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OBILASI XAPAKTEPUCTHKA JEKAPCTBEHIFOFO TIPEITAPATA “0%)

1. HAMMEHOBAHME JIEKAPCTBEHHOI'O IIPEITAPATA

Opodda, 2,5 mMr + 10 Mr, TabNIETKH, MOKPHITHIC MJICHOYHOH 000I0YKOM.

2. KAUECTBEHHbBIN U KOJIMYECTBEHHBI COCTAB

JleticTByIO0IIIME BEIIECTBA: MHAAMAMU + TIEPUHIOTIPHIL.

Kaxxnass Tabierka, MOKphITas IUIGHOYHOM O0OJIOYKOW COmepkHuT 2,5 Mr wHmamamuaa, 10 mr
NEPUHIONPHUIIA aprHHUHA (COOTBETCTBYET 6,79 MI' OCHOBaHHMSI IEPUHIOIPUIA).
BcnomorarenbHbie BellecTBa, HaJIUYME KOTOPBIX HAJAO0 YYHUTHIBATH B COCTaBE JICKAPCTBEHHOTO
npernapara: JakTo3bl MOHOTHApaT (cM. pasaen 4.4.).

ITomubrit MEPCUCHb BCIIOMOTI'aTCIIbHBIX BCHICCTB IIPHUBCIACH B pa3aciic 6.1.

3. JEKAPCTBEHHAS ®OPMA
TabneTKu, MOKPHITHIE MIIEHOYHOU 000T0YKOM.
TabneTku Kpyrible ABOSKOBBIMYKIBIE, MOKPBITHIE MJICHOYHOW 00OJIOYKOM, OENOro Wi MOYTH

OeJIoro 1BeTa.

4. KIMHUYECKHUE JJAHHBIE

4.1. IToxka3aHusi K NPUMEHEHUIO

[Tpenapat Opodda nokazaH Kk IPUMEHEHHUIO Y B3POCIbIX.

[Ipenapar Dpodda npennazHaueH isi JEYCHHUS ICCEHIIMAIBHOW THNEPTEH3WH Yy TAIMEHTOB,
KOTOPBIM TpeOyeTcs Tepanus WHAAaMHIIOM B J03€ 2,5 MI' ¥ IepUHAOIPUIIOM B 103e 10 mr.

4.2. Pe:kum 103MPOBAaHNS M CIOCO0 MPUMeEHEHUs!

PexxuM 103upoBaHusd

ITo 1 Tabnerke nexkapcTBeHHOTO MIpenapara Dpodda 1 pa3 B cyTKu.

[Ipemapat Opodda ciaenyer HazHauaTh MOCIE paHee MPOBEICHHOIO MoAOOpa J03 OTACIbHBIX
KoMmoHEeHTOB. [Ipemapar Opodda He mOWKEH NPUMEHATHCS M CTapTOBOW Teparuu
apTepI/IaJILHOﬁ THICPTCH3WHU |y IMMAOUCHTOB, paHEC HEC IMOJIydaBIIMX  THIIOTCH3HWBHEBIC
JICKapPCTBEHHBIC MpEnapaThl.

Ecnu motpebyercs m3MeHeHue 103kl OJJHOTO M3 JEHCTBYIOIIUX BEIIECTB B COCTaBe Mpemnapara
(HampuMmep, B CBSI3W C BHOBb JIMarHOCTUPOBAHHBIM 3a00JI€BaHHEM, M3MEHEHHEM COCTOSHHUS
MaIMeHTA WX JICKAPCTBEHHBIM B3aUMOJICUCTBUEM ), TO HEOOXOIUM WHIUBUTY ATHHBINA TIOI00P /103
OTACJIBbHBIX KOMIIOHCHTOB.

Oco0bIe I'pynnbl DaMCHTOB

Habﬂ/leHn’lbl NOJCUTI0C0 803pacma
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VY nanueHToB MOXKHUIJIOTO BO3pacTa KIMPEHC KpeqTUHUHA &E):pl%gﬁ%tﬁg%}kcw;&gﬁ ggg'r%'cm,

Maccel Tena u mojya. [Ipemapar MokeT Ha3HayaThCs IMAlMEHTaM TIOXKUIIOTO BO3pacra ¢
HOpMaIbHOW (YHKIMEH TOYeK, MPH 3TOM CIEAYeT KOHTPOJIMPOBATH CTENECHb CHIKCHUS
aptepuanbHoro nasieHus (A/Jl).
Tayuenmsi ¢ Hapywenuem QyHKyuy noyex
JlexapcTBeHHBIN Tipemapar Jpodda MPOTUBOMOKA3aH MAIMEHTAM C YMEPEHHBIM WIH TSHKEIBIM
HapymenneM pynkimu noyek (KK armxe 60 mi/mMun).
Ha ¢one Tepanuu HEOOXOAUM pEryJsIpHBI KOHTPOJIb KOHIIEHTPAIlMM KpeaTMHUHA U Kajus B
1a3Me KPOBH.
THayuenmoi ¢ HapywieHuem yHKYuU neveHu
JlexapcTBeHHBIN mnpenapat Opodda MPOTUBONOKA3aH IMANKMEHTAM C TSDKEIBIM HapyIICHHEM
GYHKIIUY TeYeHH.
[Tpu ymepeHHOM HapylIeHUU (YHKIIMH ITeYSHH KOPPEKIIHsI 1035l HE TpeOyeTcs.

eTH
JlexkapcTBeHHBIN TIpemapaT Dpodda He claeayeT NPUMEHSITh Y JeTel W MOAPOCTKOB o 18 et
BBUJly OTCYTCTBHS NaHHBIX 00 3(hdekTUBHOCTH M 0E30MacCHOCTH MPUMEHEHHUs Mpenapara y
MAIMEHTOB JAaHHOW BO3PACTHOM IPYIIIBL.

Criocob nnpuMeHeHus

BHyTpb, TpeANOYTUTENHHO YTPOM, TEpel MpUeMOM MUIIK. TabIeTKH clemyeT MporiaThiBaTh

LIEJINKOM, 3aIluBasi BOJOH.

4.3. IlpoTuBONOKa3aHUS

WHpanamMun

- 'unep4yBCTBUTEIHHOCTH K JEHCTBYIOIIEMY BEIIECTBY WJIH JIOOBIM JIPYTUM CyJb(hoHaMHuIaM.

- YMepeHHoe miH Tsbkesnoe HapyuieHue ynkuuu nodek (KK Hmke 60 mi/MuH).

- IleyeHouHas s>HUEaNTONATHS.

- Tsxenoe HapymeHue GyHKIMHA TIEUCHH.

- T'mnokanuemusi.

- CoBMecTHOE TPUMEHEHHE C HEAHTHAPUTMHYECKHMMM JIEKAPCTBEHHBIMU CpEACTBAMH,
CHOCOOHBIMH  BBI3BaTh MOJIMMOP(HYIO KETYJOUKOBYIO TaXMKapAMIO THIA IIHPYIT»
HerenecoobpasHo (cM. paszaen 4.5.).

- Tlepuos rpyaHOro BckapMiinBaHus (cM. paszaern 4.6.).

Ilepungonpun

- ['unep4yBCTBUTEIBHOCTh K JICHCTBYIOIIEMY BEIIECTBY HJIM JIOOBIM APYTUM HHTHOUTOpAM

aHTHOTEeH3WHITpeBpalaromiero pepmenta (AIID).
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- AHruoHeBpoTHUeCcKHil 0TeK (0Tek KBUHKE) E aHaMHe'ajgl;IIe;&%&%ﬁgﬁghﬁ;{bgﬁ&ﬁlkﬂd)

(cM. pasaen 4.4.).

- HacnencTBeHHBIH/MINONIATHYECKUI aHTHOHEBPOTUYECKUNA OTEK.

- BepeMeHHOCTH ¥ MEpHO TPYIHOTO BCKapMinBaHus (cM. paszen 4.6.).

- CoBMecTHOE MpUMEHEHHUE C ATUCKUPEHOM U JIEKAPCTBEHHBIMU IperapaTaMu, COAEp KaluMU
QIMCKUPEH, y NAaIMeHTOB C CaxapHbIM JaWAa0ETOM W/WIM YMEPEHHBIM WM TSKEIbIM
HapymieHneM (QYHKIMKA TO04eK (CKopocTh KiyOoukoBoil ¢unbrpanuun (CK®D) wmenee
60 vr/Mun/1,73 M? ITOIIAAH TTIOBEPXHOCTH Tena) (cM. paszaenst 4.5. n 5.1.).

- CoBMecTHOE NpPUMECHEHHE C aHTaroHucramu perenrtopoB anrmorensuua Il (APA 11) y
HAlMEeHTOB ¢ nuabeTndeckoit Hegpomnarueit (cm. paszaen 4.4.).

- CoBMecTHOe TIpHMEHEHHWE C KOMOWHAIMe#d BancapraH + cakyoutpmi. Ilpemapar Dpodda
HeNb3s TMPUHUMATh paHee, yeM uepe3 36 4acoB mMocjie MNPUMEHEHUs MOCIeAHEeH 103bl
KOMOHMHAIMK BaJicapTaH + cakyOuTpui (cM. pazaenst 4.4, u 4.5.).

- DOKCTpakopIiopalbHasi Tepamnus, TMPHUBOJAIMAS K KOHTAaKTY KpPOBH C OTPHUIATEIHHO
3apsDKCHHBIMU TTOBEPXHOCTSIMU (cM. pazaen 4.5.).

- BrIpakeHHBIN JBYCTOPOHHUI CTEHO3 MMOYEYHBIX ApTEPUId UIIH CTEHO3 apTePUH SAMHCTBEHHOMN
byHKIHOHHUPYIOLIEH MouKH (cM. paszen 4.4.).

Munanamuna + Iepuaaonpua

- FI/II'IepquCTBI/ITeJ'II)HOCTB K J'IIO6OMy U3 BCIIOMOI'aTCJIbHBIX BEHICCTB, HepeLII/ICJ'IeHHBIX B
paznene 6.1.

- H3-3a OTCYTCTBUS JOCTATOYHOTO KIMHUYECKOTO OMbITa IEKapCTBEHHBIN Mpenapat Ipodda He
cnez[yeT HpI/IMeHSITI) y NalMMEHTOB, HAXOIIUXCA HAa I'eMOAHaJIN3€, a TAaKXKE y IMaOguCHTOB C
HEJICYEHOW CepJICYHON HETOCTATOYHOCTHIO B CTAJINH IEKOMIICHCAIUH.

4.4. OcoOble ykazaHus U MepPbI NPEI0CTOPOKHOCTH NMPH NPUMEHEHUH

C 0CTOPO’KHOCTBLIO

CucreMHble 3a007€BaHUS COEIUHUTEIBHON TKaHU (B TOM YMCJIEe, CUCTEMHAs KpacHasi BOJIYaHKa,
CKJIEpoAiepMuUsl U Jp.), CONYTCTBYIOLIEE TNPUMEHEHHE aJJIONypUHONA, IUTOCTaTUKOB U
MMMYHOJIETIPECCAHTOB, WM IPOKanHaMuaa (PUCK pa3BUTHsS HEUTPOIIEHMHU U arpaHyJIoOLMTO3a),
COITyTCTBYIOIIAsl Tepanus NpenapaTamMy JIMTHUS, MpernaparaMi ajliCKUpeHa y MaIleHTOB 0e3
caxapHoro auabera win HapymieHud QyHkimu modek, APA 11 y manuenToB 6e3 nuabeTnyeckon
HedponaTuy, nIpenaparaMy 30J0Ta, HECTEPOUAHBIMU TPOTUBOBOCTIAIUTENLHBIMH TpenapaTaMu
(HIIBII), 6aknodeHoM, KOPTUKOCTEpOUJaMH, HHTMOUTOpaMH HempuwiniduHa (cM. paszzen 4.5.),
IpernapaTamMy, KOTOpble MOTYT BbI3BaTh yiulMHeHuEe MHTepBana QT Ha 3neKkTpokapAauorpaMme
(OKI'), cepieuHbIMU TTIMKO3UIaMH, JEKAapCTBEHHBIMH IIpenaparaMy, KOTOPbIE MOTYT BBI3BaTh

MOJIMMOP(HYIO KENTyJ0YKOBYIO TaxXUKapAWUI0 TUIA «IIHPYIT», YTHETEHHE KOCTHOMO3['OBOIO
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KPOBETBOPEHUSI, CHIKEHHBIH 00beM HHUPKYIUPYIOIICH kgomr-l’lﬁt;pregr HE@QMKOBT 6et|:cone'13a;1

JMeTa, pBOTa, JAMapes, TeMOAHMAaIN3), HIIeMHYecKas OOJe3Hb cepala, LepeOpOoBacKyJsIpHBIC
3a0o0JeBaHusl, pEHOBAcCKyJsipHasi ~ TUIEPTEH3UA, caxapHbpli  jaualer, MePBUYHBII
TUIEepaibJA0CTePOHU3M, XpoHUYeckas cepaeuHas HenoctarouHocTh (II-1V ¢yHkmmonansHOrO
kiacca no kinaccuduxamuun NYHA), Hapymienus (GyHKUMU MEYEHU U MOYEK, TUIEPYPUKEMUS
(0cOOEHHO COIPOBOXAAMINASACA MOAArPOM M YpPAaTHBIM HedpoauTHa3oM), TabuibHOCTH A]l,
MIOKUJIONW BO3PACT, MPOBEJICHNUE TeMOUAIN3a C TPUMEHEHUEM BBICOKOIIPOTOYHBIX MEMOpaH WIIn
JleceHCHOMIM3anusl, rmepes npoueaypor adepesa JIUIONPOTenHOB HU3KOW 1iotHocty (JITTHIT),
COCTOSTHUE IOCJIe TPAHCIUIAHTAIMU MOYKH, XUPYPrHUeCKOe BMEIIATeIbCTBO/aHECTEe3Us, CTEHO3
AOPTABHOTO WJIM MUTPAJILHOTO KJIallaHa/THIEPTpOodUIecKasi OOCTPYKTUBHAS KapAHOMHUOIIATHS,
aTePOCKIICPO3, MPEJACTABUTEIIN HETPOHIHOM packl (MEeHee BRIPAKEHHBIN Y3PPEKT OT MPUMEHEHHS ),
CIIOPTCMEHBI (BO3MOKHA MOJIOKHUTENbHAS PEaKIus MpU JOMHHT-KOHTPOJIE), COIMYTCTBYIOLIAS
Tepanusi KanuiicOeperarmomuMu TUypeTUKaMu, MpernapaTaMd Kalus WJIA Yy TMalUeHTOB ¢
MOBBIIICHHBIM COJIEPKAaHUEM Kajusl B IUIa3Me, TUIIEPKATUEMUsl, TUTIOHATPUEMUS, OTATOIICHHBIN
aJJIEpProJIOTHYECKUi aHaMHE3, aJulepruyecKas peakius Ha NEHULIUUIMH B aHAMHE3€.

O6mee I MHAaaMMia M IICPUHAOIIPpHUIIa

IIpenapamul tumus

CoBMecTHOE MpUMEHEHHEe KOMOMHALMK NEPUHIONpPUIA U MHAANAMUJA C MpenapaTtaMu JIMTUS
00BIYHO HE pekoMenayeTces (cM. pasaen 4.5.).

Hapywenue ¢ynxyuu novex

Tepanus nexapcTBEHHBIM NpenapaToM Jpod¢da NpoTUBONOKA3aHa NallMEHTaM ¢ YMEPEHHBIM U
TsokenbM HapymieHueM ¢yHkuuu noyek (KK Hmxe 60 mi/mMuH). Y HEKOTOpPBIX MAlMEHTOB C
apTepHalIbHON runepreH3nel 06e3 MpeAlecTBYIOMIEro OYeBUIHOTO HapyIIeHUsI QYHKINU MOYeK
Ha (oHEe Tepanmuu MOTYT MOSBUTbCA JaOOpaTOpHbIE NPHU3HAKK (YHKIMOHAIBHOW IMOYEHHOM
HEJOCTAaTOYHOCTU. B 3TOM cilydae jedeHue cieqyeT NpeKpaTuTb. B JanbHENHIIEM MOXKHO
BO300HOBUTh KOMOMHHUPOBAHHYIO TEpanuio, MPUMEHSS HHU3KHE J03bl MpernapaToB, OO
MPUMEHSTH TOJILKO OJIMH U3 IPEerapaTos.

TakuM manueHTaM HEoOXOIUM PperyyspHbId KOHTPOJIb KOHIEHTpPAallMd HMOHOB Kalus |
KpeaTMHNHA B KPOBU — Uepe3 2 HEAEIH [T0CIIE Hayala TEpaluy U B JaJIbHEHIIIEM KaXble 2 Mecsana
B MEpHOJI, KOT/ia J103a mpenapara noaodpana. [loueunass HegOCTaTOYHOCTH yalle BO3HUKAET Y
MAalMEHTOB C  TSDKEJIOM  CEepACYHOM  HEJOCTATOYHOCTHIO WM  HUCXOJHOM  MOYEHYHOM
HEZ0CTaTOYHOCTBIO, B TOM YHCJIE, IPU CTEHO3€ ITOYEYHON apTepuH.

JlexapcTBeHHbIHM npenapat Ipod¢da He PEKOMEHIOBaH K MPUMEHEHHUIO B CITy4yae JBYCTOPOHHETO
CTEHO03a MOYEYHbIX apTEePUl WIN B ClIyyae €AMHCTBEHHON ()YHKLMOHUPYIOLIEH TOYKH.

Apmepuaﬂbﬂaﬂ cUNOMeEH3Usl U Hapyuernue 60@H0'3ﬂ€Kmp0JluI’HHOZO bananca
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B ciaydae ucXonHOW TMIMOHATPUEMHH CYIIECTRYET pnc'ip Q&@ﬁrﬂ&%ﬂ%ﬁkﬂﬁh 'agﬁé%é}%&{oﬁ

TUTIOTEH3HH, B YaCTHOCTH, y MAIMEHTOB CO CTEHO30M MMOYeuHOU apTepuu. [loaToMy HEOOX0aMMO
MPOBEJICHUE CUCTEMATHUYECKON OIICHKHM CHMIITOMOB OO€3BOKMBAHUS U CHIDKCHUS COICPKAHUS
AJIEKTPOJIMTOB B IJIa3Me KPOBH, HANpPHUMEp, TOCIE THAaper HIIM PBOTHL. TakuM TNalueHTaMm
HEOOXOJIUM PEryJISIPHBIN KOHTPOJIb COJCPIKAHUS DICKTPOIUTOB TUIa3MbI KPOBH.

[Tpu BeIpa)XCHHOUN apTEepUATLHON THIIOTCH3UH MOXKET MOTPEOOBATHCS BHYTPUBCHHOE BBEIICHUE
M30TOHHYECKOTO COJIEBOTO PACTBOPA.

TpaH3uTOpHAS TUTIOTEH3US HE SIBIISICTCS IPOTUBOIIOKA3aHUEM IS TIPOI0JDKEHUs Tepanuu. [Tocie
BOCCTaHOBJICHHUsT O0ObEeMa IMPKyJUpyoned KpoBu u AJl MOXHO BO300HOBHTH TEpaIHIo,
MIPUMEHSISI HU3KHUE JI03bI, THOO IPUMEHSATh TOJIHKO OJTUH M3 KOMIIOHEHTOB Ipernapara.
Cooeporcanue xanus

KomOuHMpoBaHHOE MPUMEHEHHE MEPUHAONpPUIA U MHIANIAMHUIA HE TPEAOTBpPAIaeT Pa3BUTHE
THIIOKATMEMUH, OCOOCHHO Yy TAIMEHTOB C CaxapHbIM JHa0CTOM WM  TOYCYHOU
HEJOCTaTOYHOCThI0. Kak W B cilydae NPUMEHEHHs JO0Or0 THUIOTCH3WBHOIO IIperapara B
KOMOWHAIIMH C TUYPETUKOM, HEOOXOIUM PEryJIspHBIN KOHTPOJIh KOHIIEHTPAIUA HOHOB KaJIAS B
UIa3Me KpOBH.

Nupanamun

Ileuenounas snyeanonamus

[Tpu HaMuM¥ HapyIeHUH (PYHKIIMA IEYSHU TPUEM THA3HUIHBIX U THA3HUIOTIOJOOHBIX THYPETHKOB
MOJKET MPHUBECTH, OCOOCHHO B ClIy4ae 3JEKTPOJUTHOrO AucOaliaHca, K pPa3BUTHIO MEYCHOYHON
sHIIeATONaTHH, KOTOPas MOXET MPOrPECCHUpOBaTH 10 MEUEHOYHOW KOMBI. B Takoil cutyanuu
CIIeTyeT HEMEJICHHO MPEKPATUTD MTPUEM TUYPETHKA.

DomouyscmeumenbHOCMb

Ha ¢one npruema THa3HIHBIX U THA3UIOMOAO0HBIX JTUYPETHKOB COOOIIANIOCH O CyYasX pa3BUTHUS
peakiuu  (OTOUYBCTBUTENbHOCTH (cM. pazmen 4.8.). B cmydae pa3BuTHS peakiuu
(OTOUYBCTBUTEIPHOCTH Ha (OHE MpueMa Ipermapara CleIyeT NPeKpaTuTh JiedeHue. [Ipu
HEOOXOJUMOCTH TIPOJOJDKEHUST Tepanmuu JUypPEeTHKaMH, PEKOMEHIYETCS 3alllhIaTh KOXKHBIC
MOKPOBHI OT BO3JCHCTBHSI COTHEUHBIX JTydel WM UCKYCCTBEHHBIX YIbTPa(UOIETOBBIX JIYUEH.
Boouno-snexkmponrummnuiii banranc

Konuyenmpayus uonos nampus 6 niazme Kposu

KoHmeHTpanuo nOHOB HATpHs B IJIa3Me€ KPOBU HEOOXOIUMO OMPENEIATh 10 Hadaja JICUEeHHUs, a
3aTeM peryJsipHO KOHTPOIMPOBATh Ha (hoHE MpueMa npenaparta. CHHKEHNE KOHIIEHTPAIUU HOHOB
HAaTpuA Ha HAaYaJIbHOM 3TaIlC MOXKCT HC COIMMPOBOXKAATHCSA KIIMHUYCCKUMU CUMIITOMAMHU, ITIO3TOMY
HEO0OXOAMM PEeTYJISIPHBIN JIa00paTOPHBIA KOHTPOJIb. bojiee 4acThlii KOHTPOJIb COACPIKAHUS HOHOB

HaATpUs MMOKa3aH NalleHTaM C IUPPO30M IIEUEHH U MalMeHTaM MOXKHIIOT0 Bo3pacTa (CM. pasiesbl
S)
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4.8. u 4.9.). Jleuenue mo0ObIMU TUYPETUKAMU MDXKET BLI'Q%E'FHE%%E%&%%E&[Q :c::l:lor:t:ieﬂb

CEpbE3HBIMU IOCJIEACTBUAMU. [ MIOHATPUEMMUSI, COIPOBOXKAAIOLIASACA THUIIOBOJIEMUEH, MOXKET
IPUBOJIUTH K Pa3BUTHIO OOE3BOKMBAHUA U OPTOCTATUYECKOW TUINOTeH3UHU. COIyTCTBYIOIIEE
CHIDKEHHE COJEep)KaHWs MOHOB XJIoOpa MOXKET IPUBECTM K Pa3BUTUIO BTOPUYHOTO
KOMIIEHCATOPHOTO MEeTa0O0JIMYEeCKOr0 ajKajlo3a: 4acToTa €ro BO3HUKHOBEHMsS U CTEIEHb
BBIPQXCHHOCTU HE3HAYUTEIIbHBIE.

Konyenmpayus uonos xaiusa 8 niasme Kposu

CHM>KeHMe KOHLICHTPALUU KaJlusl C TUIIOKAJIMEMHUEH SIBIISIETCS OCHOBHBIM PUCKOM, CBA3aHHBIM C
Tepanuel TUA3UTHBIMU U THA3UAONOJO0OHBIMU JAUYPETUKAMH. | MIOKanueMus MOXKET BbI3BaTh
MBIIIEYHBIE paccTpoiicTBa. CooOmaIOCh O Cllydasx padJoOMHUONU3a, B OCHOBHOM Ha (QoHE
TSHKEJIOW TUIIOKATIMEMUH.

HeoOxoaumo mpenynpexaaTh pUCK CHUKEHHS KOHLIEHTPALUK HOHOB Kanus (MeHee 3,4 MMOJIb/1)
y CIEIyIOLUX KaTeropuid MalMEeHTOB W3 TIPYMNIbl BBHICOKOTO PHUCKA: MAalUEHTOB MOKUIIOTO
BO3pacTa W/WJIM UCTOIICHHBIX MAIIMCHTOB KaK MOJIyYalONINX, TaK U HE IMOTYYArOIINX COYCTAHHYIO
MEIUKAMEHTO3HYIO0 TEpamnuio, MalMeHTOB C IMPPO30OM II€YEHW C OTEeKaMH M AacI[UTOM,
UIIeMUYECKOl OOJIe3HBbIO CcepAlla, CEepAeUHONl HENOCTaTOYHOCThIO. [ MHokanmueMuss y HTHX
MAlUEHTOB YCUJIMBAET TOKCHUYECKOE JEUCTBHE CEPJCYHBIX TJIMKO3UIOB M TMOBBIIIAET PHUCK
BO3HUKHOBEHHUS HAPYIICHUN pUTMA.

K rpyr1ire moBBIIIEHHOTO PUCKA TaK:Ke OTHOCSATCS MAIMEHTHI ¢ YNTMHEHHBIM HHTepBasioM QT Ha
OKIT', kak BpO>X/I€HHBIM, TaK U BbI3BaHHBIM JIEWCTBHEM JIEKAPCTBEHHBIX CPE/ICTB.
['unokanuemusi, Tak ke, Kak U OpaguKapaus, CIOCOOCTBYET Pa3BUTHIO TSDKEJIBIX HAPYIICHUHN
CEPIEYHOTO PHUTMA, OCOOEHHO TOJUMOPGHON KETyIOUYKOBON TaXHKapAHU THIA «IIHPYIT,
KOTOpasi MOXKET ObITh (haTarmbHOM. Bo BCcex omMMCaHHBIX BBIIIE CydYasx HE0OX0AUM 00Jiee YacThIi
KOHTPOJIb COJEPKaHMs MOHOB Kajus B Tu1azMe KpoBu. [lepBoe n3mepenne KOHIEHTpalui HOHOB
KaJusi HEOOXOAMMO TIPOBECTH B TEUEHUE MEPBOI HEJIEH OT Hayala Teparum.

[Ipy BBIIBIEHWH THUNOKATUEMUU JOJDKHA TIPOBOJUTHCS COOTBETCTBYIOMIAS KOPPEKIIHS.
['unoxanuemusi, CBsI3aHHAsI ¢ HU3KOW KOHIIEHTPAIMEH MarHusi B CBIBOPOTKE KPOBU, MOXKET OBITh
PE3UCTEHTHA K JIEYCHHUIO JO0 TeX MOp, NMOKAa YPOBEHb MarHus B CHIBOPOTKE KPOBH HE OyneT
CKOPPEKTHUPOBaH.

Konuyenmpayus uonos xanvyus 6 niasme Kposu

TuasuaHple U THA3UIOMOJO00HBIE AUYPETUKH MOTYT YMEHBIIATh BBIBEJCHUE HOHOB KaJBITUS
MOYKaMHU, TPUBOAS K HE3HAUYUTEIbHOMY M BPEMEHHOMY IMOBBIIIEHUIO KOHIIEHTPALMM HOHOB
KaJbIUs B IJIa3Me KPOBH. BhIpaKeHHOE MOBHIIICHNE KOHIICHTPAIIMH HOHOB KaJIbIUS MOXKET OBITh
CBA3aHO C HEJAMArHOCTUPOBAHHBIM TuUIepnapaTupeo3oM. llepex wuccrnegoBanueM (yHKIUU

NnapamrTOBUAHBIX KEJIE3 CJICAYECT OTMCHUTH IIPUEM JUYPETHUCCKUX CPEACTB.



COOTBETCTBYET 3KCMEPTHOMY OTYETY
ot 29.11.2023 N 25074

(NOCNENOBATENLHOCTL 0005)

Yposenv macnus 6 niasme kposu

Ha ¢one mpuMeHEHHS THA3UIHBIX W THA3UJIOMOAOOHBIX IUYPETUKOB, BKJIOYAs WHIATIAMHUI,
OTMEUAJIOCh YBEIMUYCHUE BBIJCICHUS MAarHUS ¢ MOYOW, YTO MOXET CTaTh MPUYUHON Pa3BUTHUS
runomMaraiemMuu (cm. pasuensi 4.5. u 4.8.).

Konyenmpayus 2nioko3svl 6 kposu

Heo6xomuMo KOHTPOIHPOBATh KOHIEHTPAIMIO TIIOKO3bl B KPOBH y TAIMCHTOB C CaXapHBIM
nrabeToM, 0COOCHHO KOT1a KOHLIEHTPAIHs HOHOB KaJInsl HU3Kasl.

Mouesas kucioma

VY ManveHTOB C MOBBIIICEHHON KOHIEHTpalueld MOYEeBOW KHCJIOTHI B IUIa3ME€ KPOBH HMEETCS
TEHICHIINS K YBEITMYCHHUIO YaCTOThI BOSHUKHOBEHUS IIPUCTYIIOB ITOIArPHI.

Huypemuueckue cpedcmea u YyHKYuUs novex

TuasuaHble U THA3UIONOA00HBIE ANYPETUKH 3 (HEKTUBHBI B IOJTHON Mepe TOIBKO Y MAIUEHTOB C
HOPMaJIbHOW MM HE3HAYUTEIHHO HApYIICHHOHN (yHKIMEH mouek (KOHIIEHTpalus KpeaTHHUHA Y
B3pOCJIBIX MAIIMEHTOB HIKE 25 Mr/i min 220 MKMOJITB/).

Y NOXWJIBIX MMAllMEHTOB YPOBEHb KPEaTHHHWHA B IJIa3ME KPOBH JIOJKCH OIEHUBATHCS C YUETOM
BO3pacTa, Beca U 1oJa, B COOTBETCTBUU ¢ popmyroii Kokpodra:

Knupenc kpeamununa (KK) = (140 — 6o3pacm) x gec/0,814 x kxonyenmpayusa KpeamuHura 6 niame
Kpoeu, TJe: BO3pacT — BO3pacT MaIMeHTa B TroJiaX, BEC — Macca Tela B KI, KOHIICHTpAIUs
KpeaTHHWHA — KOHIICHTPAIIHsI KPeaTHHUHA B TJIa3ME B MKMOJTB/JI.

dopmyna MOAXOIUT [Tl MY>KUHH MOKUIIOT0 BO3PACTa; IS )KEHIIUH MOKUIIOTO BO3pacTa CleayeT
YMHOXUTH pe3yabTar Ha Kodduruent 0,85.

B Hauae nedeHus JUYPETHKOM Y TIAIIICHTOB U3-3a TUTIOBOJIEMHH (BCJICICTBHUE BBHIBEICHUS BOIBI
U UOHOB HAaTpHs) MOXKET HaOJI0/IaThCs BPEMEHHOE CHH)KEHHME CKOPOCTH KIIyOOUKOBOM
bunbTpauM U yBETUYCHHE KOHIICHTpAI[MM MOYEBHMHBI M KpEeaTWHHWHA B IJa3Me KPOBU. JTa
TpaH3uTOpHas (YHKIMOHAIbHAS TOYEYHAs HEAOCTATOYHOCTh HE HMEeT HeOIarompusTHBIX
MOCJICICTBUI JJIsl TAIIMEHTOB C MCXOJHO HOPMAJbHOW (QYHKIHMEH TOYeK, OJHAKO MOXKET
YCYTYOIISITh yKe MMEBIIeecs JI0 Hadaa JICUeHUs HapylIeHHe (QYHKIIUN TOYeK.

Cnopmcmenvl

CnoptcMeHaM ciielyeT oOpaTUTh BHUMAaHUE Ha TO, YTO JICKAPCTBEHHBIN IMpemnapaT COJASPKUT
JEHCTBYIOIIEE BEIIECTBO, KOTOPOE MOXKET JaBaTh IMOJOXKHUTEIBHBIA Pe3yJIbTaT MPU TPOBEIACHHUH
JIOTTMHT-TECTA.

XopuouodanvbHblii 8b1NOM, OCMPAs MUONUSL, 6MOPUUHAS 3AKPLIMOY20IbHASA 2NAYKOMA
CynbpoHaMUI ¥ €ro MPOU3BOIHBIE MOTYT BBI3BIBATH PA3BUTHE WIUOCUHKPAZHMUECKON peakiny,
OPUBOJALIEH K Pa3BUTHIO XOPHOUJAIBHOIO BBINOTA C ACPEKTOM TOJS 3PEHHUs, MpeXoisien

MHOIIMHU U OCTPOM BTOPUYHOW 3aKPBITOYTOJIbHOW Tiiaykome. CUMITOMBI BKIIFOYAIOT BHE3AIMHOE
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COOTBETCTBYET ZKCNEPTHOMY OTUETY

o1 29.11.2023 N= 25074

CHI)KEHHE OCTPOTBHI 3pEHHs] WM 00Jb B TJA33x _C OCT{)QfI;}::ﬁlgéafg 'HI/I %@E%‘J&ﬁn‘cﬁﬁT B

TE€YEHHE HECKOJIBbKMX 4YacOB WJIM HEJENb I0CJIEe Hayajla Ipuema mnpenapara. Ilpu orcyrcTBun
JICYSHHSI OCTPAas 3aKPBHITOYTOJIbHAS TJIaAyKOMa MOXKET MPUBECTH K HE0OpaTuMoii motepe 3peHus. B
IEPBYI0 OYepelb TEpalus 3aK/II0YaeTcs B MaKCUMalbHO OBbICTpOM oTMeHe mpemnapara. Eciu
BHYTPHIJIA3HOE JIaBJICHUE OCTAeTCS HEKOHTPOJIMPYEMBIM, MOXET MOTPeOOBaTbCS HEOTIIONKHOE
MEAMKAMEHTO3HOE JIEUEHUE WM XUPYPIUYECKOE BMEIIATENbCTBO. DaKkTOpaMu pUCKa Pa3BUTHUS
OCTpPOH 3aKPBITOYTOJIBHOM INIayKOMBI MOTYT OBITh aJUIEPTUYECKHUE PEaKIIUH Ha CyTb(HOHAMU WITH
NEeHULWUINH B aHaMHE3e.

[lepungonpun

/sotinas baoxaoa penun-aneuomenzun-arboocmeporosou cucmemvl (PAAC)

HmeroTcs maHHble 00 YBENIWYCHWH PUCKA BO3HUKHOBEHHSI apTEPHAIBHON T'HIIOTCH3HH,
TUIEPKAIMEMUH U CHUKEHUU (DYHKIUM MOYeK (BKIIIOYAsh OCTPYIO NOYEUHYIO HEAOCTaTOUYHOCTB)
IpY COBMECTHOM NpuMeHeHnu HHruouTopoB AIID ¢ APA Il win anuckupenom. [loaromy nBoitHas
6mokana PAAC mocpenctBom coueranust uaruouropa AIID ¢ APA Il wmu anuckupeHoM He
pexomenayetcs (cM. pasaensl 4.5. u 5.1.). Eciin aBoiiHas 61okaga abCoIOTHO He0OXoauMa, TO
3TO JOJKHO BBIMOJIHATHCS MO/ CTPOTUM HAOIIOIEHUEM CIIEHATINCTa IPU PEryJIsIpHOM KOHTPOJIE
(GYHKLINU MOYEK, COAEPKAHUS HIIEKTPOIUTOB B I1a3Me Kpou U A/l

[Tpumenenue unrudburopoB AIID B coueranuu ¢ APA Il mpoTuBomokasaHo y HalMeHTOB ¢
nabeTrueckor HeponaTueid U He PEKOMEHIYeTCsl y APYTHX MarueHToB (cM. paznuensl 4.3. u
4.5)).

Kanuiicoepezarowue ouypemuxu, npenapamel Kaaus, Kaiuicooepicawjue 3ameHumen nuesoi
conu u nuuesvie 000a6KuU

He pexomenayetcsi coBMeCTHOE MPUMEHEHHE IEPUHONIPIIIA U KaluiicOeperaronx ANy peTUKOB,
a TaKKe MpernapaTroB Kajaus, KaJIUHCOJEpXKalluX 3aMEHUTENeH NHIIEBOW COMM U IHIIEBBIX
n00aBoK (cM. pazaen 4.5.).

Hevuimponenus, azpanynoyumo3s, mpomooyumonenus, anemus

HmeroTrcst cooO1IeHns 0 pa3BUTUN HEHTPONEHUH/arpaHyaoLunuTo3a, TPOMOOIIUTOIIEHUU U aHEMUN
Ha ¢oHe npuema MHruOuTopoB AIID. V manueHToB ¢ HOpMaIbHOM (QyHKIMEH moyek u Oe3
COITyTCTBYIOIIUX (PaKTOPOB pUCKAa HEUTPONEHUsI BO3HUKAET penko. C KpaiHell 0CTOPOKHOCTBIO
cleyeT MPUMEHSITh NEPUHIONPII Ha (POHE CUCTEMHBIX 3a00JIeBaHUN COEMHUTENbHON TKaHHU, a
Takke, Ha (OHE IMpHeMa UMMYHOJETPECCAHTOB, AJUIONYPUHOJIa WIM IPOKaWHAMUIa, WIA TpU
COYETaHUM 3TUX (PaKTOPOB, 0COOEHHO Y MAIIMEHTOB C MCXOHO HApYIIEHHON (YHKIHUEH MoYeK.
Y HEKOTOpBIX MAIMEHTOB BO3HUKAJIH TsKENble MH(EKIMOHHBIE 3a00JI€BaHMs, B psJE CIydyaes,
yCTOMUMBBIE K MHTEHCUBHOH aHTHOMOTHMKOTepanuu. [Ipy HazHaueHMM NEpUHAONpPUIA TaKUM

NanueHTaM pPEKOMEHIYETCS NEePUOJUYECKHM KOHTPOJIUPOBATH YHUCIO JIEHKOLUUTOB B KPOBH.
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COOTBETCTBYET ZKCNEPTHOMY OTUETY
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[NTamueHTsl DOJDKHBI COOOIATHE Bpady O JFODBIX np%&&%ﬁ&&%%ﬁ' lzfﬁc}n!ci;ahnﬁ
paty

(HampuMep, 00JIb B TOpJIe, Tuxopaaka) (cM. pasaenst 4.5. u 4.8.).

AHeMusi MOKET Pa3BUBATLCS y IMALMEHTOB I10CJIE TPAHCILIAHTALMM MOYKH WM y MAlUEHTOB,
HaxoJsAUIMXcs Ha reMouanuse. Ilpu 3ToM cHrukeHne reMorsiobnHa TeM OoJblie, YeM BbIle ObLI
€ro nepBOHAYaJIbHbIN MOKa3zaTelb. ITOT 3 (eKT, No-BUAMMOMY, HE SBISETCSA A0303aBUCHMBIM,
HO MOET OBITh CBSI3aH C MEXaHU3MOM JeHCTBHUS HHTHONTOPOB AIID.

He3nauutenbHoe CHUXEHHE TeMOII00MHA ITPOUCXOJUT B TEUEHUE NIEPBBIX 6 MECSIIEB, 3aTEM OH
ocTaercs CTaOWIBHBIM U IOJHOCTBIO BOCCTaHABIMBAETCS IOCIIE OTMEHBI Ipernapara. Y TaKux
[AIMEHTOB JIEYEHHE MOXKET OBbITh MPOJOJIKEHO, OJHAKO I'€MAaTOJOIMUECKUE AHAJIU3bl JIOJKHBI
IIPOBOAMTHCS PETYIISIPHO.

Penosackynapnas cunepmensus

Y nauMeHToB C JBYCTOPOHHUM CTE€HO30M IIOYEYHBIX apTepUil WJIM CTEHO30M apTEpUu
€IMHCTBEHHOHN (PYHKLMOHUPYIOLIeH OUKU Ha (oHe npuMeHeHus uuruouropa AIID Bospacraer
PUCK pa3BUTHI THIIOTEH3UU M TIOYEYHON HEJJOCTATOYHOCTH (cM. pazzaen 4.3.). [Ipuem auypeTrkos
MOYET OBITh JIOTIOJTHHUTEIBHBIM (DaKTOpOM pHcKa (cM. pa3aen 4.3.). YxyameHne QyHKIHH MoYeK
MOJET HaOJI0aThCsl YK€ IMPH HE3HAUUTEIbHOM M3MEHEHUM KOHIIEHTPAllMM KpEeaTMHUHA B
CBIBOPOTKE KPOBH, J1aX€ Y NALUEHTOB ¢ OJHOCTOPOHHUM CT€HO30M I10YEUHOM apTepUn.
MeTto10M NleueHNs pEHOBACKYJISIPHOM TUIIEPTEH3UH SIBIISIETCA peBacKyJisipu3anus. Tem He MeHee,
npuMeHeHne HHruoutopoB AII® MokeT OKa3bIBaTh IOJIOKHUTEIBHOE JIEHCTBUE y JaHHOU
KaTeropuy NalUeHTOB, KaK 0)KMJAIOLIUX ONEPaTUBHOIO BMEIIATENbCTBA, TAK U B TOM CIIydae,
KOI'Zla XUPYpPrU4eCcKOe BMEIIATENBCTBO IPOBECTH HEBO3MOXKHO.

[Ipumenenue nekapcTBEHHOTO Tpenapara Dpodda He MmoKa3aHo y MANMEHTOB C YCTAHOBICHHBIM
WIM TPEINoiaraéMbIM CTEHO30M IOYEYHOM apTepuH, TaK KaK y TaKuX MAIMEHTOB TEpaIuio
clleflyeT HauMHaTh B YCIOBHUSX CTallMOHapa ¢ 0ojee HU3KUX 103 KOMOMHALMU MEePUHIONpUIIA U
MHJANaMU]A.

Tlosviuennas 4y6cmeumenbHOCmy, AHSUOHEEPOMUYECKUL OMEK

[Tpu npueme unrubutopoB AIID, B TOM uuncie W NMEPUHAONPHUIIA, B PEIKUX CIy4asX MOMKET
HaOJII01aThCS Pa3BUTHE AaHTHOHEBPOTHUECKOT O OTEKA JINIIA, KOHEUHOCTEMH, I'y0, sI3bIKa, TOJIOCOBBIX
CKJIaJIOK W/WJIM TOpTaHu (cM. pasnen 4.8.). 3To MoxeT Mpou30MTH B 1000 nepuo tepanuu. [Tpu
MOSIBJICHUH CUMIITOMOB IIPUEM MEPUHOINPHIIA T0JKEH ObITh HEMEIJICHHO NMPEKPAIleH, a MalueHT
JOJKeH HaONIoAaThes 10 TeX IOp, MOKa MPU3HAKU OTeKa He MCUE3HYT NojHocThio. Eciu oTek
3aTparuBaeT TOJBKO JIMIO M TyObl, TO OH OOBIYHO MPOXOJUT CAMOCTOSTENIBHO, NMPU ITOM B
KaueCTBE CUMIITOMAaTHYECKON TEpAalluy MOTYT IPUMEHATHCS aHTUTMCTaAMUHHBIE CPEJICTBA.
AHTHOHEBPOTUYECKUI OTEK, COMPOBOKIAIOMIMNCA OTEKOM TOPTaHU, MOXKET IPUBECTH K

JICTAJIbBHOMY HCXOOY. Otek A3bIKa, T'OJIOCOBBIX CKIIAAOK HWJIHW TOPTAHHU MOXKCT IIPHUBECTU K
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o0CTpyKIMH AbIXaTeldbHBIX MyTel. [lpu mosBieHUH Tal&/m Cll"l:Vf;lIT' 'O-llgEgJIIléEkaT -Il_-l'éMGI['JTeHHO

HAYaTh IMPOBOJUTH COOTBETCTBYIOIIYIO TEPAINHIO0, HAMPUMEP, BBECTU IMOAKOXKHO SMUHEHPUH
(ampenanun) B pazseacaun 1:1000 (0,3-0,5 mun) u/unm obecrednTh MPOXOTUMOCTD ABIXaTeITbHBIX
MyTEH.

CooOmranioch 0 0osiee BBICOKOM PHCKE Pa3BUTHsI aHTHOHEBPOTUYECKOTO OTEKa y IMAllMEeHTOB
HErpOUHOM pachl.

VY naunueHToB, B aHAMHE3€ KOTOPBIX OTMEYAJICS AHTMOHEBPOTHUYECKHM OTEK, HE CBSI3aHHBIN C
npuemMoM HHruouTopoB AlID, MokeT ObITh MOBBIIIEH PUCK €ro pa3BUTUS NpU MpUeMe
npernapaToB 3TOM rpyIbl (cM. paszaen 4.3.).

B penxux cimydasx Ha ¢one Tepanuu wHruOuTOopamu AIID pa3BuBaeTcs aHTMOHEBPOTHYCCKHIA
OTEK KHWIeYHHKa. [Ipyu 3TOM y MalMeHTOB OTMedanach OOJb B KHUBOTE KaK W30JHPOBAHHBIN
CUMITOM WJIHM B COYETAHUHU C TOIIHOTOW M PBOTOM, B HEKOTOPBIX CIydasx 0e3 MpeaIIecTBYIOLIErO
AHTMOHEBPOTUYECKOTO0 OTEeKa JIMIa ¥ MpPU HOPMAIbHOM YpoBHE akTuBHOCTH Cl-acrepasbl.
JlnarHo3 yCTaHaBIWBAJCS C IOMOIIBIO KOMITBIOTEPHOW ToMorpaduu OprONIHONH TMOJOCTH,
YJIBTPa3BYKOBOT'O MCCJICIOBAHMS WJIM B MOMEHT XHUPYPrHYECKOTO BMemiaTesibcTBa. CHMITTOMBI
MPOXOIUIIN TOCIIe TIpeKpaleHus: mpuema uHruoutopoB AII®. [TosTomy y manueHToB ¢ 60JIbIO B
obOnactu xuBOTa, moiyyaroumx uHruOutopel AIID, mpu mnposenenuu auddepeHunarbHONR
JTUAarHOCTUKH HEOOXOAMMO YYUTHIBATh BO3MOXKHOCTH PAa3BUTHSI AHTHOHEBPOTHYECKOTO OTEKa
KHIIICYHUKA.

CoBMecTHOE TpPHUMEHEHHE TEPUHIONPHIA C  KOMOWHUPOBAHHBIMH  JIEKAPCTBEHHBIMHU
mpenapaTamu, COAep X alluMH BaJIcapTaH + CaKyOHTpHWI, MPOTHBOIMOKA3aHO, TaK KaK MOBBIIICH
PHCK pa3BHUTHsSI AHTHOHEBPOTHYECKOro oteka (cMm. pasgensl 4.3. u 4.5.). IlpumeHeHue
KOMOWHHUPOBAHHOTO JIEKAPCTBEHHOTO TMperapara, COJAEPKAIIero BaJicapTaH + CaKyOWUTpHII,
BO3MOKHO HE€ paHee, 4yeM uyepe3 36 4YacoB IOCIE TMOCIEAHEro MpueMa MepUHAOoNpHUIa.
[IpuMeHeHue nepuHIONpUIIa BO3MOKHO HE paHee, 4eM uepe3 36 4acoB MOCIE MPeKpalleHUs
nmpueMa KOMOWMHUPOBAHHOTO JIEKAPCTBEHHOTO TIpemapara, CoJepKallero BajicapTaH +
cakyoutpui (cm. pasaenst 4.3. u 4.5.).

CoBMecTHOe mpuMeHeHHe WHTHOUTOpoB AlIID ¢ wmHrHOMTOpaMu HENpuWIM3WHA (HAIpHUMED,
parekagoTpuwioMm), uHruouropamu mTOR (Hampumep, CHPOIHMYCOM, 3BEpPOIUMYCOM,
TEMCHUPOJIMMYCOM) ¥  TJIWUNTHHAMH  (HampuMmep, JIMHATJIWITAHOM,  CaKCarJIUITHHOM,
CUTArJIMIITUHOM, BWJIJATJUIITHHOM) MOJKET TPHUBECTH K TIOBBINICHHOMY PHCKY Ppa3BUTHUS
AHTMOHEBPOTUYECKOTO OTEKA (HAlIpUMEp, OTEKY AbIXaTEIbHBIX MyTEH WIH A3bIKa, C HAPYLIEHUEM
IeIxaHus win 6e3 Hero) (cM. paszaen 4.5.). CnexyeT coOnroaaTh OCTOPOKHOCTh IPH HA3HAYCHUU

parekanoTpmia, ”HruoutTopoB mTOR (Hanpumep, cuponaumyca, 3BepoanumMyca, TEMCUPOIUMYCa)
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COOTBETCTBYET ZKCNEPTHOMY OTUETY
ot 29.11.2023 N2 25074

U TJIMNTUHOB (HampuMep, JMHATJIMIITHHA, caK‘aranTﬁggl:%ﬂ%%%g@ I:éﬁ};ﬁa-lr_ﬂ/lrlrrh';{é) y

NAIMEHTOB, YK€ IPUHUMAIOIUX HHruoutop AII®.

Anagunakmouonvie peakyuu npu npogedenuu 0eceHcUubUIU3ayul

HmeroTcs  OTAenbHbIE COOOLIEHHMS O Pa3sBUTHM  JUIMTEIbHBIX, YIPOXKAOLUMX  KU3HU
aHa(UIAKTOUJHBIX peaKUUil y NalueHTOB, mojyvaromux uHruouropel AIID Bo Bpems
JICCEHCUOMIM3UPYIOIIEH Tepanuu sI0M  MEeperOHYaTOKPBUIBIX HACEKOMBIX (ITUEeNbI, OCHI).
Nuru6uropsr AII® Heo0X0AUMO MPUMEHSTH C OCTOPOKHOCTBIO Y CKIIOHHBIX K aJFIEPIUYECKHM
peaKUMAM NalMEeHTOB, IPOXOIAIINX IPOLEAYPhI JECEHCUONTU3ALHH.

Crnenyer uzberath npumeHenus uHruoutop AIl® nanueHTtam, MojyyaroliuM HUMMYHOTEPAIHIO
AJI0M II€pPENOHYaTOKPBLIBIX HACEKOMBIX. TeM He MeHee, Y TallUeHTOB, KOTOPbIM HEOOXOAMMO KaK
npuMeHeHne HWHruoutopoB AllD, Tak u TpoBeneHHE MPOUEAYPHI JIECEHCUOMIN3AINH,
aHa(UIAKTOUHON peakLUu MOXKHO M30eXaTh IyTeM BpeMEeHHOW oTMeHbl uHruouropa AIld ne
MeHee, 4yeM 3a 24 Jaca 10 Hadasa poLeLyphl.

Anagunakmouonvie peakyuu npu nposedenuu aghepesa IUNONPOMEUHOE HUKOU HIAOMHOCMU
(VITTIHII)

B penkux ciyuasx y mauueHToB, noiydaromux UHruOutopsl AIl®, npu npoenenuun agepesa
JIIHII ¢ wucnonp3oBaHMEM JEKCTpaHa cCyib(ara pa3BUBAINCH YIPOXKAIOIUE KU3HU
aHapuiIakTOUHBIe peakuuu. [{ns mpenorBpaiieHus aHAQUIAKTOUTHOW pEaKIHUU CledyeT
BPEMEHHO IpeKpamiarh Tepanuto uHruouropom AIID nepexn kax o nporenypoit agepesa.
Tayuenmsi, naxooawuecs Ha cemoouanuse

Y nauMeHTOB, nOJy4amomuMXx UHruouropsl AII®, mnpu mnpoBeneHMHM TeMoaManu3a ¢
HCIIONE30BAHUEM  BBICOKONPOTOUHBIX MeMOpan (Hanpumep, ANG69®) 6butM  OTMedeHBI
aHauiIakTouHbIe peakuuu. [loaTomy kenaTenbHO MPUMEHATH MEMOpaHy JPyroro TUHa WId
IPUMEHSTh TUIIOTEH3UBHOE CPEJCTBO APYTroi hapMakoTepaneBTHYeCKOi rpymibl.

Ilepsuunbiil cunepanbOocmepoHUsM

[TanueHTBl ¢ TMEepBUYHBIM T'HIEPAIBIOCTEPOHU3MOM, KaK IPaBUIO, HE BOCIHPHUMMYMBBEL K
AQHTUTUIIEPTEH3UBHBIM TperapaTaM, AeMCTBHE KOTOPHIX OCHOBaHO Ha MHruoupoBaHuu PAAC.
ITosTOMY IIpMEHEHUE IIpenapara y TAKUX MalUeHTOB HE PEKOMEHIYETCH.

Kawenw

Ha ¢one tepanuu uarudutopom AIID moxer oTMedaTbes CyXxol yHOpHBIN Kallleib, KOTOPBIN
ucye3aeT Mocjie OTMEHBbI IpernapaTta. [Ipym mosBIeHMM y TNAlNMEHTa CyXOro Kalulid CIeAyeT
IIOMHUTB O BO3MOKHOM SITPON€HHOM XapaKTepe 3TOro cuMmiroma. Ecnu nedamuii Bpad CUMTacT,
yro Tepanus uHruouropom AlID HeoOXoauma MalMEHTY, BO3MOXKHO MPOAOJDKEHHE NpHeMa

npernapara.
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COOTBETCTBYET 3KCMEPTHOMY OTYETY
ot 29.11.2023 N 25074

Lemu (NOCNEQCBATENEHOCTE 0005)

O} PeKTUBHOCTP U MEPECHOCUMOCTh TEPUHJONPWIA Yy JAEeTed M TOAPOCTKOB B KAaueCTBE
MOHOTEPANUH WK B KOMOWHAINH C JPYTHMH MIperapaTaMy He YCTaHOBJICHBI.

Puck apmepuanvrou cunomensuu u/unu noueyHo HedocmamoyHocmu (Y nayueHmos ¢ cepoeyHoul
He0OCMamoyHOCmMbIO, HAPYUEHUEM 800HO-2NeKMPOJIUMHO20 baianca u max oaiee)

[Ipr HEKOTOPBIX MATOJIOTHYECKHX COCTOSTHHSIX MOXKET OTMEUYaThCs 3HAYUTENIbHAs aKTUBAIUS
CUCTEMBl «PCHUH-aHTHOTCH3UH-AIILJJOCTEPOH», OCOOCHHO TPHU BBIPAKECHHOH THIIOBOJIEMUU U
CHI)KCHHMU COJEpaHHs JJIEKTPOJIUTOB B IIa3Me KpoBU (Ha (oHe OecconeBod TUEThl WU
JUIUTETILHOTO MpHeMa TUYPETHKOB), y MALUEHTOB C UCXOJHO HU3KUM AJl, CTEHO30M MOYEYHOU
apTepuu, 3aCTOMHOM CEpJIEYHOM HENOCTATOYHOCTBIO WIIM IUPPO30OM II€YEHH C OTEKaMU U
aCITUTOM.

[Tpumenenue unruduropa AIID Be3biBaeT O610kany PAAC 1 mosToMy MOKET COMPOBOXKAATHCS
pe3kuM cHiKeHrueM AJ[ u/unu MoBbIIEHWEM KOHIICHTpAIMM KpeaTWHWHA B IJla3Me KPOBH,
CBUJICTEIHLCTBYIOIIMM O Pa3BUTHH (PYHKIIMOHATBHON IMOYCYHOW HEJTOCTATOYHOCTH. DTH SBIICHUS
yaie HaOIIOMA0TCS TPH IIpUEeMe IEePBOM 03Bl Mpernapata U B TEUCHHE TEPBBIX JBYX HEICINb
Tepanuu. B peaxux ciaydasx 3TH COCTOSHUSI pa3BHBAIOTCS OCTPO M B ApyTrue CpOKu Tepanuu. B
TaKUX CIy4asX MpU BO30OHOBIECHUM Tepaluu PEKOMEHIYEeTCsl MPUMEHATh Mpemnapar B Oosee
HU3KOM JI03€ U 3aTeM TOCTENIEHHO YBEIIMYUBATH J03Y.

Loorcunou eospacm

[lepen Hauanom mpuema MEepUHAONPUIIA HEOOXOIUMO OIEHHUTh (YHKIIMOHATIHHYIO aKTHBHOCTH
MOYeK U CoJAep)KaHHEe Kalusl B TIa3Me KpoBHU. B Hawane Tepamuu 103y mpemnapara moJ0HparoT,
VYHUTHIBas CTETICHb CHIKEeHHS AJl, 0cOOCHHO B CiTydae 00€3BOKUBAHUS U MTOTEPH DIICKTPOIIUTOB.
[TogoGHBIE MEpPBI TO3BOJISIOT N30€KaTh pe3koro cHmkeHust Al

Amepocknepos

Puck aprepuanbHON THIIOTEH3UU CYIIIECTBYET Y BCEX MAIllMEHTOB, OJIHAKO 0COOYI0 OCTOPOKHOCTh
clexyer coOJroaTh, MPUMEHSS Mpenapar y MalMeHTOB ¢ HIIeMUYeCKor OOJIe3HBIO cepima U
HEJOCTATOYHOCTBIO MO3TOBOTO KpOBOOOpalleHWs. Y TaKWX TMAIUEHTOB JICYCHHE CIICAYeT
HAYMHATH C HU3KUX JI03 TIperapaTa.

Cepoeunas HedocmamouHocms, maxcenas cepoeyras HedOCmMamoyHOCmMb

[TaiuenTam ¢ TsDKENOW cepiaeuHoil HemoctatrodHocThio (IV  QyHKIIMOHANBHOTO Kilacca o
knaccupukarun NYHA) npuMeneHre KOMOWHAIMK WHAAMAMET + TIEPUHIONPHI B 103¢€ 2,5 Mr +
10 Mr He MOoKa3aHo, TaK KaK y TAKUX MAIIMEHTOB Teparnwsi JOKHA HAUMHATHCS ¢ 00Jiee HU3KUX 703

KOM6I/IHaI_[I/II/I HHJAANaMuJia u nepruHao0Ipuia 1 nmoJ TmaTCIbHbIM Bpa‘-ICGHbIM KOHTPOJICM.
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[TateHThl ¢ apTepuaibHOM TUNEPTEH3UEH C nmeMHqEL:Kon-l %&TeEmEQEEhHa TH'e'nomkHH

npeKpaaTh npueM oera-aapeHo0I0KaTopoB: HHIHOUTOPE! AIID NOKHBI MPUMEHSATHCS BMECTE
¢ OeTa-aapeHOOI0OKATOpaMH.

Tlayuenmwi ¢ caxaprvim ouabemom

VY nauuMeHToB C MHCYJMHO3aBUCHUMBIM CaxXapHbIM Jua0eToM (OHacHOCTb CIIOHTAHHOI'O
YBEJIMYEHUSI COACP)KaHUS Kalus) Tepanus KOMOMHAIMeW WHAAnaMuja + NepUHAONPUI B J103€
2,5 mr + 10 Mr HeuenecooOpasHa, MOCKOIBKY JIeUeHHE JOKHO HAUMHATHCS ¢ MUHUMAJIBHBIX /103
MHIallaMK/1a ¥ IEPUHIONPUIIA U IPOXOIUTH 1101 HOCTOSHHBIM BpauyeOHbIM KOHTPOJIEM.
Heo6xonumMo TmiaTeabHO KOHTPOJIMPOBATh YPOBEHb TIJIMKEMHMHM Yy HAlMEHTOB C CaxapHbIM
nrabeToM, paHee MOJydYaBIIMX MEPOPATBHBIE CaXapOCHMKAIOIINE MPENapaThl WM WHCYJIHH, a
MMEHHO B TEYEHUE NIEPBOro Mecsla repanuu HHruouropom AII® (cMm. paznen 4.5.).
OmHuuueckue pasnudus

[lepunponpun, xak u xapyrue uHruoburopel AIID, okxa3biBaeT SBHO MEHEE BBIPAKEHHOE
AQHTUTUIIEPTCH3UBHOE JCWCTBHE Yy TAMEHTOB HETPOMIHOW packl IO CpPaBHEHHIO C
NPEJCTaBUTEISIMU JAPYTuX pac. Bo3aMokHO, 3T0 pazinuuue 00yCIOBICHO TEM, YTO y MAIMEHTOB C
apTepuanbHOI rUnepTeH3uell HerpoOUIHON packl Yalle OTMEYaeTcsl HU3Kask akTUBHOCTh PEHHUHA.
Xupypauueckoe emeuiamenscmeo, aHecmesus.

[Tpumenenue nuruOuTopoB AII®D MoxkeT NpUBECTH K apTepUaIbHON TMIIOTEH3UU, OCOOEHHO MpHU
COBMECTHOM MPHMEHEHHH CPEICTB /IS aHECTe3WH, OOJIAJAlOIIUX AaHTUTUIIEPTEH3UBHBIM
JIEHCTBHUEM.

[TosTOMy peKOMEeH TyeTCs 10 BO3MOKHOCTH MTPEKPATUTh IpueM UHIHOUuTOpoB AIID mnTensHOro
JeMCTBUS, TAKUX KaK TIEPHHJIONIPHII, 32 CYTKH JIO XUPYPTUIECKOTO BMEIIATEIhCTBA.

Cmeno3 aopmanvHo20 unu MUMPATILHO20 KIanamos/ 2unepmpoguueckas 06CmMpyKmMueHas
KapOUuOMUonamusi

WNuruburoper AII® 1MOMKHBI C OCTOPOXKHOCTBIO HA3HAYaThCS MNallMEHTaM C OOCTpYyKIMen
BBIHOCSIIIIETO TPAKTA JICBOTO JKEITyI0YKa.

Ileuenounasn HeOocmamoyHoCcms

B penxux cinyyasx Ha goHe npuema uHruoutopoB AIldD Bo3HMKaeT XojecTaTHUECKas JKEJITyXa.
[Ipu mporpeccupoBaHUM 3TOTO CHHAPOMa BO3MOXKHO pa3BUTHE (YIBMHHAHTHOTO HEKpO3a
NIEUYEHH, WHOT/A C JICTAIBHBIM MCXOJ0M. MeXaHU3M Pa3BHTHS ITOTO CHHApoma HesceH. [Ipu
TIOSIBIICHHUH YKEJITYXH HITH TIPU 3HAYUTEIILHOM TTOBBIIIIEHUN aKTHBHOCTH TIEYCHOYHBIX ()EPMEHTOB
Ha (pone nmpuema uHruouTopoB AIlD nanueHTy ciemayeT npeKpaTuTh npueM uHruoutopa AIl® u

HAXOJUTHCS MOJI COOTBETCTBYIOIIUM CUTYAIIMU HA0JII0IcHHEeM Bpaya (cM. pazzaen 4.8.).
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(NOCNENOBATENLHOCTL 0005)

T'unepranuemus

['unepkanuemMusi MOXET pa3BUBaTbCs BO BpeMs JieueHus: uHruouropamu AII®, B ToMm uucie, u
nepusaonpwioM. Wuruburopsr AII® Moryt BbI3BIBaTH THIEPKATUEMHUIO, IMOCKOJBKY OHHU
MHTUOUPYIOT BHICBOOOXKICHUE AJIbJOCTEPOHA. Y MAIMEHTOB ¢ HOPMaJIbHON (DyHKIMEH M0YeK 3TOT
¢ ekt o0bYHO He3HauuTeneH. PakTopaMH pHCKA THIEPKATUEMHUH SBIAIOTCS IMOYEYHAs
HE/IOCTaTOYHOCTh, YXYZIIIEHHE (YHKUIMH MOYeK, Bo3pacT crapme 70 jer, caxapHblii aualder,
HEKOTOpBIE COIYTCTBYIOIIME COCTOSIHUS, B YACTHOCTH JI€rMJpaTalys, ocTpas JAEKOMIIEHCALUs
CepACYHONM  JEATENIbHOCTH,  MeTa0OJMYeCKUH  auugo3,  COBMECTHOE  IPUMEHEHHE
KanuiicOeperaonyx JUYpeTUKOB (TakKMX KakK CHUPOHOJIAKTOH, SIJIEPEHOH, TPHUaMTEpEH,
aMWJIOPH]T), a TAKXKE MPernapaToB Kajlus WU KaJuiicoaepKalluX 3aMEHUTENeH MUIIEeBOM Colu, a
TaK)Ke IPUMEHEHUE APYTUX MPEenaparoB, COCOOCTBYIOUIMX MOBBIIICHUIO COJIEP)KaHUs Kallus B
IUIa3Me KpOBHU (Hampumep, rernapHuHbl, KO-TPUMOKCA30Jl, TaKKe M3BECTHBIM Kak KOMOWHAIMs
CyJb(paMeToKca3od + TPUMETONpUM, Apyrue HHruoutopsl AIID, aHTaroHUCTHl PeLENTOPOB
anrnorensuHa |, amermncanmumnoBas kucnota (3 r/cytkm m  Oonee), HHTUOMTOPHI
nukiookcureHaspl-2 (LUOI'-2) u HecenekTUBHbIE HECTEPOUAHBIE MPOTHUBOBOCHAIUTEIbHBIC
npenaparel  (HIIBII), uMMyHOmenpeccaHTbl, TakMe KakK IMKJIOCIOPHH WM TaKPOJIUMYC,
TPUMETOIIPUM), U OCOOEHHO aHTarOHUCTOB anbaocTepoHa uiau APA II.

[IpumeHeHrne mpemapaToB Kajius, KaJuicOeperawmux JIWypeTUKOB, KaJauilcoaepKaux
3aMEHUTENICH MUIIEBOM COMM MOXET NMPUBECTH K 3HAUUTEIHHOMY IOBBIIIEHUIO COJIEp/KaHUs
KaJIMsl B KPOBH, OCOOEHHO y MAIMEHTOB CO CHIKEHHOM (pyHKIMeN movek. [ unepkanreMus MoxeT
OPUBECTH K  CEpPbE3HbIM, MHOrAa  (aTaJbHBIM  HApyIIEHUSIM  CEpACYHOI0  pUTMA.
Kanuiicoeperaromue auypetuku u APA Il ciegyer npuMeHsTh C OCTOPOKHOCTBIO y MAlleHTOB,
nosydaromux HMHruoutopsl AIID, mpu 3TOM clelyeT KOHTpPOJMPOBATH YPOBEHb Kalus B
CBIBOPOTKE U (DYHKIIHIO MTOYEK.

Ecnu Heo6X0oa1MMO COBMECTHOE NMPUMEHEHHE YKa3aHHBIX BBIIIE MpEnapaToB, JEUSHHE JTOJIKHO
MIPOBOAMTHCA C OCTOPOKHOCTHIO Ha (DOHE PEryJISIPHOIO KOHTPOJIS COAEpKaHMsI KOHLEHTpaluu
WOHOB KaJIusi B CBIBOPOTKE KpoBH (cM. paszzen 4.5.).

BcnomoraTensHbI€ BelllecTBa

[Tpenapat Opodda conmepxut mnakro3pl MoHoruapar. [lamueHtam ¢ penko BCTpedaroleics
HACJIEICTBEHHOW HENEPEHOCUMOCTHIO T'aJlaKTO3bl, 1e()EeUTOM JIaKTa3bl JIOMape WK TIII0K030-
rajJakTO3HON MajababcopOIneit He ClieayeT MPUHUMATh 3TOT mpenapar (cM. pasaen 4.3.).

[Tpmapar Opodda comepxutr MeHee yem | mmonb HaTpus (23 mr) B TalieTke, TO €CTh

MPAKTUYCCKU HC COACPIKUT HATPUA.
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4.5. B3auMmojeilicTBMe C JAPYTrHMH ﬂeKachBeHHblmll:“:h—[l)%i;lﬁ;)%% I\I’I_'Pw:#l:"lll'pn?l;l:lt‘,:l:lél}lnbl

B3aNMO/IeCTBHA

OO11ee g NEpUHIONPUIIA U MHIAIAMUIA

Coemecmmoe npumeHenue He peKOMEeHOYemcsl

Ipenapamul 1umus

[Ipy cOBMECTHOM NpPHUMEHEHHMH MpenapaToB JIUTHS U UHTUOMTOpoB AIID coobmanocs 00
00paTMOM IOBBIILIEHUH COJAEPKAHUS JIUTHS B IJIa3ME KPOBH U CBSI3AHHBIX C 3TUM TOKCHYECKHX
s¢¢pexrax. CoBMECTHOE MPUMEHEHNE KOMOMHALIMY IEPUHAONPUIA U MHIAIAMUA C IpenapaTaMu
JIUTHA He pekoMeHayeTcs. [Ipu HeoOX0MMOCTH IPOBEAEHUS TAKOM Tepanuu cliefyeT PeryJsipHoO
KOHTPOJIUPOBATH KOHIICHTPAIIMIO JINTHS B TIa3Me KPOBH (CM. paszen 4.4.).

Cosmecmmnoe npumenenue mpebdyem ocoboli 0CMOPOICHOCHU

baxnogen

YcuneHnue aHTUTMIIEPTEH3UBHOro aeWcteusa. Cuenyer KoHTposnupoBars AJl u, 1npu
HE00X0JUMOCTH, KOPPEKTUPOBATH J03bl aHTUTUIIEPTEH3UBHBIX IIPENApaTOB.

Hecmepouoduvie npomusosocnanumenvuvie _npenapamul  (HIIBII) (sxnouas evlicokue 003bl

auemuﬂcaﬂuuuﬂoeoﬁ KUCi0mul > 3 Z/CVI’I’ZKM)

[Ipu coBmecTHOM mpuMmeHeHUU HHruouTopoB AIID m HIIBII (anernicanunmioBas KUCIOTa B
7103€, OKa3bIBAIOIIEH MPOTUBOBOCIAIUTENBHOE JEHCTBHE, WHTHOUTOPHI HHUKIOOKCHUTEHA3bI-2
(IOI'-2) u mecenextuHbie HIIBIT) moxxeT HaOmtomaThes ocinablieHHE aHTHUTUIIEPTEH3UBHOTO
saddekra. CoBmecTHOoe mnpumMeHeHue uHruoutopoB AlID u HIIBII moxer npuBoguTh K
YBEJIMYEHUIO PUCKA YyXYyJIIeHUus (QYHKIMU TOYeK, BKIIOYass pa3BUTHE OCTPOM MOYEeyHOU
HEJOCTAaTOYHOCTH, M YBEIWYEHHUIO COAEpNaHWUS Kallusg B CHIBOPOTKE KPOBM, OCOOEHHO Yy
NAIMEHTOB C MCXOJIHO CHMKEHHOW (yHKuuel mouek. Cienyer coOito1aTh OCTOPOXKHOCTh MPHU
npuMeHeHnn komOuHanuu npenapara 1 HIIBII, ocoGenHo y moxkmibix nanueHTos. [lanmenTs
JIOJDKHBI TI0JIy4aTh aJ€KBaTHOE KOJIUYECTBO JKHUJIKOCTH, PEKOMEHAYETCS KOHTPOJIMPOBATH
(GYHKIUIO TOYEK KaK B HaYaJe COBMECTHOM TepaInuu, TaK U MEPUOJUYECKH B IIPOLIECCE JICUEHUSI.
Coemecmnoe npumenenue mpebyem GHUMAHUSL

Tpuyuxiuueckue aHmudenpeccaHmbl, dHmuncuxomudeckue npenapanivl (Hedpwzenmuku)

[TpenapaThl THX KJIacCOB YCWJIMBAIOT AHTUTHIEPTEH3UBHBIM 3((EKT U YyBEIMUUBAIOT PHUCK
OpPTOCTATUYECKOW IMIOTEH3UH (aIAUTUBHBIN 3P HEKT).

WHpanamMun

Cosmecmmnoe npumenenue mpebyem ocobou 0CMOPOICHOCHU

Ipenapameot, CNOCOOHbLE _ 8bl3blEANMb I’ZOJZI/lMODd)HVIO oHCENYO0UKOBYIO maxulcapc)uio muna

«nupyamp
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W3-3a pucka pa3BUTHS TUIIOKAJTUEMHH CIEAY&T co6n}5|ﬂelljr:1;'1)|%‘pc)% 'x”q:[gé;lkﬂh—)h ];:f')érllv[iencfi‘l'HOM

Ha3HAUYEHUHM WHJIAaMuga C [pernapaTtaMH, CIIOCOOHBIMH  BBI3BIBATH  HOJMMOpP(HYIO

KEITyTOYKOBYIO TAXUKAPAUIO THIIA «ITUPYIT», TAKUMHU KaK:

® aHTHApUTMHUYECKHE JIeKapCTBEHHbIe mpenaparbl |A kiacca (XMHUAWH, TUIPOXUHHIIUH,
nusonupamu, npokanHamua) u IC kmacca (paekannuy);

e aHTHapUTMHUYECKHe JeKapcTBeHHbIe npenapatsl |11 knacca (amuogapon, cotanon, 1o¢eTuiu/,
U0y THIINI, OpETHIINS TO3WIIAT, TPOHEIAPOH );

e Heilponentuku: peHOTHA3UHBI (XJIOPIPOMA3HH, IaMEMa31H, JIEBOMEIPOMa3HH, THOPUIA3UH,
tpudayornepasus, ¢uydeHasut), OeH3aMUIbl (aMUCYIBIPHUA, CYJIBIUPHA, CYJIBTONPHUII,
THanpu), OyTUpoPEeHOHBI (APOTEPUI0T, TATONEPUIOI ), MUMO3U, CEPTHHIIOI;

® AHTUACTIPECCAHTHI: TPUIMKINYECKHE AaHTHUICTIPECCAHTHI, CEJICKTHBHBIE  HWHTHOUTOPHI
00paTHOro 3axBaTa CEpOTOHMHA (LUTAIOIPaM, ICIUTAIIONPaM);

e aHTHOAKTEpHANbHBIE CPEACTBA: (PTOPXUHOJOHBI  (JIEBOGIIOKCAIIMH, MOKCH(IIOKCAIIHH,
cnapduokcanut, UUOPOQIOKCALMH); MAaKpOIUJIbl (3PUTPOMULMH IPU BHYTPUBEHHOM
BBCJICHUY, Aa3UTPOMUIIMH, KJIAPUTPOMHUIIMH, POKCUTPOMHIIMH, CIUPAMHIAH); KO-
TPUMOKCA307;

® IPOTUBOTPUOKOBBIE CPEJCTBAa psijfia a30JI0B (BOPHKOHA30JI, UTPAKOHA30J, KETOKOHA30JI,
dirykoHazomn);

® TIPOTUBOMAIISIPUITHBIE CPE/ICTBA (XMHHIH, XJIOPOXUH, MEQIOXHH, Taio(aHTpuH, TyMepaHTPUH);

® aHTHAHTWHAJIbHBIE CPEACTBA (PAHONA3MH, OCTIPUIUI);

® TIPOTUBOOITYXOJIEBBIE MpenapaTbl 1 UMMYHOMOIYJSTOPHI (BaHIETaHUO, MBIIIbSKA TPHOKCH]I,
OKCAJIUIIIATHH, TAKPOIUMYC, aHaTPEITU);

® [POTHUBOPBOTHBIE CPEJCTBA (OHIAHCETPOH);

® CpE/CTBA, BIMUSAIONINE HA MOTOPUKY KETYJOYHO-KUIICYHOTO TPaKTa (IIU3anpu/l, TOMIIEPHIOH);

® AHTUTHCTAMHHHBIEC CPECTBA (acTeMU30J1, TepPeHAINH, MIU30JIaCTHH ),

® TIpoYHe: MEHTaMUJIUH, TU(EMaHWI, BAHKAMUH TIPU BHYTPUBCHHOM BBEJCHUH, Ba3OMPECCHH,
TEPIUNPECCHUH, KETAHCEPUH, MPOOYKOII, Tporodoi, ceBodypaH, TEPOIUINH, [IUIOCTA30]I.

Crnemyer mMpoBOAWUTH NMPOPHIAKTHKY THUIOKAIHMEMUW W, TIPU HEOOXOIUMOCTH, €€ KOPPEKITUIO;

KOHTpopoBath nHTepBasT QT.

Ipenapameot, CNOCOOHBLE BbI3bIEAMb 2UNOKAIUCMUIO

AmdoteprunuH B (B/B), TIIOKO- 1 MHHEPAIOKOPTUKOCTEPOUIBI (P CUCTEMHOM NPHMEHEHUH),
TETPAKO3aKTH/I, CITAOUTEIbHBIE CPEICTBA, CTUMYIIUPYIOIINE MOTOPUKY KHIIICYHHUKA: YBEIHUCHHE

pHUCKa pa3BUTHUS THMOKATHEMUH (a1 TUBHBINA (D PEKT).

16



COOTBETCTBYET ZKCNEPTHOMY OTUETY
ot 29.11.2023 N2 25074
noc

i - B HOC TR 0005
HeoOxogum KOHTpOIbh CcOAEpX)aHUS Kaaus B_ILIa3Me moﬁﬂn&h 'L%Mmm};)ém = ero

koppeknus. Oco0oe BHUMaHHE CJEIyeT YAeNATh MaIleHTaM, OJHOBPEMEHHO MOJIYYaroIluM
ceplieuHble TIUKO3UIbl. CleayeT MpPUMEHSTh CIaOUTENbHBIE CPEACTBA, HE CTUMYIUPYIOIIUE
MOTOPHUKY KHILIEYHHKA.

Cepoeunbvie 2iuKo3uobl

'mnokainemusi yCUIMBAET TOKCHUYECKOE ACHMCTBUE CEPICUYHBIX TIIMKO3UI0B. PexoMeHnmyercs
KOHTPOJIUPOBATh COJEPKaHME KaJlug M MarHus B miasmMe kpoBu W mokazarenu OKI' u, npu
HEO0OXOAMMOCTH, KOPPEKTUPOBATH TEPATTHIO.

Annonypunon

IIpy COBMECTHOM NPUMEHEHUM C HMHIANAMHIAOM BO3MOXHO TNOBBIIIEHWE YacCTOThl PEaKUUl
TUIIEPYYBCTBUTEIBHOCTH.

Coemecmmoe npumeHnerue mpeoyem HUMAHUSL

Kaﬂuﬁ06€D€ZGlOZMM€ duypemuku (QMMJZODMO, CRUPOHOJTIAKIMOH, mpuammepeﬂ)

Takoe coyeranne OOOCHOBAaHHO Y HEKOTOPBIX IMalMEHTOB. [IpW 3TOM MOXeT HaOII0IaThCS
TUTIOKAJUEMUS WU TUIIEPKAIMEMHUS (B YaCTHOCTH, Y MAIIMEHTOB C MOYEYHON HEJJOCTATOYHOCTHIO
WIK caxapHbIM auabetoM). Ecnm HeoOXoAMMO COBMECTHOE NPHMEHEHHWE HWHIAmaMuiaa |
yKa3aHHBIX BBIIIE KaauiicOeperarimx IMypeTUKOB, CIeIyeT IPOBOAUTh KOHTPOJb COJIEPKaHuUs
Kanus B 1a3me KpoBu U mapametrpoB DKI'. [Ipu HeoOxonuMocTu cxema JIeUeHUs MOXKET ObITh
epeCMOTpEHa.

Memdppopmun

OyHKIMOHATIbHAS MTOYeYHasi HEAOCTATOYHOCTh, KOTOpas MOKET BO3HHMKATh Ha (OHE mpuema
JTUYPETUKOB, 0OCOOEHHO «IETIEBBIX)», MPU COBMECTHOM NMPUMEHEHHH C MET(HOPMHHOM IOBBIIIAET
PHCK pa3BUTHS MOJIOYHOKHCIOTO amnuao3a. He crmemyer mnpumeHsATh METHOPMHH, €CIH
KOHIIEHTpaIlusl KpeaTMHUHA B TUTa3Me KpoBU mpeBbinaet 15 mr/m (135 MKMOMB/M) y MyXUUH U
12 mr/n (110 MKMOJIB/1T) Y KESHIIUH.

Hodcodepofcamue KOHmMpdAacmHvle eeujecmed

O06e3BokMBaHKME OpraHu3Ma Ha (OHE IpHUeMa JUYPETUYECKUX IMPErnapaToB yBEIWYHBAET PUCK
pasBUTHSL OCTPOH TOYEYHOW HEIOCTaTOYHOCTH, OCOOEHHO NpHM NPUMEHEHHH BBICOKHX 03
HozconepKalux KOHTPAcTHBIX BelecTB. llepen mpuMeHeHneM ioacoiepKanx KOHTPACTHBIX
BEIIECTB MallMeHTaM HE00X0AMMO KOMIEHCHUPOBATh MOTEPIO KUIAKOCTH.

Kanovyuti (conu)

HpI/I COBMCCTHOM IMPUMCHCHUHN BO3MOXHO PA3BUTHC THIICPKAJIBIUCMUN BCJICACTBHUC CHUIKCHUS

9KCKPCIUHN KaJIbl[U ITOUYKAMHU.
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(NOCNENOBATENLHOCTL 0005)

Huxnocnopun, maxpoaumyc

Bo3M0XHO IIOBEIILIEHHE KOHILCHTpAMK KpCaTHMHUHA B IIJIa3MC KpPOBH 0e3 H3MEHEHUs
KOHICHTpAlMX LOUKJIIOCIIOpHUHA B IJIA3MC KPOBH, HAXKE IIPU HOPMAJIILHOM COJICPKaHWU BOAbI U
HOHOB HAaTpH:A.

Kopmukxocmepouoduwl, mempako3axmuo (npu cucmemMHoM npuMeHeHu)

YMeHbIIEHHE aHTUTUIIEpPTEH3UBHOTO 3 dekra (3amepxKa coau U BOAbI HA (poHE MpUMEHEHHUS
KOPTUKOCTEPOUJIOB).

[lepungonpun

JlaHHBIC KIIMHUYECKUX MCCIEAOBAaHUHN TMOKA3bIBAIOT, YTO ABOMHAas Omokana PAAC B pesynbrare
COBMECTHOro mnpuMeHeHusi uHruouropoB AllD, APA |l win anuckupeHa NpuUBOAUT K
YBEJIMUEHUIO YacTOThl BO3HMKHOBEHHS TAaKHUX HEKENATEIbHBIX SBJICHMHM KakK apTepualibHas
TUIIOTEH3MsI, THIEPKAIMEMHUs. M CHIKEHME (YHKIMM IOYeK (BKIOYas OCTPYIO IMOYEUYHYIO
HE/I0CTaTOYHOCTh), 110 CPAaBHEHUIO C CUTYaLMsIMH, KOTJa IPUMEHAETCs TOJIbKO OJUH Ipenapar,
Bo3neiictByronmii Ha PAAC (cm. pasnens 4.3., 4.4. 1 5.1.).

Jlexapcmeennvie npenapamul, nosviuiarowue pUcKk pazeumusi AH2UOHEBPOMUIECKO20 OmeKd
CoBmectHOe mnpuMeHeHHe HHruoutopoB AIID ¢ komOuHammed BajcapTaH + CaKyOMTpHI
IPOTHBOIIOKA3aHO, TAK KaK 3TO YBEJIMYHUBAET PUCK AaHTMOHEBPOTUYECKOI'0 OTEKA (CM. pasfensl 4.3.
u 4.4.). llpumeHeHne KOMOMHAIIMU BaJICApTaH + CaKyOMTpUIJI BO3MOXKHO HE paHee, 4eM depe3
36 yacoB mocie MPUMEHEHUs MocieqHell 103bl nepuHaonpuia. IlpuMeHnenune nepuHponpuiIa
BO3MOXKHO HE paHee, 4eM uepe3 36 yacoB MOcCie MPUMEHEHHUs MOcleAHeN J103bl KOMOMHALUU
BasicapTaH + cakyouTpui (cM. paszaenst 4.3. u 4.4.).

CoBMectHOe mnpumeHeHne HHruoutopoB AlIID c¢ panexagorpuiom, unHruoutopamu mTOR
(HampuMmep, CHPOJIMMYCOM, 3BEPOJIUMYCOM, TEMCUPOJIMMYCOM) M TIJIMIITHHAMHU (HaIpHUMep,
JUHATJIMOTUHOM, CaKCarjUNTUHOM, CHUTArJUNTUHOM, BWJIJArJIMIITHHOM) MOXET NPUBECTH K
MOBBIIIEHHOMY PHCKY aHTHOHEBPOTHYECKOT0 0TeKa (cM. paznen 4.4.).

Jlexapcmeennvie npenapamul, 8b13b16a0OWUE 2UNEPKATUEMUIO

Hecmotps Ha To, 4TO YpOBEHb KajHs B CHIBOPOTKE KPOBH OOBIYHO OCTAETCs B Mpesiesax HOPMBI,
y HEKOTOPBIX MAlMEHTOB, MPUHUMAIONIMX KOMOWHAIMIO MHIAMAaMUJ + MEepUHIONPHI, MOXKET
BO3HUKHYTb TUIIEPKAIUEMUS.

HekoTopsie nexkapcTBeHHbIE MpemapaThl UM KJIAcChl MPEenapaToB MOTYT YBEIHMYHUBATh YacCTOTY
pa3BUTHUS TUIIEPKATUEMHH: aTUCKUPEH, COJM Kallus, KainuiicOeperaromiie 1nypeTuku (Hanpumep,
CIHMPOHOJIAKTOH, TPUAMTEpEH Win amuiiopun), uaruoutopsr AII®, APA |1, HIIBII, renapunsi,
MMMYHOJIEIPECCAaHThl (TaKue KaKk LUKIOCIOPUH WM TaKpOJUMYC), TPUMETONPUM U KO-
TPUMOKCa30J (Cyab(OMETOKCa30Jl + TPUMETOIPUM), MOCKOIbKY TPUMETONPHUM, KaK M3BECTHO,

neiicTByeT MmoAoOHO KanuiicOeperarouieMy JIUypeTUKy, Kak amuwiopuna. KomOuHamus STuX
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JIEKapCTBEHHBIX MPENapaToB YBEIMUYNBAET PUCK asBHTnmg@Eﬁ%@ﬁ%%ﬁbﬂﬁw&gl@[@éﬁoe

MPUMEHEHNE KOMOWHAIIMY WHATIaMUJI + TIEPUHAONPHII C BHIIICTICPEUNCIICHHBIMU MpenapaTaMu
HE pekoMmeHayercs. Eciu moka3aHO COBMECTHOE MPUMEHEHHE, HMX CIEIyeT MNPUMEHSTh C
OCTOPOKHOCTBIO U C YaCThIM KOHTPOJIEM YPOBHS KaJHs B CHIBOPOTKE KPOBH.

Coemecmmoe npumeHerue NpomusonoKa3ano (cm. pasoen 4.3.)

AJZUCKMD@H U J1eKapCcni6eHHble npenapanivl, COO@D()fCClWLle AJUCKUpeHr

CoBMecTHOE TpuMeHeHHe HHIHOUTOpOoB AIID ¢ nekapcTBEHHBIMU MpemapaTaMu, COACPKAIIUMU
QIMCKUPCH, MPOTUBOIMOKA3aHO Yy TAIMEHTOB C CaXapHBIM JIHA0CTOM W/WIM YMEPEHHBIM WIIH
TSOKENBIM HapyieHneM GpyHkimu modek (CK® < 60 mr/mun/1,73 M2 mTommang HoBepXHOCTH TeJa)
(M. pazmen 4.3.). Bo3pactaer puCK pa3BUTHUS THICPKATHMEMHH, YXYAMICHUS (YHKIIUH TOYCK,
CepACYHO-COCYTUCTOM 3a00JI€BaEMOCTH  CMEPTHOCTH.

Cosmecmnas mepanusi ¢ MH2M6M7’I’ZODCIMM AIlD u anmazonucmamu peuenniopoe aHcuOmeH3urd

[IporuBonoka3aHo npumeHeHne UHruOuTOopoB AIID B coueranun ¢ APA Il y mamueHtoB c
nuaberndecko Hedponaruei (cMm. pasznen 4.3.).

QKCMDCZKODI’IODCIJZbHCZE mepanu:

OKCTpaKOpIOpaJIbHbIE METOJbl JIEUEHUS, NPUBOAAIIME K KOHTAaKTy KPOBU C OTPULATEIBHO
3apsDKEHHBIMU TIOBEPXHOCTSIMH, TaKM€ KaK JUalIN3 WM TeMO(UIbTpalMsl C UCIOJIb30BaHUEM
HEKOTOPBIX BBICOKONPOTOYHBIX MeMOpaH (Hampumep, MOIHMAKPUIOHUTPHIIOBBIX), WM adepes
JUIONPOTENHOB HU3KOH MIIOTHOCTH C UCIIOJIb30BAHUEM JIEKCTpaHa CyJib(ara, MPOTUBONOKAa3aHbI
U3-32 YBEJIMYCHUS PUCKA PA3BUTHS TSDKENBIX aHa(UIAKTOUAHBIX peakiuii (cM. pa3zaen 4.3.). Eciu
NalMeHTy HeoOXoauMa SKCTPAaKOpIOpasbHAsi Tepamus, CIelyeT pPacCMOTPETh BO3MOXKHOCTb
MCIIOJIb30BaHUs APYTOro THUIA AUATM3HON MeMOpaHbl WK JPYTroro Kjiacca aHTUTUIIEPTEH3UBHBIX
IIpenaparos.

Cosmecmmuoe npumeHenue He peKkOMeHOYemcs.

Anuckupen u 1ekapcmeentble Npenapamol, COOQDD!CCIWU@ AJlUCKUpeHr

Y nmanueHToB, HE MMEIOMIMX caxapHoro jAuadera WIM HapylleHHs QYHKIMH TOYeK
(CK® < 60 mn/mumn/1,73 M? muomamd MOBEPXHOCTH Tela), TOBBIIIEH PHCK pPa3sBHTHS
TUMEPKAIMEMHUH, YXyAIIeHNs: (YHKIMM MOYEK W TMOBBIIIEHUS YaCTOThI CEPACYHO-COCYIHCTOM
3a00JIeBaEMOCTH M CMEPTHOCTH (CM. pazzaen 4.4.).

Couemanue mepanuu ¢ uncubumopamu AP u APA 1l

[To umeromuMcs TUTEPaTYpPHBIM JAHHBIM, Y TTAIIIEHTOB C YCTAHOBJIEHHOM aTepOCKIEPOTHUECKON
00J1€3HbI0, CEpPACYHON HETOCTaTOYHOCTHIO MJIM CaxapHbBIM UA0ETOM C MOpakeHHUEM OpPraHOB-
MUILIEHEeH coBMecTHOe mpuMeHeHne MHruoutopos AII® u APA |l nmpuBoguT K yBenW4YeHHIO
YacTOThl Pa3BUTUSA APTEPUAIBHOM TMIIOTEH3MHM, OOMOpOKA, TUIEPKATUEMHU M YXYALICHUS

GyHKIUM MOYeK (BKJII0Yas OCTPYIO MOYEUHYIO HEAOCTATOYHOCT), 10 CPAaBHEHUIO C CUTYallUsIMH,
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KOTrJia IPUMEHSIETCA TOJIbKO OJMH Ipenapar, BO3 eﬁcmy%%ﬁlﬁt‘%’%@&ﬂ%Eﬂ%égﬁb':%Hoﬁ

onokanel PAAC (Hanpumep, B cilydae COBMECTHOTO nprMeHeHus: tHruoutopos AIID u APA 1)
JIOJDKHO OBITh OTPAaHMYEHO €IWHUYHBIMU CIy4Yas MM CO CTPOTHUM KOHTpOJIeM (PYHKLIUH TOYEK,
coJepKaHus Kanus B tuiazme kposu u AJl (cm. paszaen 4.4.).

Dempamycmun

CoBMecTHOE MPUMEHEHHE MOXKET IPUBECTH K MOBBIIIEHUIO PUCKA Pa3BUTHS MOOOYHBIX 3((HEKTOB,
TaKUX KaK aH[MOHEBPOTHYECKUH oTeK (0Tek KBuHKE).

Kanuiicbepezarowue ouypemuxku (Hanpumep, mpuammeper, amMuiopuo) u kaiui (coau)

['unepkanuemusi (¢ BO3MOXHBIM JIETAJIbHBIM HMCXOJIOM), OCOOCHHO IMpPH HapylIeHUU (QGYHKIUU
noyex (aaauTUBHBIE () (EKThI, CBS3aHHBIC C THIIEPKAITUEMHEH).

CoueraHne TMEpUHAONPUIA C BBILICYIIOMSHYTHIMU JIEKAPCTBEHHBIMHU IIpernapaTamMu He
pexomenayetcs (cMm. pazaen 4.4.). Ecnu, TeM He MeHee, COBMECTHOE MPUMEHEHHE TTOKa3aHo, UX
ClelyeT MPUMEHSTh C COONIOACHHEM Mep MPEIOCTOPONKHOCTU U PETYISIPHBIM KOHTPOJIEM
CoOJIep’KaHusl KaJlusl B CBIBOPOTKE KPOBH.

Oco0OeHHOCTH MPUMEHEHUS CIMPOHOJIAKTOHA IPU XPOHUYECKOM CEpJeHYHOM HEI0CTaTOYHOCTU
OMHCAHbI Jajee Mo TeKCTy (cM. B mojapazzaene «CoBMecTHOE MpUMEHEHue TpedyeT ocoOoi
OCTOPOKHOCTHY).

Coemecmnoe npumenenue mpebyem ocooou 0CMOPOHCHOCMU

Tunozcnuxemuuecxkue cpedcm@a (uHCVJluH, nepopajibHvle caxadpocHulcaruiue npenapambz)

ONUAEMUOIOTHYECKUE HCCIIEAOBAaHUS TMOKAa3all, YTO COBMECTHOE MPUMEHEHHE HHTHOUTOPOB
ATII® ¥ runorIinKeMU4ecKUX CpeICTB (MHCYJIMHBIL, IEpOpalIbHbIE CaXapOCHMKAOIIUE ITpenapaThl)
MOYKET yCHUJIMBATh TUMOTIIMKEMUYECKHIA dPPEKT WHCYIMHA U TUTIOTIIMKEMHUYECKUX CPEICTB IS
npremMa BHYTPh BIUIOTh JI0 Pa3BUTHS THITOTIMKeMHHN. JJaHHBIN 2P deKT BeposiTHEE BCETO MOKHO
HaOJII01aTh B TEUEHUE MIEPBBIX HEJIENIb COBMECTHOM Te€parny, a TAK)KE y MalMEeHTOB ¢ HapyILIEHUEM
(GYHKINU TOYEK.

Kanuiinecbepezarowue ouypemuxu

VY mMmanmMeHToB, MOMYYalolUX AUYPETUKH, OCOOCHHO y TAIMEHTOB C THIOBOJEMHUEH W/HWIN
CHIDKEHHOM KOHIEHTpaluel cosiedf, B Hayaue Tepanuy NepUHIONPHIOM MOXKET HaOJII0IaThCs
ype3MepHoe CHIbKeHHe AJl, puck pa3BUTHS KOTOPOTO MOXHO YMEHBUIUTH ITyTEM OTMEHBI
JNYyPETHYECKOTO CPEJICTBA, BOCIIOJHEHNEM IMOTEPH KUIKOCTH UIIU COJIEN IIEpel HA4ajaoM TePANHU
NEPUHJIONPUIIOM, a TaKKe Ha3HAauYeHUEM MEepUHAONpPHIa B HU3KOW [03€ C JajdbHEHIIUM
IIOCTEIIEHHBIM €€ YBEINYEHUEM.

IIpu apTrepualbHON THIIEPTEH3UH Y TALUEHTOB C TUIIOBOJIEMUEH WM CHUKECHHOM KOHLICHTPALUEH
cojeil Ha (poHe Tepanuu AUYpETUKAMH, TUYPETUKH JIOJDKHBI ObITH JTMOO OTMEHEHBI A0 Hadaia

npuMeHeHus uHruouTopa AlID (mpu 3TOM KanmitHecOeperaromuid TUYpPEeTHUK MOXET OBITh
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Mo3/IHee BHOBb Ha3HadeH), 1u00 uHruoutop AIID ﬂoh@é%aﬁpﬁ:ﬁhﬁggghw'ﬂnﬁﬁm% E'Ig'se Cc

JaTIbHENIIUM IIOCTEIICHHBIM €€ YBEIMYCHHUEM.

[Ipy mpuMeHEHUU TUYPETUKOB B CIIy4ae 3aCTOMHOMN cepledHOl HeIO0CTaTOYHOCTH WHTHOUTOP
AII® nomxkeH ObITh Ha3HauYeH B OYEHb HU3KOM J103€, BO3MOYKHO, IOCJI€ YMEHbBIICHMS J103bI
IPUMEHSIEMOI0 OJHOBPEMEHHO KaluiiHecOeperaroiero AnypeTika.

Bo Bcex crmyuasx QyHKUMs Modek (KOHIEHTpalWs KpEeaTHHHUHA) JO0JDKHA KOHTPOJIMPOBATHCS B
NIEpBbIE HEEIN IPUMEHEHUS] UHTUOUTOPOB AIID.

Kanuiicoepezarowue ouypemuxu (3niepeton, cnupoHoJAAKINMOH,)

[IpumeHeHue >mIepeHoHa Wik CIMPOHOJIAKTOHA B J103aX OT 12,5 mMr 10 50 MI B CYTKH M HU3KUX
1103 UHruouTopos AIld:

[Tpu Tepanmuu XxpoHW4eckoil cepaeunoi HemocratouHocTH |-V dyHKIIMOHANBEHOTO KiTacca 1o
knaccupukanun NYHA ¢ ¢pakumeir BoiOpoca neBoro skemygouka < 40 % wu panee
npuMeHsBIiuMuca uHruOutopamu AllD u «mernaeBbIMU» AUYPETUKAMH, CYIIECTBYET PHCK
THIEPKATMEMHUH (C BO3MOXHBIM JIETAIBHBIM HCXOJIOM), OCOOCHHO B Cily4ae HECOOIIOICHHS
PEKOMEHIAlU OTHOCUTEIILHO 3TOW KOMOWHAIMH MPETapaToB.

[lepen mpuMeHeHHEM TaHHOW KOMOWHAIIUY JIEKApCTBEHHBIX [TPENapaToB, HEOOXOAUMO YOS IUTHCS
B OTCYTCTBHUH TMIIEPKAIIMEMUU U HAPYIIEHUS GYHKIUH MTOYEK.

Pexomennyercs perynasipHO KOHTPOJIMPOBATh KOHLIEHTPALMIO KpeaTUHUHA W Kajdusl B KpPOBU:
€KEHEJIeNIbHO B NIEPBBIN MECSI] JICYEHUSI U €KEMECSUHO B MOCIETYIOIIEM.

Pexombunanmmusle mrxanesvle akmusamopul niazmunozena (rtPA, armenaaza)

[TaumenTsl, noxyvasmre UHrUOUTOPH! AIID 1 nomyyaromye anTeruiasy A TPOMOOIUTHIECKOM
Tepanuu IpU OCTPOM HIIEMUYECKOM HHCYJIbTE, MOTYT MMETh IOBBIIIEHHBIH PHUCK pa3BUTHSA
AQHTMOHEBPOTUYECKOTO OTEKA.

Cosmecmmuoe npumernenue mpedyem GHUMAHUSL

T'unomenszusnvie CDQ()CWZ@CZ u 8a30dwzamam0pbl

CoBMecTHOE IMPUMEHCHUC OTHUX IMPEIMApaTOB MOXET YCHIIMBATh AHTUTHUIICPTCH3NBHOC ﬂeﬁCTBHe
NEpHUHAOIpPUIIA. HpI/I COBMCCTHOM NNPUMECHCHHUU C HUTPOITIMICPUHOM U APYTYUMU HUTpATaMH WA
APYyruMu BazogujiaTtaTropaMu BO3MOKHO JOIOJIHUTCIIbHOC CHUKCHUC AI[

Annonypunon, yumocmamudeckue u UMMYHOCYnpeccueHbsle cpedcmea, cucmemHvle

KODmuKOCI’I’léDOu()bl u npoxauHaMu()

CoBMecTHOE TpuMeHeHue ¢ HHruouTopamMu AITM MoXeT COITPOBOKIATHCS MOBBIMIEHHBIM PHCKOM
neiikoneHnu (cM. pasnen 4.4.).

Cpedcmea 0ns anecmesuu

Nuru6utoper AII® MoryT ycwimBaTh THINOTCH3UWBHBIH A(hdEeKT psga cpeacts s oOmei

anecresuu (cMm. pasaen 4.4.).
21



COOTBETCTBYET 3KCMEPTHOMY OTYETY
ot 29.11.2023 N 25074

(NOCNENOBATENLHOCTL 0005)

Cumnamomumemuxu

CHUMIAaTOMUMETUKA MOTYT OCJIa0JIATh AHTUTHIEPTEH3UBHBIA 3¢dexT unrudutopo AllD.

Ilpenapamul 3010ma

Coo0manoch 0 penkux ciaydasx HUTPUTOMIHBIX pEAKUMH (C TaKUMM CUMITOMAaMH, Kak
TUIIEpEMHUs KOKU JIMIA, TOILIHOTA, PBOTA, I'MIIOTEH3Ms) y IMALMEHTOB Ha (DOHE COBMECTHOIO
npuMeHeHus UHruoutopo AIID, B TOM ymcie MepUHIONpPHUIIA, M WHBEKIIMOHHOTO Ipernapara
30J10Ta (aypoThOMasaT HaTpusl).

4.6. ®epTHIBHOCTb, 0€PEMEHHOCTDb M JIAKTALMS

bepemeHHOCTD

[Mpenapat Dpodda nporuBomnokazan mpu depeMeHHOCTH (cM. pasaen 4.3.).

Hnoanamuo

JlaHHbBIe O MPUMEHEHUM MHJanamMujaa y OepeMEHHBIX KEHIIMH OTCYTCTBYIOT WM OTPAHUYEHBI
(menee 300 ucxonoB OepeMEeHHOCTH). [[nuTenpbHOE MpUMEHEHUE TUA3UIHBIX AUYpeTHkoB B |11
TpUMECTpe OCpPEMEHHOCTH MOXKET BBI3BIBATH THUIIOBOJIEMHUIO Yy MaTepH, a TAKXKe CHIIKCHHE
MaTOYHO-IIJIAIIEHTAPHOTO KPOBOTOKA, YTO MPUBOIUT K (peTOMIaneHTapHOi HINEMHUU U 3a7epiKKe
pa3sBUTHS IUIOAA.

HccnenoBanust Ha )KUBOTHBIX HE BBIIBUJIM MIPSIMOTO WJIM HENPSAMOTO TOKCHYECKOTO BO3/IEHCTBUS
Ha PETMPOTYKTHBHYIO (PYHKIIHUIO.

B kauecTBe Mepbl MpeAOCTOPOKHOCTH PEKOMEHIYeTCs M30eraTh NMPUMEHEHMs] MHAAaMuaa BO
BpeMsi OEpEMEHHOCTH.

Ilepunoonpun

B HacTosmuit MOMEHT HeT yOeTUTEeNTbHBIX ATHIEMHOIOTUYECKHUX TAHHBIX O TEPATOT€HHOM PHCKE
npu npueMme uHruouropo AIID B mepBoM TpuMecTpe OEpEMEHHOCTH, OJHAKO HEKOTOpOe
yBEJIMYEHUE PUCKA HApYILIEHUH pa3BUTHUS IJI0]1a UCKITIOYUTh HEJb34.

[TanmenTKam, MIAHUPYIOUIMM OEpEeMEHHOCTb, CIEAYeT OTMEHUTh JIEKapCTBEHHBIN Mpernapar u
HA3HAYWTh JIPyTWe€ TUINOTEH3WBHBIE CPEJCTBA, pa3pelIeHHbIE Ui TPUMEHEHUs TIpU
OepeMeHHOCTH, eclii TOJbKO Tepanusi uHruoutopamu AIID He sBusercss Heobxonumoil. [lpu
BBISIBIICHMHM OCpPEMEHHOCTHU CIIeyeT HEMEAJICHHO NMPEeKpaTUTh Tepanuio nHruoutopamu AllD u
IpU HEOOXOIMMOCTH Ha3HAYUTh JAPYTYIO TEPAIHIO.

U3BectHO, uTo Tepanust uaruOutopamu AII® Bo Il u Il TpumecTpax 6epeMeHHOCTH OKa3bIBaeT
deToToKcHYeCcKoe IeHCTBUE Ha IIJI0]] y YeJloBeKa (CHIKEeHHE (PYHKIIMU TOYEK, OJIMTOTHAPAMHHUOH,
3aMeyieHHe OCCHU(UKAIMM KOCTEH Yepena) M TOKCHYECKOE JeWCTBUE HAa HOBOPOXKACHHOTO

(HO‘IG‘-IHEUI HEOAOCTAaTOYHOCTD, THIIOTCH3HU A, I‘I/IHepKaJII/IeMI/I}I).
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Ecnu nanmenTtka nosyvana uHruoutopsr AIID co 1l Tpﬁﬂ&;pl%g&iégﬁ&trﬁ':p'elIo_'ivu-‘l:HH;/éTCﬂ

MPOBECTH YJIBTPA3BYKOBOE HCCIEAOBAHUE IIOJA JUIS OLICHKH COCTOSIHHS 4deperna U (DyHKIUU
MOYECK.

MiazneHIipl, MaTepH KOTOPBIX Monxydanu HHruoutopsl AIID Bo BpeMs GepeMEHHOCTH, JOJKHBI
OBITh TIIATEIBHO 0OCICIOBAHbBI HA TIPEAMET TUIIOTEH3UH (cM. pasaensl 4.3. u 4.4.).

JlakTanms

[Tpemapat Dpodda mpoTHUBOMOKA3aH B IEPUO IPYAHOTO BCKapMiInBaHus. Heo0X0oarMMO OLEeHUTh
3HAYUMOCTb TEPAITUHU JIJII MATEPU M IPUHSATH PEIICHUE O MPEKPAICHUHU IPYIHOTO BCKaPMIIMBAHUS
WJIM O TIPEKpaIeHUH IpremMa rpernapara.

Hnoanamuo

B Hacrosimuii MOMEHT HET JOCTOBEPHON HWH(OpPMAIMKM O BBIACICHUW HWHIANAMUAA WIH €ro
MeTabOIHUTOB C TPYTHBIM MOJIOKOM.

Y HOBOpPOXIEHHOTO MOXET pa3BUTHCS IOBBIIIEHHAS YYBCTBUTEIHHOCTh K MPOU3BOIHBIM
CyITb(hOoHAMHIA U THITOKATHCMHSL.

Puck st HOBOPOXKICHHBIX/MJIA/ICHIICB HEb3sT UCKITIOYATh.

Wupgamamu 01U30K MO CTPYKTYpE K THA3UIHBIM AUYPETUKAM, IPUMEHEHHE KOTOPBIX BBI3BIBAET
YMEHbIIIEHNE KOJIMYECTBA IPYTHOTO MOJIOKA MIIH [TO/IaBIICHUE JIAKTALINH.

Wupamamut IpOTUBOIIOKA3aH B MIEPUO]] TPYTHOTO BCKAPMITUBAHUS.

Ilepunoonpun

BBuny orcyTcTBHS HHpOpPMAINH, Kacarolielics MPUMEHEHHs TIEPUHIONPIIIA B IEPHO] TPYIHOTO
BCKapMJIMBAHMs, €ro MpHEM HEe pPEKOMEHIOBaH, MPEANOYTHTEIbHEE MPUMEHATh JApyTue
npenaparsl ¢ 0ojiee M3y4YEHHBIM TMpoduiaeM O€30MacCHOCTH, OCOOCHHO MpU KOPMIICHUH
HOBOPOXKJICHHBIX M HEJOHOIICHHBIX JACTCH.

DepTUabHOCTD

Obwee 0151 nepuHOONpUNA U UHOANAMUOA

W3ydeHust penpoyKTUBHON TOKCUYHOCTH IOKA3aJ0 OTCYTCTBHE BIMSHHS Ha (PEpTHIBHOCTH Y
KpbIC 000er0 moja. [Ipearnono)uTebHO BIMIHAE Ha PepTUITBHOCTD Y YeJIOBEKa OTCYTCTBYET.
4.7. Bausinde Ha CHOCOOHOCTH YNPABJSATH TPAHCHOPTHBIMHU CpeICTBAaMU U padorath ¢
MeXaHU3MaMu

O06a nelcTBYIOIMX BEIIECTBA, KaK MO OTACIBHOCTH, TaK M B KOMOWHAIMM WHAAMaMHua +
TIEPUHJIONPHII, HE OKA3bIBAIOT BIMSHUS HA CITIOCOOHOCTh YIIPABIIATH AaBTOMOOMIIEM WIIH JIPYTUMHU
MeXaHU3MaMH. Y HEKOTOPBIX MAallMEeHTOB, OCOOCHHO B Haydaje Teparnuy Wi MpU 100aBIEHUU K
MIPOBOAMMON TEPAINUU JPYTUX THIIOTCH3UBHBIX MPEMapaToB, MOTYT BO3HUKATh WHIUBUIYaIbHBIC
peaknuu, cCBs3aHHble co cHwkenueMm AJl. BcnencTtBue 3TOoro cmnocoOHOCTH YIIPaBIATh

aBTOMOOMIJIEM WJIM IPYTUMH MEXaHU3MaMHU MOXET ObITh HapylIeHa.
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4.8. HexkeslaTesibHbIE peaKIIUU

COOTBETCTBYET ZKCNEPTHOMY OTUETY

Pesrome npoduiist 6e3onacHocT

[lepungonpun oka3bIBaeT WHTUOMpYIOLIEE JACHCTBHE HA CHCTEMY «PEHHH-aHTMOTEH3HH-
anpoctepor» (PAAC) u yMeHbIIAeT BBIBEJICHUE HOHOB Kajiusd NMOYKaMH Ha (oHE mpuema
uHganamuga. Y 6 % manueHToB Ha (OHE TPUMEHEHHsS KOMOMHHMpPOBAHHOIO IIpernapara,
COACPpKAUICTO NCPUHAOIPHUIT W HHAAIIAMU, GBIJIO OTMCYCHO PAa3BUTUC THUIIOKAJINCMUU
(comepxanue Kanus MeHee 3,4 MMOJIIB/T).

HaunGosee yacThIMU HEXEIATSIbHBIME PEAKIIUAMU SBJISIIHCH:

- JUIsl MHJANaMK/Ia; TUIIOKAJIMEMUS, PEAKIIMKA THIIEPYYBCTBUTEIIBHOCTH, B OCHOBHOM KOXKHBIE, Y
ManucHTOB, MPCAPACIIOIOKCHHBIX K aJUICPrU4CCKUM W aACTMATUYCCKHMM pPCaKIHAM, U
MaKyJIONamnyJe3Has ChIIlb;

- Ul TICPUHJIONPUIIA: TOJIOBOKPYKEHHE, TOJIOBHAsI 0OJIb, MapecTe3usi, MUCTEB3Us, HAPYIICHUE
3peHHS, BEPTUTO, 3BOH B yIlIaX, apTepHajbHas TUIOTCH3MS, Kallelb, OJbIIIKa, 00Jb B )KUBOTE,
3arop, AUCIICIICUA, AUuapesa, TOUIHOTA, pPBOTA, KO>XKHEBIN 3yA, KOXHasd CbIllb, CIIa3Mbl MBI W
ACTCHHSI.

TabanuHoe pE3IOME HEKENATSIbLHBIX PeaKIUH

HesxenarenbHbie peakiiy pacipe/esieHbl B 3aBUCUMOCTH OT YaCTOThI UX BOSHUKHOBEHHS: OYCHb
gacTo (>1/10); gacto (ot >1/100 mo <1/10); Hewacto (oT >1/1000 mo <1/100); penxo (ot >1/10000
10 <1/1000); ogens penako (<1/10000); uacToTa Heu3BecTHA (HA OCHOBAHWN MMEIOIIUXCS TAHHBIX

OLICHUTh HEBO3MOXKHO).

CucreMHO-OpraHHbIN Yacrora
HexenatenbHas peakius
KJ1acc Nupnanamun | [lepungonpuin
Nudexnuu u nuBazun Punur - Ouensb penko
Do3uHOGUIHS - Hewacto*

ArpanyioruTos (cMm. pasaen 4.4.) | Ouens peako | OdYeHb peaKo

ArmnacTrueckasi aHeMUst OueHs penko -
Hapywmenus co

[TanuuTonenus - OueHnb penko

CTOPOHBI KPOBHU U
Jleikonennsa Ouenb penko | OdeHb peako

nuMdaTuaecKon
Heiitponienus (cm. paszaen 4.4.) - Ouens penko

CHUCTEMBI
I'emonutuueckas anemust Ouens penko | OueHb penko
TpomOoruTonieHus

Ouenb penko | OdeHb peako
(cMm. pasaen 4.4.)
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(peakuny, B OCHOBHOM KOXKHBIE, Y

MaIHuCHTOB C

CTOPOHBI HUMMYHHOM Yacto -
MIPEAPACIIONOKEHHOCTBIO K
CHUCTEMBI
AJUIEPrUUYE€CKUM U aCTMATUYECKUM
peaKIusIm)
CuHIpOM HEaJeKBAaTHOU CEKpPELUU
OHAOKPUHHBIE
AHTUUYPETUYECKOIO0 TOPMOHA - Penko
HapyLIEHUs
(CHCAAD)
I'unornukemust
- Hewacto*
(cMm. pasgensr 4.4. 1 4.5.)
['unepxanuemusi, oOpaTumas Ipu
OTMEHE Ipernapara (CM. pasjen - Heuacro*
Hapymenus 4.4.)
MeTabonu3mMa u I'unonarpuemust (cM. paszen 4.4.) Heuacto Hewacto*
MUTaHUSA [M'unepkanbiuemus Ouens penko -
['unoxnopemust Penxo -
I'mnomaraunemus Penxo -
[M'unepkanbumemus Ouens penko -
[M'unokanuemus Yacro -
JIaOunbHOCTH HACTPOEHHUS - Heuyacto
[Mcuxuueckue Henpeccust - Heuacro*
HapyILIEHUs Hapymenns caa - Heuacto
CnyTaHHOCTb CO3HAHUSA - Ouensb penko
I'onoBokpyxeHue - Yacto
T"onmoBHas 0oJb Penxo Yacrto
[Tapecresus Penxo Yacto
Hucres3us - Yacro
Hapymenns co COHIMBOCTH - Heuacro*
CTOPOHBI HEPBHOU Yacrora
Ob6mopox Heuacro*
CHUCTEMBI HEU3BECTHA

HNHCYynbT, BO3MOKHO BCIIEICTBUE

ype3MepHoro cHmkeHus AJly

OueHb penko
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pucka (cm. pazuen 4.4.)

[Teuenounas sHuedanonaTus y

MALMEHTOB € IEYEHOYHOMN Yacrora
HEJIOCTAaTOYHOCTHIO HEU3BECTHA
(cMm. pasnensi 4.3. 1 4.4.).
Yacrora
Hapymenust 3penust Yacto
HEU3BECTHA
Yacrora
Muomnus (cm. pazaen 4.4.) -
HEU3BECTHA
Hapymenus co
Yacrora
CTOPOHBI OpPraHa HeuetkocTb 3peHus -
HEW3BECTHA
3peHUs
Ocrtpast 3aKpbITOYTOJIbHAS Yactorta
rJIayKoMa HEU3BECTHA
Yacrora
XopuouIanbHbII BBITOT -
HEW3BECTHA
Hapyenus co Bepruro Penxo Yacto
CTOPOHBI OpPraHa ciayxa
3BOH B yIlIax - Yacto
Y JabupUHTA
Omryenue cepaneOneHus - Heuacro*
Taxukapaus - Heuacrto*

Hapymenus co

CTOPOHBI Cep/lia

Crenokapaus (cM. pasaen 4.4.)

Ouensb penko

Hapymenus putma cepana (B ToMm
qucie Opaaukapaus,
JKEIyA0YKOBasi TAXUKAPAUS U

GUOPHILTALINS IPEICEP TN )

Ouens penko

Ouensb penko

WudapkT Mruokapa, BO3MOXHO,
BCJIEJICTBHE U30BITOYHOTO
cHkeHus A/l y manueHToB u3
TPYIIIBI BEICOKOT'O PUCKA

(cMm. pasaen 4.4.)

Ouensb penko

[MonmumopdHuast xemyaoaxoBas

TaxUKapAus TUIA KIIUPYIT»

YacTtoTa

HCHU3BCCTHA
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ucxonom) (cM. pasaenst 4.4. u 4.5.)

ApTepI/Iaanaﬂ TUITIOTCH3UA U

CBSI3aHHBIE C 3TUM CUMNTOMBI (cM. | OYeHb peako Yacro
pazznen 4.4.)
Hapymenus co
Backynut - Heuacro*
CTOPOHBI COCYJIOB
[TpunuBbl - Penko*
Yacrora
Cunpapowm Peiino -
HEW3BECTHA
Hapymenus co Kamiens (cm. pasnen 4.4.) - Yacto
CTOPOHBI JIbIXaTEIbHON Oppimka - Yacro
CHUCTEMBI, OPTaHOB Bponxocmazm - Heuacto

IPYAHOU KIIETKU U

CPCaAOCTCHUA

SOSI/IHO(l)I/IJ'IBHaSI ITHCBMOHUA

OueHb penko

Keny104HO-KHIIIEYHbIE

HapyILIEHUs

bonb B xxuBOTE - Yacto

3anop Penko Yacto

HMuapes - Yacto

Jucnencus - Yacto

TomHoTa Penxo Yacto

PBorta Heuwacrto Yacto

CyXO0CTb CIIU3UCTOIN 000JI0YKH

Penxo Heuacto

MIOJIOCTH pTa

ITankpeatur

Ouens penko

Ouensb penko

Hapyenus co
CTOPOHBI IICYCHU U
KEIIYEBBIBOIAITUX

nyTein

I'enatuT (cM. pasaen 4.4.)

Yacrtora

HEHU3BCCTHA

Ouensb penko

Hapymenne ¢pyHkunu nedenu

Ouenb penko

Hapywmenus co
CTOPOHBI KOXKH U

NOAKOXXHBIX TKaHEN

KoxHnslii 3yx - Yacto
KosHas cpinb - Yacto
MakynonanyJsie3Has CblIlb Yacro -
Kpanupuuna (cm. pasaen 4.4.) Ouensb penko Heuacro
AHTMOHEBPOTHYECKHI OTEK
OueHb penko Heuacto

(cMm. pasaen 4.4.)

Iypmypa

Heuacto
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YacroTa
Peakiust poTOUYyBCTBUTEIIEHOCTH Hewacrto*
HEU3BECTHA
[Temdurons - Heuacto*
O6ocTpenue nicopuasa - Penxo*

MmuorogopmHas sputema

OueHb penko

Tokcuueckuil anuaepManbHbIA

HEKPOJIN3

Ouensb penko

Cungpom CruseHca-J[>xoHcona

Ouenb penko

Yacrorta
Cnia3mbl MBIIIIT Yacro
HEW3BECTHA
Bo3MoxkHOE yXyIILIEHUE YKE
Yacrorta
HMMEIOIIEICS CUCTEMHOM KpacHOM -
HEU3BECTHA
Hapymenus co BOJIYaHKU
CTOPOHBI MBIILIEYHOM, Aprpanrus - Heuacro*
CKEJICTHOU U YacroTa
Muanrus Heuacro*
COEIMHUTENIbHON TKaHU HEU3BECTHA
Yacrora
Mereunas ¢abocThb -
HEW3BECTHA
Yacrora
Pabnpomuonus -
HEU3BECTHA
[Touyeunass HETOCTATOYHOCTh Ouensb penko Heuacto
Hapymenus co
Octpas noueyHas
CTOpPOHBI NOYEK U - Penko
HEJI0OCTATOYHOCTh
MOYEBBIBOSIIUX MyTeH
AHyTpus/onurypus - Penxo*
Hapymenus co
CTOPOHBI
pPEeNpOAYKTUBHOMN DOpekTuibHas TucHyHKIUS Heuacto Heuacto
CUCTEMBI 1 MOJIOYHBIX
Keses
Actenus - Yacro
OO6mue HapylIeHus U _
bonb B rpyaHO# KIeTKe - Hewacro*
peakuuu B MecTe
Henomoranue - Heuacto*
BBE/ICHUS
[Mepudepuyeckue oreku - Hewacro*
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Jluxopaka MOCAEAOBATENBHUC TR0k
[ToBbIIEHHAS YTOMIIIEMOCTD Penko -
[ToBbIlIEHNE KOHIIEHTPALIUH
- Hewacro*
MOYEBHHBI B KPOBU
[ToBBIIIIEHNE KOHIICHTPAIIHH
- Heuacro*
KpeaTHHUHA B KPOBU
[MunepOunupyOnHeMust - Penko
IToBbllIEHNE AaKTUBHOCTH Yacrora
Penko
JlaGopaTopHsie u MEYCHOYHBIX (PepMEHTOB HEU3BECTHA
WHCTPYMEHTAJIbHBIE CHixeHue reMorjao0uHa u
- OueHb peniko
TTaHHbBIE rematokputa (cM. paszzen 4.4.)
[ToBBIIICHNE KOHIICHTPAIIHH Yactorta
TJIIOKO3BI B KPOBU HEU3BECTHA
[ToBbIlIEHNE KOHIIEHTPALIUH YacroTa
MOYEBOH KHCJIOTHI B KPOBU HEW3BECTHA
VY nunenune untepasia QT na KT Yacrora
(cM. paznenst 4.4. 1 4.5.) HEU3BECTHA
TpaBmbel,
WHTOKCHUKAITUHU H [Tanenue - Heuacrto*
OCJIOKHEHUS MTPOLIETYP

* OHCHKa YaCTOTbl HEXKCIIATCIIbHBIX peaKHHﬁ, BBIABJICHHBIX II0 CIIOHTAaHHBIM COO6H_ICHI/ISIM,
MMpoBE€ACHA HAa OCHOBAHUHW JAHHBIX PE3YJIbTATOB KIIMHUYCCKUX I/ICCHCI[OBaHPIﬁ.

Onucanue OTACIBHBIX HEXKCIATCIbHBIX peakunﬁ

Bo Bpems uccnenosanuii 11 u 111 ¢a3el, cpaBHUBarOIIKX UHAANTAMUA B 103UpoBKe 1,5 u 2,5 Mr no
KOHIIEHTPAIIUHU Kalusl B IJ1a3Me KPOBH, OB YCTAaHOBIIEH J10303aBUCUMBIH 3D PeKT nHIanamuaa:

- UHAamaMua 1,5 Mr: KOHIIEHTpaIus Kajaus B mia3mMe KpoBu < 3,4 MMoJs/1 Habmoganacek y 10 %
ManueHToB, < 3,2 Mmmoib/1 — y 4 % mammentoB nocie 4—6 Hexenb nedeHus. [locie 12 Hemens
JICUEHUs CpeTHEE CHIDKEHUE KOHIICHTPAIINH Kallus B Tu1a3Me KpoBu cocTtaBuiio 0,23 MMOJIB/II.

- UHJAnaMua 2,5 MT: KOHIIEHTpAIys Kaius B mia3Me KpoBu < 3,4 MMmonb/n1 HaOmroaanacek y 25 %
ManueHToB, < 3,2 mmons/1 —y 10 % nanuentoB nocne 4—6 Henens nedeHus. [locne 12 Hemens
JICUEHUs CpeIHEEe CHIKEHUE KOHIIEHTPAIUK Kallus B Tu1a3mMe KpoBu coctaBuiio 0,41 MMOIIb/II.

COO6H.ICHI/IC 0 TOA03PEBACMBIX HEXKCIATCIBbHBIX PCAKIINAX

BaxxHo cooOmarh 0 TOM03PEBAEMBIX HEXKENATENBHBIX PEAKIUAX IOCIIe PETUCTpPAIlluU

JIEKapCTBEHHOT'0 Tpernapara ¢ 1eablo 00ecrnedyeHrs HeMPepbIBHOIO MOHUTOPUHTA COOTHOILICHUS
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coolmiate O JIIOOBIX MOJ03PEBAEMBIX HEXKENIATENbHBIX PEaKIHIX JICKapCTBEHHOTO Ipernapara
4YCpe3 HAIMOHAJIIBHBIC CUCTCMBIL COO6H_ICHI/ISI 0 HCKCJIATCJIBHBIX PCAKIUAX IOCYyAapCTB — YJICHOB
EBpa3uiickoro 3kOHOMH4ECKOro CO03a.

Poccuiickas @enepanus

®denepanibHas ciryx0a 1Mo Ha30py B cdepe 3apaBooxpanenus (Poc3apaBaanazop)

109012, r. Mocksa, CiaBsiHCKasl IIIomaib, 1. 4, crpoenue 1

Ten.: +7 800 550 99 03

pharm@roszdravnadzor.gov.ru

http://roszdravnadzor.gov.ru

4.9. llepeno3npoBka

CuMOTOMBI

Haubonee BepoSATHBIM CUMIITOMOM MEPEI03UPOBKH SBIIAETCS apTepHalibHasi TUIIOTEH3Us, HHOT /1A
B COYCTAaHWU C TOIIHOTOW, pPBOTOM, CYyJIOpPOTaMH, TOJOBOKPY)XCHHEM, COHJIMBOCTBIO,
CITyTaHHOCTBHIO CO3HAHMSI, OJUTYpPHUEH, KOTOpash MOXKET IMEepelTH B aHypuio (B pe3yJibTare
TUINOBOJEMHH). Takyke MOTYT BO3HUKATh BOJIHO-3JICKTPOJIUTHBIE HAPYIICHUs (TUIIOHATPUEMHS,
TUITOKAJTUEMUS ).

Jleuenue

HepBI)IG MCPBI, KOTOPLIC HCO6XOI[I/IMO NpeaAnpuHATb, COCTOAT B 6I)ICTpOM BBIBCJACHUU ITPUHATOI'O
mpenapaTa: MPOMBIBAHUE S>KETyJKa W/WIM TPHUEM aKTUBHUPOBAHHOTO YINISI C TOCIEAYIOUIUM
BOCCTaHOBJICHHEM BOJHO-JIEKTPOIUTHOTO OanaHca B yCIOBUAX CHEIUATU3UPOBAHHOTO LIEHTPA.
B ciyuae BolpaxkeHHOro cHUxkeHUS Al creqyeT mepeBecTH MalyeHTa B MOJIOKEHUE «IeXay Ha
CIIMHC C MPUIIOJAHATBIMU HOT'aMHU.

[Ipy HEOOXOAMMOCTH MOXKET OBITh BBHIIOJHEHO BOCIOJHEHHE O00beMa >KUIKOCTH MyTeM
BHYTPUBEHHON WH(Y3UU H30TOHMYECKOTO COJIEBOTO pacTBopa (Hampumep, BHYTPHUBEHHas
uHoy3us 0,9 % pactBopa xyopua HaTPHsl) WIK JTIOOBIM IPYTHM CIIOCOOOM BOCIIOTHEHUS 00beMa
xuakoctu. [lepunnonpunar, akTuBHas (opMa NEpUHAOIPUIIA, MOKET OBITh YAAJIEH U3 OpraHu3Ma

C MOMOMIBIO THann3a (cM. paszen 5.2.).

5. DPAPMAKOJIOTMYECKUE CBOHCTBA

5.1. ®apmakoaMHAMHYECKHE CBOICTBA

®apMakoTepaneBTUYECKasl TPYINIA. CPEACTBAa, ACHCTBYIOIIME HAa PEHUH-AaHTMOTEH3HMHOBYIO
CHUCTEMY; MHTHOMTOpBI aHruoTeH3uHNpeBpamamomero ¢epmenra (AlldD), xomOuHanuy;

uHruouTOphl AII® n nuypeTukwu.

Kon ATX: CO9BAO4.
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COOTBETCTBYET ZKCNEPTHOMY OTUETY

dapMakoIOrHIeCKHe CBOWCTBA JIEKAPCTBEHHOTO Mpenapara Dpodda coueTaroT B ce0e OT/IeIbHbIC
CBOICTBA KaXKJIOI'0 U3 €r0 KOMIIOHCHTOB.

MexaHu3M ASHCTBUS

Ipoda

KOM6I/IHaHI/I$I HHIAAllaMuJaa 1 nNCpruHAO0INpUia YCUINBACT aHTUTUIICPTCH3NUBHOC I[CﬁCTBPIG Kaxxjaoro

U3 HHX.

Hnoanamuo

WupanamMui OTHOCUTCS K TPYIIIE CyIb(OHAMUOB, IO (hapMaKOJIOTHYECKIM CBOMCTBAM OJIM30K K

THUA3HUIHBIM TUypeTuKaM. HIanaMua iHruoupyeT peadCcopOIMio MOHOB HATPHS B KOPTUKAITLHOM

cerMeHTe netiu ['ense, 4To MpUBOIUT K YBEIIMUEHHUIO BHIBEICHUS IOYKAMU HOHOB HATPUS, XJIOpa

U B MECHbIIICH CTETIEHH NOHOB Kallusl U MarHusl, yCUJIMBasi TEM CaMbIM Tuype3, U cHrkas Al

Tlepunoonpun

[Tepunmonpun — wHTHOUTOpP (EepMeHTa, IpeBpamiariiero anruoreHsuH | B anruoreHsuH ||

(uarudurop AIID). AIID, unu kunuHaza ||, aBigercs sk3omenTua30il, KOTOpask OCyIIECTBISAET

KaK MpeBpalleHre aHTMOTeH3WHa | B cocynocykuBaroiiee BemecTBo aHruoreHsud I, tak u

pazpylieHre OpaJuKUHUHA, 00Ja/Ial0IEero COCyA0PACIIUPSIONIUM AEHCTBUEM, 0 HEAKTUBHOTO

renTanenTuia.

B pesynbrare nepunaonpuI:

- CHMKAET CEKPELMIO aJIbJJOCTEPOHA;

- TI0 TPUHIUIY OTPHUIATETbHOM OOpAaTHOM CBS3M YBETUYMBAECT aKTUBHOCTH PEHHHA B IJIa3Me
KpPOBH;

- TpU JUIUTEIIbHOM TIPUMEHEHHWU yMEHbIIaeT oblmee mnepudepudeckoe COCYIUCTOE
conpotusnenue (OIICC), yto 00ycioBiIeHO, B OCHOBHOM, ACHCTBHEM Ha COCY/bI B MBIIIIAX U
noukax. OTU 3PPEeKTh HE COMPOBONKMAIOTCS 3aJEPKKOW HOHOB HATPUS M KUAKOCTH WU
pa3BUTHEM pe(IEKTOPHOIN TaXUKapAUU.

[Tepunonpui HOpMaIU3yeT paboTy MUOKap/a, CHIbKAs MIPEIHArpy3Ky U MOCTHArpys3Ky.

[Ipu wu3yueHun mnokazarened TreMOAMHAMUKH Yy TAIMEHTOB C XPOHUYECKON cepAeuHOn

HepocTaTouHOCTHI0 (XCH) ObUTO BBISIBIICHO:

- CHI)KEHHUE JaBJICHUS HAIIOJHEHUS B JIEBOM U NPABOM KEIyA0UYKax cepAala;

- cumkenune OIICC;

- YBEJIMYEHHE CepAeYHOr0 BBIOpOCa U YBEIMUYCHHUE CEPACUYHOI0 HHIEKCA,;

- YCWJIEHHUE MBIIIEYHOT0 Meprudepruyeckoro KpoBOTOKa.

dapmakognaamuyeckue 3P HeKTeI

Anmueunepmensusroe oeticmeaue
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Dpodda (NMOCNEOOBATENEHOCTE 0005)

JlexapcTBeHHbIH npenapat Ipodda oka3bIBaeT J0303aBUCUMOE aHTHUTUIIEPTECH3UBHOE JICHCTBUE,
KaK Ha JIMACTOJIMYECKOE, TaK U Ha cUCTOJInYecKkoe A/l Kak B MOJIOXKEHUU «CTOSD», TAK U «JIEXKa».
AHTHUTHUIIEPTEH3UBHOE  JICHCTBUE coxpaHseTcs B TeueHne 24 4acoB. CrTaOWIbHBIN
TepaneBTHYecKuil 3((eKT pa3BUBacTCs MeHee ueM yepe3 1 Mecdll OT Hayala Teparnuu U He
conpoBoxaaeTcs Taxudriakcueid. [IpekparieHne 1edeHrs He BBI3bIBACT CHHIAPOMA «OTMEHBD.
JlexapcTBeHHbIN mpenapar Jpodda yMeHbIIAET CTENEeHb THIEPTPODUU JIEBOTO JKETyI0uKa
(I'JDK), yayumaet snactTuaHOCTh apTepuit, cHmxkaeT OIICC, He BiuseT Ha METa0O0IN3M JIUITHIOB
(oOmMit XOJECTEpHH, XOJIECTEPUH JUMONPOTEHHOB BbicOKON mmotHoctu (JITIBIT) m JIITHII,
TPUTIULIEPUIBI).

Jloka3aHo BiIMsSHUE NPUMEHEHUS KOMOWMHamuu nepuHaonpwia W uHaanamuga Ha [JDK B
CPaBHEHHUHU C HHANANPUIIOM. Y MALKUEHTOB C apTepuanbHoi runeprensuen u ['JIK, nmomyyaBmmx
Tepanuio uHAanamuaoMm 0,625 Mr/mepuHAONPUIOM 3pOYMHHOM 2 MTI (9KBHUBAJIEHTHO 2,5 MT
MEPUHIOINPHUIIA APTUHUHA) WM SHAJANIPUIOM B J1o3e 10 Mr oJIuH pa3 B CYyTKH, U MIPU YBEIMUCHUU
J103bl MHJAnamujaa 1o 2,5 Mr u nepusHjponpuia 3poymuHa a0 8 Mmr (skBuBajieHTHO 10 mr
NEPUHJIONIpUIIa aprUHUHA), Wi 3Hanmanpuia 10 40 Mr oauH pa3 B CyTKH, OTMEYEHO Ooiiee
3HAaYUMOE CHIDKEHHE HHJAeKca Macchl JeBoro kenyaodka (MMJDK) B rpymme
WHJAnaMu]l + TEePUHIONPUI MO CPaBHEHUIO C TPymmod sHanampwia. [lpu sTom Haubosee
3Haunmoe BiusHue Ha UMJDK oTmedaercs npu npuMeHEeHUH HHAamaMuaa 2,5 Mr/mepuHaonpuia
3pOyMuHa § Mr.

Takxe oTmeueHo Oojee BBIpAKEHHOE AHTUTHIEPTEH3UBHOE JeiicTBHE Ha  (QoHe
KOMOWHHUPOBAHHOM Teparuy WHAAMAMHUIOM U TIEPUHIONPHUIIOM MO CPABHEHUIO C DHAJIAMIPUIIOM.
Hnoanamuo

AHTHUTUINIEPTEH3UBHOE JIEMCTBUE MPOSBISIETCS MpU NPUMEHEHUM I[penapara B J03aX,
OKa3bIBAIOIIUX MUHUMAJIBHOE JUYPETUUECKOE JEHCTBUE.

AHTHUTUTIEPTEH3UBHOE JICHCTBHE HWHJAMAMHIA CBSI3aHO C YJYYIICHUEM 3JIACTUYECKHX CBOWCTB
KpynHbIX aptepuid, ymenbmenueM OIICC.

Nupanamun ymenbmaer ['JIDK, He Biuser Ha KOHUEHTpAIMIO JUNUIOB B IJIa3M€ KPOBH:
TpUrauiepuaoB, oodmero xonecrepuna, JIITHII, JITIBII; yrineBoaHslii oOMeH (B TOM 4HCIE Y
MAIMEHTOB C COMYTCTBYIOLIUM CaXapHbIM JUA0ETOM).

Ilepunoonpun

[Mepunnonpun >¢heKTUBeH B Tepamuu apTepUabHON THIEPTEH3UU JI000W CTETIEHU TSIKECTH.
AHTUTHIIEpPTEH3UBHOE JCWCTBHE Mpemnapara JOCTUTaeT MakcuMyma uepe3 4—6 yacoB mocie
OJHOKPATHOIO MpHeMa BHYTPb U cOXpaHsAeTcs B TeueHue 24 yacoB. Uepes 24 yaca nocie npuema

npernapara Habmoaaercs: BelpaxkeHHoe (mopsinka 80 %) ocratounoe nnruouponanue AIID.
32



COOTBETCTBYET ZKCNEPTHOMY OTUETY
ot 29.11.2023 N2 25074

. (1o RS HOC TREOO05)
[lepunponpuin oka3plBa€T aHTUTUIIEPTECH3UBHOE nencmrﬂ V'HMOBTEQ@E Hmlzo'yr, TaK U C

HOPMAaJIbHOW aKTUBHOCTBIO PEHUHA B IJIa3Me KPOBHU.

CoBMeCcTHOE  TMPUMEHEHHE  THA3UJHBIX  JIMYPETHKOB  YCWJIMBAET  BBIPAKEHHOCTH
AHTUTUIIEPTEH3UBHOrO JelcTBus. Kpome »sToro, xomOumHUpoBaHue wuHrHOUTOpa AllD u
THUA3UJIHOTO AUYPETHUKA TaKKe MPUBOAUT K CHIKEHHUIO PUCKA Pa3BUTHUS TUIIOKAIMEMUHU Ha GoHE
npuemMa JUypETHKOB.

Knunnueckast 3 peKTUBHOCTE U 6€30MaCHOCTh

sotinas bnokaoa PAAC

HmeroTcs JaHHbIE KIMHUYECKUX HCCIIEIOBAaHUI KOMOMHHMPOBAHHOW TepamuM ¢ NMPUMEHEHUEM
unruourtopa AIl® ¢ APA II.

[TpoBoAMIINCh KIIMHUYECKUE HCCIIEOBAHMUS C Y4YacTHEM IAllMEHTOB, UMEIOIIMX B aHaMHE3e
CepAEeYHO-COCYTUCTOE WM 1iepeOpoBacKyIsipHOe 3a0o0eBaHue, TU00 caxapHblil Auaber 2 Tuna,
COIPOBOKAAIOIIMICS OATBEPKICHHBIM IOPAXKEHUEM OpraHa-MUILIEHH, & TAKXKE UCCIIEOBaHUS C
y4acTHEM MalUeHTOB C CaxapHbIM I1abeToM 2 TUTa U Ana0eTUYeCKOi HepormaTHe.

JlanHble ucciieJoBaHMs HE BBIBWIN y MAllMEHTOB, MOJIYYaBIIMX KOMOMHUPOBAHHYIO TEPAIIUIO,
3HAYMMOT0 MOJIOKHUTEIBHOTO BIUSHHS HA BOSHUKHOBEHHUE IOYEUHBIX /WM KapIUOBACKYJIAPHBIX
COOBITUH U Ha MOKAa3aTeId CMEPTHOCTH, B TO BPEMsI KaK PUCK PA3BUTUS TMIIEPKATUEMUH, OCTPOH
MOYEYHON HEJOCTATOYHOCTH /WM apTepHabHOM TMIOTEH3UM YBEIMUYMBAJICS 10 CPAaBHEHUIO C
HanUeHTaMH, OJy4aBIIMMH MOHOTEPAIHIO.

[IpuHuMass BO BHUMAaHHE CXOXKME BHYTPUIPYIIOBBIE (apMakoJIUHAMUYECKHE CBOMCTBa
uHrn6outopoB AII® u APA |1, nanHble pe3yabTaThl MOXKHO 0XKUJATh JUIsl B3aUMOJICHCTBUS JTIOOBIX
JIpyTrUX IpernaparoB, npeactaBuTeneit kiaaccoB uHruoutopos AIID u APA I.

[Toaromy mpoTuBonoka3zaHo NnpuMeHeHue MHruouTopoB AIID B coueraHuu ¢ aHTaroHHMCTaMU
peuienTopoB aHruoreHsuHa |l y manuenToB ¢ nuabetnueckoil Hegponatuei.

HmeroTcss naHHblE KIMHUYECKOIO MCCIIENOBAHMS MO M3YYEHMIO MOJIOKUTEIBHOTO BIMSHHS OT
no0aBJIeHMs alluCKUpeHa K ctanaapTHou Tepanun uHruoutopom AIID umun APA Il y nanuenTos
C caxapHbIM JAMa0eTOM 2 THUIA U XPOHUUYECKUM 3a00JIeBaHUEM TOYEK MIIH CEPAEUHO-COCYTUCTHIM
3a0oJeBaHNEeM, JTMOO UMEIOIIMX COYeTaHue ITUX 3aboseBanuil. MccnenoBanue OblIO MPEKPAIIEHO
JIOCPOYHO B CBSI3U C BO3POCLIMM PUCKOM BO3HMKHOBEHUS HEKEIATEIbHBIX UCX010B. CepaeuHo-
COCyAMCTas CMEPTh U MHCYJBT BO3HUKAJM Yallle B IPYIIe NaUeHTOB, OMYYaloUX aTuCKUPEH,
0 cpaBHeHUIO ¢ rpynnoi mianebo. Takke HexenareiabHble SBIEHUS U CEpbE3HbIE
HE)KeJaTeNbHbIe SBJICHHUS 0CO0Or0 WHTepeca (TMIEpKalueMus, apTepHaibHas THUIOTEH3Us U
HapymeHust (pyHKIUH MMOYEK) PEruCTPUPOBAIUCH Yalle B TPYIIE aJUCKUPEHA, YeM B TpyIIe

iane0o.
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€TH

OTCYTCTBYIOT JaHHBIE O IPUMEHEHUU KOMOWHAIIMY MHIATIAaMUJ] + EPUHIONPHI Y JCTCH.

5.2. apmMaKkoKUHeTHYeCKHUe CBOHCTBA

Opodda

CoBMecTHOE MpUMEHEHNE UHAAaMU/Ia U IEPUHIONPUIIA HE U3MEHSET UX (PapMaKOKUHETHUYECKUX
XapaKTEPUCTHK 110 CPABHEHHUIO C pa3IeIbHBIM IPUEMOM 3TUX MPETapaToB.

Nupanamun

Abcopdoyus

WNupanamu ObICTPO U MOJHOCTHIO a0COpOUpyeTCs U3 ey 109HO-KUIIIEUHOTO TPaKTa.
MaxkcumanbpHasi KOHIIGHTpalusi B IUIa3Me€ KPOBH JOCTHraeTcs depe3 1 wac mocne mpuema
npernapara BHyTPb.

Pacnpeoenenue

Cas3b ¢ OenkaMu T1a3Mbl KPOBH cocTaBiseT 79 %.

buompancghopmayus u snumunayus

[leprion monyseiBenenust (Ty) cocraBuser 14-24 dyaca (B cpeanem 18 wuacoB). [loBTopHOe
MpPUMEHEHHUE MIpernapaTa He MPUBOJUT K €ro KyMYJIALIUY B OpraHu3Me. BEIBOIUTCS B OCHOBHOM C
Mouoii (70 % ot BBeieHHOI1 103b1) U KajioM (22 %) B popme HeaKTUBHBIX METAOOIUTOB.

Ocobbie epynnsl nayuenmos

Hapywenue d)VHKL{Llu no4yexK

VY nanueHToB ¢ MOYEYHOM HEOCTATOUHOCThIO (PapMAaKOKMHETHKA HE U3MEHSETCS.

Ilepungonpun

Abcopoyus u 6uodocmynHocms

[Tocne mnpuema BHYTPh TEPUHIONPHII OBICTPO BCACHIBACTCSA, M NHKOBAas KOHIICHTPALUS
nocturaercs B TeueHue 1 yaca. [lepuo nmonyBeiBeIeHHS IEpUHAONPUIA paBeH 1 vacy.

[Tpuem nuimu 3amMeuIseT npeBpalleHre MepuHIONPIIIa B TIEPUHIONPHIIAT, TAKUM 00pa3oM, BIIUss
Ha OMOJOCTYIMHOCTh. [103TOMY TEpUHIONPWII CIIEAYyEeT NMPHUHUMATh OJWH pa3 B CYTKH, YTPOM,
nepes MPUEeMOM ITHTIIH.

Pacnpeoenenue

O6beM pacnpezesieHus HeCBA3aHHOTO MEpPUHIOINpUiIaTa cocTaBiser npudnusurenso 0,2 J/Kr.
Cs3p mepuHzoINpHiaTta ¢ OelkaMu IJIa3Mbl KpOBH, INIaBHBIM oOpazom ¢ AIID, 3aBucut ot
KOHIEHTPAlUU ePUHIOIPHIIAa U cocTaBisieT 0koio 20 %.

Buompancgopmayusa

[lepunponpun mnpexacraBiser coboi mnpoiekapcTBo. [Ipubmmusurensno 27 % ot oOmiero
KOJINYECTBA MPHUHATOTO BHYTPh IMEPUHIONpPUIIA IOCTyMAaeT B KPOBOTOK B BHUJAE AKTUBHOI'O

MeTtabonuta mnepuHaonpuiata. IloMHMO akTUBHOTO MepUHIONpHUIIaTa 00pa3yroTcs —ele
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COOTBETCTBYET ZKCNEPTHOMY OTUETY

MIEPUH]IONPUIIATA B TJIa3Me KPOBU JOCTUTACTCS B TeUCHHE 3—4 JacoB.

Inumunayus

[TepunonpunaT BBIBOJUTCS W3 OpPraHM3Ma C MOYOH, U KOHEuHbId Ty, cBOOOMHOHN dpakuuu
COCTaBJIsieT OKOJIO 17 yacoB, B pe3yJIbTaTe Yero paBHOBECHOE COCTOSIHUE IOCTUTAETCS B TEUCHUE
4 CyTOK.

Jluneiinocms (Henunetlinocmu)

bbula mpoaeMOHCTpUpOBaHA JIMHEHHAsh 3aBUCUMOCTh MEXKIY J030M MEPUHAONpPHUIA U €ro
KOHIIEHTpaluel B Mjia3Me KpPOBH.

Ocobvble epynnsl nayuenmos

Tayuenmul noorcunoco 8o3pacma

BriBenenue NepuHaoIpuiIaTa CHUXACTCA Yy IIOXUIIbIX IMAIIMCHTOB, 4 TAKXKC Yy IIAIIUCHTOB C
CGp,I[@‘IHOfI WM TIOYEYHOH HEOOCTAaTOYHOCTBIO.

Hapywenue d)VHKZ/{Z/lu no4yexK

[Tpu HapymeHnn QyHKIMU TTOYEK JKEJIATEIbHO KOPPEKTHPOBATH 03y B 3aBUCHUMOCTH OT CTETICHH
HapyuieHus (KJIMpPeHca KPeaTHHHHA).

Huanus

Jnanu3Hbslil KIMpeHc nepuHonpuiara coctaniser 70 Mi/MuH.

Huppos neuenu

dapMakOKMHETHKA MEPUHIONPWIA Y MAIMEHTOB C IMPPO30M IEYEHH HOCUT HM3MEHEHHBIN
XapakTep: MEYEHOUYHBIM KIMPEHC MCXOJHOM MOJIEKYJbl CHM)KEH B JiBa pa3a. TeM He MeHee,
KOJIMUECTBO 00pa3yIoIerocs NepuHAONpUIaTa He YMEHbIIAETCS, U, CIIEJOBaTEIbHO, KOPPEKLIUU
110361 He TpeOyeTcst (cM. pasaensl 4.2. u 4.4.).

5.3. lanHbIe TOKJIUHUYECKOH 0e30MaCHOCTH

KomOuHnanus naaanaMuia u nepuHaonpuia o01aaeT HeCKOJIbKO O0bIIel TOKCUYHOCTBIO, YeM
ee KOMIOHEeHTHI. [loyeuHble MposBIEHUS, MO-BUAMMOMY, HE YCHWIHMBAIOTCS Yy Kpbic. OnHAKO
KOMOMHAIMSI BBI3BIBAET JKEITYJOYHO-KHIIEYHYIO TOKCHYHOCTH Yy Co00aKk, a TOKCHYECKOe
BO3/ICHCTBHE HAa OEpEMEHHBIX CaMOK, MO-BUIMMOMY, YCHUJIHMBAETCS y KpbIC (IO CPaBHEHUIO C
NepUHAONPUIOM) Oe3 TepaToreHHoro 3¢ dexra.

Tem He MeHee, 3T MOOOYHBIE 3(PPEKTH MPOSABIAIOTCA MPU YPOBHAX 03, 3HAUUTEIHHO
MPEBBIIIAIOIINX HUCIOIb3yEMbIE TEPAIEBTUUECKHE JTO3bI.

JIJ1s HIanaMuaa:

Campblie Bbicokue 103bl (B 40—8000 pa3 mpeBblIIaOIIME TEPANEBTUYECKYIO 103Y), BBOAUMBIE
NEPOPAIIBHO PA3JIMYHBIM BHJAM JKUBOTHBIX, IOKa3aJM YCWJIEHHE MOYETOHHBIX CBOWCTB

uHAanamMuga. OCHOBHBIE CUMITOMBI OTpaBJIEHUS, Takhe Kak OpaaunHod U nepudepuyeckas
35



COOTBETCTBYET IKCNEPTHOMY OTUYETY
oT 29.11.2023 M= 28074

Ba30AMJIaTaIlUs, BO BpPEMS MCCIIEIOBAHUN OCTPOM T&cgp;qﬂgéjr E'EJJJF;HEVI Fla ié’l):z[-nrwlloro

BHYTPHUBEHHO WJIM BHYTPHOPIOIIMHHO, OBLIM CBS3aHBI C (PAapMaKOJOTHUECKUM JEHCTBHEM
WHJAIIaMA/J1a.

HccnenoBanusi penpoaAyKTUBHOW TOKCHMYHOCTH HE BBIABUIM 3MOPHOTOKCHYECKOTO WU
TEpaTOreHHOT'0 JIeHCTBUS, PEepTHIIBHOCTh HE HAapyIlalach.

HccenenoBanuss IOKasanud  OTPULIATENIBHBIA  pe3yibTaT B OTHOUICHUMM MYTareHHbIX U
KAHILIEPOI€HHBIX CBOMCTB MHIAIIAMHU/IA.

JU1s mepuHA0oIpHIIa;

B ucciemoBaHusX XpPOHHUYECKOW MEPOPaIbHON TOKCHYHOCTH (y KpPbIC U O0€3bSH) OpPraHoOM-
MHUIIECHBIO SBJISIOTCS TIOYKH, TPUYCM MTOBPEKICHHSI HOCIT O0OpPaTUMBIN XapakTep.

B uccrnenoBanusix in Vitro wiu in ViVO MyTareHHbIX CBOWCTB HE HAOJIF01aJ10Ch.

HccnenoBanust pernpoayKTHBHOW TOKCHYHOCTH (Y KPBIC, MBIIICH, KPOJMKOB M 00E3bsH) HE
BBISIBUJIM TIPU3HAKOB SMOPHOTOKCHYHOCTH HMJIM TeparoreHHocTH. OMHAKO ObLIO MOKa3aHO, YTO
UHTHOMTOPBI AHTMOTEH3WHIPEBpAIIAIOIIEro (GepMeHTa Kak KJIacC HMMEIOT HeOJIaronpUsTHOE
BO3/ICHCTBUC HA MO3JAHUX CTAIAMSIX PAa3BUTHS IUIOJA, IPUBOAS K THOEIH IJI0Ja W BPOXKIACHHBIM
HOCJICAICTBHUSIM Y TPHI3YHOB U KPOJIMKOB: HAOIOJATHCH IOPAXKEHHUS [TOYCK U YBEINYCHUE MIEPU- U
MOCTHATAILHOM cMepTHOCTH. DepPTUIIBHOCTh HE HAapyIIaiach HH y CaMIIOB, HH Y CAMOK KPBbIC.

B ONTOCpOUYHBIX HCCIACMIOBAHHMAX Ha KpbICAX W MBIIIAX KaHICPOTCHHBIX CBOMCTB HE

HaOJIFOJAJIOCh.
6. PAPMAIIEBTUYECKHUE CBOMCTBA

6.1. IlepeuyeHb BCIOMOraTe/IbHbIX BellleCTB
JlakTo3B6I MOHOTHIpPAT

ManbronekcTpux
Kap6okcumerunkpaxmai HaTpust
Maruus creapatr

Jnokcua KpeMHUsL KOJUIOUAHBIN
I1omMBUHWIOBBIN CIIUPT

Turana quoxkcH,

[MommyTrneHTTIKOb (Makporo) 3350
Tanbk

6.2. HecoBMecTUMOCTDH

He npumenumo.

6.3. Cpok roaHocTH (CpOK XpaHeHHs)

2 roza.
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6.4. OcoOble Mepbl MPEI0CTOPOKHOCTH MPH X

Xpanuts 1pu remrneparype He Boie 30 °C.

6.5. XapakTep u coep:kaHie NEPBUYHON YNIAKOBKHU

ITo 10 TaGaeTOK B KOHTYPHYIO SYCHKOBYIO YIIAKOBKY U3 IJICHKH MOJMBUHUIXJIOPUIHON MU U3
IeHKH KoMOumHUpoBaHHOro Mmatepuana [IBX/TID/TIBAX, miv KOMITO3MIIMOHHOTO MaTepuaja
OITA\Amo\[IBX 1 ¢obru anroMUHHEBOM NEYaTHOW JIAKUPOBAHHOM.

[To 30 TabmeTok BO (hIAaKOH W3 IMOJUIPONUIICHA C KPBIIIKON U3 MOJMATUIICHA, COAepIKaIIei
CUJIMKAreb.

[To 3 KOHTYpHBIX SYEHKOBBIX YMAKOBKH WM TO 1 (uiakoHy BMeCTe € JUCTKOM-BKJIAJIbIIIEM
MOMEIIAIOT B IAUKy U3 KapTOHA.

6.6. Ocol0ble Mepbl MNPEeIOCTOPOKHOCTH NPH  YHUYTOKEHHHM HMCIOJH30BAHHOTO
JIEKAPCTBEHHOT0 Mpenapara WJIH OTX0A0B, TMOJYYEHHbIX TOcjde NPHUMEHEeHUs
JIEKApPCTBEHHOI0 Mpenapara, ¥ Apyrue MaHuIMyJIsiiHU ¢ NpPenapaTom

Oco0ble TpeOOBaHUS OTCYTCTBYIOT.

7. AEPKATEJIb PETUCTPAHUOHHOI'O YAOCTOBEPEHUSA

Poccus

00O «I'poTeke»

195279, r. Cankr-IletepOypr, MaaycTpranbHblid IpOCeKkT, A. 71, KopIr. 2, iut. A
Ten.: +7 812 385 47 87

®axkc: +7 812 385 47 88

grtx@grotexmed.com

7.1. llpencraBuTeib AepKaTessi perucTPAIMOHHOTO YA0CTOBEPEeHUA
[Tperen3un noTpeduTENEH HAMPABIATH MO AAPECY:

Poccus

000 «I'poTekcy

195279, r. Cankr-IletepOypr, UnaycTpuansHblil mpocnekT, . 71, kopr. 2, muT. A
Ten.: +7 800 700 04 73

ccc@grotexmed.com

8. HOMEP PETUCTPAIIMOHHOI'O YIOCTOBEPEHUA

9. JATA NEPBUYHON PETUCTPAIIMHA (IIOATBEPXJIEHUA PETMCTPAIINN,
INEPEPETUCTPAIIN)

JlaTa nmepBoii peructpanuu:
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10. JATA IIEPECMOTPA TEKCTA

OOmast XxapakTepuCTUKa JICKapCTBEHHOTO Ipenaparta Opodda gocTynHa Ha HHOOPMAITMOHHOM
noptaie EBpazuiickoro 3KOHOMHYECKOTO COI03a B MH()OPMAIIMOHHO-KOMMYHHUKAIIHOHHON CETH

«Hurepuer» https://eec.eaeunion.org.
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