEHTOB, YK€
puHUMAIKX HHrHouTOp AIID.

Anaghunaxmouonvie peakyuu npu nposedeHuu 0eceHCuOUnU3aAyUU

Nmerorcs  oThenbHble  COOOIMIEHHS O  Pa3BUTHUM  JUIMTEIBHBIX,  YTPOXKAIOMIMX  JKU3HU
aHa(QUIAKTOMAHBIX pEAaKIMi Yy TAlWeHTOB, Nodydaromux uHruoutopsl AIID Bo Bpems
JECCHCUOWIM3UPYIOUIEH Tepanmuu SA0M IEPErOHYATOKPBUIBIX HACEKOMBIX (TMYEesbl, OCHI).
Nuruburopsr AII® He0o0X0AWMO NMPUMEHATH C OCTOPOKHOCTHIO y CKJIOHHBIX K aJUIEPTUYECKUM
peakuusM TMalMeHTOB, MPOXOIANIMX Mpouenypbl neceHcuOwnuzanuu. Creayer u30erarb
npuMeHeHus — uHruOuropa AIl®  nmanueHTaM, MOMYYalOIIUM  UMMYHOTEPANUIO  SJ0M
MEePEeTNOHYATOKPBIIBIX HACEKOMBIX. Te€M He MeHee, y NAalleHTOB, KOTOPhIM HEOOXOIUMO Kak
npuMeHeHne HMHruoutopoB AllD, Tak W mnpoBeaeHHE NPOLEAYPHl JIECCHCHOMIN3ALUM,
aHa(UIAKTOUTHON pPEaKIMu MOXKHO M30eXaTh MyTeM BpeMEHHOW oTMeHbl mHruoOutopa AIID He
MEHee, 4eM 3a 24 yaca J0 Hayaia npoueayphl.

Anaghunaxkmouonwvie peaxyuu npu nposedenuu agepesza JIIHIT

B peaxux cinyyasx y MmamueHToB, moiydarommx UHruOutopsl AII®D, mpu mpoBenenuun adepesa
JIITHIT ¢ wcnonmb3oBaHWEM  JEKCTpaHa Cyinbdara pa3BUBAIMCH  YTPOXKAIOIIME  IKU3HHU
aHauimakTouaHble peakuuu. s mpenoTBpamieHHs aHAQUIAKTOMAHOM pEakUuu CIeayeT
BPEMEHHO TpeKpamniaTh Tepanuio naruouropom AIID mepen kaxaoit mporeaypoit adepesa.

Iayuenmol, HaxoOsawuecs Ha 2eMoouaIU3e

VY mamuenToB, nmoayvaronux HHruoutopsl AII®, mpu nmpoBeAeHUN reMoanalin3a ¢ MPUMEHEHHEM
BBICOKOIPOTOYHBIX MeMOpaH (Harpumep, AN69®) ObuIn OTMedeHBI aHA(QUIAKTOMIHBIE PEAKIIHH.
[losToMy ’xenarenbHO NPUMEHATH MeMOpaHy [APYroro THNA WIM NPUMEHATh THIOTEH3UBHOE
CPEeICTBO Ipyroi papMakoTeparneBTUIECKOM rPyIIIb.

Tlepsuunbiii eunepanboocmeponusm

HaL[I/IeHTBI C MNCPBHYHLBIM THUICPAIBJOCTCPOHU3MOM, KaK IIpaBHJIO, HEC BOCIPHUMYHMBEI K
AHTUTHUIIEPTCH3WBHBIM TIpernaparaM, JCHCTBHE KOTOPHIX OCHOBaHO Ha uHruOupoBaHuu PAAC.
ITosTOMy IIpUMEHEHHE IIpenapara y TaKUX IalUEHTOB HE PEKOMEHYETCs.

Kaweno

Ha ¢one tepanmuu unruéutopom AIID moxer oTMeuaThCsl CyXOH YIOPHBIM Kallleidb, KOTOPBINA
HCYE3aeT Nociie OTMEHBI npenapata. [Ipu nosBieHnn y namueHTa cyXxoro Kamuis ciaeayeT NOMHHUTh
0 BO3MOYKHOM SITPOT€HHOM XapakTepe 3Toro cuMmnroma. Eciu nedamuii Bpad C4UTAET, YTO TEpaAIus
naruouTopom AIl® HEoOXoaMMa MAIIMEHTY, BO3MOKHO IIPOI0JDKEHUE TTpUeMa IIpernapara.

Puck apmepuanvrou cunomensuu u/unu noueuHol HedoCmamoyHocmu (Y Nayuenmos ¢ cepoeytoll
HEeOOCMamo4HOCMbI0, HapyuleHuem 600HO-31eKMPOIUMHO20 bananca u m.o.)
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HpI/I HCKOTOPBIX IMATOJOTMYCCKHUX COCTOAHHAX MOXKCT OTMCUATBHCA 3HAYUTCIIbHAA aKTUBALUA
PAAC, oco0eHHO NpHu BBIPAKEHHOH THIOBOJEMHHM W CHWXEHHMU COJEpPXKAHUS HIIEKTPOJIUTOB B
1a3Me KpoBH (Ha oHe OeccoaeBOi JUETHI WK JUIUTEIBHOIO IPHUEMa JUYPETHUKOB), Y MALIUEHTOB C
UCXOMHO HM3KMM AJl, CTEHO30M IOYEYHOH apTepHu, 3aCTOMHOW CEepACYHON HEIOCTATOUYHOCTHIO
WM MUPPO3OM IIECUCHU C OTCKaMU U aCLIUTOM.

[Tpumenenue unruouropa AIID Be3biBaeT O610kany PAAC u mo3ToMy MOXET CONpPOBOXKIAThCS
pe3kuM cHkKeHueM AJ] W/ TOBBIICHWEM KOHIIGHTPALMM KpeaTWHWHA B IUIa3Me KpPOBH,
CBHU/IETEJICTBYIOIUM O Pa3BUTHM (DYHKIMOHAIBHOM MOYEYHON HEIOCTATOYHOCTH. DTU SIBICHHUS
yame HaOII0Aal0TCs MPH IMpUeMe MEpBOIl 03Bl Mpenapara Wik B TEUCHUE IMEPBBIX JBYX HEIEINb
Tepanuu. B peakux ciaydasx 3TH COCTOSHUS Pa3BHBAIOTCS OCTPO M B JPYruMe CPOKH Tepanuu. B
TaKUX ClIydasX IpU BO30OHOBJICHUWH TEPAlMU PEKOMEHAYEeTCS NPUMEHSTh Hpenapar B Oosee
HU3KOU JI03€ U 3aTE€M MTOCTEIIEHHO YBEINYNUBATH J03Y.

Tooxcunoii eo3pacm

[lepen HavamoMm mpHeMa HEPUHIONPUIIA HEOOXOAMMO OIECHUTHh (YHKIIMOHAJIBHYIO aKTHBHOCTD
MOYEK U COJEp)KaHWE Kalus B IUIa3Me KpoBH. B Hawane Tepamuu m03y mpemnapara moJ0HparoT,
YUUTBIBas CTeTeHb CHIDKEHHS AJl, ocoOeHHO B ciydae 00€3BOKMBAHUS M TOTEPH SIIEKTPOIUTOB.
[TooOHBIE MepBI O3BOJIAIOT U30€XKAaTh pe3Koro cHkeHus A/l

Amepocknepos

Puck aprepuanbHON TMIIOTEH3UU CYIIECTBYET Yy BCEX INMAlMEHTOB, OJJHAKO OCOOYIO OCTOPOKHOCTB
clenyeTr coOioaTh, MPUMEHsA MpenapaT y MalMeHTOB C HIIeMHYecKOoil O0Je3HbI0 cepiaua u
HEIOCTaTOYHOCTHIO MO3TOBOT0 KPOBOOOpAIeHUs. Y TaKUX MallMEHTOB JIeUCHHE CIeAyeT HaYuHATh
C HU3KUX J103 IIpenapara.

Cepc)elma;z HedocmamouHocmb, masaitcesias cepdelmaﬂ He0oCmamo4HoCmb

VY mamueHToB ¢ TSOKENOW cepieyHor HemoctaroyHocThio (IV  dyHKIMOHAIBRHOTO Kiacca IO
knaccupukanuu NYHA) nedeHwe MOMMKHO HAYMHATBCS C HU3KOW J03BI Tpermapata H IO
TIIATEeIbHBIM Bpau€OHBIM KOHTPOJIEM.

[ManmeHTHl C apTepuUanbHOW THIEPTEH3UEH C HUIIEeMHYECKON OO0JIe3HBIO cepAlla HE JIOJDKHBI
npeKpaniaTh npreM Oera-aapeHo0I0KaTOpoB: HHTHOUTOPEl AIID 1MOKHBI TPUMEHSATHCS BMECTE C
6era-aIpeH00I0KaTOPaMH.

Tayuenmui ¢ caxaprvim ouabemom

vy ManuCHTOB C MHCYJIIMHO3aBUCUMBIM CaXapHbIM I[I/IaGGTOM (OHaCHOCTB CIIOHTAHHOI'O YBCIIMYCHU
COJCPpIKaHNA KaJ'II/ISI) JICHCHUE MOOJDKHO Ha4YWHATbCd C MHHHUMAJIBHBIX 03 W MPOXOJUTH IIOQ
IIOCTOAHHBIM Bpa‘-IGGHBIM KOHTPOJICM.

Heo0xomuMo TIIATENBHO KOHTPOJIMPOBATh YPOBEHb TJIMKEMHUW Y TAIMEHTOB C CaxapHBIM
nrabeToM, paHee IOJIyYaBUIMX IepOpasbHbIE CAaXapOCHIDKAIOIIME Ipernaparhl WM HHCYJIWH, a
MMEHHO B T€UEHHUE NIEPBOTO Mecsia Tepanuu nHruouropom AIID (cMm. pasnen 4.5).

Omuuueckue pasiudus

[lepungonpun, kak u apyrue uHrHOWTOpHl AII®D, OKa3piBaeT SBHO MeEHEE BBIPAKEHHOE
AHTUTUIIEPTEH3UBHOE  JIEHCTBUME y TAIMEHTOB HEIPOMAHOM packl 10 CPaBHEHHIO C
MpeICTaBUTEISIMU APYTUX pac. Bo3MoxkHO, 3TO paznuyure oOyCIIOBICHO TEM, YTO Y MAIlMEHTOB C
apTepUAIILHON TUIIEPTEH3UEN HETPOUAHON pachl Yalle OTMEYAeTCs HU3Kasi aKTUBHOCTh PECHUHA.

Xupypeuuecxoe emeuianmenlbCcmeo, aHecmes3usl

[Tpumenenne nHruOuTOpoB AII® MOXET MPUBECTH K apTepUATbHOW THIOTEH3MH, OCOOCHHO MpHU
COBMECTHOM IPUMEHEHHHM CpEACTB [UId AHECTE3UH, OO0JIAJAIOIUX AHTUTUIEPTEH3UBHBIM
JEHUCTBUEM.
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[ToaTomMy pekoMeHayeTcsl 0 BO3MOKHOCTH MPEKpaTUTh NpueM UHruoutropoB AII® mnmurenbHOro
JEUCTBHUS, TAKUX KaK IEPUHIOINPUII, 3a CYTKU 10 XUPYPIHUECKOI0 BMELIATEIbCTBA.

Cmeno3 aopmanbHO20 UL MUMPATLHO2O KIANAHO8, 2unepmpoguueckas o0OCMpPYKMUGHAsL
Kapouomuonamus

WNuruduropsr AIl® [10MKHBI C OCTOPOKHOCTbIO Ha3HAayaThCsl MallMEHTaM C OOCTpYKIMEH
BBIHOCSIILIETO TPAKTA JIEBOT'0 JKEITyA0UKa.

Ileyenounas neoocmamounocms

B penxux ciyvasx Ha ¢oHe mpuema mHruOuTopoB AIID BO3HMKAeT XojecTaTHYecKas KenTyxa.
[Ipu nmporpeccupoBaHUM 3TOTO CHHAPOMA BO3MOXHO pa3BUTHE (yJIbMHUHAHTHOI'O HEKpO3a MEUeHH,
WHOTJa C JICTAJIbHBIM HCXOJ0M. MexaHU3M pa3BUTHUSl 3TOr0 CUHApoMa HesceH. [Ipu mosBieHUH
KENTYXH WIM MpPU 3HAYUTEIHHOM IOBBIIICHUH AKTHBHOCTH MEYEHOUYHBIX (pepMeHTOB Ha (oHe
npueMa uWHTHOWTOpOB AlIl® mamueHTy cieayeT mNpekpatuth mpueM uHruoutopa AllID u
HaXOJUTHCS MOJI COOTBETCTBYIOIIUM CUTYallMu HAaOJIt0JeHHEM Bpaya (cM. paszzaen 4.8).

T'unepranuemus

lNumepkanuemMuss MOKET pa3BUBATHCS BO BpeMs JedeHus uHruouropamu AIID, B Tom umcne, u
nepungonpuiaoMm. HMarubutoper AII® MOryT BBI3BIBAaTH THUIEPKATUEMHUIO, TTOCKOJIBKY OHH
MHTHOUPYIOT BBHICBOOOXKICHUE allbJJOCTEPOHA. Y MAIMEHTOB C HOPMAIBHON (PYHKIHMEH MOYeK TOT
3¢dext o00bYHO HezHauuTeneH. dakTopamMu puUCKa THUNEPKATUEMUU SBISIOTCS TOYEHHAS
HEJ0CTAaTOYHOCTh, yXyHlleHHe (QyHKIUM TouYeK, Bo3pact crapmie 70 Ier, caxapHblii nualder,
HEKOTOPBIE COIYTCTBYIOIIUE COCTOSIHMS, B YACTHOCTH, AETUAPATALMS, OCTPasl JEKOMIICHCALMS
cepeuHon NEesTEeIbHOCTH, MeTaboIMUeCKU anuao3, COBMECTHOE MIPUMEHEHHE
KanuiicOeperammux JIUypeTUKOB (TakMX KaK CIHPOHOJIAKTOH, JIJIEPEHOH, TPHAMTEPEH,
aMUJIOpU[), @ TaKXKE MPENapaToB Kajus WIM KAJIUUCOAEPKAIUX 3aMEHUTENEeH MUILEBOM COJH, a
TaKk)Ke NMPUMEHEHHE IPYrHX MpenaparoB, CIIOCOOCTBYIOIIMX IOBBIIMICHUIO COJEP)KaHUS Kajus B
ma3Me KpOBH (HampuMep, TeMaphHbl, KO-TPUMOKCA30JI, TAaK)KE H3BECTHBIH KaK KOMOWHAIIHS
cyib(haMeToKca3oll + TpUMETONpUM, Jpyrue HHruoutopsl All®D, aHTaroHUCTHl pPELENTOPOB
auruotensuHa I, ameruncamuumnoBas kucinora (3 r/cytkm  u  Oonee), HHTUOUTOPHI
nukinookcurenaspl-2  (IIOI-2) m  wecenexktuBHble HIIBII, mMmmyHOAenmpeccaHThl, TakKHe Kak
LIUKJIOCIIOPHH WM TaKPOJIMMYC) U OCOOCHHO aHTAarOHUCTHI anbaoctepoHa mwin APA 1.

[IpuMeHenne mpemapaToB  Kajdus, KaJuhcOEperawmmux AUYPETUKOB, KAIMHCOIEPIKAIINX
3aMEHHUTENeH HHH.IGBOﬁ COJIM MOXKCT IMMPUBCCTHU K 3HAUYUTCIIbHOMY IMOBBIIICHUIO COACPIKAHUA KAJIHUA
B KPOBH, OCOOCHHO y TAIMEHTOB CO CHIKCHHOW (yHKIMEH mouek. [ umepkamueMus MOXKET
NPUBECTH K  CEPbE3HbIM, HMHOTAa  (QaTajdbHbBIM  HApYLIICHUAM  CEpPIEYHOTO  pUTMA.
Kamwniicoeperaromue nuypernku u APA Il cnegyer mpuMeHsTH C OCTOPOKHOCTHIO Y TAIlMEHTOB,
npuHUMaromux uHruouropel AIID, mpu 3TOM cieayeT KOHTPOJIUMpPOBaTh YpPOBEHb KajiHs B
CBIBOPOTKE KPOBH U (PYHKIIMIO MTOYEK.

Ecnn HeoOXoIuMO COBMECTHOE NMPUMEHEHHE YKa3aHHBIX BBINIE MPENapaToB, JICYCHHUE IOJKHO
MPOBOANUTHECS C OCTOPOKHOCTBIO Ha (POHE PETYIAPHOTO KOHTPOJS COACP)KAHHUS KOHILCHTPALUH
MOHOB KaJlusl B CBIBOPOTKE KPOBH (CM. paszen 4.5).

BcnomorarensHBIE BeIecTBa

[Ipenapat Honumnpen A ®@opte conepKuT JakTo3y. JlaHHBINM JIeKapCTBEHHBIN Ipenapar He CleIyeT
IIPUHUMATH MTALIMEHTaM C PEIKO BCTPEUYAIOUICHCS HACIEICTBEHHON HENIEPEHOCUMOCTBIO TAJIAKTO3BI,
JaKTa3HOH HEJJOCTATOYHOCTHIO MIIM TIIFOKO30-TaJlaKTO3HOI MagbabcopOuueii.

[Ipenapar Honunpen A coaepxuT HaTtpuid. JlaHHBIN JIEKaPCTBEHHBIN Mpenapar COACPKUT MEHEE,
geMm | MMois HaTpus (23 Mr) B TabJeTKe, TO €CTh, 0 CYTH «HE COJICPIKUT HATPHUSI.
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4.5. BzaumoneiictBue ¢ JAPYrHMH JIEKAPDCTBEHHBIMH TMpenapaTaMu W Jpyrue BHAbI
B3alMOJAEeHCTBUSA

OoO1ee i MHIAnaMuaa U IEPUHIOIPIIA

Coemecmnoe npumMeHerue He pekomedeemCﬂ

Ilpenapamol 1umus

[Ipy coBMecTHOM NpPHUMEHEHUHW TMpemapaToB IUTUS W UHTHOUTOpoB AIID coobmanock 00
0o0paTMOM IOBBILLIEHUU COJEPKAHUA JINTUS B IUIa3ME€ KPOBHU U CBA3aHHBIX C 3TUM TOKCHYECKHX
a¢pdexrax. CoBMECTHOE MPUMEHEHHE KOMOMHAIIMY TIEPUHIONPUIIA U UHIANIaMHIa ¢ TIpernapaTaMmu
auTus He pekomeHayercs. Ilpu HeoOXoAMMOCTH MPOBEACHUS TAaKOW TEparuu CIEAYeT PEryJsipHO
KOHTPOJIMPOBATh COAEpkKaHUE JTUTHS B IJIa3Me KpOBH (CM. pazzen 4.4).

Coemecmmoe npumeHerue mpebdyem ocoool 0CMOPO*CHOCMU
baxnoden

VYcunenne  aHTUrUnepreHsuBHoro neictBus. Craenyer koHTpoaupoBate AJl  u, 1pu
HE0O0XOAUMOCTH, KOPPEKTUPOBATh JJ03bl AHTUTUIIEPTEH3UBHBIX NIPENAPATOB.

HIIBII (sxniouas gvicokue 003bl auemuicaiuyunogou kucaiomol > 3 2/cymxu)

[Ipu coBmectHOM npumeHeHnr HHTHOUTOpOoB AII® u HIIBII (aneTmicanununoBas KHCIoTa B 03¢,
OKa3bIBAIOIIECH MPOTUBOBOCIAUTEILHOE JIEHCTBUE, MHTHOUTOPHI IMKIooKcureHasbl-2 (LJOI-2) u
HecenektuBHbie HIIBIT) moxer HaOmomaThes ocimabieHHWE aHTUTHICPTEH3UBHOTO A dexTa.
CosmectHoe nmpuMeHeHne nHruouTopoB AII® u HIIBII mMokeT npuUBOAUTH K YBETUUEHUIO PUCKA
yXyAmeHuss (QyHKIMM TOYeK, BKJIOYas pa3BUTHE OCTPOHM IOYEYHOM HEIOCTaTOYHOCTH, H
YBEIIMYEHHUIO COJEP)KaHUS Kallusl B CBHIBOPOTKE KPOBHM, OCOOCHHO Yy TMALUMEHTOB C HMCXOJHO
CHIDKeHHOH (yHKuuel nouek. Crneayer cobmoaaTh OCTOPOKHOCTh MPU MPUMEHEHUH KOMOMHALIUN
npenapara u HIIBII, ocoO0eHHO y MOXUIIBIX ManueHToB. [lanuenTs! JOIKHBI OTydaTh aleKBaTHOE
KOJMYECTBO JKHMJIKOCTH, DPEKOMEHIYETCS KOHTPOJIUpPOBaTh (YHKLUHIO TMOYEK Kak B Hayaie
COBMECTHOH Tepanuu, TaK U NEPUOANUYECKH B IIPOLIECCE JICUEHMS.

Cosmecmuoe npumeHerue mpe6yem BHUMAHUA

Tpuyurxiuyeckue aHmMuUdenpeccanmol, AHMUNCUXOMUYECKUE CPe0CmEa (Heﬁpwzenmuku)

[Ipemaparel ATHX KIACCOB YCWJIMBAIOT AHTUTHUIIEPTEH3WBHBIA 3(P(EKT W yBEINYHBAIOT PHUCK
OpPTOCTATUYECKOW THUIMOTEH3UH (aITUTHBHBIN 2P DEKT).

Wamanamug
Coemecmmoe npumeHnerue mpedyem ocoOol 0CMOPO*CHOCMU

Ipenapameot, CcnocobHble 8bI3bIEAND nozzwvzopdmwo 9#06]1VO0UK06‘Vl0 maxukapdu;o muna «nupysmy

N3-3a pucka pa3BUTHS THIIOKATUEMHUHU CIEIyeT COOJIONATh OCTOPOKHOCTh TPU COBMECTHOM
Ha3HAYeHUM MHAANaMHJIa C IpernapaTaMy, ClIOCOOHBIMH BbBI3bIBATh MOJIUMOP(HYIO KETyT0UKOBYIO
TaXUKAPIUIO TUMA «ITUPYIT», BKIIOYAsi, HO HE OTPAaHUYHUBASICh:
® aHTHAPUTMUYECKHE JIGKAPCTBEHHBIC TmpemapaTel [A  kmacca (Hampumep, XUHUJIMH,
TUJIPOXUHUINH, AU30MIHUPAMUL);
® aHTHMApPUTMHYECKHUE JIeKapcTBeHHBbIC mpemapathl [l kmacca (Hampumep, aMHOIapOH, COTAJION,
noderunu, nOyTHIUA, OpETUITHI);
® HEKOTOpbIC HEMPOJIETUKH:
o (eHoTHa3uHBl  (HampuMep,  XJOPNPOMAa3WH, IMaMeMa3uH,  JI€BOMENPOMAa3HH,
THOPHUAA3UH, TPUQITyOTIepas3HH),
o OeHzamMubl (HAIpUMED, AMHUCYJIIBIIPU, CYIBITUPHI, CYJIBTONIPHU, THATIPUL),
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o OyrtupodeHoHbI (HanpuMmep, IPONePUa0I, TaJONEPUI0N),
O JIpyryue HeWpOJICTITUKH (HampuMep, TUMO3HU/);
e JpyrHe BemiecTBa (HampuMmep, Oempuaui, Iwm3anpul, JudEeMaHWI, SPUTPOMULIMH TIPH
BHYTPUBEHHOM BBEJICHUH, Talo(aHTPUH, MH30JIACTUH, MOKCH(IOKCAIWH, TEHTAMHJIUH,
cnaphIoKCaIiH, BUHKAMHUH [TPH BHYTPUBCHHOM BBEJICHHH, METAJI0H, aCTEMH30J1, Tep(HeHaNH).

Crnenyer mpoBOAMTH NPOPHIAKTUKY THIIOKAIMEMUH M, TPU HEOOXOJUMOCTH, €€ KOPPEKIHIO;
KOHTpoJnpoBaTh HHTEpBAI QT.

Iipenapameot, CNOCOOHBLE BbI3bIEAMb 2UNOKAIUCMUIO

AmMdortepuniua B (B/B), TIIOKO- U MHUHEPATOKOPTHKOCTEPOU LI (TP CUCTEMHOM IPUMEHEHHUN),
TETPAKO3aKTH]I, CIAOUTEIbHBIC CPEJCTBA, CTUMYIHMPYIOUIME MOTOPHKY KHIIEYHHKA: YBEIMUYCHHE
pHUCKa pa3BUTHS TUTIOKaTUeMun (aaauTUBHBINA 3P dekT). HeoOXoaum KOHTPOIIb COMEepKaHUS Kaus
B IJIa3Me€ KPOBH, NMPH HEOOXOAMMOCTH — €ro koppekuus. Ocoboe BHUMaHHUE CIEAyeT YyIelATh
MaIeHTaM, OJHOBPEMEHHO TIONYYalOIUM CepJeuHble TIHMKO3uAbl. Clemyer NpUMEHSTh
cllabuTeNbHbIE CPECTBA, HE CTUMYIHPYIOINE MOTOPUKY KUIICYHUKA.

Cepoeunble 2niuko3udbl

'unokanuemMust W/WIM TUIIOMAarHueMHsl MpeapaclojiaraloT K Pa3BUTHUI0 TOKCUYECKOTO NEHCTBUS
CepAEUHBIX TNIMKO3UI0B. PEKOMEHIyeTCsl KOHTPOJIUPOBaTh COJACPKAHUE KaJIUs U MarHus B IUIa3Me
kpoBu u nokazarenu IKI' u, mpu He0OXOAMMOCTH, KOPPEKTUPOBATH TEPATIHUIO.

Annonypunon

HpI/I COBMCCTHOM INPUMCHCHHU C HWHAAIIAMHUIOM BO3MOXXHO IIOBBIHNICHUC YaCTOThI peaKuHﬁ
THIICPYYBCTBUTCIBHOCTH.

Cosmecmnoe npumeHernue mpe6yem 6HUMAHUA

Kanuiicbepezarowue ouypemuky (amuiopuod, CRUpPOHOIAKINOH, MpUuammepeH)

Takoe couetaHue OOOCHOBAaHO y HEKOTOPBIX HamueHToB. [Ipu 3ToM MOXeT HabIoaaThes
TUMOKAJMEMUS] UM TUIEepKaaueMus (B YaCTHOCTH, y MAIlMEHTOB C MOYEYHON HEAOCTAaTOYHOCTHIO
WIN caXxapHbIM nuaderom). Ecian Heo0X0aMMo COBMECTHOE MPUMEHEHHE UHANAaMU/Ia U yKa3aHHbBIX
BbIIlIE KajuiicOeperammux IUypeTHKOB, CIEAyeT MPOBOIUTH KOHTPOJbL COACpXKAHUS Kalusi B
wia3me kpoBu u mapamerpoB OKI. Ilpm HEOOXOOUMOCTH CcXeMa JIEYCHHS MOXET ObITh
[IEPECMOTPEHA.

Memdgopmun

@OyHKIMOHANBHAS TOYEYHasl HEJZOCTATOYHOCTh, KOTOpas MOXKET BO3HHKAaTh Ha (oHEe mpuema
JIMYPETUKOB, 0OCOOEHHO «IETIEBBIX», IPU COBMECTHOM NMPUMEHEHUH MET(GPOPMUHA MOBBHIIACT PUCK
Pa3BUTUS MOJIOYHOKHCIIOrO amuno3a. He ciemyer mpuMeHSATh MET(GOPMHUH, €CIIM KOHICHTPAIHS
KpeaTuHHHa B IU1a3Me KpoBU mpeBbimaer 15 mr/m (135 mxMmonw/m) y MyxuuH u 12 mr/n
(110 MKMOTB/1T) Yy JKEHIINH.

HO@Canl?[)fCClWLle KOHmpacmHbvle eeuiecniea

OO0e3BoxMBaHKWE OpraHm3Ma Ha (OHE NpHUeMa JUYPETHUYECKUX IPENapaToB YBEIHMUMBACT PHUCK
pa3BUTUSL OCTPOH IIOYEYHOW HEJIOCTATOYHOCTH, OCOOCHHO MpU IPUMEHEHUH BBICOKUX J103
HonconepKammx KOHTPACTHBIX BemiecTB. llepen mpuMeHeHHEM HOICOMepKAIuX KOHTPACTHBIX
BEILIECTB MAllMEHTaM HEOOXOJMMO KOMIIEHCHPOBATh MOTEPIO JKUAKOCTH.

Kanvyuii (conu)

HpI/I COBMCCTHOM IIPUMCHCHHUHN BO3MOXHO PAa3BHUTHUC TUIICPKAJIBIIMCMUU BCIICACTBUC CHUKCHUA
OKCKPCIUH MOHOB KaJIbIIUA ITOYKaMMU.

UMKJZOCI’ZODMH, maxKpojaumyc
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Bo3MOXHO TOBBIIICHUE KOHIOCHTpalMKM Kp€aTWMHHHAa B IJIa3MC KpPOBH 0e3 W3MEHEHUs
KOHILCHTpAalM HUKIIOCIIOpUHA B IUIA3ME KPOBH, HAXKXC IPU HOPMAJIBbHOM COACPKAHWHN BOABI U
HWOHOB HATpUA.

Kopmuxocmepouodvl, mempaxkozakmuo (npu cucmemHom NPUMeHeHul)

YMeHbIIeHHe aHTUTHIEPTeH3UBHOTO 3(dekra (3amepxka coau W BOAbI Ha (OHE NPUMEHEHHUS
KOPTUKOCTEPOHUIOB).

[lepunaonpui

JlaHHBIE KIMHUYECKUX HCCIIEOBAaHUM IMMOKa3bIBalOT, 4TO JABOIHas Onokaga PAAC B pesynbrare
COBMECTHOTO npuMeHeHus HHruouTopoB AIID, APA Il nnu anuckupeHa NpUBOIUT K YBEINYCHUIO
4acTOThl BO3HMKHOBEHHs TAaKMX HEXCIIATENbHBIX SBICHUNA KAaK apTepUalibHas TUIIOTEH3HS,
THIEpPKAIMEMUS] ¥ CHIDKEHHE (QYHKLIMHU MOYeK (BKJI0Yasi OCTPYIO MOYEUHYIO HEJOCTATOYHOCTD), 1O

CPaBHEHHUIO C CHUTYaIMsIMH, KOTAa HPUMEHSETCS TOJIBKO OJHMH IIperapar, BO3ACHCTBYIONIMHA Ha
PAAC (cMm. pa3nens1 4.3,4.4 u 5.1).

Jlexapcmeennvie _npenapamul, nosblularowue pPUcK paseumus _aH2UOHEe8POMUYecKo20 OmeKa
CoBmecTtHOoe mpuMeHeHHe UHruouropo AIlI® ¢ komOuHammel BajcapTaH + CcakyOUTpHII
MIPOTHBOIOKA3aH, TaK KaK 3TO YBEJIMYMBACT PUCK PA3BUTUS AHTMOHEBPOTHUYECKOTO OTEKa (CM.
paznensl 4.3 u 4.4). [IpuMeHeHre KOMOMHAIIMK BaJicapTaH + CaKyOUTPHII BO3MOXKHO HE paHee, 4eM
yepe3 36 yacoB nociie NTPpUMEHEHUS MOCIeIHEN 103kl nepuHaonpuia. [IpuMeHnenrue nepuHgonpuIa
BO3MOXKHO HE paHee, uyeM uepe3 36 4YacoB IOcie NMPUMEHEHHs IOCIeAHEH 103bl KOMOWHAIUU
BaJicapTaH + cakyOuTpmi (cM. pa3aeinsl 4.3 u 4.4).

CoBmectHoe mpuMeHeHHe uHTHOMTOpoB AIlD ¢ panekagorpwiom, uHruoumropamu mTOR
(HarmpuMep, CHPOJMMYCOM, 3BEPOJIMMYCOM, TEMCHPOJIMMYCOM) W TJIMITHHAMU (Hampumep,
JMHATTUNTHH, CaKCarJIMNTHH, CUTATJMITUH, BWINATJIUINTAH) MOXKET IMPHBECTH K IOBBILICHUIO
pHCKa aHTHOHEBPOTHYECKOTO OTeKa (cM. pazaen 4.4).

Jlexapcmeennvie npenapamal, 8bl3bl8aAOUIUE SUNEPKATUCMUIO

HecMmoTpst Ha TO, 4TO ypOBEHb Kalus B CHIBOPOTKE KPOBU OOBIYHO OCTAETCS B MpeAesiaX HOPMBI, Y
HEKOTOPBIX NAlMEHTOB, NpuHuMatouux Homunpen A, MOXET BO3SHUKHYTh THIIEPKATUEMUSI.

HekoTopeie nexapcTBeHHbIE Mpenaparbl WM Kiacchl MpernapatoB MOTYT YBEIMYHMBATH YacTOTY
Pa3BHUTHUS THIIEPKATUEMHH: aJTUCKUPEH, COJHM Kallus, KaluuiicOeperaronpe IMYypPeTHKU (HampuMep,
CIIUPOHOJIAKTOH, TpUamMTepeH uiau ammiiopua), uaruoutopsr AIID, APA 11, HIIBII, remapunsi,
MMMYHOJIETIPECCAHThl (TaKue Kak IUKIOCIIOPHH WM TaKpOJIUMYC), TPUMETONPUM U KO-
TPUMOKCa30J1 (Cyib(haMeTOKCca3ol + TPUMETONPHUM), TMOCKOJIBKY TPHUMETONPUM, KaK H3BECTHO,
JeicTByeT MmonoOHO KanuiicOeperaromeMy AWYpeTHKY, Kak u amuiopua. KomOuHamms 3Tux
JIEKapCTBEHHBIX MPENapaToB yBEJIWYUBACT PUCK pa3BUTHs Turepkairnemuu. [loatomy coBmecTHOE
npuMeHenne Homumpen A ¢ BbllenepeyuclICHHBIMHE IIpernapataMud He pekomeHnayercs. Ecnum
MOKa3aHO COBMECTHOE MPHMEHEHHE, MX CIIeJyeT MNPUMEHSATh C OCTOPOKHOCTBIO U C YaCThIM
KOHTPOJIEM YPOBHSI KaJlusl B CBIBOPOTKE KPOBH.

Coemecmmnoe npumeHerue NPOMUBONOKA3ano (cm. pazoen 4.3)

Anuckupen u 1ekapcmeennble nNpenapamol, COOGDD/CGWble AJlUCKUper

CoBmecTHOe mpuMeHeHne MHruouTopoB AIID ¢ jJexkapCTBEHHBIMU TpenapaTamu, COJAEPKAIUMH
QIUCKUPEH, TPOTUBOMOKA3aHO y MAIMEHTOB C CaxXapHbBIM AHa0eTOM W/WIM YMEPEHHBIM WU
TsKeTbIM HapymenueM QyHkimn nouek (CK® < 60 mn/mun/1,73 M? miomaam mOBEpXHOCTH Tena)
(cm. pasgen 4.3). Bospacraer puCK pa3BUTHS TUINEPKATUEMHH, YXYALUICHUS (QYHKLIUU TIOYEK,
CEpJIEYHO-COCYAUCTOM 3a001€BA€MOCTH U CMEPTHOCTH.

Cosmecmnas mepanus ¢ uHeu6umopaﬂ4u AIID u anmazonucmamu peyenmopos aneuomeH3uta
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[IpotuBonokazano mnpumeHenne uHruouTopoB AII® B coueranun ¢ APA II y maunueHToB ¢
nuaberndeckoi Heponatueit (cM. pazaen 4.3).

9Kcmpakopn0paﬂbnaﬂ mepanus

OKCTpakoplnopajlbHble METOABl JICUEHHs, INPUBOAAIIME K KOHTAKTY KpPOBU C OTPHULATEIBHO
3apsKCHHBIMH TTOBECPXHOCTAMHU, TAKHE KaK AHUAIN3 WA FGMO(l)I/IJ'II)TpaIII/ISI C HCIIOJb30BaHUCM
HEKOTOPBIX BBICOKOIPOTOYHBIX MeMOpaH (HampuMmep, MOJIMAaKpWIOHUTPUIIOBBIX), WIH adepes
JIITHIT ¢ wucnonb3oBaHHEM JEKCTpaHa cyib(aTa, NPOTHUBOMOKA3aHbl M3-3a YBEJIMUYEHUS pHUCKa
Pa3BUTHSL TSKENBIX aHA(QUIAKTOMAHBIX peakuuit (cM. pasznen 4.3). Ecnu maumeHTy HeoOxonuma
JKCTpaKopIopajibHasl Tepanusl, CIeIyeT PACCMOTPETh BO3MOKHOCTb HCIIOJIb30BAHUS APYTOro THUIA
IUATM3HOW MeMOpPaHbl WM APYroro Kjacca aHTUTMIIEPTEH3UBHBIX IPEnapaToB.

Cosmecmnoe NpUMeHeRUe He peKOMedeemc;l

Anuckupen u nexapcmeenuvie npenapamal, codepofcamue AJUCKUPEH

VY mnamueHToB, HE HUMEIOIUX caxapHoro auabera uiau HapymeHus ¢yHkuun nodek (CKO
< 60 Mn/mMun/1,73 M? TIOIAAM TIOBEPXHOCTH TeNa), MOBHIIIEH PHCK PA3BUTHS THIEPKATHEMHUH,
yXyIIIeHus: (pyHKIMM MOYEK W TOBBIIICHHUS YaCTOTHI CEPACYHO-COCYIHCTOM 3a00JIeBaeMOCTH U
CMepTHOCTH (CM. paznen 4.4).

Couemanue mepanuu ¢ unzcubumopamu AII® u APA Il

[To uMmeromuMcst TUTEPaTypHBIM JaHHBIM, y MAlUEHTOB C YCTAaHOBJIECHHOW aTepOCKIEPOTUYECKOM
00JIe3HbIO, CEPICYHON HEAOCTATOUHOCTHIO WM CaXapHBIM JHA0ETOM C TOPAKEHUEM OPraHOB-
MHUIIIEHEH OJIHOBpeMEHHOe NMpuMeHeHne WHTrHOUTOpoB AIID n APA Il mpuBOANUT K yBEITHYCHHUIO
Y4aCTOTHI Pa3BUTHUS aPTEPUATBHON THUIIOTCH3UU, 0OMOPOKA, TUTIEPKAIMEMUHN U YXYIIICHHS ()YHKIIHH
MouYeK (BKJIIOYAs OCTPYIO MOUYEYHYIO HEJOCTaTOYHOCTH), MO CPAaBHEHHUIO C CUTYyallUsSIMH, KOI/a
IIPUMEHSIETCS TOJIBKO OAMH Tnpemnapar, BozaeiictByromuii Ha PAAC. IlpumeHenue nBoiHOM
osnokansl PAAC (Hanpumep, B ciilydae OJHOBPEMEHHOTO MpuMeHeHus: uHruoutopos AII® u APA
II) nomKkHO OBITH OTPAaHUYCHO €IWHUYHBIMU CIyYasMU CO CTPOTUM KOHTpOJIEM (YHKIIMH MOYEK,
coJiepaHus Kanud B miasme KpoBu u A/l (cM. pasnen 4.4).

Dempamycmun

CoBMecTHOE TIPUMEHEHNE MOKET MMPUBECTH K MOBBIIICHUIO PUCKA Pa3BUTHs MOOOYHBIX dPPEKTOB,
TaKUX KaK aHTMOHEBPOTHYECKH oTek (oTek KBuHKE).

Kanuiicbepezarowue ouypemuku (Hanpumep, mpuammepen, amuiopuo) u kaiuil (coiu)

I'unepkanuemus (C BO3SMOXKHBIM JIETaJIbHBIM UCXO0M), OCOOEHHO MPH HapyIIeHUH (PYHKIMH ITOYeK
(ammuTuBHBIE 2P PEKTHI, CBI3aHHBIC C TUTICPKATHEMHUEH ).

CoueraHue TMEpPUHAONPHIA C  BHIIICYNOMSHYTBIMH JICKQPCTBEHHBIMH IpermapaTaMd  He
pexkomenayetcst (cMm. pazgen 4.4). Eciau, Tem He MeHee, COBMECTHOE NMPUMEHEHHE TMOKa3aHO, UX
ClIelyeT TPHMEHSATh C COOJIIOJICHHEM Mep TMPEIOCTOPOKHOCTH M PETYJSIPHBIM KOHTPOJIEM
COJIepKaHUs KaJusl B CBIBOPOTKE KPOBH.

Oco0EHHOCTH TPUMEHEHHS CIHUPOHOJAKTOHA TMPU XPOHHYECKOW CEPJIeYHON HEJ0CTaTOYHOCTH
OMMCAHBI Jaliee Mo TeKCTy (cM. B mojapazaene «CoBMECTHOE MpHUMEHEHHE TpedyeT ocoOoi
OCTOPOKHOCTH).

Cosmecmuoe npumenenue mpedyem oco60ii 0CmMopoOICHOCMU

Tunocnuxemuyecxkue cpedcmea (uchzuH, nepopaibHvle caxapocHuscaruue npenapambz)

OnuAEeMUOJIOTHUECKUE UCCIeI0OBaHN MTOKa3aJIl, YTO COBMECTHOE IpUMEHEeHne HHruouropos AIID
Y TUNOTJIMKEMUYECKHUX CPEICTB (MHCYJIMHBI, epopaibHbIe CaxapOCHIKAOIIUE MTPernapaThl) MOXKET
YCUIIMBATh THIOTTUKeMUYECKUH 3(PGEKT WHCYTUHA M TUMOTIMKEMHUYECKHX CPEICTB AJIs MpHeMa
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BHYTPH BIUIOTH JI0 PA3BUTHUS TUIIOTIIMKeMHUU. J[aHHBIN 3P PEeKT BEposiTHEE BCEro MOYKHO HAOIIOAaTh
B TE€UYEHHE MEPBBbIX HEAENb COBMECTHON TEpalvu, a TaKKe Yy MalUeHTOB C HapyUICHHEM (YHKIIMH
MIOYEK.

Kanuiinecbepezarowiue ouypemuxu

Y manueHToB, TONMYYAIOUINX JWYPETUKH, OCOOEHHO Yy TAIMEHTOB C THUIIOBOJEMHUEH W/WiH
CHW)KEHHOM KOHIICHTpAllUe CoJiel, B Hayaje Tepanmuu TMEPUHIONPHIOM MOXKET HaOII0IaThCs
ype3mepHoe cHikeHue AJl, pUCK pa3BUTUS KOTOPOTO MOXKHO YMEHBIIUTH IyTeM OTMEHBI
JTNYyPETUYECKOT0 CPEACTBA, BOCIIOJTHEHUEM TTOTEPU KUAKOCTH WM COJICH Tepe] HayajloM Tepanuu
MEePUHIIONPUIIOM, a TaKkKe Ha3HAYeHHEeM NEepUHIONPHIa B HHU3KOW J03e C JalbHEHIINM
IIOCTCIICHHBIM €€ YBGJ'II/I‘-IGHI/ICM.

Ilpu apmepuanvhoii cunepmen3uy y MallMEHTOB C TUIIOBOJIEMHUEN WM CHM)KEHHOW KOHLIEHTpauuen
cojeil Ha (oHE TepanuH AWYPETHKAMH, TUYPETUKU MOJDKHBI OBITh JIMOO OTMEHEHBI 0 Hayaya
npumMeHenus uaruoutopa AII® (mpu s3Tom KamitHecOeperaronmii TMypeTUK MOKET OBITh TIO3HEE
BHOBb Ha3zHaueH), mu60 uaruoutop AII® momkeH ObITh Ha3HAYEH B HU3KOW J103€ C JabHEHIINM
MIOCTETICHHBIM €€ YBEJIMYEHUEM.

Ilpu npumenenuu Ouypemuxos 6 ciyuae 3ACMOUHOU CePOeyHOU HedOoCMamoyHOCmy MHTUOUTOP
AII® nomkeH OBITH Ha3HAYeH B OYEHb HU3KOW [103€, BO3MOYKHO, ITOCJE€ YMEHBIICHHS [103bI
MIPUMEHSIEMOT0 OJTHOBPEMEHHO KaIHiTHeCOeperaroIiero 1nypeTuka.

Bo Bcex cmywasx (yHKUMA NMO4yeK (KOHUEHTpalMs KPEaTHHUHA) JOJDKHA KOHTPOJIUPOBATHCA B
TIepBbIe HEACTH NPUMEHEHUs] UHTHOUTOpOoB AlID.

Kanuiicoepezarowue ouypemurxu (9niepeHos, CRUPOHOJIAKMON)

[TpumeHeHHe IIIepeHOHa M CTUPOHOJIAKTOHA B 103aX OT 12,5 Mr 10 50 Mr B CyTKH ¥ HU3KHX 7103
uHTHOHNTOpOB AllD:!

[Ipu Tepanuu xpoHHUeckoi cepaeyHou HemoctaTtouHoctu [I-IV QyHKIMOHANBHOrO Kiacca Mo
knaccudpukanmu  NYHA ¢ Qpakmumeir BeiOpoca seBoro xemymouka <40% wu  panee
npUMeHsBIIMMUCSH uHruOuTopamMu All® u «meTneBbIMU» JUYpPETUKAMH, CYLIECTBYET PHUCK
TUMNepKaTueMuu (C BO3MOXKHBIM JIETAIBHBIM HCXOJIOM), OCOOCHHO B Clly4ae HECOOIIOACHUS
pEeKOMEHAALNH OTHOCUTEIBHO 3TOM KOMOMHAIIY MTPETapaToB.

[lepen mpuMeHeHNEM TaHHON KOMOMHAIIUY JIEKAPCTBEHHBIX MPETapaToB, HEOOXOAUMO YOS TUTHCS B
OTCYTCTBUM TMIEPKATUEMUH U HApyLICHUs (QYHKIMU OYEK.

PGKOMGHI{yeTCﬂ PEryJIsipHO KOHTPOJHUPOBATH KOHUCHTpPAUWIO KPCATHMHHWHA W KaJlud B KPOBHU:
CKCHCICIBHO B HepBLII\/'I MCCAL JICUCHUA U CIKEMECAYHO B MMOCICAYIOIICM.

Pexombunanmuvie mxaneswie akmueaniopbvl njiad3mMmuHoceHa (VIPA, aﬂmenﬂas’a)

[TarmenTsl, momydaBmmme UHruOuTOphl AII® M momywaromue anteriazy Juisi TPOMOOTUTHYCCKOM
TCparuu MpHu OCTPOM HIHICMHUYCCKOM HHCYJBTC, MOI'YT HMCTb MOBBIIICHHBIN PUCK DPA3BUTUA
AQHTMOHEBPOTUYECKOTO OTEKa.

Cosmecmnoe npumeHernue mpe6yem 6HUMAHUA

Tunomenszusnvie cpe()cmea u 6a300uﬂamamopbz

CoBMecTHOE NMPUMEHEHHME STUX IPENApaTOB MOXET YCWIMBATh AHTUTMIIEPTEH3UBHOE NEWCTBHE
nepuHaonpuia. [Ipy cOBMECTHOM NMPUMEHEHUN C HUTPOTIMLEPUHOM U IPYTMMH HUTPATAMM WU
JPYTMMH Ba30UJIaTaTOPaMU BO3MOKHO JIOTIOJTHUTENbHOE CHIKEHUE A/l

Annonypunon, yumocmamuuyecxKue u uMMVHOOan@CCuGHble cpe()cmea, cucmemnusvle
KODmMKOCI’I’leDOM()bl u npoxauHaMud

CoBmecTHOE npuMeHeHne ¢ nHruonTopamu AIID MOXKET COMPOBOXKIATHCS MOBBIIIICHHBIM PUCKOM
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nerikoneHuu (cM. paszzaen 4.4).

Cpeocmea 051 anecmesuu

WNuruburopsr AII® MOTyT yCHIMBATh THIIOTEH3UBHBIN A (GEKT psia CPescTB st 00IIel aHecTe3nn
(cm. pa3gen 4.4).

Cumnamomumemuxu

CuMnaToMHUMETUKN MOTYT OCJIa0JIATh aHTUTUIIEPTEH3UBHBIN Y3P ekt nuruouropon AIID.

Ilpenapamuil 3010ma

Coo01m1anoch 0 peaKkux ciaydyasx HUTPUTOUIHBIX peakuuil (C TAKUMH CUMITOMaMH, KaK THIepEeMUs
KOXH JIMIIAa, TOIIHOTA, PBOTA, THUIOTEH3Ms) Yy MAalMEHTOB Ha ()OHE COBMECTHOTO MPHUMECHECHHUS
uaruouTopoB AIID, B TOM 4umCle NEpUHIONpPHIA, W WHBEKIIMOHHOTO TIpermapara 30JI0Ta
(aypoTuomanat HaTpus).

4.6. ®epTUWIBHOCTH, 0€PEMEHHOCTb U JIAKTALUSA

JlexapcTBeHHBIM npenapar Homumpen A mpoTHBONOKa3aH BO BpeMsi O€peMEHHOCTH (CM. pasfeln
4.3).

JlexapcTBeHHbI npenapat Honunpen A He peKOMEHIyeTcsl B EPUOA TPYIHOTO BCKAPMIIMBAHMSL.
Heo6xoauMo OLEHUTh 3HAYMMOCTb TE€palMU Ul MaTepu W HPUHATH PEUICHHE O MPEKPALCHUU
IPYAHOT0 BCKapMJIMBAHMS WIM O IIPEKPAILCHUH IPUEMa Iperapara.

bepemeHHOCTh

Hnoanamuo

JlaHHBIE O MPUMEHEHUHM HWHIANMaMuAa y OEpEeMEHHBIX XCHIIWH OTCYTCTBYIOT WMJIM OTPaHHYCHEI
(menee 300 ciydaeB OepeMeHHOCTH). [lnuTenpHOE NPUMEHEHHME THA3HIHBIX auypeTukoB B III
TpuMecTpe OEpEMEHHOCTH MOXKET BBI3BATH THIIOBOJIEMHIO y MAaTepH, a TAaK)Ke CHI)KEHHE MAaTOYHO-
TUTALIEHTAPHOTO KPOBOTOKA, YTO MPUBOAUT K (DETOIUIALIEHTAPHON MINEMHH M 3aJepiKKe Pa3BUTHUS
Ioa.

UccnenoBanusi Ha )KUBOTHBIX HE BBISSBUJIM MPSIMOTO UM HEMPSMOI'0 TOKCHUECKOTO BO3JICUCTBUS Ha
PENpPOAYKTUBHYIO (DYHKIIHIO.

B kauecTBe Mepbl NPEAOCTOPOKHOCTH PEKOMEHAyeTcs n30eraTh NMPUMEHEHHUS HHIAnaMuaa BO
BpeMsi OepEMEHHOCTH.

Iepunoonpun

B HacTosAmMi MOMEHT HEeT yOeqUTEIbHBIX SIHIEMHUOJIOIMYECKUX JAHHBIX O TEPATON€HHOM PUCKE
npu npueme uHruOUTOpoB AIID B mepBoM TpumecTpe OCPEMEHHOCTH, OJHAKO HEKOTOpOe
YBEJIMYEHUE PUCKA HAPYLICHUM Pa3BUTH IUIOJA UCKIIOYUTH Henb3s. [lanuenTkaMm, MIaHupyromuM
OEepEeMEHHOCTb, CJIEyeT OTMEHHUTD JICKapCTBEHHBIN NpenapaT U Ha3HAUUTh APYTHe TUIIOTEH3UBHBIC
CpEACTBa, pa3pellieHHble s MNPUMEHEHUs Tpu OEpeMEHHOCTH, €CIM TOJbKO Tepanus
unruburopamu AIl® He sBugercs HeoOxomumoil. Ilpu BbIABICHMH OEPEMEHHOCTH CIEIyeT
HEMEIUICHHO TNpeKpaTtuTh Tepanuto uHruouropamu AllD u npum HeoOXOAMMOCTH Ha3HAYMUTh
JAPYTYIO TEPAIHUIO.

N3BectHO, uTo Tepanus uaruoutopamu AII® Bo II u III TpumecTtpax GepeMEHHOCTH OKa3bIBAET
(eToTOKCHYECKOE JIEHCTBHE HA TUIOA y YeJoBeKa (CHWKEHHE (PYHKLUU MOYEK, OJUTOTHIPAMHUOH,
3aMelJIeHHe OcCU(UKAlMU KOCTEeH uYeperna) W TOKCHYECKOe JEeHCTBHE HA HOBOPOXKIECHHOTO
(HO‘-IG‘-IHaSI HEOOCTAaTOYHOCTh, TMIIOTCH3HUA, FI/IHepKaJII/IeMI/ISI).
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Ecmm manmentka momyvana wHruOuTopsl AII® co II Tpumectpa GepeMeHHOCTH, PEKOMEHIYeTCs
MIPOBECTH YJIBTPA3BYKOBOE HCCIEI0BAaHUE TUI0/1A ISl OLIEHKH COCTOSIHMSA Yepena U (GyHKLUU ITOYEK.

MutafieHipl, MaTepu KOTOPBIX TMoiydainn HHruOuTopsl AIID Bo Bpemsi OepeMEHHOCTH, IOJKHBI
OBITH TIIATEIBHO 00CIEI0BAHbI HA MPEAMET THIOTEH3UH (CM. pa3zaensl 4.3 u 4.4).

JlakTanms
JlexapcTBeHHbIi npenapat Homumnpen A He peKOMEHAYeTCs B IEPUOJ] TPYTHOTO BCKAPMIIMBAHUS.
HUnoanamuo

B HacTOsmmMi MOMEHT HET AOCTOBEpHOM HH(pOpMAIMM O BBIIEICHUM HHIANaMHUIa WM €ro
MeTa0OJIUTOB C TPYAHBIM MOJIOKOM.

v HOBOPOXICHHOI'0O MOXET Pa3BUTBCA IMOBBIIICHHAA YYBCTBUTCJIBHOCTH K IIPOHU3BOJHBIM
Cy.HB(i)OHaMI/I,Z[a 1 T'UIOKaJInCMusl.

Puck 111 HOBOPOKIEHHBIX/MIIaICHIICB HEJIb3s1 UCKITIOYATh.

WNupanamua OIU30K MO CTPYKTYype K THA3HIHBIM JWYpETHKaM, MPUMEHEHHE KOTOPBIX BBI3HIBACT
YMEHBIIEHUE KOTUYECTBA I'PYIHOI0 MOJIOKA WIIH ITOJABICHUE JIAKTALlUU.

WHpanamun He peKOMEHAYeTCs B IEPUOJ IPYyAHOI0 BCKapMIIMBaHUsl (cM. pasnen 4.3).
Ilepunoonpun

BBuay orcyrcTBus MH(pOpMAIMH, Kacarolleicsl MPUMEHEHHs NEepUHAONPUIAa B MEPHOA I'PyIHOTO
BCKapMJIMBAHUs, €T0 MIPUEM HE PEKOMEHIOBaH, MPEATIOUTUTEIbHEE MPUMEHSITh IPYTHe TIpemnapaThl
c Oosiee M3Y4YEHHBIM TpOQUIeM OE30MaCHOCTH, OCOOEHHO MpPH KOPMIJICHUHM HOBOPOXKICHHBIX U
HEIOHOIIECHHLIX JIETEMN.

DepTIbHOCTD

Obwee 05 unoanamuoa u nNepuHOOnpula

HccnenoBanust penpoayKTUBHOW TOKCUYHOCTH MOKA3aJId OTCYTCTBHE BIUSHUS Ha (DEPTUIBHOCTD Y
KpbIc 00oero nona. [lpeanonoxurensHo, BIMAHNUE HAa (PEPTUIBHOCTD y YEJIOBEKA OTCYTCTBYET.

4.7. BiusiHue Ha CHOCOOHOCTH YNPABJATH TPAHCIOPTHBIMHM CpeAcTBAMH W padorarh ¢
MeXaHM3MaMH

Ob6a  nmedCTBYMOIIMX  BEIIeCTBa, KakK IO  OTHACIBHOCTH, Tak W B  KOMOWHAaIUU
MHAANaMH]l + NEPUHIONPUII, HE OKA3bIBAIOT BIMUSHUS HA CIIOCOOHOCTD YIPABISITh TPAHCIIOPTHBIMU
cpelncTBaMu W paboTaTh CMEXaHH3MaMHU. Y HEKOTOPHIX MAIMEHTOB OCOOCHHO B Hayale TEparuu
WIKM TpH J00aBJICHUM K MPOBOAMMOW Tepamuu JPYruX TUIOTEH3UBHBIX IMpPEnaparoB MOTYT
BO3HHMKATh WHIUBUIYyaJbHbIE pEAKIUHU, CBsi3aHHbIE co cHkeHueM AJl. BcuencrtBue sToro
CIIOCOOHOCTh YIPABJIATH TPAHCIOPTHBIMHU CPEICTBAMU M pabOTaTh ¢ MEXaHU3MaMH MOXKET ObITh
HapylleHa.

4.8. HexxesaresbHbIE peaKIMU

Pesrome mpoduisg 6e3onacHOCTH

[lepunnonpun oOka3bplBaeT UHTUOUpYIOLIee JEHCTBUE HAa CHUCTEMY «PEHUH-aHTHOTEH3UH-
anpriocrepon» (PAAC) m yMeHbIIaeT BBIBEJICHHE HOHOB Kamus IMOYKamMu Ha (oHEe mpuema
unganamunaa. Y 2 % mauueHToB Ha (oHE MpUMEHEeHHs JieKapcTBeHHOro mpemnapata Homumpen A
OBLIIO OTMEUYEHO Pa3BUTHUE TUITOKATHEMHH (COJIEp)KaHUE Kanus MeHee 3,4 MMOJIB/J).

Haubomnee yacTeIMH HeKeTaTeILHBIMU PEaKIUAMMU SABJISATINUCH!:
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® Il UHJAANaMHuJa: TUIIOKAJIMEMHUs, PCAKIUN TUICPUYYBCTBUTCIBHOCTH, B OCHOBHOM KOKHBIC, Y
ManMCHTOB, MPCAPACIIOIOKCHHBIX K AJNICPTUICCKUM W aCTMATHYCCKUM pPCaKOHiAM, U MaKyJO-
NaIryJie3Has ChIIlb;

® JUIsL MEpUHAOIIPUIIA: TOJIOBOKPYKCHHUEC, T'OJIOBHAA 6OJ'IL, napecTe3ust, AUCTCB3Us, HAPYLICHUC
3pC€HHA, BCPTHUI'O, 3BOH B yHIaX, apTCpUaibHas r'MIOTCH3UA, Kalll€/b, OAbIIIKA, 00b B JKHBOTC,
3a1op, AUCHICICU:A, Auapesi, TOIIHOTa, PBOTa, KOKHBIN 3yA, KOXKHaA CbIllb, CIIa3Mbl MBI U
aCTCHU.

TabanaHoe pE3IOMEe HeXKeJIaTeIbHBIX PeaKIIUi

HexenarenpHple peakmuy, KIaCCH(PUIIMPOBAHHBIC KaK BO3MOXHO CBS3aHHBIC C Teparue
KOMIIOHEHTaMu Tipenapata Homumpen A, mo NaHHBIM KIMHUYECKUX MCCIICIOBAHUN M OIBITA
MMOCTPETHCTPAIIIOHHOTO MTPUMECHEHHUS, IEPEUYHCICHBI B TabauIe 1 Mo Kiaccam CUCTEM OpPTraHOB H
aOCOJIIOTHOM 4YacTOTe BCTPEYaeMOCTH. YacToTa BCTPEYAEMOCTH OIPEIEISICTCS  CIEAYIONIMM
obpa3om: odeHb gacto (>1/10), gwacto (>1/100, HO <1/10), Hewacto (>1/1 000, HO <1/100), penko
(>1/10 000, HOo <1/1 000), owennp peaxo (<1/10 000), yacToTa Hew3BecTHa (Ha OCHOBAHUU

HUMCIOIIUXCA JaHHBIX OLICHUTDH HGBOSMO)KHO).

Tabmuia 1

l'[epe'leﬂl) CUCTEMHO-
OpFaHHBIX KJIaCCOB
(COK)

HexesaTeJbHbIE peaKnUU

Yacrora

HNapanamMmug

Ilepunaonpua

Nudexnun 1 HHBA3MHU Punur - OueHsp penko
DozuHoduus - Heuwacto*
ArpaHyJIonuTOo3 (CM. pasmel
rpaiy 4.4) (em. p OueHsb penko OueHs penko
ArttacTrdeckas aHeMUs OueHsb penko -
Hapyumenusi co cTOpoHbI
ITaHuTonIEHUA - Ouensb penko
KPOBH U ”
. Jletikomenus OueHb pelIKo OueHb pesIKo
JuM(paTHIecKoi "
Hetitporienus (cM. pazmen
CHCTEMBI 4.4) - OdeHb penko

I'emonuTHyeckas aneMus

OueHb peliKo

OueHb pesIKo

TpomOomuTOoTIeHUs (CM.
pasnen 4.4)

OueHsb penko

Ouens penko

Hapyuenus co cTOpoHBI
UMMYHHOH CHCTEMBI

['unep4yBCTBUTENBHOCTH
(peakuuy, B OCHOBHOM
KOXKHBIE, y TTAllUEHTOB C
MIPEIPACIONOKEHHOCTHIO K
AJUIEPTUYECKUM U
ACTMATHYECKUM PEaKIsIM)

Yacto

IJHIOKPUHHbIE
HapyLIeHUSs

CuHApOM HeaJeKBaTHON
CEeKpeIUH
AHTUINYPETUICCKOTO
ropmona (CHCAJIT)

Penko

Hapymenus
MeTa00JM3MAa U MUTAHUS

I'unornukemMus (CM. pa3aciibl
44u4.5)

HeuyacTto*

I'unepkanuemusi, obpaTumast
[IpU1 OTMEHE Tpenapara (CM.
pasnen 4.4)

Heuacro*

l'unonatpuemus (cM. pasaen
4.4)

Heuacto

Heuacrto*

[M'unoxnopemus

Peaxo

I'unmomaranemust

Penxo

I'unepkanbuyieMus

OueHsb penko
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l'[epe'lem) CHUCTECMHO-

Yacrora

OpPraHHBIX KJIACCOB HexenaTeabHble peaknuu
(COK) Nupanamug IMepunxonpuJ
TI'unokanuemusi Yacro -
JIaOMIIHOCTH HACTPOCHHSI - Heuacto
Icnxuueckne Henpeccust - Heuacto*
HApyLUeHUs Hapyuienue cHa - Heuacro
CryTaHHOCTh CO3HAHHUS - OueHs penko
T'onoBokpyxkeHue - Yacto
T'onosHas 00Jb Peaxo Yacrto
ITapectesust Penxo Yacro
Hucres3us - Yacro
COHJINBOCTD - Heuacto*
OO6MOpOK YacToTa HEM3BECTHA HeuacTo*

HapymeHnusi co CTOPOHBI
HEPBHOIi cUCTEMBI

HHCynbT, BO3MOXKHO
BCIIEZCTBUE YPE3MEPHOTO
cHkeHus AJl y maneHToB
W3 TPYIIITEI BEICOKOTO PUCKa
(cm. paznen 4.4)

OueHsb penko

Ileuenounas BHHC(l)aJ'IOHaTI/IH

Y MalMeHTOB C IEYEHOUYHOU
HEJIOCTATOYHOCTHIO (CM.
pasnensl 4.3 u 4.4)

YacrToTa HEU3BECTHA

Hapymenue 3penus YacToTa HEM3BECTHA Yacro
Muonus (cM. pazznen 4.4) YacroTa HEM3BECTHA -
Hapymenusi co cTopoHbI HeuerkocTs 3peHus YacroTa HEM3BECTHA -
oprana 3peHus OcTpast 3aKpHITOYTOJIbHAS
P P p PHITOY YacToTa HEU3BECTHA -
rIayKoMa
XOpUOHJaIbHBIN BBIIOT YacToTa HEU3BECTHA -
Hapyuienus co CTOpOHBI Bepturo Penko Yacto
oprasa ciyxa u
P Y 3BOH B ylax - Yacto
JIA0OMpPHUHTA
OmynieHue cepAneOneHus - Heuwacto*
Taxukapaust - Heuvacrto*
Crenoxapaus (CM. paszen
P 4 4)( pasi - OueHb penko

Hapyumienusi co cTOpOHBI
cepana

Hapymenus putma cepana
(B TOM "mCIIe OpamguKapIus,
JKEIYTOYKOBAsT TaXUKAPIHS
1 GUOPHIIAIHS
TIPEACEPIHi)

OueHsb penko

OueHsb penko

Wudapkr muokappa,
BO3MOKHO, BCIICJICTBUE
HM30BITOYHOTO CHIDKECHHS Al
y TAITUEHTOB U3 TPYIIITHI
BBICOKOT'O pUCKa (CM. pa3zen
4.4)

Ouens penko

[omumopdHuas
KEITYTOUKOBAsT TAXUKAPAUS
THUMA «ITUPYIT» (BO3MOXKHO
CO CMEPTEIHHBIM UCXOJIOM)

(cm. paznenst 4.4 u 4.5)

YacrToTa HEU3BECTHA

HapyuieHnus co CTOpOHBI
COCy/10B

ApTepI/IaJ'ILHaH TUIIOTCH3UA U
CBA3AaHHBIC C OTHUM

CUMIITOMBI (cM. pa3zen 4.4)

OueHsb penko

Yacto

20




l'[epe'leﬂl) CHUCTECMHO-
OpraHHbIX KJIaCCOB

He:xenateabHble peaknuu

Yacrora

(COK) Nupanamug IMepunxonpuJ
Backynur - Hewacto*
[Tpunusel - Peaxo*
Cungpowm Peitno - YacToTa HEM3BECTHA
Hapymenus co croponst | Kamens (cm. paszgen 4.4) - Yacro
AbIXaTeJbHOI cCHCTEMBI, Oppimka - Yacro
OpPraHoB rPpyAHOMH Bponxocnasm - Heuacrto
KJIETKHU M CPe0CTeHUsl | Do3MHO(UIbHAS THEBMOHUS - Ouens penko
Bons B xuBOTE - YacTto
3anop Penko YacTto
Huapes - Yacto
Hapyuienusi co cTOpoHbI Jucnencus - Yacrto
JKeJTYyAOYHO-KHLLIEYHOT 0 TomHOTA Penxo YacTto
TPaKTa PBota Heuacto Yacro
CyXoCTb CAM3UCTON Peko Heuacto

000JIOYKHU MOJOCTH pTa

ITankpeaTur

OueHsb penko

OueHs penko

HapyuieHnus co CTOpOHBI

I'enatut (cM. pazgen 4.4)

YacToTa HEM3BECTHA

Ouensb penko

neYyeHu u
Hapymenune QpyHKImm
JKeJTYEeBBIBOASIIIIMX OueHb penko -
" IevYeHu
nyreit
KosxHblit 3y11 - Yacrto
Koxxnas chItib - Yacro
Makyo-namyJie3Hasi Chlilb Yacto -
Kpanusuuia (cMm. pasaen
P (M. p OueHsb penko Heuacto
4.4)
AHTHOHEBPOTHUUECKUN OTEK
OueHb penko Heuyacto
(cm. pasznen 4.4)
Ilypnypa Heuacto -
Hapyumienusi co cTOpoHbI [ToBbIIEHHOE
- Heuacto
KOKHM ¥ NOJAKOKHBIX IIOTOOT/IEJICHUE
TKaHel
Peaknns %
YacroTa HeH3BEeCTHA Heuacro
(hOTOUYBCTBUTEILHOCTH
[Temdurona - Heuvacrto*
O06ocTpenue ncoprasa - Penko*

MsorogopmMHasi dpurema

OueHsb penko

Toxcuueckuii
AMUACPMAITBEHBIN HEKPOJIU3

OueHsb penko

Cunnpom CtuBeHca-
[xoHcoHa

OueHsb penko

Cra3Mbl MBIIIII] YacToTa HEU3BECTHA Yacto
Bo3MoxHO yXyamieHue yxe
HMEIOIIEHCsl CHCTEMHOM YacToTa HEeU3BECTHA -
HapymeHnusi co CTOPOHBI N
. . KpacHOM BOJIYaHKHU
MbINIEYHOI, KOCTHOH U ”
. ApTpanrus - Heuacto
COeTMHNTEILHON TKAHH m
Muanrus YacToTa Heu3BeCcTHA HeuacTo
Mpeleunas ¢i1adocThb YacToTa HEM3BECTHA -
Pabgomuonus YacToTa HEM3BECTHA -
Hapymenus co croponsl | [ToueyHas HeJIOCTaATOYHOCTh OueHb penKo Heuacto
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l'[epeqem) CHUCTECMHO-

Yacrora

OPTaHHBIX KJACCOB HexenatenbHble peaknuu
Nupanamug IMepunxonpuJ
(COK)
MOYeK 1 OcTtpas noyeuHas Pesiko
MOYEeBBIBOIAIINX MyTei HEJ0CTaTOYHOCTh
AHYpHS/0JIATYpHs - Penko*
HapymeHnusi co CTOPOHBI
eNpOAYKTUBHOM
perpory OpeKTuibHas TUCHYHKITAS Heuacto Heuacto
CHCTEMBbI U MOJIOYHBIX
JKeJie3
AcrteHus - Yacro
Bbosib B rpyiHOM KJIETKE - HeuacTo*
O0mue HApYLIEHUS H ”
Henomoranue - Heuacto
peakuuu B MecTe *
[epudepuyeckue oTeKu - Hewacto
BBeJICHUS "
JIuxopanka - Heuacto
[loBBIlIIeHHAS yTOMIIIEMOCTD Penxo -
[loBbIlIEHE KOHLIEHTPALIMHI
HeHTpan - Heuwacto*
MOUYEBUHBI B KPOBH
[NoBbIIeHNE KOHIIEHTPALIUT
HenTpat - Heuacto*
KpeaTHHHHA B KPOBU
I'mnepOunnpyOrnHEeMuS - Penko
[ToBhIlICHHE AKTUBHOCTH
YacToTa HEU3BECTHA Penko
«IEYEHOYHBIX» (EPMEHTOB
JlaGopaTopHble U CHIKeHHne TeMOoTrI00nHa U
HHCTPYMEHTAJIbHbIE reMaToKpuTa (CM. pasien - OueHb penko
JAaHHbIE 4.4)
[oBbIIeHE KOHIIEHTPALIUT
Yacrora HenM3BeCTHA -
TJIFOKO3bI B KPOBH
[NoBbIIeHNE KOHIIEHTPALIUU
. YacToTa HEU3BECTHA -
MOYEBOH KHCIIOTHI B KPOBH
Vnmuaenne uaTtepBana QT
Ha OKT (cm. pasnensi 4.4 u | YacToTa HeWsBeCTHA -
4.5)
TpaBMbl, HHTOKCUKALUA
p i 1 IManenue - Heuacro*
U 0CJI0KHEHUsI Mpolenyp

* O]_[eHKa YaCTOThI HCXKCJIATCIIbHBIX peaKuMﬁ, BBIABJICHHBIX I1I0 CIIOHTAHHBIM COOGHJ,GHI/IHM, MMpoOBCACHAa HA OCHOBAHUHN
JaHHBIX PE3YyJIbTAaTOB KIIMHUYCCKUX HCCH@HOBaHHﬁ.

OnuncaHne OTACABHBIX HEKEIIATSIbHBIX PeaKITUM

Bo Bpemst uccnenoBanuii 11 u Il da3sl, cpaBHUBaomuX WHAanaMua B Ao3upoBke 1,5 u 2,5 mr no

KOHIIEHTPALlMU KaJus B MJIa3Me KPOBH, ObLIT YCTAHOBJICH J]0303aBUCUMBIN AP (HEKT HHAAMaMHIA!

e wuHanamun 1,5 Mr: KOHIEHTpaIus Kaius B maa3Me kpoBu <3,4 MMounb/n Habmoaanace y 10 %
ManueHToB, <3,2 MMoJb/l1 — y 4 % maruenToB nocie 4—6 nenens geuenus. [locne 12 Henens
JIeUeHHsI CpeiHee CHIDKEHUE KOHIICHTPALUY KAk B TIa3Me KpoBU cocTaBuio 0,23 MMOIIb/II.

e uHAanamuja 2,5 Mr: KOHICHTpAIUs KaJus B I1a3Me KpoBu <3,4 MMoub/I HaOmoaanacek y 25 %
ManueHToB, <3,2 mMonb/1 —y 10 % manueHToB nocie 4—6 Heaensb jeuenus. [locne 12 Hemenn
JIeUeHHsI CpeiHee CHIDKEHUE KOHIICHTPALUY Kalus B T1a3Me KpoBHu cocTtaBuiio 0,41 Mmob/m.

COO6I.H€HI/IG 0 IMOA03PEBACMBIX HEXKCIIATCIBbHBIX PCAKIINAX

BaxxHo cooOmare 0 TMOAO3pEBAaEMBIX HEKENATeNbHBIX PEAKIHsIX TOCIE PEruCTpalIiu
JIEKapCTBEHHOI'0 Ipernapara C Lelblo 00ecleueHusi HEeNPEepPhIBHOTO MOHUTOPHHIA COOTHOIICHUS
«TOJIb3a — PUCK» JICKAPCTBEHHOTO IIpenapara.
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MeauuuHcKUM pabOTHUKAM PEKOMEH]IYEeTCsl COOOIIATh O JTH0OBIX MOI03PEBAEMBIX HEXKENATEIbHbBIX
peakiMsX JIeKapCTBEHHOI'O TIpernapaTa 4Yepe3 HalUOHAIbHbIE CHUCTEMBl COOOLIEHHS O
HE)KeJaTeIbHbIX PEAKLUAX FOCYJapCTB — YICHOB EBpa3uiiCKOro 5KOHOMHUYECKOTO COH03a.

Poccutickas @edepayus

denepanibHas ciryx0a 1Mo Haa30py B cdepe 3apaBooxpanenus (Poc3npasHamzop)
Anpec: 109012, Mocksa, CnaBsHcKas miomajsp, a. 4, ctp. |

Ten.: +7 (800) 550 99 03

On. mouta: pharm@roszdravnadzor.gov.ru uiau npr@roszdravnadzor.gov.ru
http://roszdravnadzor.gov.ru

Pecnyonuka Apmenus

I'HKO «IleHTp 3KkcniepTU3bl JEKAPCTB U MEAULIMHCKUX TEXHOJIOTHIl»

Anpec: 0051, . Epesan, ip. Komuraca, 49/5

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

[Nopsiuast muHMS OTAEIa MOHUTOPHHTA Oe3omacHocTH JiekapcTB: (+374 10) 20 05 05, (+374 96) 22
05 05

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

http://pharm.am

Pecnybnuxa benapyco

VII «lleHTp 3KCnepTU3 U UCIBITAHUM B 30PABOOXPAHCHUN
Anpec: 220037, r. Munck, ToBapunieckuit niep., 1. 2a
Ten.: +375 (17) 242 00 29

®daxkc: +375 (17) 242 00 29

On. moura: repl@rceth.by

http://www.rceth.by

Pecnybnuxa Kazaxcman

PI'TI na IIXB «HauuoHanbHBIA LEHTP SKCHEPTU3bl JICKAPCTBEHHBIX CPEICTB U MEIUIIMHCKHUX
m3nenuity  Komurera MeawmmMHCKOTO ©  (apMaleBTHYECKOr0 KOHTpolsi MUHHUCTEpCTBa
3npaBooxpanenus PecnyOnuku Kazaxcran

Anpec: 010000, r. Actana, paiion baiikonslp, yi. A.MmanoBa, 13 (BLl «Hypcaynet 2»)

Ten.: +7 (7172) 235 135

Omn. moura: farm(@dari.kz
http://www.ndda.kz

Kwipevisckasn Pecnybauka

JlemapTtaMeHT JIEKapCTBEHHBIX CPEICTB W MEOUIMHCKUX M3Aenud 1npu MuHHCTEpCTBE
3npaBooxpanenus Keipreickoit Pecryonuku

Anpec: 720044, r. butikek, yia. 3-a Jlunaus, 25

Ten.: +996 (312) 21 92 78

On. noura: pharm@dlsmi.kg

http://dlsmi.kg

4.9. Ilepeno3upoBka

Cumnmomuwi

Haubosnee BepOsATHBIM CUMIITOMOM NEPENO3UPOBKH SBIISETCS apTepHaibHas THIOTEH3Us], HHOT A B
COYETaHUM C TOLIHOTOM, PBOTOM, CyIOPOraMH, I'OJIOBOKPYKECHUEM, COHIMBOCTBIO, CIIyTAHHOCTBIO
CO3HAHUS, OJUTYpHUEH, KOTOpas MOKET MEPEeHTH B aHYpHIO (B pe3yibTaTe IMIoBojeMuH). Taxxke
MOTYT BO3HHKATh BOJHO-3JIEKTPOJIUTHBIC HAPYIICHHS (TUITOHATPUEMUS], TUIIOKATUEMUSI ).
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Jleuenue

HCpBLIe MCPBI, KOTOPLIC HeO6XO,Z[I/IMO NpeaAlpUuHATh, COCTOAT B 6BICTpOM BBIBCJICHUU IIPUHATOT'O
nperapara: IMPOMBIBAHUC JKCITYyJIKa W/ W MNpUeM AaKTHBHUPOBAHHOI'O YIJIA C MOCICAYIOIIMM
BOCCTAHOBJICHUCM BOAHO-3JICKTPOJIUTHOT'O OanaHca B YCIIOBUAX CIICHUAIMZUPOBAHHOI'O ICHTPA.

B cnyudae BelpaxkeHHOTO CHIKeHUA Al clienyeT MepeBeCTH MAIMEHTa B MOJIOKEHHUE «JIEKa» Ha
CIIMHE C IPUMNOJHATHIMU HOTAMH.

[Ipy HEOOXOAMMOCTH MOXKET OBITh BBIMOJTHCHO BOCIOJTHCHHE O00bEMa IKUAKOCTH ITyTEM
BHYTPHBEHHOW MH(Y3UU U30TOHHUUYECKOTO COJICBOTO pacTBopa (HarpuMep, BHYTpUBEHHAsE HHY3Us
0,9 % pacTBOpa XJIOpHUAa HATPHS) WIH JIFOOBIM IPYTUM CIIOCOOOM BOCTIOJTHEHHS 00BheMa JKUIKOCTH.
[epunponpunar, akTUBHasE popMa MEPUHAONPUIA, MOKET OBITh yIaJICH U3 OPraHU3Ma C MTOMOIIBIO
nuanusa (cM. pazzaen 5.2).

5. ®PAPMAKOJIOTTYECKUE CBOMCTBA

5.1. ®apmakoguHAMHYECKHE CBOMCTBA

dapmakoTeparneBTHUECKas TpyIa: CpesICTBa, JEHCTBYIOINE Ha PEHUH-aHTHOTEH3HHOBYIO
CHCTEMY; HHTHOUTOPBI aHTHOTEeH3UHIIpeBpaaomiero ¢pepmenta (AIlD), komOuHamy;
uHruouTOpHI AIID U TUypeTHKH.

Kox ATX: C0O9BA0O4

MexaHnusm IelcTBUS

Honunpen A

KomOunanms nHpanaMuia u MEepUHAONPUIIA YCUITUBAET aHTUTUIIEPTEH3UBHOE JCHCTBUE Ka)IOTO
W3 HUX.

HUnoanamuo

WupanamMua OTHOCUTCS K TPYIIE CylIb(OHAMHIIOB, MO (PapMaKOJIOTHUYECKUM CBOMCTBaM OJIM30K K
THA3UJIHBIM JUypeTHKaM. MHmnanamua nHruoupyer peadbcopOIiio HOHOB HATPHS B KOPTHKAJIHLHOM
CerMeHTe MeTiau ['ense, 4To MPUBOAUT K YBETMUCHUIO BBIBEICHHS TOYKaMU HOHOB HATpUs, XJI0pa U
B MCHBIICH CTENEHM HMOHOB Kalusl W MarHus, YCWIMBAas TeM CaMbIM JHype3, M CHIDKas
apTepuanbHOE JaBJICHUE.

Iepunoonpun

[lepungonpun — HMHTHOMTOP (epMEeHTa, MPEeBpAINAONIET0 AHTHMOTeH3MH | B aHrmoreHsuH Il
(maTHOUTOP aHrMoTeH3uHIpeBpaiatoniero dpepmenrta (AIID). AIID, wim kuauHaza I, sBusercs
9K30IENTUAA30M, KOTOpask OCYIIECTBIAET KaK IIPEBPAILEHUE aHTHOTEH3MHA | B cocy10CcyKUBaroIiee
BelEeCTBO aHrnoTeH3uH I, Tak u paspyuienne 6paguKkuHuHA, 00JIaJAI0MIETO COCYA0PACILUPSIIOIINM
NENCTBUEM, 1O HEAKTUBHOI'O T€NTANENTH/A.

B pe3ynbTare nepuHaonpuII:

® CHWXXAeT CEKPELUIO alb/I0CTEPOHa;

® [0 MPHUHIMIY OTPULIATEIHHON OOpaTHOW CBSI3U YBEIUYMBAECT aKTUBHOCTh PEHHMHA B IUIa3Me
KpOBH;

e pu JUIMTEIILHOM TPUMEHEHWHW YMEHbIIAeT oOmee mnepudepudeckoe  COCYIUCTOE
conpotusnenue (OIICC), yto 00ycliOBI€HO, B OCHOBHOM, IEHCTBUEM HA COCYIbI B MBIIIIAX U
nmoukax. OTH 3PPEKTh HE COMPOBOKIAIOTCS 3aJIEPKKOW HOHOB HATPHS W KUIKOCTH HITU
pa3BuUTHEM peIEKTOPHOIN TaXUKaAPAUU.
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[lepunnonpun HOpManu3yeT paboTy MUOKapAa, CHUXKAsl IPEAHArPy3Ky U MOCTHArpy3Ky.

IIpy w3yueHuM nOKa3aTeiaed TIeMOJMHAMMKM Yy TMAIMEHTOB C XPOHUYECKOM cepleuHon
HegocTtaToyHOCThIO (XCH) Ob110 BBISIBIEHO:

¢ CHMXXCHHC HABJICHUS HAIIOJIHCHUSA B JICBOM U IMPABOM XKCIIyAOUKaX CCpAla,

e cumxenue OIICC;

e yBeJIMUYEHHUE CEPJECUHOT0 BBIOpOCa;

®  YCUJICHHE MBIIIEYHOI O NEPUPEPUIECKOro KPOBOTOKA.

dapmakoguHamuyeckue 3P HeKTol

Anmueunepmen3suenoe oeticmsue

Honunpen A

JlekapcTBeHHblii mpenapar Homumpen A oka3blBaeT J10303aBUCUMOE AHTUTHUIIEPTEH3MBHOE
JeHCTBUE, KaK Ha IMACTOJIMYECKOE, TaK U Ha cucToiinyeckoe AJl Kak B MOJIOKEHUU «CTOS», TaK U
«Ieka». AHTUTHUNIEPTCH3WBHOE JIEMCTBHE coxpaHsercss B TeueHue 24 4. CraOwibHBINA
TepaneBTuueckuil d(PPeKkT pa3BuUBaeTCs MeHee 4YeM depe3 | Mecsll OT Havajla Tepanud U He
conpoBoxaaercsa Taxuduiuakcueil. [Ipekpanienue gedeHrs He BbI3bIBAET CUHAPOMA «OTMEHBIY.

JlexapcTBeHHbIH npenapar Homumpen A yMeHBIIAeT CTENEHb TMIEPTPO(UU JIEBOTO KENyI0uKa
(I'JIX), ynyumaer snactudHocTh aptepuid, cHmwkaer OIICC, He BiuseT Ha METAa0OIM3M JIMITHIOB
(oOmmii XoNecTepuH, XOJECTePUH JHIONPOTEUHOB BbicokoW mioTHocty (JITIBIT) w JIITHII,
TPUTIIALICPHUIBI).

JlokazaHo BIUsSHUE MIPUMEHEHHUsI KOMOMHANINY WHAanmaMuaa u nepunaonpuia Ha ['JDK B cpaBHeHHH
C JHaJanmpuwioM. Y MAIMEHTOB ¢ apTepuanbHOoM TunepteHsued u ['JDK, momyudaBmmx Ttepamnuto
ugaanamuaom 0,625 Mr/mepuHIONPUIOM 3pOYMUHOM 2 MI' (9KBHBAJICHTHO 2,5 MT' NEpUHAONPUIIA
apruHUHAa) WM SHananpwioM B no3e 10 Mr onWH pa3 B CYTKH, M TpPU YBEIHMUYEHUHU O3B
WHAanmaMuaa 10 2,5 Mr U nepuHaonpuia 3poymuHa 10 8 Mr (3kBuBasieHTHO 10 Mr mepuHIoNpuia
apruHuHa), Win 3Hajanpuia 10 40 Mr oquH pa3 B CyTKH, OTMEUEHO 0ojiee 3HAYMMOE CHIDKEHHE
HHJAEKca Macchl JeBoro xenygouka (MMJDK) B rpynne naaanamMua+nepuHIONpUI 110 CPAaBHEHUIO
¢ rpynmnoi sHamanpwia. [Ipu stom HambGonee 3Haummoe BiausHue Ha MMIDK otmeuaercs mpwu
NPUMEHEHUH UHAanaMuaa 2,5 Mr/nepuHaonpuia 3poyMruHa 8 Mr.

Taxxe oTMeueHo Oojiee BbIpaKEHHOE aHTUTUIIEPTEH3UBHOE JielicTBUE HA (POHE KOMOMHMPOBAHHON
Tepanuu UHAANaMUOM U MEPUHIOTPUIIOM IO CPABHEHHIO C SHAJIATIPUIIOM.

VY nanueHToB ¢ caxapHbIM AuadeToM 2 THma (CpeaHue MoKa3aTeld — BO3PAcT 66 JIeT, HHIEKC MaCChI
Tena 28 Kr/M?, TJIMKO3MIMpOBaHHBIA Temormooun (HbAlc) 7,5%, AJl 145/81 mm pr. cT.)
M3yJalloCh BIUSHUEC (DUKCHPOBAHHOW KOMOWHAIMK WHIANIAMUIHTICPUHIONPIII HAa OCHOBHBIC
MHUKPO- M MaKpOCOCYIHMCThIC OCJIOXHCHHS B JIONOJHCHHE KaK K CTaHAAPTHON Tepamuu s
TJIMKEMHYECKOTO KOHTPOJISI, TAK M K CTPATeTMU WHTCHCHBHOIO IMKeMudeckoro koHTpois (MI'K)
(ueneBoit HbAlc < 6,5 %).

Y 83 % mnauuMeHToB OTMeuanach aprepuainbHas runepreHszus, y 32 % u 10% — makpo- u
MHUKPOCOCYAUCTBIE OCIOXKHEHUS, ¥ 27 % — MUKpoaibOyMHHYpHUs. BONBIIMHCTBO MalMEeHTOB Ha
MOMEHT BKJIFOUEHUS B UCCIIEOBAHKE MTOTyYaJId THITOTIIMKEMHYECKYI0 Teparuio, 90 % manueHToB —
TUITOTJIMKEMUYECKUE CpeACTBa JUIsl puemMa BHYTpb (47 % mauueHToB — B MOHoTepanuu, 46 % —
Tepanuio AByMs IpemapaTtamu, 7 % — Tepanuio Tpems npenapatamu). | % ManueHToB MOIydal
UHCYJIMHOTepanuo, 9 % — Tombko aueroTepanuio. I[IpousBogHble CyIb(OHUIMOYEBUHBI
npuHuManu 72 % mnauuentoB, metgopmud — 61 %. B kadectBe comyrtcTByromei tepanuu 75 %
NAIMEeHTOB TOJy4Yajdd TUINOTEH3UBHBbIE CPEACTBA, 35 % MAIMEHTOB — THUIOIUIUAEMUYECKHUE
cpeactBa (ryaBHBIM - oOpazoMm, uHruouropel ['MI-KoA-pemykrassl (cratunbl) — 28 %),
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AICTHJICATMITMIIOBYIO KUCJIOTY B KQ4eCTBE aHTHATPETAHTHOTO CPEJICTBA U IPYTHUe aHTHATPETaHTHBIC
cpenctsa (47 %).

[locne 6 Henenp BBOJHOTO IMEpHOAA, BO BpEMsl KOTOPOTO TMAIMEHTHl MOJydYaldd Teparuio
NEPUHAONPUIOM/UHIAIAMHUIOM, OHHM paclpesesUIUCh B TPYIY CTAHAAPTHOTO TIIMKEMHYECKOI'O
koHTponst win B rpynny WI'K (niekapctBenHblii mpenapat Jnabeton MB ¢ BO3MOXHOCTBIO
yBEIMYEHUS  J103bl A0  MakcuMaibHOM 120 mMr/cytkm  wim  g00aBiIeHHE  APYroro
TUTIIOTJIUKEMHYECKOTO CPEJICTBA).

B rpynne UI'K (cpeanss npoposmkuTensHOCTh HaOmronenus 4,8 net, cpennuit HbAlce 6,5 %) no
CpaBHEHMIO C Tpynmoil cranmaptHoro koHTpons (cpexnuit HbAlc 7,3 %) mokazaHo 3Haummoe
cumwkenne Ha 10 % OTHOCUTENBHOTO pHUCKa KOMOMHHMPOBAHHOM YacCTOTBHI MakKpo- U
MHUKPOCOCYAUCTBIX OCJIOKHEHUI.

[IpenmymiecTBO OBUIO JOCTUTHYTO 3a CYET 3HAYUMOIO CHMD)KEHUS OTHOCHUTEJIBHOTO PpHUCKA!
OCHOBHBIX MMKPOCOCYIHUCTBIX OCJIOKHEHUH Ha 14 %, BO3HMKHOBEHUS M IIPOrPECCUPOBAHUS
Hedpomnatuu Ha 21 %, MukpoansOymunypuu Ha 9 %, makpoansOymunypun Ha 30 % u pa3BUTHA
OCJIO)KHEHUH CO CTOPOHBI novek Ha 11 %.

[IpenmyniecTBa THNOTEH3UBHON TEeparuu HE 3aBHCENU OT MPEUMYINECTB, JOCTUTHYTHIX Ha (oOHE
Urk.

HUnoanamuo

AHTUTUIIEPTEH3UBHOE JICHCTBUE MPOSBISETCS IPU IPUMEHEHUY TIpernapara B 103aX, OKa3bIBaIOLINX
MHHUMAaJbHOE JUYPETUYECKOE IEHCTBHE.

AHTI/II‘I/IHGPTCHSHBHoe IIGﬁCTBPI@ HHJAAalMaMuJia CBA3aHO C YIIYUHICHHUCM 3JIaCTHUYCCKUX CBOICTB
KpynHbIX apTepuit, ymenbinenueM OIICC.

I/IH,Z[aHaMI/II[ YMCHBIIACT CTCIICHDb FJDK, HC BJIMACT HAa KOHUCHTPALUIO JIUIIUAOB B IJIa3MC KPOBU:
TpurauuepuaoB, odbmero xonecrepuna, JIITHII, JIIIBII; yrmeBomubeiii oOMeH (B TOM 4YHCIE Yy
MAIMEHTOB C COMYTCTBYIOIIUM CaxapHbIM IUA0ETOM).

Illepunoonpun

[epungonpun 3¢ (heKTUBEH B TEpANTUU apTEPUATLHON THIIEPTEH3UH JIF000H CTENeHH TSHKECTH.

AHTUTUNIEPTEH3UBHOE JCHCTBHE IMpenapara JOCTUraeT Makchumyma uepe3 4-6 4YacoB moclie
OJIHOKPATHOT'O MpUEMa BHYTPb M COXpaHsieTcs B TeueHue 24 vacos. Uepes 24 vaca mocie npuema
npenapata HaOIroAaeTcs BeipaxkeHHoe (opsiaka 80 %) octatounoe unrubupoBanue AllD.

[Iepunaonpuil OKa3pIBa€T aHTUTUIIEPTEH3WBHOE JEWCTBUE Yy MMALMEHTOB KaK C HU3KOW, TaK U C
HOPMaJIbHOW aKTUBHOCTBIO PEHUHA B IJIa3Me KPOBH.

CoBMecTHOE IIPUMCHCHUC THUA3UIHBIX AUYPCTHUKOB YCUIINBACT BBIPAKCHHOCTb
AQHTUTHUIEPTCH3UBHOTO JelicTBus. Kpome »atoro, komOuHMpoBanue wuHruoutopa AllD wu
THA3UIHOTO JAMYPETHKA TaKXKe MPUBOAUT K CHIDKEHHUIO PHCKAa Pa3BUTHS TMIIOKAIMEMHH Ha (oHE
npreMa JuypeTHKOB.

Kinanueckast 3 heKTUBHOCTE U 0€30IMaCHOCTD
leotinas bnokaoa PAAC

HNwmerorcsa JAaHHBIC KIIMHUYCCKUX I/ICCJIC,Z[OBaHI/Iﬁ KOMGHHI/IpOBaHHOﬁ TCpannru C NPHUMCHCHUCM
naruoutopa AII® ¢ APA II.

HpOBOIII/IJII/ICI: KIIMHUYCCKUEC HCCICAO0OBaHHUA C Y4YaCTUCM IMAlMCHTOB, HMCIOMIUX B dAHAMHC3C
CEP/ICUHO-COCYUCTOE WIH IIepeOpoBacKysipHOE 3a00JieBaHUE, MO0 caxapHbIM AuadeT 2 Tuma,
COTIPOBOXKAAIOIIUNICS TTOATBEPKICHHBIM TOPAKEHUEM OpTraHa-MUIICHU, a TaKXKe HCCICTOBAHUS C
y4acTHEM MAIUEHTOB C CaXapHbIM I1a0eToM 2 THUIIA U JUA0ETHIECCKON HedpormaTHe.
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JlanHble HCCNEOBAaHUSA HE BBIBWIM Yy NAIMEHTOB, MOJIYYaBIIMX KOMOMHHUPOBAHHYIO TEpaIluio,
3HAYMMOTO MOJIOXKHUTEIBHOTO BIMSHUSA Ha BOZHUKHOBEHME IMOYEYHBIX W/WIM KapJHOBACKYJSPHBIX
COOBITUH M Ha IMMOKAa3aTeIN CMEPTHOCTH, B TO BPEMsI KaK PUCK Pa3BUTHs THIEPKAIMEMUU, OCTPOH
MIOYEYHOM HEJOCTATOYHOCTH W/MJIM apTepUalbHOM THIOTEH3UH YBEIUYMBAJICS IO CPABHEHUIO C
MallMEHTAMM, [TOJTy4aBIIUMHA MOHOTEPAIIHIO.

[IpuHumass BO BHUMaHHE CXOXHE BHYTPUTPYIIIOBBIE (apMakoJUHAMUYECKHE CBOICTBa
naruouTopoB AIID u APA II, naHHbIe pe3yabTaThl MOXHO OXKHUAATH JJI B3aUMOJACHCTBHS JTFOOBIX
JIpYTHX MpernaparoB, npeacTaBuTeneii kiaaccoB UHruOuTopoB AIID u APA 1I.

[TosToMy mpoTHBOMOKa3aHo npuMeHeHue HHruoutopos AII® B coueranuu ¢ APA Il y nanmenTos
¢ nuabeTnueckoi HedporaTre.

HNwmerorcsa AAHHBIC KIIMHUYCCKOI'O HCCICIHOBAHUSA 110 HU3YUYCHHUIO IIOJIOKHUTCIBHOI'O BJIMAHUSA OT
n00aBIICHHs aJTUCKUPEHA K CTaHAapTHOUM Tepanuu uHruoutopoM AII® wiu APA I y manueHToB ¢
CaxapHbIM III/IaGCTOM 2 THIA " XPOHUYCCKUM 3a6OHeBaHI/IeM MOYCK WM CCPACYHO-COCYNUCTBIM
3a00seBaHueM, TUOO0 UMEIOIIMX COYeTaHUe ITHX 3abosneBanuii. MccnenoBanue OBIIO MpEKpaiieHo
AOCPOYHO B CBA3U € BO3POCHIMM PUCKOM BO3HHKHOBCHHA HCKCIIATCIIbHBIX HCXOOO0B. CGpIIG‘-IHO-
COoCyAMCTas CMEpPTh U MHCYJBT BO3HUKAJMU Yallle B TPYIIE MalMeHTOB, MOTYYaroluX allUCKUPEH,
10 CpaBHCHHIO C rpynnofzi HHaI_I€60. Taxke HexKelaTeIIbHEIC SIBICHUI U CCPLC3HLBIC HCIKCIIATCIbHBIC
SBJIEHUSI 0COOOr0 MHTepeca (TUMepKaIueMusi, apTepuaabHas TUIOTEH3Us U HapylIeHUus (YHKIMH
MOYEK) PETUCTPUPOBAINCH YaIlle B TPYIIINE aTUCKUPEHa, YeM B TPYIIIE Manedo.

5.2. PapmakoKkuHeTHYECKHE CBOMCTBA

Honunpen A

CoBmMmecTHOE IMPUMCHCHUEC MHAAIIaMuaa U NCPpUHAOIPUTIa HE U3BMCHACT UX (l)apMaKOKI/IHeTI/ILIeCKI/IX
XapPaKTCPUCTHUK IO CPABHCHUIO C UX Pa3ACIIbHbBIM MPUMCHCHUCM.

WHpanamMun
Abcopbyus
WNunanamu 6BICTPO M MOJTHOCTHIO A0COPOUPYETCS U3 JKEMyA0YHO-KUIIIEUHOTO TPAKTA.

MaxkcuManbHasi KOHIIEHTpalus B IJIa3Me KPOBH JIOCTUraeTcs yepe3 1 yac rnocie npuema mnpemnapara
BHYTPb.

Pacnpeodenenue
Cs13b ¢ OenkaMu TI1a3Mbl KPOBH cocTaBiisieT 79 %.
Buompancgopmayus u snumunayus

[lepuon mnonyBeiBenenus (Ti2) cocraBisier 14-24 wyaca (B cpeanem 18 wyacoB). [loBTopHOe
IIPUMEHEHHE IIpernapara He INPUBOJUT K €r0 KyMyJSILUU B OpraHu3me. BBIBOAUTCS B OCHOBHOM
noukamu (70 % ot BBeAeHHOW [03bI) M uepe3 kumeyHUK (22 %) B ¢opMe HEaKTUBHBIX
MeTabOIUTOB.

Ocobvie epynnel nayuenmos

Tloueunas nedocmamounocms

v Al EHTOB C MMOYCYHOM HEAOCTATOYHOCTBIO (bapMaKOKI/IHeTI/IKa HE U3MCHSCTCA.
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[lepunnonpun
Abcopbyus u 6uooocmynnocms
[Tocne mpuema BHYTph IEPUHAOTPHII OBICTPO BCACHIBACTCS, M IIMKOBAsi KOHIIEHTPALIUS JOCTHTACTCS

B TeueHue | waca. [lepuon monyBBIBEACHUS TMEPUHIONPHIA paBeH | wacy. buomocTymHOCTB
coctasirsteT 65-70 %.

[Ipuem muim 3ameasiseT MpeBpalieHue MePUHIONpUiIa B MEPUHAONPUIAT, TAKUM 00pa3oM, BIHSS
Ha OMOAOCTYMHOCTH. [103TOMY MepuHAONPHUI CIeAyeT MPUHUMATD OJIMH pa3 B CYyTKH, YTPOM, Mepes
IIPUEMOM THULIH.

Pacnpeodenenue

O0bemM pacripeieNieHHs] HECBSI3AHHOTO TEePUHIONpHUIaTa cocTaBisieT mpubmusutenbHo 0,2 JI/Kr.
CBs3p mepuHponpuiata ¢ OeIKaMH IUIa3Mbl KpPOBH, TJaBHBIM oOpasom c AIID, 3aBucur or
KOHIIEHTpALUK NEPUHIONPHIA U cocTaBisaeT 0koJio 20 %.

buompancgopmayus

[lepunnonpun mnpezacrasiser coOoil mposjexapcTBo. 27 % oT oOLIEero KOJIWYecTBa MPUHSATOTO
BHYTPb MEPUHIONPUIIA TOCTYNAET B KPOBOTOK B BHUJE AaKTUBHOIO METAa0OJHMTa MEPHHIONPHIATA.
[ToMuMoO akTHBHOTO mMepUHIONpHIAaTa OOpa3yloTcs eme S5 MeTaboIuTOB, HE 00JaJaromux
(hapMaKoIOTUYECKOW aKTUBHOCTHIO. [IMKOBasi KOHIEHTpallMs TMEPUHIONpPHIATA B IJIa3Me KPOBU
NOCTUTaeTCcsA B TeueHue 3-4 4acos.

Onumunayus

[lepunnonpunaTr BIBOAUTCS U3 OpraHU3Ma MOYKaMM, U KOHEUHbIN nepuoi mnoiyBbiBeneHus (T1/2)
CBOOOTHON (ppakiuu COCTaBIISIET OKOJO 17 4YacoB, B pe3ysbTaTe YEro PaBHOBECHOE COCTOSIHHE
JOCTUTAeTCs B TeUeHUE 4 CyTOK.

Jlunetinocms (Heaurneiinocms)

beima mpomeMoHCTpUpOBaHA JIMHEHHAs 3aBUCHUMOCTb MEXIAY H030M NEPUHIONPHIAa U  €ro
KOHLIEHTPALUEH B IIJIa3ME KPOBH.

Ocobvie epynnel nayuenmos

Jluya nooicunozo eos3pacma

BriBenenne nepunaonpuiaTa CHUKAETCA y IMOXWIBIX IAIHWEHTOB, a TaKKe y IALHUEHTOB C
CEpAECYHOMN WM NOYEUHOU HEJOCTATOUYHOCTHIO.

Toueunas nedocmamoynocms

[Tpu HapymeHUN (QYHKIMHU MOYEK KEIAaTeIbHO KOPPEKTUPOBATH /103y B 3aBUCHMMOCTH OT CTEIICHU
Hapymenus (KK).

g uanus3

Jlnanu3HbIN KIUPEHC MEpUHI0TpHUIaTa cocTaBisieT 70 Mi/MuH.

Luppos neuenu

DapMaKOKMHETHKA MEPUHIONPUIA y MAalUEHTOB C LMPPO30OM II€YEHH HOCHUT HM3MEHEHHBIN
XapakTep: IEYCHOYHBIM KIMPEHC HCXOJHOW MOJIEKYJIBI CHUKEH B JBa pasa. Tem He MeHee,
KOJINYECTBO OOpa3yIOIIErocss NEpUHAONPUIATa HE YMEHBIIACTCA, U, CIEA0BATEIbHO, KOPPEKIHUU
70361 He TpebyeTcs (cM. pazzaensl 4.2 u 4.4).
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5.3. /lanHble TOKJIMHUYECKOI 0€30MaCHOCTH

KoMOuHanus wHAanaMuaa u MepuHIoNpHiIa 001aJaeT HECKOJIbKO OOJbIIel TOKCHYHOCTBIO, YEM €€
KOMIIOHEHTHI. lloueuHble ™pOsBIEHUS, MO-BUIUMOMY, HE YCWIMBAIOTCS Yy Kpblc. OpHako
KOMOMHAIMSI BBI3BIBACT XKENyIOUYHO-KUIIEYHYIO0 TOKCUYHOCTh Y c00aK, a TOKCHYECKOe BO3JIeiCTBHE
Ha OepeMEHHBIX CAMOK, IO-BUJIUMOMY, YCUIIMBAETCS Y KPbIC (110 CPAaBHEHUIO C IEPUHIOTPUIIOM).

TeMm He MCHCC, OTHU MoOOYHBIE B(I)Q)CKTLI MPOABJIAIOTCS IPU YPOBHAX, 3HAYUTCIIBHO IIPCBBIIIAIOIINUX
HCIIOJIb3YCMBIC TCPAIICBTUYCCKUC T03bI.

JIOKJTMHUYECKHE MCCIICIOBAHMS, MPOBEJCHHBIC OTACIBHO C MEPUHIONPHIOM M WHAANAMHJIIOM, HE
BBISIBUJIM T€HOTOKCUYECKOTO WIIM KaHIEPOTeHHOTO MOTeHIMana. VccnenoBanus pernpoyKTUBHOM
TOKCHYHOCTH HE BBISIBWIM SMOPHUOTOKCHYHOTO WIIM TEPATOTCHHOTO JICHCTBHS, BIUSHHE Ha
(bepTHILHOCTD OTCYTCTBOBAJIO.

6. PAPMAIIEBTUUYECKHUE CBOMCTBA

6.1. [lepeyeHb BCIOMOraTe/ibHbIX BelIECTB

Aopo:

JlakT03B1 MOHOTHAPAT

Marnus creapar

MabTOIEKCTPUH

Kpemnns nuokcua KoJJIOUTHBIN O€3BOIHBIN
Kapbokcumernnkpaxman HaTpus (Tum A)

Obonouxa nienouHas:
['muuepon
I'unpomeniosa
Maxporoa 6000
Marnus creapar
Turana auokcun (E171)

6.2. HecoBMecTUMOCTE

He npumenunmo.

6.3. Cpok roaHocTu (CpOK XpaHeHus )

3 roxa.

6.4. OcoOble MepbI IPEI0CTOPOKHOCTH MPH XPAHEHU U

XpauuTth nipu Temneparype He Baiiie 30 °C.
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6.5. XapakTep u cofepkaHue YNaKOBKH

ITo 30 tabmetok BO (rakoHE W3 MOJUMIPONUIEHA, CHAOKEHHOM J103aTOPOM U TNPOOKOH,
cojepkauieil Biaromornomaromuid reiab. Ilo 1 ¢unakoHy ¢ JHMCTKOM-BKJIAABIIIEM B Iayke
KapTOHHOM C KOHTPOJIEM NEPBOI'O BCKPBITHSL.

Ynakoexa ons cmayuoHapoes.

I[To 30 Tabnerok BO (rmakoHEe W3 TMONMUIPONUIEHA, CHAOXKEHHOM J103aTOPOM U TPOOKOI,
coaepxarieil Biaronorjomatomuii renb. [lo 3 ¢drmakoHa ¢ paBHBIM KOJWYECTBOM JIMCTKOB-
BKJIAJIBIIICH B MaYyke KAPTOHHOM ¢ KOHTPOJIEM MEPBOTO BCKPBITHSI.

6.6. OcoOble MepbI NPEJOCTOPOKHOCTH NPH YTHINU3AIUH MCIOJIb30BAHHOIO JIEKAPCTBEHHOI0
npenapara WM OTXOJI0B, MOJYYEeHHBIX IOcje NMpHMeHeHHs JIEKAPCTBEHHOro Npenapara, u
Apyrue MAaHUMYJISIMUHU € TPenapaTomM

Het ocoObix TpeboBaHU K yTHIIM3AIUH.

7. JEPKATEJIb PETUCTPAIIMOHHOI'O YIOCTOBEPEHMUSA

®paHuus
«JlabopaTtopun Cepsbe» / Les Laboratoires Servier
50, yn. Kapno, 92284 Cropen Cenexc, @pannus / 50, rue Carnot, 92284 Suresnes Cedex, France

7.1. IlpeacTaBuTenb JepKaTelisi PeruCTPALMOHHOIO YI0CTOBEPEeHHUS

[IpeTen3un moTpedbuTenel HalpaBsATh MO aIpecy:

Poccuiickas ®@edepayus

AO «CepBbe»

Anpec: 125196, r. Mocksa, yn. JlecHas, mom 7, atax 7/8/9
Ten.: +7 (495) 937 07 00

Dn. moura: servier.russia(@servier.com

Pecnybnuxa Apmenus

[IpencraBurennsctBo komnanuu «Jle Jlaboparyap CepBbe» B PeciyOnuke ApmeHust
Anpec: 0002, r. EpeBan, Kentpon, ynuna Amupsna, 15, marazun 100

Ten.: (+374 10) 50 50 74

D51, mouTa:pvarmenia@servier.com

Pecnybonuxa Benapyco

IIpencraBurensctBo YAO «Les Laboratoires Servier» (®paniysckas Pecriy0mnnka) B PecyOnuke
benapych

Anpec: 220030, r. Munck. yn. MscuukoBa, 70, od. 303

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

On. moura: officeBY (@servier.com

Pecnyonuxa Kazaxcman u Keipevizckas Pecnyoauxa

TOO «Cepsbe Kazaxcran»

Anpec: Pecriybnuka Kazaxcran, 050020, r. Anmatsl, mip. Jlocteik, 3100
Ten.: +7 (727) 386 76 62

On. noura: kazadinfo@servier.com
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8. HOMEP (HOMEPA) PETUCTPAIIMOHHOI'O YAOCTOBEPEHUSA

B Poccuiickoit @enepanuu: JITI-Ne(000179)-(PI'-RU)
B Pecniy6inke Apmenwust: JITI-Ne(000179)-(I'TI-AM)
B Pecny6siuke benapycse: JIIT-Ne000179-T'TI-BY

B Pecniy6nmuke Kazaxcran: JITI-Ne000179-I'TI-KZ

B Keipreizckoit Pecriyomnuke: JITI-Ne000179-I'TI-KG

9. KATEI'OPUSA OTITYCKA JIEKAPCTBEHHOTI O ITPEITAPATA

JlekapCTBEHHBIH MpenapaT OTHOCUTCS K KaTErOpHU OTITyCKa IO PEeLeNTy.

OO0mmas xapakTepuCTHKa JICKApCTBEHHOro mpenapara Homumpen A J0CTymHAa B €IWHOM peEecTpe
3apEeTUCTPUPOBAHHBIX JIGKAPCTBEHHBIX CPEACTB EBpa3uiCKOro SKOHOMHYECKOTO COr03a W Ha
ounmansHOM caire YIIOJITHOMOYEHHOTI'O opraHa (9KcriepTHOM OpraHH3aIim)
https://eec.eacunion.org/.
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