OBILIASA XAPAKTEPUCTHKA JIEKAPCTBEHHOI'O ITPEITAPATA

1. HAMMEHOBAHUE JIEKAPCTBEHHOI'O IIPEITAPATA

Homunpen A bu-dopre, 2,5 mr+10 mr, TabneTku, TOKPHITHIE TNIEHOYHOH 000I0YKOM.

2. KAYECTBEHHbBIN M KOJTMYECTBEHHBII COCTAB

JelicTBytolne BENIECTBA: MHIAMaMU/I + MEPUHIOPHUIL.

Kaxxnas TabneTka, HOKphITas IUIEHOYHOW 000JI0UKOH, coAep kUt 2,5 Mr unaanamuaa u 10 mr
NEPUHJIONPUIIA apTUHUHA (COOTBETCTBYET 6,79 MI' OCHOBAaHHUS NIEPUHIOIPUIIA).
BcnoMorarenbHble BellecTBa, HATMYUE KOTOPBIX HAJI0 YYUTHIBATH B COCTaBE JIEKAPCTBEHHOTO
npenapara: JJakTo3bl MOHOTHIpaT — 142,66 Mr (cM. pasnen 4.4).

[TonHbIi mepeyeHs BCIIOMOTATENbHbBIX BEIIECTB MPUBEACH B pazjene 6.1.
3. JIEKAPCTBEHHAS ®OPMA

TalneTku, MOKPBITHIE TNICHOYHOH 000I0UKOM.

Kpyribie 1BOSKOBBIMYKIIbIE TAOJETKH OEJIOTO0 11BETA, MOKPHITHIE MJICHOYHOH 000JI0UKOiA.

4. KJIMHUYECKHUE JAHHBIE
4.1. Tloxka3aHusi K NPUMEHEHHIO

[Ipenapar Honumnpen A bu-¢popte nmokaszan K NpUMEHEHUIO Y B3POCIIbIX.
[Ipenapar Homumnpen A bu-¢popte npenHasHaueH Ui J€USHUs YCCEHIIMATbHON TUIIEPTECH3UH
y MalMeHTOB, KOTOPBIM TpeOyeTCs Tepanus HHAAAMHUIOM B J103€ 2,5 MI' ¥ IEpUHIONPUIIOM B

noze 10 mr.

4.2. Pexxum 103MPOBAHUSA U CNIOCO0 MPUMEHEHMS

PexxuM 103upoBaHus

[To 1 Tabnerke nexapcTBeHHoro npenapara Homunpen A bu-dopre 1 pas B cyTku.

[Ipenapar Homunpen A bu-dopre cienyer Ha3HayaTh MOcie paHee MPOBEIEHHOIO Moadopa
7103 OTIENbHBIX KoMIoHeHTOB. [Ipemapar Homunpen A bu-opre He HODKEH NMPUMEHSATHCS
JUIsL CTApTOBOM TEpAlMK apTEPUAIBHOM TMIIEPTEH3MU Y NALMEHTOB, PaHEE HE MOJIy4YaBIIMX
TUIIOTEH3UBHBIE JICKAPCTBEHHBIE MTPETIAPATHI.

Ecnu notpebyeTcst u3MeHeHHUe 103l OTHOTO U3 JICHCTBYIONIMX BEILIECTB B COCTAaBE Mpernapara

(HaHpI/IMep, B CBA3U C BHOBb AWATHOCTUPOBAHHBLIM 33.6OJ'ICBaHI/ICM, U3MCHCHUCM COCTOSHUA



MaleHTa WK JICKapCTBEHHBIM B3aUMOJICHCTBUEM ), TO HEOOXOIUM WHIUBUTYTBHBINA ITOJ00D
103 OTAENbHBIX KOMIIOHEHTOB.

Oco0ble rpyInel NALKMEHTOB

Tayuenmoi nosxcunozo 6o3pacma (cm. pazoen 4.4)
VYV mamueHToB mOXMWIOro Bo3pacta kiaupeHc kpearnHuHa (KK) paccumteiBaror ¢ yderom
BO3pacTa, Macchl Tena u noja. [Ipenapar MokeT Ha3HAYaThCs MMalMEHTaM MOXKHIOT0 BO3pacTa
C HOpPMaJIbHOM (YHKIHMEH MOYeK, MPU ATOM CIEAYET KOHTPOJHMPOBATH CTENEHb CHIDKCHHS
aprepuanbHoro nasieHus (A).
Iayuenmul ¢ napywenuem gyuxyuu nouex (cm. pazoenvt 4.3 u 4.4)
JlexapctBennbli  mipenapar  Homumnpen A bu-gopre mpoTuBONOKazaH — malMeHTaM ¢
YMEPEHHBIM WJIH TsKeIbIM HapymenueM ¢pynkuuu nodek (KK nmxe 60 mu/Mun).
Ha ¢one Tepanuu HeoOX0IUM peryJsIpHBIN KOHTPOJIb KOHIIEHTPAIMU KPeaTHHWHA U KaJus B
1a3Me KPOBH.
TIayuenmul ¢ napywenuem gynxyuu newenu (cm. paszoenvt 4.3, 4.4 u 5.2)
JlexapcTtBenHsblit npenapatr Homunpen A bu-dopre mpoTuBomnokasan manueHTaMm ¢ TsDKEITbIM
HapylnieHneM (QyHKIUU TICUYCHHU.
[Tpu ymepeHHOM HapylIeHUU (YHKIIMH ITe€YEeHU KOPPEKIIHS 103kl He TpeOyeTcs.

eTu
JlexapctBennblii mpenapar Homumpen A bu-dopre He cienyer mpuMeHATh y JeTed U
MOJIPOCTKOB 110 18 meT BBUOY OTCYTCTBUSA JTaHHBIX 00 3(P(GEKTUBHOCTH W 0€30MacHOCTH
MPUMEHEHHUS IIpernapaTa y HalleHTOB JaHHON BO3PaCTHOM IrPyIIIbL.

Croco0 IIpuMeHeHus

BHyTpb, IpeANIOYTUTENEHO YTPOM, TIepel MPUEeMOM NHIU. TabneTku ciaeayer mporiaTbiBaTh

IEJTMKOM, 3aITMBasi BOJOM.

4.3. IIporuBomoka3zanus

Hnoanamuo

— I'umepuyBCTBUTENFHOCTE K JIGHCTBYIONIEMY  BEIIECTBY WJIM  JIIOOBIM  JPYTHUM
CyJb(pOoHaAMUIaM.

— YwmepenHoe uinu Tsoxenoe Hapymenue Gyakiuu nouek (KK amwke 60 Ma/Mun).

— Ileuenounas sH1IEaTONATHS.

— Tsxenoe HapyuieHue QYHKIMH TEYCHH.

— T'mnoxannemus.



— CoBMecTHOE NPUMEHEHHE C HEAHTUAPUTMHUYECKUMHU JIEKAPCTBEHHBIMU CPEACTBAMH,
CIIOCOOHBIMHU BBI3BATh MOJUMOPQGHYIO KEIYyJA0YKOBYIO TaXUKApIAUIO THUIA ITHPYIT»
HerenecooopasHo (cM. pasnen 4.5).

— Ilepuon rpynHoro BckapmiauBaHus (cM pasaen 4.6).

Ilepunoonpun

— I'unep4yyBCTBUTENHHOCTD K JACUCTBYIOIIEMY BEIIECTBY HIIM JIFOOBIM IPYTHM WHTHOUTOpaAM
aHTHOTEeH3WHITpeBpalaromniero pepmenta (AIID).

— AmnruoneBporudeckuid orek (orek KBuHKe) B aHamHe3e Ha (oHE TNpuemMa JIpyTrux
uHrHOUTOpOB AIID (cM. pa3nen 4.4).

— HacnencrBeHHBIH/MAMONATHYECKHUI aHTHOHEBPOTUYECKUHN OTEK.

— bepeMeHHOCTB M TEpHO TPYTHOTO BCKapMIIMBaHUs (cM paszen 4.6).

— CoBMecTHOE TPUMEHEHHE C aJIHCKUPEHOM U  JIEKapCTBEHHBIMH  IIperapaTamu,
CoJIepKallMH aJMCKUPEH, Y MalMeHTOB C CaXapHbIM AMA0ETOM HW/WIM YMEPEHHBIM WIIU
TSDKETIBIM HapylieHHeM (YHKLIHUU TOYeK (CKOpocTh KiyOoukoBoil ¢uubTparmu (CKD)
meHee 60 M1/Mun/1,73 M? II0mAaM TOBEPXHOCTH Tena) (cM. pasaens! 4.5 u 5.1).

— CoBMecTHOE TpUMEHEHUE C aHTaroHucTamu penentopoB anruoreHswHa II (APA 1I) y
MAIMEHTOB ¢ AnadeTndeckor HedponaTueit (cM. paznen 4.4).

— CoBMecTHOE TIpUMEHEHHEe ¢ KoMOWHamuew BaicaptaH + cakyoutpwi. Homunpen A bu-
dopTe Henb3s MPUHUMATH paHee, yeM uepe3 36 YacoB IMOCIE MPUMEHEHHS MOCIEIHEH
JI03bI KOMOMHAITMY BajicapTaH + cakyouTpui (cMm. pazaensl 4.4. u 4.5).

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

— BbIpakeHHBII JBYCTOPOHHUM CTEHO3 TOYEUYHBIX apTEpUid WM CTEHO3 apTepuu
€IMHCTBEHHON (QYHKIIMOHHUPYIOMIEH TTOYKH (CM. pasnen 4.4).

Honunpen A bBu-¢hopme

- rHHep‘-IYBCTBI/ITe.HBHOCTB K JIIO6OMy N3 BCIIOMOTATCIIbHBIX BCHICCTB, MCPCUUCICHHBIX B
paszene 6.1.

— H3z-3a OTCYTCTBUA AJOCTATOYHOI'0 KIMHHUYCCKOI'O OIIbITa HeKapCTBeHHBIﬁ nmpemnapar
Homunpen A bu-popre He creayer MNpUMEHATh Yy TAlMEHTOB, HAXOMALIMXCS Ha
reMOIUaNIN3e, a TAKXKE Y MAlMEHTOB C HEJICUEHOUW CepIeYHON HEeJJOCTATOYHOCTHIO B CTaIUU

JIEKOMIIEHCAIINH.

4.4. OcoOble ykazaHHS M Mepbl NPEJOCTOPOKHOCTH NIPH NPUMEHEHHH

C 0CTOPOKHOCTBIO




CucremHble 3a00JieBaHMSI COEAMHUTENBHOW TKaHW (B TOM 4HCIE, CHCTEMHas KpacHas
BOJIYAHKA, CKJIEPOJEpPMHSI U  JIp.), CONYTCTBYIOLee NPUMEHEHHE aJUIONMypHUHOIA,
IIUTOCTATUKOB U HMMYHOJICIIPECCAHTOB, MJI MTPOKanHaAMHJIA (PUCK pa3BUTH HEUTPOIICHUH U
arpaHyJIoIMTO3a), COMYTCTBYIOLIAsl Tepanus NpenaparaMu JIMTUs, IpernapaTtaMyd aluCKUpeHa
y MalnMeHToB 0e3 caxapHoro aualdera WM HapylIeHUH (QyHKUIMU MOYeK, aHTaroHUCTaMH
peuenrtopoB anruoteHsuHa Il (APA II) y mamueHntoB 0e3 amabernueckod HedpomaTww,
npenapaTtamMi 30J0Ta, HECTEPOUIHBIMU MPOTHBOBOCHANUTENbHBIMU TpenapaTamu (HIIBIT),
0akiI0eHOM, KOPTHKOCTepOMJaMH, WHTHMOMTOpaMu HempwinduHa (cM. pazzgen 4.5.),
npenapaTamMu, KOTOpbIE MOTYT BbI3BaTh y/UIMHeHHE nHTepBaia QT Ha anekTpokapanorpamme
(OKT'), cepaeyHbIMH TJIMKO3UIAMH,  JIEKQPCTBEHHBIMHM IIperapaTamMH, KOTOPHIE MOTYT
BBI3BaTh MOJUMOP(PHYIO JKEIyAOUYKOBYIO TaxXMKapAHIO THUIA «IIHPYIT», YrHETCHHE
KOCTHOMO3TOBOTO KPOBETBOPEHHSI, CHUKCHHBI 00BEM IHUPKYJIUPYIOUIEH KpOBH (TpHEeM
JTUYPETUKOB, OeccojieBasl AWeTa, PBOTA, AWapes, TeMOJHANIA3), HIIeMHYecKas O00JIe3Hb
cepaua, LepeOpoBacKylspHble 3a00JIeBaHUsA, PEHOBACKYJISIpHAs THIEPTEH3Us, CaXapHbIN
nualeT, TepBUYHBIA TUIEepabI0CTePOHNU3M, XpOHHUECKas cepaeyHas HenoctaToyHocTh (II-
IV ¢ynkumonansHoro kiacca no kinaccupukanun NYHA), nHapymenust GyHKIUN TEUeHH U
MoyeK, runepypukemMus (0COOEHHO  CONMPOBOXAAIOIIAACA IMOJArpod U YpaTHBIM
He(ponmTHazom), nabuiIbHOCTH AJl, TOXWION BO3pacT, MPOBEACHHE TeMOJIUaIu3a C
IPUMEHEHHEM BBICOKOIPOTOYHBIX MEMOpaH WM JECEHCUOMIM3aIMs, Mepe] Mpolexaypoi
adepesza yumonporenHoB HU3KON TwioTHocTH (JIITHIT), cocrosiHMe mocie TpaHCIUTAHTAluU
MOYKH, XUPYPruuecKoe BMEIIAaTeIbCTBO/aHECTe3Us, CTEHO3 a0PTaJIbHOTO WM MUTPAIbHOTO
KJIaraHa/runeprpoduaeckas 00CTpyKTHUBHAS KapJIMOMHUOTIATHS, aTepOCKIIePO3,
NPEJCTaBUTENIN HETPOMAHON packl (MeHee BBIPAKEHHBIH HPQPEKT OT NPUMEHEHHs),
CIIOPTCMEHBI (BO3MOKHA IOJIOKUTEIbHASI pEAKLUs IIPU JTOIMUHI-KOHTPOJIE), COIYTCTBYIOLIAs
Tepanusi KaluicOeperaromyuMu TUypeTHKaMu, IMpenapataMy Kajius WM y MalueHTOB ¢
MOBBILICHHBIM ~ COJEpXKAHUEM Kalug B IUIa3Me, TUIEpPKaIUeMHs, THIIOHATPUEMHUS,
OTSTOILEHHBIM AJIJIEProJOTUYECKUl aHAMHE3, ajulepruyeckas peakuus Ha NEHULWUIMH B

aHaMHC3C.

Obwee s unoanamuda u nepuHoonpuiLa

IIpenapamol aumus

CoBMecTHOE MPUMEHEHNEe KOMOMHAIIMY MHIAIaMH/Ia ¥ TICPUHIONIPHIIA C TIpenapaTaMy JTUTHS
00OBIYHO HE peKOMEHIyeTcs (CM. pasnen 4.5).

Hapywenue ¢pynxyuu novex

Tepanus npernapatom Homunpen A bu-gopre npoTuBonokazaHa manueHTaM ¢ YMEpEHHBIM U



TsoKensIM HapymeHueM (yHkiuu nodek (KK menee 60 mir/mMuH). Y HEKOTOPBIX MAIIMEHTOB C
apTepHalibHON TrumnepreH3uel 0e3 MPEeAlIeCTBYIOIIEr0 OYEBUIHOTO HapyIleHUs (QyHKUUU
No4yeKk Ha (OHE Teparnuu MOTYT MOSIBHUTHCSA JIAOOpaTOpHBIE MPHU3HAKU (DYHKIIMOHAIBHOM
[IOYEYHON HENOCTATOYHOCTH. B 3TOM cirydae nedeHue cienyer npekpaTuTs. B nanpHenmem
MOKHO BO300HOBUTH KOMOMHUPOBAHHYIO TEpaluio, MPUMEHSsS HU3KHE 03Bl MpPErnapaTos,
100 IPUMEHSATH TOJIBKO OJIUH U3 Mperaparos.

TakuM nanueHTaM HEOOXOOUM pETYJISIPHBIA KOHTPOJIb KOHIEHTpAllMd HMOHOB Kallus W
KpeaTMHHHA B KPOBHM — 4e€pe3 2 HENEIM I0CJIe Hayaja TepaluM U B JAJIbHEHIIEM Kaxable
2 Mecsilla B Mepuoj, Korja Jo3a mpenapara nogoOpana. IloueyHas HeZOCTATOYHOCTH 4alle
BO3HHUKAET Y MAIMEHTOB C TSKEION CepAeUHON HEAOCTATOYHOCTHIO MJIM UCXOJHOM MOYEUHOU
HEJ0CTaTOYHOCTBIO, B TOM YHCJIE, IPU CTEHO3€ ITOYEYHON apTepuH.

JlexapcTtBenHblii npemnapar Homumnpen A bu-gopre He pekoMeHIOBaH K HPUMEHEHHIO B
Cly4yae JBYCTOPOHHErO CTE€HO3a IIOYEYHBIX apTepuil WIM B CiIy4ae €JAUHCTBEHHOH
GYHKIIMOHUPYIOIIEH TOYKH.

ApmepuanvHnas cunomeH3us u HapyuieHue 600HO-21eKMPOIUMHO20 banianca

B cinydae uCXOQHOM TMIIOHATPUEMUH CYLIECTBYET PUCK BHE3AITHOIO Pa3BUTHUS apTEPUAIIbLHOU
TUIIOTEH3WH, B YACTHOCTH, y IAMEHTOB CO CTEHO30M MnouyeyHo aprtepuu. [losTtomy
HEOOXOJUMO TPOBEJCHHE CUCTEMAaTHUYECKON OIIEHKH CHMIITOMOB OO€3BOKMBAaHUSA U
CHI)KEHMSI COJEp)KaHUs DJIEKTPOJUTOB B IUIa3ME KpPOBH, HAIlpUMEp, MOCIE AUaped WIn
pBOTHL. TakuM MaMeHTaM HEOOXOIUM PEryJspHbIA KOHTPOJb COJEpIKAHUS IJIEKTPOIUTOB
IJ1a3Mbl KPOBH.

[Ipu BBIpOKEHHOW apTEpUATLHOW THIOTEH3WHW MOXET MOTPeOOBAaThCS BHYTPUBEHHOE
BBEJICHUE U30TOHUYECKOIO COJIEBOTO PacTBOPA.

TpaH3uTOpHass apTepuanbHas TMIOTEH3Us HE SBISIETCd IPOTUBOIOKA3aHUEM  JUIS
nponosbkeHus: Tepanuu. [locie BoccTaHOBICHHST OObeMa NUPKYIUPYIOIMEH KpoBu u Al
MOKHO BO300HOBUTH TEpANHio, MPUMEHSSI HU3KHE J03bl, JTUO0 MPUMEHSTHh TOJIbKO OJUH W3
KOMIIOHEHTOB IIpernapara.

Cooeporcanue kanus

Kom0OuHMpoBaHHOE MPUMEHEHNE UHANaMI/1a U IEPUHI0NpUIIa He MPeJOTBpaIlaeT pa3BUTHE
TUINOKAIMEMUH, OCOOEHHO y TAIMEeHTOB C CcaxapHbIM JuabeToM WM IOYEeYHOM
HEeOCTaTOYHOCThIO. Kak M B ciydyae MpUMEHEHUs J000ro TMIIOTEH3MBHOTO Iperapara B
KOMOWHAIMM C JUYPETHKOM, HEOOXOIMM pETryJSpHBIH KOHTPOJb KOHIEHTpAalUU Kaliusi B

1a3Me KPOBH.



Hnoanamuo

Ileuenounas snyeghanonamus

[Mpn nHanuuuu HapymieHWd (YHKIAW TICUEHH TMpPUEM THA3UAHBIX U THA3UIOMOJO0OHBIX
JTUYPETUKOB MOKET MIPUBECTH, OCOOCHHO B CITydyae 3JIEKTPOIUTHOTO nucOaaHca, K pa3BUTHIO
MEeYECHOYHOHN SHIe(DaTOnaTHH, KOTOpass MOYET MPOTrPecCUpOBaTh 0 MEUYEHOYHOW KOMBI. B
TaKON CUTyalluH ClIeAyeT HEMEJICHHO IPEKPaTUTh MpUEM JUYpETHKA.
DomouyecmeumenbHOCMb

Ha ¢done nmpueMa THa3HIHBIX W THA3UAONOJOOHBIX JIUYPETUKOB COOOIIATIOCH O CIIydasx
pa3BuTHsA peakuuii (porouayBcTBUTENBHOCTH (CM. pazaen 4.8). B ciydyae pa3BuTusa peakuuid
¢boTOUyBCTBUTENHHOCTH Ha (DOHE mpuema mpemnapara cieayeT MpekpaTtuth jedeHue. [Ipu
HEOOXOIUMOCTH TPOJIOJDKEHUS Tepaiy JUYPETUKAMH, PEKOMEHYeTCs 3allUIaTh KOXKHBIC
MOKPOBHI OT BO3JCHCTBHSI COTHEUHBIX JTydel WIH UCKYCCTBEHHBIX YIbTPa()UOIETOBBIX JIyUCH.
Boono-anexmponummwiii bananc

Konyenmpayus uonoe nampus 6 niasme Kposu

KoHIieHTpaiuio HOHOB HATPHS B IIa3Me KPOBU HEOOXOAUMO OIPEACTATh 10 Hauana JCUCeHUs,
a 3aTeM peryJsipHO KOHTPOJIUPOBATh Ha GoHEe mpuema npenaparta. CHIKEHUE KOHIIEHTPALUU
MOHOB HATpusT Ha HAyaJbHOM JTalle MOXET HE CONPOBOXKAATHCS KIMHUYECKUMU
CUMIITOMaMH, MO3TOMY HEOOXOJIUM PETYyJISIpHBIN JabopaTOpHBIN KOHTpOJIb. boiiee wdacThrit
KOHTPOJIb COJICP)KAaHUSI MOHOB HATPUS MOKA3aH MallMeHTaM C UPPO30M TIEUYCHU U MAllUeHTaM
nmoXujoro Bo3pacta (cM. pasmensl 4.8 u 4.9). JleueHue mOOBIMH JMYPETUKAMH MOXKET
BbI3BaTh TMIIOHATPUEMUIO, MHOT/IA C OYEHb CEPhE3HBIMH MOCIEACTBUAMU. [ MMoHaTpueMus,
COTPOBOXKAAIOIIAACS THUIOBOJEMHEH, MOXXET MPHUBOIUTH K PAa3BUTHIO O0E3BOKUBAHUS U
opTocTatudeckoil TuUnoTeH3un. COMyTCTBYIOIEEC CHIDKEHUE CONEPIKAaHUS HMOHOB XJIOpa
MO>KET MPHUBECTH K PA3BUTHIO BTOPHUYHOTO KOMIICHCATOPHOTO META0OJIIMYECKOTO alKano3a:
4acTOTa €r0 BO3HUKHOBEHHS U CTENEHb BBIPA)KECHHOCTH HE3HAUUTENbHbIE.

Konyenmpayus uonos kanus 6 niasme Kposu

CHIDKEHUE KOHIICHTPAINH KIS ¢ THIIOKATUEMHUEH SIBIISIETCS. OCHOBHBIM PUCKOM, CBSI3aHHBIM
C Tepamuiel THA3UTHBIMU M THA3UIOMOAOOHBIMU JUYPETUKAMH. | UMIOKATMEMUS MOKET
BbI3BaTh MBILIEYHbIE paccTpoiicTBa. Coobianocs o ciiydasx padJoMuon3a, B OCHOBHOM Ha
¢doHe TsxKENIOM THMOKATUEMHUU.

HeobOxomuMo mpemynpexaarb pPHUCK CHUXCHHS KOHIIEHTPAllMd WOHOB Kalus (MeHee
3,4 MMOJB/JT) Y CIENYIONINX KaTerOpuil MAIlMeHTOB M3 TPYIITHI BEICOKOTO PUCKA: MAIMEHTOB
MOKUJIOTO BO3pacTa W/WIM MCTOUICHHBIX MAI[MEHTOB KaK IMOJydaloluX, TaKk M He

MOJTyYaIOIUX COYETAHHYI0 MEIMKAMEHTO3HYIO TEpanuio, MalMeHTOB C [UPPO30OM IE€YEHH C



OTEKaMHU W acCIUTOM, HIIEMHYECKOW OOJIE3HBIO cepAla, CEpICYHON HEI0CTaTOYHOCTHIO.
['unokanuemMus y 3TUX NMAIMEHTOB YCHJIMBAET TOKCHYECKOE JIEUCTBHUE CEPCUHBIX TJIMKO3UI0B
Y TIOBBIIIAET PUCK Pa3BUTHS HAPYIICHUN pUTMA.

K rpyrire noBbIIEHHOTO PUCKA TaKKE OTHOCSTCS MALIMEHTHI C yAJTUHEHHBIM HHTEepBajioM QT
Ha OKI', kak BpOKJI€HHBIM, TaK U BbI3BAHHBIM JICHCTBHEM JIEKAPCTBEHHBIX CPEACTB.
['unokanuemusi, Tak)Ke, Kak U Opagukapaus, CIOCOOCTBYET Pa3BUTHUIO TSKEIIBIX HAPYIICHUIH
CEpJICYHOT0 PUTMA, OCOOEHHO MOJMMOP(HON KEIyJTOUKOBOU TaXHKAPAUU THUMA (ITUPYITH,
KOTOpasi MOXKeT ObITh (paTambHOH. BO Bcex OmMMCaHHBIX BBHIIIE Clydasx HeoOXoaum Oosee
YaCTBI KOHTPOJb COJIEpPKaHUS HWOHOB Kalusg B IUla3Me KpoBHU. I[lepBoe wu3MepeHue
KOHIICHTPAIlMd WOHOB Kajus HEOOXOJMMO MPOBECTH B TEUCHHE IMEPBOM HEACIM OT Hadaja
Tepanuu.

[Ipyn BBISIBIEHUM TUMNOKAIMEMHH JIOJDKHA MPOBOJUTHCS COOTBETCTBYIOIIAS KOPPEKIUSI.
['unokanuemusi, CBsA3aHHAsI C HU3KOM KOHIIEHTpAIlMell MarHusi B CHIBOPOTKE KPOBH, MOMKET
OBITh PE3UCTEHTHA K JICYCHHUIO JIO TEX TOp, MOKa YPOBEHb MAarfusi B CHIBOPOTKE KPOBU HE
OyZeT CKOPPEKTUPOBaH.

Konyenmpayus uonoe kanvyus 6 niasme Kpogu

TuasuaHple U1 THA3UAOMOAOOHBIE JUYPETUKH MOTYT YMEHBIIIATh BBHIBEJICHUEC MOHOB KaJIbITUS
MMOYKaMH, TPUBOS K HE3HAYUTEIIPHOMY U BPEMEHHOMY TTOBBIIICHUIO KOHIICHTPAIIUH KaJTbITUS
B IUIa3Me KpPOBHU. BhIpakeHHOE MOBBIIICHUE KOHIIEHTPAIIMH WOHOB KAIBIMS MOXET OBITh
CBSI3aHO C HEIWArHOCTHUPOBAaHHBIM THMepraparupeo3oM. llepen uccrnemoBanueM (yHKIUU
MapalMTOBHIHBIX JKeJIe3 CIEAYEeT OTMEHUTD MPUEM JUYPETUUECKUX CPEICTB.

Yposenv macnus 6 nnazme kposu.

Ha ¢one nmpuMmeHeHUs THA3HIHBIX U THA3UOMOJOOHBIX JAUYPETUKOB, BKIIIOYAs WHIATIAMHI,
OTMEYAJIOCh YBEINYCHHE BBIACICHUS] MarHUsI C MOYOM, UTO MOXKET CTaTh IPUUYUHON PA3BUTHUS
runoMarauemMuu (cm. paznenst 4.5 u 4.8).

Konyenmpayus enroko3sul 8 kposu

Heob6xommMo KOHTPOIMPOBATh KOHIIEHTPAIIMIO TITFOKO3bI B KPOBH Y TAIIMEHTOB C CaXapHBIM
nruabeToM, 0COOEHHO KOT/Ia KOHIIEHTPAIMs MOHOB KaJusl HU3Kasl.

Mouesas kucroma

VY nauMeHTOB C MOBBIIIEHHOW KOHILIEHTpAIMEed MOYEBOM KHUCIOTHI B IJIa3ME€ KPOBH MMEETCSA
TEHJICHLIMS K YBEJIIMUEHHUIO YaCTOThl BOSHUKHOBEHHUSI PUCTYIIOB TOIArPhl.

Huypemuueckue cpedcmea u (hyHKyusi nouex

TuasuaHple W THA3HIONONOOHBIE IUYPETHKH A(G()EKTUBHBI B TOITHOW MEpEe TOJIBKO Y

MalMeHTOB C HOPMAJIbHOW WM HE3HAYWTEIBHO HAPYIICHHOW (QYHKIMEH IMOYeK



(KOHIIEHTpAIMs KpeaTHHUHA y B3POCIIBIX MAIIMEHTOB HIDKE 25 Mr/i min 220 MKMOJIB/J).

VY NOXWIIBIX MallMEHTOB YPOBEHb KpPEaTMHMHA B IUIa3ME€ KPOBHM JOJDKEH OLEHUBATHCS C
y4eTOM BO3pacTa, Beca U 1oJia, B coOoTBeTcTBUHU ¢ hopMmynoit Kokpodra:

Knupenc kpeamununa (KK) = (140 — so3pacm) x eec/0,814 x konyenmpayus Kpeamununa 6
niasme Kposu,

r7Ie: BO3pacT — BO3pacT MalMeHTa B rojax, BeC — Macca Tella B KI, KOHLEHTpalus
KpeaTHHUHA — KOHIICHTPAIHsI KPeaTHHUHA B TJIa3Me KPOBU B MKMOJIB/JI.

dopmyna MOAXOIUT JJII MYXKYUH TOXKHIOTO BO3pacTa; IS KCHIIWH IMOKHUIOTO BO3pacTa
clenyeT YMHOXKHUTD pe3yiabTaT Ha KodddunueHT 0,85.

B nauane neueHus TuypeTUKOM y MAIMEHTOB M3-3a TUIMOBOJIEMHUH (BCJIEICTBUE BBIBEICHUS
BOJIBI M IOHOB HATPHs) MOXKET HAOIIOAATHCS BPEMEHHOE CHMIKEHHE CKOPOCTU KITyOOUYKOBOM
buIbTpaUM U yBEIWYEHUE KOHIICHTPAIIMM MOYEBHMHBI U KpEaTHMHHHA B IUIa3Me KPOBH. JTa
TpaH3UTOpHas (PyHKLIHMOHAJIbHAs TOYEYHas HEIOCTAaTOYHOCTh HE MMeEeT HeOJIarompUsTHBIX
MOCJICICTBUM /U1 TAIIMEHTOB C MCXOJHO HOPMAaJbHON (DYHKIMEH TOYeK, OJTHAKO MOKET
YCYTYOJISITh YK€ UMEBIIIEECs 10 Hauana JICYCHUs HapylleHne (PyHKIMH MOYeK.

Cnopmcmenvl

CnoprcMeHaM ciieffyeT 00paTuTh BHUMaHHE Ha TO, YTO JIEKAPCTBEHHBIN Mpenapar CoAEp>KUT
NEICTBYIOIIEEe BELIECTBO, KOTOPOE MOXKET JlaBaTh IOJOXHUTENbHBIN pe3yiabTaT mpU
MPOBEJICHUU JIOTTMHT-TECTA.

XopuouodanvbHblii 8b1NOM, OCMPas MUONUS, BMOPULHASL 3AKPLIMOY20bHAS 21AYVKOMA
CynbpoHamMuT W €ro NPOU3BOJHBIE MOTYT BbBI3BIBATH pPAa3BUTHE HIMOCHHKPA3UUECKON
peakuuu, NpUBOASIIEH K Pa3BUTHIO XOPUOMAAIBLHOTO BBINOTA € JAe()EKTOM MOJs 3pEeHHUS,
IPEXONAlEl MHUONMM M OCTPOW BTOPUYHOM 3aKpBITOYTOJIBHOM TIylaykome. CHUMITOMBI
BKJIIOYAIOT BHE3AIMHOE CHIDKEHUE OCTPOTHI 3pSHHsSI WK O0Jb B T1a3aX ¢ OCTPHIM HAYaJIOM U
OObIYHO BO3HMKAIOTB TEUEHUE HECKOJbKHMX 4YacOoB WM HeZelb IOocje Hayaja Ipuema
npenapata. [Ipu oTcyTcTBUM JIeueHus: ocTpasi 3aKphITOYToJIbHAS TJIayKOMa MOXKET MPUBECTH K
HeoOpaTUMOl MoTepe 3peHus. B mepByro ouepenp Tepamusi 3aKJIIOYaeTCsl B MaKCUMAallbHO
ObICTpOl OTMeHe mpenapara. Eciu BHyTpHIIa3HOE AaBIIEHHUE OCTACTCSI HEKOHTPOIUPYEMbIM,
MOKET TOTPEeOOBAThCSI HEOTIOKHOE MEIUKAMEHTO3HOE JIEUCHHE WM XHPYPrHUecKoe
BMenarenscTBO. MakTopaMu pUCKa Pa3BUTHUSI OCTPOM 3aKPHITOYTOJbHOM TJIAyKOMBI MOTYT

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

Ilepunoonpun

/lsotinas 6a10kada penun-aneuomen3ur-arboocmeporosotl cucmemvl (PAAC)



Wmerorcss naHHble 00 yBEIMYEHUM pUCKA BO3HUKHOBEHHS apTEpUATbHOW THUIOTEH3UH,
TUIEpKATMEMUN W CHIDKGHMH  (QYHKIMM TOYeK (BKJIOYas OCTPYI  IOYEUHYIO
HEIOCTaTOYHOCTh) TPU COBMECTHOM TNpuMeHeHHu HHTHOuTOpoB AIID® ¢ APA 11 nm
anuckupeHoM. Ilostomy nBoitHas Omokama PAAC mocpeiacTBoM couyeTaHuss MHTHOUTOpa
ATII®D ¢ APA Il wm anuckupeHoM He pekomeHayercs (cM. pasnenst 4.5 u 5.1). Ecnu nBoiinas
0s10kama abCOMOTHO HEOOXOMMA, TO ATO JOHKHO BBIMOTHATHCS MO/ CTPOTHM HAOIIOCHUEM
CHELHAINCTA TPH PEryJIIPHOM KOHTpOJEe (DYHKIMM TMOYEK, COAEPIKAHUS DJICKTPOJIUTOB B
miasme kposu u A/l

[Ipumenenue nHrHOUTOPOB AIID B coueranuu ¢ APA Il mpoTMBOMOKAa3aHO y MAIMEHTOB C
nrabeTHIecKoi HedponaTueld 1 He peKOMEHIYETCsl Y IPYTUX MaIMeHTOB (cM. pa3aensl 4.3 u
4.5).

Kanuiicoepezarowue ouypemuku, npenapamel Kaius, Kaiulicooepicawue 3daMeHUmenu
nUesoll conu u nuuiesvle 000a6Ku

He pexoMmeHayeTcs COBMECTHOE TMpPUMEHEHHE TMEepUHAONpPHIAa U KalukcOeperaromumux
JUYPETUKOB, a TAKXKE NPENapaToB KaJIus, KAIUNHCOACPKALIUX 3aMEHUTENICH NTUIEBON COIHU U
MUIIEBBIX 100aBOK (cM. pa3nen 4.5).

Hetimponenus, azpanynoyumos, mpomooyumonenus, aHemus

NmeroTcst cooOmieHus 0 Pa3BUTHH HEUTPOIICHUH/ArpaHysIOlNUTO3a, TPOMOOIIMTOIICHHH |
aHeMuu Ha ¢oHe nmpuema HHruouTopoB AIlID. V manueHToB ¢ HOpMaIbHOU (PyHKIMEH Mouek
U 0e3 COomyTCTBYIOHUIMX (DaKTOpOB pHCKa HEUTporneHHs Bo3HHKaeT peako. C KpaitHen
OCTOPOKHOCTBIO CIIEIyeT TNPUMEHSATh MEpUHIONPUI Ha (oHE cUCTEeMHBIX 3a0o0JieBaHUMN
COCIMHUTENIBHON TKaHU, a Takke, Ha (OHE MpHeMa MMMYHOJIEIPECCAHTOB, AJUIOMypPHUHOIIA
WIN IPOKaWHAMKJIA, WK TIPH COYETaHUM ATUX (HAKTOPOB, OCOOCHHO y MAIIMEHTOB C MCXOTHO
HapyIEeHHON (YHKIHUEH Moyex.

Y HEKOTOpBIX NAIlMEeHTOB BO3HMUKAIM TsKENble HH(PEKUMOHHbIE 3a00JeBaHUS, B psle
CIy4yaeB, yCTOWYMBBIE K HMHTCHCHUBHOW aHTUOMOTHKOTepamuu. [Ipu  Ha3HaAYCHUH
NEPUHJIONpUIA TAaKUM NAIMEHTaM PEKOMEHIYeTCs NEPUOAMYECKH KOHTPOJIMPOBATh YHUCIIO
JEUKOUTOB B KpoBU. IlammeHThl MOMKHBI COOOHIaTh Bpady O JIIOOBIX MpPU3HAKAX
nH(}EKIMOHHBIX 3a001eBaHui (Hapumep, 00JIb B Topie, Tuxopaaka) (cM. pa3aeins! 4.5 u 4.8).
AHeMUsl MOXKET pa3BUBAThCS y MAMEHTOB MOCIE TPAHCIUIAHTAIMH MTOYKH WM y MAlUEHTOB,
HaXOJAIIMXCS Ha remoauanuse. [Ipu 3ToM cHHXKeHHe reMoryioOnHa TeM OoJIbIlle, YeM BHIIIEe
ObuUl ero TMepBOHAYAIBHBIA MMOKa3aTedb. IJTOT 3(G(eKT, MNO-BUAMNMOMY, HE SBISIETCA
JI0303aBUCUMBIM, HO MOXET OBITh CBsI3aH C MEXaHU3MOM JeWUCTBHS WHTHOMTOpOB AIlID.

He3nauuTtenpbHOE CHM)KEHHE T€MOIIOOMHA IMPOUCXOOUT B TCUCHHUE IICPBBIX 6 MECAILIEB, 3aTEM



OH OCTaeTCd CTAaOMIBLHBIM U IOJHOCTBIO BOCCTAaHABIMBACTCS ITOCIE OTMEHBI mpenapara. vy
TaKHuX IalMUEHTOB JICUCHUC MOXXCT OBITE MMPOAOIPKEHO, OAHAKO IéMaTOJIOTHYCCKUEC aHaJIU3bI

JIOJKHBI IIPOBOJUTBCS PETYIISIPHO.

Penosackynapuas cunepmensus

Y mnanueHToB C JABYCTOPOHHMM CTEHO30M ITOYEYHBIX apTEPU WM CTEHO30M AapTEpHH
€IMHCTBEHHON (yHKIIMOHMpYIOMEeH TMMOYKM Ha (oHe mnpuMeHeHuss uHrHOUTOpa AllD
BO3pacTaeT PUCK Pa3BUTHUS TMIIOTEH3UU M TOYEYHOW HEAOCTAaTOYHOCTU (cM. paszuen 4.3).
[IpueM OUMYpeTHKOB MOKET OBITh JOMOJHUTENBbHBIM (AKTOpOM pHcKa (cM. pazzen 4.3).
VYxyamenue (QyHKIUM MMOYEK MOXKET HAOMIOAAThCS YK€ IMPU HE3HAYUTEIbHOM H3MEHEHUH
KOHIEHTPAallUM KpEaTUHMHA B CBIBOPOTKE KPOBH, AAKE y MALMEHTOB C OJHOCTOPOHHUM
CTEHO30M II0YE€YHOU apTepuH.

MeronoM Je4eHUsI PEHOBACKYJIAPHOM THMIIEPTEH3UU SBISAETCS PEeBacKysspu3auus. TeM He
MeHee, NpuMeHeHne HHTHOUTOpoB AIID MOXKET OKa3bIBaTh MOJOXKHTEIBHOE IEHCTBHE Y
JAHHOW KaTerOpuy MalUEeHTOB, KaK OKUIAIOIIMX OIIEPAaTUBHOIO BMEIATENbCTBA, TAK U B TOM
cilydae, KOrja XUpypruueckoe BMEIIATeIbCTBO IPOBECTH HEBO3MOKHO.

[Ipumenenue nexkapcrBenHoro npenapata Homunpen A bu-¢opre He nmokazaHo manueHTaM C
YCTAHOBJICHHBIM WJIM IPEAINOJIAracMbIM CTEHO30M IIOYEYHOW ApPTEPHUH, TaK KaK y TaKUX
NAallMEHTOB TEpalui0 cJelyeT HauyuHaTh B YCJIOBUSAX CTallMOHapa ¢ Oosiee HMU3KUX 03
KOMOMHAIMK UHAaaMKJ1a U IepUHAO0IPUIIA.

Tosviuennas 4yecmeumenbHOCmy, AH2UOHEBPOMUYECKULl OMeK

[Ipu mpueme uarudbutopo AIID, B TOM yKciIe U NEPUHAONPUIA, B PEAKUX CIIydasX MOXKET
HaOJII0AaThCsl pa3BUTHE AHTMOHEBPOTHMYECKOTO OTEKa JIMLA, KOHEYHOCTeH, Iy0, s3bIKa,
TOJIOCOBBIX CKJIAJIOK W/WiIM TOopTaHu (cM. pasnen 4.8). DTO MOXKET MPOWU30UTH B JIFOOOMH
nepuos Tepanud. IlpW MOSABIEHWH CHUMITOMOB TpPHEM NEPUHAONPHIA JIOKEH OBITh
HEMEJUIEHHO MPEKpallleH, a MaMeHT JOJDKEH HabMoAaThes A0 TeX Mop, OKa MPU3HAKHA OTeKa
HE HCYE3HYT IOJIHOCThIO. EciM oTek 3aTparuBaeT TOJIBKO JIMIO M TyObl, TO OH OOBIYHO
IIPOXOJUT CAMOCTOSITENIBHO, NPU 3TOM B KadeCTBE CHMIITOMAaTHYECKONM TEPAallMH MOTYT
IPUMEHSTHCS] aHTUTHCTAMUHHBIE CPEJICTBA.

AHTMOHEBPOTUUYECKUN OTEK, CONPOBOXKIAIOLIUICS OTEKOM TOpTaHU, MOXET INPUBECTH K
JeTanbHOMY HMcxony. OTek s3bIKa, TOJIOCOBBIX CKJIAJOK WJIM TOPTaHU MOXET IPHUBECTH K
OOCTpPYKIMH JbIXaTeNbHBIX MyTel. IIpu MosBIEHNN TaKMX CUMITOMOB CJEIyeT HEMEJIEHHO
HayaTh MPOBOJUTH COOTBETCTBYIOIIYIO TEPANuio, HAPUMEpP, BBECTU MOAKOXKHO AMHUHEPPUH

(ampenanuH) B pasBemenuu 1:1000 (0,3 —0,5 mu1) w/mnu  obecreynTh MPOXOAUMOCTH
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JBIXaTeNbHBIX MyTEeH.

CooOuranocs 0 0osiee BHICOKOM PUCKE Pa3BUTHUS AaHTMOHEBPOTHUECKOTO OTEKa y MAllMEeHTOB
HErPOUHOM pachl.

VYV nmanueHToB, B aHAMHE3€ KOTOPBIX OTMEUaJICd aHTMOHEBPOTHUYECKUM OTEK, HE CBSI3aHHBIN C
npueMoM HHTUOUTOpoB AIID, MokeT OBITh MOBBINIEH PUCK €ro Pa3BUTHUS TPH TPHUEME
npenaparoB 3Toi rpynmnsl (cM. pazaen 4.3).

B  penkux cnywasix Ha QoHe Tepanuum uHruoutopamu AIlD  pa3BuBaercs
AHTHMOHEBPOTUYECKUI OTeK KuleyHuKka. [Ipu 3ToM y manueHToB oTMedanach 00Jb B JKUBOTE
KaK HM30JIMPOBAaHHBIA CHMITOM HJIM B COYETAHUHM C TOUIHOTOM M PBOTOM, B HEKOTOPBIX
ciydasix 0e3 MpeAlecTBYIOIIEr0 aHTHOHEBPOTHYECKOTO OTeKa JIMLA W NP HOPMAIbHOM
ypoBHe akTuBHOCTH Cl-3cTepasbl. /[narHo3 ycraHaBIMBAajiCs C MOMOIIBIO KOMITBIOTEPHOM
ToMorpaguu OpIOIIHOM TOJOCTH, YJIBTPA3BYKOBOI'O MCCIIEJOBAHUS MM B MOMEHT
XUPYpruyeckoro BMemiateabcTBa. CHMNTOMBI MPOXOAMWIM TIOCHE MpPEKpalleHus IpueMa
uHruouTopoB AII®D. [TosTomMy y mamueHTOB ¢ OOJIBIO B 00JIACTH JKUBOTA, IMOITYYaIOIIUX
unruouropsl AIl®, mpu mnposenaeHun auddepeHnanTbHON JUATHOCTUKA HE00XO0IUMO
YYUTHIBATh BO3MOXKHOCTh Pa3BUTHUSI aHTHOHEBPOTUYECKOTO OTEKa KUIIICUHUKA.

CoBMecTHOE TpUMEHEHHE TMEepPUHIONpPHIa € KOMOMHUPOBAHHBIMU JIEKAPCTBEHHBIMU
mpernapaTaMi, COJEPXKAllUMHU  BaJIcapTaH + caKyOUTpuJ, MPOTHBOMOKA3aHO, TaK Kak
MOBBIIIEH PUCK PA3BUTHS aHTHOHEBPOTHUYECKOT0 oTeKa (cM. pa3zaensl 4.3 u 4.5). [lpumenenue
KOMOWHHUPOBAHHOTO JICKAPCTBEHHOTO IIpernapara, COJAEpiKallero BajicapTaH + cakyOuTpui,
BO3MOXKHO HE paHee, 4eM uepe3 36 4acoB MOCJE MOCIEIHEro MpuemMa MepuHIONpHIIa.
[IpruMmeHeHrne nepuHAONPUIIa BO3MOXKHO HE paHee, 4eM depe3 36 4acoB Mocie MpEeKpaIeHus
nprema KOMOMHHPOBAHHOTO JIEKapCTBEHHOTO npernapara, COJIeprKallero
BasicapTaH + cakyouTpui (cM. pa3aenst 4.3 u 4.5).

CoBmecTHOE mpuMeHeHHe MHTHOUTOpoB AII®D ¢ MHrmbuTOpaMu HENpUIM3MHA (HAIpUMED,
pauekagotpuwioM), uHrHOutopamu mMTOR (Hanmpumep, CHPOIUMYCOM, 3BEPOTHUMYCOM,
TEMCUPOJIMMYCOM) W TJIMNTUHAMHU (HampuMep, JUHATTUNTHHOM, CAaKCATJUITHHOM,
CUTATrJUNTHHOM, BWIJATTUNTHHOM) MOXET MPHUBECTH K MOBBIIMICHHOMY PHUCKY pPa3BUTHS
AQHTMOHEBPOTUYECKOTO0 OTeKa (HampuMmep, OTEKYy [bIXaTeNbHBIX MyTeH WM S3bIKA, C
HapyIlIeHUeM JbIXaHusl win 0e3 Hero) (cM. pazzaen 4.5). Crneayer coOoaaTh OCTOPOKHOCTh
Opy Ha3HA4YCHUU parekagorpwia, wuHruoutopoB mTOR (Hampumep, cuponumyca,
IBEPOIMYCA, TEMCUPOIMMYCA) W TJIHWITHHOB (HANpUMEp, JTUHATTUNTHHA, CAKCATIUITHHA,
CUTArJUNTHHA, BUJIATJIUIITHHA) Y TAllUeHTOB, Y)Ke MpuHUMAaoux nHruoutop AIl®.

AnaghunaxkmouoHvle peaxkyuu npu nposedeHul 0eceHcuoOUIU3ayul
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Hmerorcss oTaenbHbIE COOOUICHHS O Pa3BUTHUHM  JUIMTEIbHBIX, YIPOMKAIOUIUX KU3HU
aHa(UIAaKTOUIHBIX PpEeaKIuil y TaIMeHTOB, ToJydarormux HHruOuTopsl AIID Bo Bpems
JNECCHCUOMIM3UPYIONIEH Tepamuu SI0OM MepPerOHYATOKPBUIBIX HACEKOMBIX (TYelbl, OCHI).
Wuruburopsr AIl® HeoOXOAMMO NPUMEHSATH C OCTOPOKHOCTBIO Yy CKIIOHHBIX K
QIIEPTUYECKUM  PEaKIUsM TaIMeHTOB, MPOXOANINX MPOLUEAyphl JeCEHCUOUIU3ALNU.
Crnenyer wm30erarb mnpuMmeHeHuss uHruOutopa All®  mamueHTaM, TOJYyYarONIUM
MMMYHOTEPANHIO SIIOM MEePErNOHYaTOKPBUIBIX HACEKOMBIX. Te€M HE MEHee, Y MallMeHTOB,
KOTOPBIM HEOOXOIUMO Kak mpuMeHeHne nHruoutopo AIID, Tak u mpoBeAeHHE TPOIEAYPHI
JIECEHCUOMIN3alny, aHa(QHIaKTOMIHON pPEaKUd MOXHO H30eXaTh ITyTeM BpPEMEHHOU
otMmeHbl nHrHOuTOpa AIID He MeHee, yem 3a 24 yaca 10 HavaIa MPOIEAYPHI.
Anagpunakmouonvie peakyuu npu npogedeHuu agepesa IUnonpomeuHo8 HU3KOU ni0MmHOCMU
(JIIIHII)

B penxux ciyuasix y manueHToB, noixydatomux naruoutopsr AIID, npu npoBenenunn adepesa
JIITHIT ¢ wucnosnp3oBaHWeM JeKCTpaHa CylbdaTa pa3BUBAIUCH YTIPOXKAIOIIUNE >KU3HU
aHapuIaKTOUIHBIC peakuuu. s mpemoTBpaieHus aHaQUIAKTOMIHON peakiuH CIEAyeT
BPEMEHHO TIpeKpaiiath Tepanuio naruoutopom AIID nepen kaxmoit mporenypoii adgepesa.
Tayuenmul, Haxoosawuecs Ha cemoouanuse

Y manueHToB, mnoay4darommx uHruoutopel AIID, mpu mnpoBemeHurn TeMoauanuza ¢
NIPUMEHEHHEM  BBICOKOIPOTOYHBIX MeMmOpaH (mampumep, AN69®) O6bulM  OTMeEUeHBI
aHapuIaKTOUTHBIC peakuu. [loaToMy KenaTeIbHO TPUMEHATh MEMOPaHy APYTroro TUMA WIIN
MPUMEHSTh TUTIOTEH3UBHOE CPEACTBO APYToil papMaKoTepaneBTUUECKOM TPYIIIbIL.
Ilepsuunwiii cunepanb0ocmepoHuU3IM

[TauvieHTHl C MEPBUYHBIM THUIEPATBAOCTEPOHU3MOM, KakK MpaBUJIO, HE BOCIPUUMYUBBI K
AHTUTUIICPTCH3UBHBIM IIperapaTam, JeHCTBUE KOTOPBIX OCHOBaHO Ha mHruOupoBanun PAAC.
[ToaTOMy mpuMeEHEHnE Ipenapara y Takux NaluEeHTOB HE PEKOMEHAYETCS.

Kaweno

Ha ¢one tepanuun narudéuropom AIID MoxkeT oTMeyaTbesi CyXoi YIOPHBIN Kallleib, KOTOPBIi
ucye3aeT Mocjie OTMEHbI npemnapata. [Ipu mosiBIeHUM y MalMeHTa CyXOro Kaluisl CIEIyeT
IIOMHUTb O BO3MOKHOM SITPOI€HHOM XapakTepe A3Toro cumnroma. Eciau newammii Bpay
CUMTaeT, YTo Tepanus uHruouropom AII® HeoOxoauMa MalKMeHTy, BO3MOKHO POAOKEHNE
npuema npenapara.

Jlemu

O} PeKTUBHOCTh M MEPEHOCUMOCTh MPUMEHEHHUS MEPUHAONpPUIIA y JeTed U IMOAPOCTKOB B

KayecTBe MOHOTEpANUH UM B KOMOMHALIMYU C IPYTUMHU MpenapaTaMu HE YCTaHOBIICHBI.
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Puck apmepuanvuoii cunomenzuu u/unu noueunou HedocmamoyHocmu (y NAYUEHMO8 C
cepoeyHoll HeOOCMAMOYHOCMbIO, HAPYULEHUEM 800HO-2IeKMPOIUMHO20 DANanca u m.o.)

[Ipy HEKOTOPBIX MATOJOTMUYECKUX COCTOSIHUSIX MOMKET OTMEYAThCsl 3HAYUTEIbHAS aKTUBALUS
CUCTEMBI «PEHUH-aHTUOTCH3UH-aJIbJOCTEPOH», OCOOEHHO MPHU BHIPAKCHHON THIIOBOJIIEMUU U
CHIDKEHUHU COJACPIKaHUS SJIEKTPOJIMTOB B Iu1a3Me KpoBH (Ha (oHe OeccosnaeBOil AMETHI WU
JUINTETILHOTO TpHeMa [IUYPETHUKOB), y MAalMeHTOB C HMCXOJHO HM3KUM AJl, cTeHO30M
[IOYEYHON apTepHUM, 3aCTOMHOM CEpIEYHOM HENOCTATOYHOCTBIO MM LHUPPO3OM IIEYEHU C
OTEKaMHU U aCLIUTOM.

[Ipumenenne wunrnoutopa AIl® BebpBacTr Onokany PAAC wuw mosToMy MOXET
COTIPOBOXKAATHCS PE3KUM CHIKeHUEM AJl /vy MOBBIIIIEHHEM KOHIIEHTpAIlMN KpeaTHHUHA B
1asMe  KpPOBHM, CBHUJACTEIBCTBYIOIIMM O pPa3BUTUM  (DYHKIHMOHAILHON  TMOYEYHOMH
HEJOCTATOYHOCTH. DTHU SIBIICHUS Yallle HaOJIONAI0TCS TPU MPUEME TIEPBOM J03bI Mpernapara
WIM B TEYEHHWE IMEpBBIX JABYX HeAeNb Tepanuu. B penkux ciaydasx S5TH COCTOSHUS
pPa3BUBAIOTCS OCTPO M B JpPyrHe€ CPOKHM Tepanuu. B Takux ciaydasx HOpu BO300HOBJICHHUH
TEepanuu PEeKOMEHyeTCs MPUMEHSTh Mperapar B Oojiee HU3KOW J103€ U 3aTEM IMOCTETICHHO
YBEIUYHUBATH J03Y.

Lloowcunou eo3pacm

[lepen HavagoM TmpHeMa MEPUHAONPHIA HEOOXOAMMO OLEHUTh (YHKIMOHAIBHYIO
AKTHUBHOCTH IIOYEK U COJICpKaHUE KaJlis B IJIa3Me KpoBU. B Hauasne Tepanuu 103y npenapara
noIOUPAIOT, YYUTHIBas CTENeHb CHIKeHUS AJl, ocoOeHHO B ciydae 00€3BOKMBaHUS U
MOTEPH IAEKTPOIUTOB. [10100HBIE MEPHI MO3BOJISIIOT N30€KaTh pe3koro cHkeHus A/Jl.
Amepocknepos

Puck aprepuanbHOW TUIIOTEH3WU CYIIECTBYET Y BCEX MAIMEHTOB, OJHAKO OCOOYIO
OCTOPOXXHOCTh CIIEAyeT COONMI0IaTh, MPUMEHSSI Tpernapar y MAlMeHTOB C HWIIeMHYECKOM
00JIe3HBI0 Cep/Illa U HEJOCTaTOYHOCThIO MO3TOBOI'O KpPOBOOOpalleHus. Y TaKUX MalleHTOB
JieyeHue clielyeT HaulHaTh ¢ HU3KUX /103 Ipernapara.

Cepoeunas nedocmamo4noCcms, Mmaxiceads cepoeyHas He0oCmMamoyHOCMb

[ManenTam ¢ TspKeNoi cepaedHoil HemoctarouHocThio (IV pyHKIMOHANBEHOTO Kiacca MO
knaccuukanmn NYHA) npumenenue npenapata Homunpen A bu-dopre He mokazano, Tak
KaK y TakuxX NaIMeHTOB Tepanus IO/DKHAa HauuHAThCS ¢ Oojiee HU3KUX /103 KOMOWHAIUU
WHJAMAMH/Ia ¥ TIEPUHAONPIIIA U MO TIATEILHBIM BpadyeOHBIM KOHTPOJIEM.

[TanmeHTHI ¢ apTepUanbHON THIEPTEH3UEH M WIIEMHUYECKON OOJIE3HBIO CepAla HE JTOJDKHBI
nmpeKpamarb npueM Oera-aapeHo010KaTopoB: WHTHOUTOpbl AII® AOMKHBI NPUMEHSTHCS

BMecCTe ¢ OeTa-aipeHo0I0KaTopamu.
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Iayuenmul ¢ caxapnvim ouabemom

VY manuMeHToB C WHCYJIMHO3aBUCHUMBIM CaxapHbIM Aua0eToM (OMacHOCTh CIIOHTaHHOTO
YBEIMUEHUSI COJACpIKAaHMsI Kamusl) Tepamus mnpenaparom Homumpen A bu-dopre
Heleaecoo0pa3Ha, MOCKOIbKY Y TakKuX [allMeHTOB JIEYCHHE [JOJDKHO HauuHAThCA C
MUHHUMAQJIBHBIX 103 HWHAANaMuJa M MEPUHAONPWIA W HIPOXOJHUTHh IMOJ TMOCTOSHHBIM
BpaucOHBIM KOHTPOJIEM.

HeobxomuMo TIHIaTENsHO KOHTPOJIHPOBATH YPOBEHb TIMKEMHH Yy TAIMEHTOB C CaXxapHBIM
nuabeToM, paHee MOTy4YaBIINX NepopaTbHbIC CaXapOCHIDKAIONINE MpenapaThl WM UHCYJIHH, a
MMEHHO B T€UCHHE TIEpBOro mMecsia Tepanuu nHruoutopom AIID (cm. pazgen 4.5).
Omuuueckue pasnuyus

[epungonpun, xkak u apyrue HHruOutopsl AIID, oka3bIBacT SBHO MEHEE BBIPAKECHHOE
AQHTUTUIIEPTEH3UBHOE JIEHCTBUE Yy MALMEHTOB HETPOMIHONM pachkl IO CPaBHEHUIO C
NPEJICTaBUTENIAIMA  APYTUX pac. Bo3MOXkHO, 3TO paznuuue O0OYCJIOBIEHO TEeM, 4YTO Yy
MalMEHTOB C apTEPUAIBHOW THIIEPTEH3ME HErpOMJAHOM pachl Hallle OTMEYAeTCs HH3Kas
AKTUBHOCTh PEHUHA.

Xupypauueckoe emewamenbcmeo, aHecme3sus

[Ipumenenne nHrnOUTOPOoB AIID MOXKET MPUBECTH K apTEPUATBHONW THIIOTEH3UHU, OCOOCHHO
IIPU COBMECTHOM NPUMEHEHUU CPEACTB JUIsl aHECTEe3UH, 00JIaalolINX aHTUTUIIEPTEH3UBHBIM
JIEACTBUEM.

ITosToMy pekoMeHayeTcss IO BO3MOXXHOCTH TPEKpPaTUTh IpueM HHruOuTOpoB AllD
JUIMTEIBHOTO  JIEWCTBUS, TAKUX KaK MEPUHIONPHWI, 332 CYTKH JO XHUPYPTrUYECKOIO
BMEILIATEIbCTBA.

Cmeno3 aopmanbHo20 unu MUMPATLHO20 KIANAHO8/cunepmpoghuueckas o6cmpyKmueHas
KApOUOMUONamusi

Nuru6utopel AII® m0mKHBI ¢ OCTOPOKHOCTBHIO HA3HAYATHCS IMAIMEHTaM C OOCTPYKIUEH
BBIHOCSIIIETO TPAKTA JIEBOTO JKEITy10YKA.

Ileuenounas neoocmamounocmo

B penxux cnydasx Ha ¢one mnpuema wHruOuTopoB AIID BO3HMKAaeT XolecTaTHyecKas
xentyxa. [Ipu mporpeccupoBaHUU 3TOTO CHHIPOMAa BO3MOXKHO pa3BUTHE (YIbMUHAHTHOIO
HEKpO3a MEYEHH, MHOTAA C JIETAIbHBIM HCXOJOM. MeEXaHu3M pPa3BUTHS 3TOr0 CHUHApPOMA
HesceH. [IpM TOSBIEHUM JKENTYyXW WIM TPU 3HAUYUTEIHHOM TOBBIIIEHUHM AKTUBHOCTHU
NEUYCHOYHBIX (epMeHTOB Ha (QoHe mnpuemMa uHrHOMTOpoB AIlD mnammeHty cueayer
npekpatuth npueM uHruOutopa AIID u HaXoAWTbCA MOJ COOTBETCTBYIOIIMM CHTYalluU

HaOmroIeHueM Bpada (cM. pasnen 4.8).
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T'unepranuemus

['unepkanuemMus MOKET pa3BUBAThLCS BO BpeMs JiedeHus maruontopamu All®D, B Tom uucie,
u nepunaonpuiom. Maru6utopsr AII® MoryT BhI3BIBaTh THIIEPKATUEMHIO, MOCKOJIBKY OHHU
UHTUOMPYIOT BHICBOOOKICHUE abI0CTEPOHA. Y MAIMEHTOB C HOPMAJIbHOM (PyHKIMEH movek
3TOT 3(pdexT o0bHO He3HauuTeneH. DakTopamMu pHUCKAa THUNCPKATMEMHUH SBISIIOTCS
MOYeYHasi HEJOCTaTOUYHOCTb, YXyAllleHne QYyHKIIUH MOYeK, Bo3pacT ctapuie 70 jeT, caxapHbIil
nuadeT, HEKOTOpbIe COMYTCTBYIOIIME COCTOSIHUS, B YACTHOCTH, JAETHIpATaIs, OcCTpas
JICKOMITCHCALIUS ~ CEpJCYHOM  JEATETBbHOCTH, METa0OMMYeCKUH  aIua03, COBMECTHOE
NpPUMEHEHHE KanuiicOeperaronmx IUypeTUKOB (TaKUX KaK CIHPOHOJAKTOH, SIUIEPEHOH,
TpUaMTEpPEH, aMHJIOPU), a TaKKe MpEenapaToB Kajlus WM KaJuiicofepallux 3aMeHUuTeNen
NUILEBOM CONHM, a TaKXKe MPUMEHEHHE JPYTUX MPernapaToB, CIOCOOCTBYIOUIMX MOBBIIICHUIO
COJIepXaHUsl Kajdusi B IUJIa3Me€ KpPOBU (HAmpuUMep, TrenapuHbl, KO-TPUMOKCA30J, TaKkKe
U3BECTHBII Kak KOMOMHaLUs CyJIb()aMeToKCca3oll + TPUMETONPUM, JAPYTUe HHTUOUTOPHI
ATII®D, aHTaroHUCTHI perenTopoB anrnoTeH3uHa l1, aneruncanunmnosBas kucnora (3 r/cyTku u
Oonee), wuHrHOUTOpH IMKIOOKcUreHa3pl-2 (IIOI'-2) u HeceleKTHBHBIE HECTEPOUIHBIC
npoTuBoBocnanuTenbHble  npenaparel  (HIIBII), wuMMyHonmempeccaHTbl, Takue  Kak
[IUKJIOCTIOPUH WK TAaKPOJIIMMYC), 1 OCOOCHHO aHTaroHUCTOB anibrocTepona uiau APA 1I.
[Ipumenenne mpemapaToB Kajaus, KaluicOeperaromux IUyPETUKOB, KAIMMCOIEPIKAIINX
3aMEHUTENIEH MUILEBON COJIM MOYKET IMPUBECTU K 3HAYMTEIHLHOMY IOBBIIIECHUIO COJEP/KaHUS
KaJIHus B KPOBH, OCOOCHHO y MAIMEHTOB CO CHW)KCHHOW (yHKuMel mouek. ['mnepkanuemus
MOKET MPUBECTH K CEpbe3HbIM, WHOTJAa (aTanbHBIM HapYLIEHUSM CEpIEYHOr0 PUTMA.
KanuiicOeperaromue muypetukun u APA Il cinegyer npuMEHSTH C OCTOPOXHOCTBIO Y
MAIUEHTOB, MOJyJamuX HHruouTopsl AIID, mpu 3TOM ciemyer KOHTPOIUPOBATh YPOBEHB
KaJIMs B CBIBOPOTKE U (DYHKIIMIO TOYEK.

Ecin HeoO0XoAMMO COBMECTHOE MPUMEHEHHE YKa3aHHBIX BBIIIE IPENaparoB, JeueHUe
JOJIKHO TPOBOJUTHCA C OCTOPOXKHOCTBIO Ha (POHE PETYJSIPHOTO KOHTPOJIS COJEp>KaHUs
KOHIICHTPALlMX MOHOB KaJlKs B CBIBOPOTKE KPOBHU (cM. pazzen 4.5).

Bcnomocamenvhuvie sewecmea

JlexapctBennblii  mpenapar Hommmpen A bu-gopTe comepXUT TaKTO3bl MOHOTHAPAT.
[TanmeHTamM € peaKko BCTpEYAIOLIECHCS HACIEICTBEHHOM HEMEPEHOCUMOCTBIO TallaKTO3bl,
Ne(QUIUTOM JIaKTa3bl WM TIIOKO30-TalaKTO3HOM MaibabcopOuueit He cienyeT MpUHUMATh
3TOT Ipemnapar.

Cooeporcanue nampust

Homunpen A bu-dote conepxxut menee, yem 1 MMonb HaTpus (23 mr) B TablieTKe, TO €CTh
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MPAKTUYECKH HE COJIEPKUT HATPUS.

4.5. B3aumMopgeilicTBMe C JAPYTHMH JIEKAPCTBEHHBIMHM NpenapaTaMu W Jpyrue BHUAbI
B3auMOeliCTBUA

Obwee 0115 unoanamuoa U NepuHOoOnpPUILd

CoBMeCTHOE IPUMEHECHNE HE PEKOMCHIYETCS

IIpenapamul rumus

[Ipu coBMecTHOM NPHUMEHEHUH TNpenapaToB JUTUsS W UHruouTopoB AIID coobmiamoch 06
o0paTMMOM TMOBBIIIECHUH COJEpPXKAHUS JIMTHA B IJIa3M€ KPOBHU U CBSI3aHHBIX C OSTUM
Tokcnueckux d¢pdekxrax. CoBMeCTHOE TMpPUMEHEHHE KOMOWHAIUM TEPUHAONPHUIA U
UHJaNaMHa ¢ IpernapataMH JUTHS He peKkoMmeHayeTcs. Ilpn HeoOXOoIuMOCTH NMPOBEACHUS
TAaKOM TEpaNuU CIEAYET PEryJsipHO KOHTPOJIMPOBATH COAEpPXKAHHUE JINTUS B IUIa3ME KPOBU
(cm. paznen 4.4).

CoBMecTHOE IpUMeHeHne TPeOYeT 0c000 0CTOPOKHOCTH

baxnogen

VYcunenue aHTUrMnepTeH3UBHOro naeiictBus. Cnenyer koHTposupoBate A/l u, npu
HE00XO0IUMOCTH, KOPPEKTUPOBATH 03Bl aHTUTUIIEPTEH3UBHBIX MPENapaToB.

Hecmepouonwvie npomusosocnanumenvuvie npenapamol (HIIBII) (éxnouas evicokue 003bi
AyemuacanuyunIo8ol KUuciomol > 3 2/cymku,)

[Tpu coBmectHOM npuMeHeHnn HHruouTopoB AIID n HIIBII (aneruncanuiunoBas KUCIOTa B
J103€, OKa3bIBAIOLIECH MPOTUBOBOCHAIUTENBHOE IEHCTBUE, HHTUOUTOPHI IUKIOOKCUTE€HA3bI-2
(1OTI'-2) u necenextuBHbie HIIBIT) MoxxeT HabmomaTbesi ociabieHue aHTUTUIIEPTEH3UBHOTO
s dekra. CoBmectHoe mpuMmeHeHne uHruoutopoB AIID m HIIBII mMoxxer mpuBOAHMTH K
YBEJIMYEHHUIO pHUCKAa YXYJIIEHUS (YHKIHMH TOYEK, BKIIIOYAs Pa3BUTHE OCTPOH IMOYEHHOM
HEJOCTAaTOYHOCTH, U YBEJIUYEHUIO COJAEP)KAHUS KalHs B CHIBOPOTKE KPOBH, OCOOEHHO Y
MAalMeHTOB C MCXOJHO CHWXXEHHOH (yHKued modek. Cremyer coOo1aTh OCTOPOKHOCTh
npu npuMeHeHun KomOuHanmu npenapata u HIIBII, 0coGeHHO y MOXHIBIX MAI[MEHTOB.
[TanmeHTsl JOJKHBI IOJIydaTh aJEKBAaTHOE KOJWYECTBO IKUAKOCTH, PEKOMEHIYETCs
KOHTPOJIMPOBATh (PYHKIIMIO MOYEK KaK B HaYaJe COBMECTHOM Teparinuu, TaK U MEPUOIUIECKU B
IIpoILIeCCE JICYEHUSI.

CoBMeCcTHOE IpUMEHEHHUE TPeOYEeT BHUMAHHUS

Tpuyuxnuueckue anmuoenpeccanmol, AHMUNCUXOMUYECKUE CPeOCMBA (HetpoIenmuK)
[IpenapaTsl 3THX KJIACCOB YCHJIMBAIOT aHTUTUIEPTEH3UBHBIA dPPEKT U YBETUUUBAIOT PUCK

OPTOCTATUYECKOM TUIMOTEH3UH (3 TUTUBHBIN 2D (DEKT).
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Hnoanamuo

CoBMecTHOE IpUMeHeHne TpeOyeT 0c000 0CTOPOKHOCTH

Ilpenapamul, cnocobnvie 6bI3616aMb NOIUMOPPHYIO HCENYOOUKOBYIO MAXUKAPOUIO MUNA

«nupysmy»

W3-3a pucka pa3BUTHsI THIOKAIMEMHUH CIEIYET COOII0IaTh OCTOPOKHOCTh MPU COBMECTHOM

Ha3HAYeHUM WHAANaMuUga C T[penaparaMu, CIOCOOHBIMU BBI3BIBATH  MOJUMOPGHYIO

JKCIIYJOYKOBYIO TaXUKaApAUIO TUIIA KITUPYIT», TAKUMHU KaK:

aHTHApUTMUYECKHUE JIEKapCTBEHHbIE npemaparbl [A kiacca (XMHHUIUH, THIPOXUHUIMH,
musonupamu, npokanHamun) u IC knacca (prnexannun),

aHTHapUTMUYECKUE JiekapcTBeHHble mnpemnaparsl Il kmacca (ammomapoH, coTaiou,
noderunua, nOyTUINI, OPETHIINS TO3WIAT, IPOHETAPOH ),

HelponenTuku:  (EeHOTHA3WHBI  (XJIOPIPOMA3WH, LHMAMEMa3HH, JIEBOMENPOMA3HH,
TUOpHJA3UH, Tpudiayonepasut, ¢iydeHasuH), O€H3aMHIbI aMHUCYJIBIPHUI, CYJIbIUPUI,
CYJAbTONPHUJ, THANPHUA), OyTUPO(EHOHBI (APONEPHUIION, TAIOMEPUAOI), TMHUMO3HL,
CepTUHJION;

AQHTHUJICTIPECCAHTHI: TPULUKINYECKUE aAHTHUACTIPECCAHTHI, CEJNEKTUBHBIE WHIHUOUTOPHI
00paTHOrO 3axBaTa CEPOTOHHHA (LIUTAIONPAM, ICIUTATIONPAM);

aHTHOaKTepuaabHbIE CpeACTBa: (TOPXUHOJIOHBI (JIeBO(DIOKCAIMH, MOKCH(IOKCAIUH,
cnap¢IoKcayH, MUIPO(GIOKCAIINH); MAaKpOJIUAbl (3PUTPOMUIIMH TpPU BHYTPHUBEHHOM
BBEJICHUH, Aa3UTPOMUIIMH, KJIAPUTPOMHUIUH, POKCUTPOMHUIIMH, CHHUPAMUIIUH); KO-
TPUMOKCA307;

MPOTUBOTPUOKOBBIE CPEJCTBA psAlia a30JI0B (BOPUKOHA30J, UTPAKOHA30J, KETOKOHA30M,
baykoHa30m);

MPOTUBOMAIIIPUMHBIE  CPEICTBA (XWHHMH, XJOPOXWH, ME(UIOXUH, TalodaHTPHH,
aymedaHTpHH);

aHTHAHTUHAIBHBIC CPEACTBA (paHOIa31H, OCTIPHINI);

MPOTUBOOITYXOJIEBbIE TIperaparbl U UMMYHOMOIYJATOPHI (BaHAETAaHUO, MBbIIIbsIKA
TPUOKCHJI, OKCATMIIJIATUH, TAKPOJIUMYC, aHArpesIum);

MIPOTUBOPBOTHBIE CPECTBA (OHIAHCETPOH);

CpeACTBa, BIMAIONIME HA MOTOPHUKY IKEIyJOYHO-KUIIEYHOTO TpakTa (IM3anpum,
JIOMIIEPUJIOH );

AQHTUTUCTaMUHHBIE CPEJICTBA (aCTeMU30JI, TepPEeHATUH, MU30JIACTHH);
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e [poude: TNEHTAMHUIWH, JudeMaHWI, BUHKAMUH TIpU BHYTPUBEHHOM BBEJICHUH,
Ba30MPECCHUH, TEPJIUINPECCHH, KETaHCepuH, TMpoOykoa, mpornodon, ceBodurypaH,
TEPOIMIINH, [IUJIOCTA30]I.

CrnenyeT npoBOaUTH NPOPHUIAKTUKY THIIOKAJIUEMHUH U, IPH HEOOXOAUMOCTH, €€ KOPPEKIIHIO;

KOHTpoiMpoBaTh HHTepBai QT.

Ilpenapamul, cnocobHble 8b13b16aMb 2UNOKATUEMUTO

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

NPUMEHEHUHN), TEeTPAaKO3aKTH/, CIaOuTeIbHbIE CPEACTBA, CTUMYJIHUPYIOIIUE MOTOPUKY

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

Heo0xoauM KOHTpOJb COAEp)KaHHUS Kaylds B IUIa3Me€ KPOBH, IPU HEOOXOTUMOCTH — €ro

koppekuus. Ocoboe BHUMaHUE ClEAyeT YAENATh MalldeHTaM, OJJHOBPEMEHHO MOJyYaloluM

cepaeuHble TIuKo3ubl. ClieyeT NPUMEHSTh ClIa0UTeNbHbIE CPEACTBA, HE CTUMYJIUPYIOIINE

MOTOPHUKY KHILICYHUKA.

Cepoeunbie 2nuK0O3uUbL

['unokanuemMuss W/WIM TUIIOMAarHWeMHUs TpeApacrlojaraloT K pa3BUTHIO TOKCHYECKOTO

NEHCTBUS CepJCUHBbIX INIMKO3UA0B. PekoMeHayeTcss KOHTPOIUPOBAaTh COJIEpXKAaHHE Kalus U

MarHusi B miasMe kpoBu M mokazarenn OKIT u, mpu HeoOXOAMMOCTH, KOPPEKTHpPOBATH

TEpanuIo.

Annonypunon

[Ipu coBMECTHOM MPUMEHEHMM C WHAANAMUIOM BO3MOKHO MOBBIIICHHE YACTOTHI PEaKIuit

THIIEPYyBCTBUTEIBHOCTH.

CoBMeCcTHOE IpUMEHEHHE TPeOYEeT BHUMAHHUS

Kanuiicoepezarowue ouypemuxu (amunopuo, cnupoHoiakmoH, mpuammepex)

Takoe couetanne 0OOCHOBAHO y HEKOTOPBIX ManueHToB. [Ipu 3ToM MoOXkeT HabironaThes
TUIOKAIMEMUsl WM TUlepkaiueMus (B YacTHOCTH, Yy TAIlMeHTOB C MOYEYHOH
HEJOCTATOYHOCTHIO MJIM caxapHbIM quadbetom). Ecinu HeoOXoauMo COBMECTHOE TPUMEHEHUE
WHJAMAMHIA W YKa3aHHBIX BBIIIE KAIMHACOEPErarolnx IUYPETUKOB, CIEAYeT MPOBOIUTH
KOHTPOJIb COJEpKaHMs Kalmus B IutazMe kpoBu u mapamerpoB OKI'. Ilpu HeoOxommmocTu
cXeMa JIeueHUs! MOXKEeT ObITh epecMOTpEHa.

Memdopmun

OyHKIMOHATBHAS TOYeYHAsT HEJOCTATOYHOCTh, KOTOPasi MOKET BO3HHMKATh Ha (hOHE mpuema
JTUYPETUKOB, 0COOCHHO «IIETIIEBBIX», IPU COBMECTHOM NMPUMEHEHUH METQOPMHUHA OBBIIIAET
PUCK Ppa3BUTHS MOJIOYHOKHMCIIOrO anuao3a. He cienyer mpUMEHATb METQOPMHUH, €CiH

KOHIIGHTpaLUsl KpeaTHHHUHA B TUIa3Me KPOBHU MpeBbimaeT 15 mr/i (135 MKMOb/11) y My>KYHH
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u 12 mr/n (110 MKMOJTB/1T) Y KEHIITHH.

Hoocodepoicawue konmpacmmuvie seuyecmsa

O06e3BokMBaHKE OpraHu3Ma Ha OHE NMpUEMa TNYyPETUISCKUX MPENapaTOB YBEIUUYUBACT PUCK
pPa3BUTHUSI OCTPOW MOYEYHOW HEIOCTATOYHOCTH, OCOOCHHO IMPHU MPUMEHEHHH BBICOKUX 03
HoacoAepKalMX  KOHTpAacTHbIX  BemiecTB. llepen  mpuMeHeHueM  MoAcCOIepKalux
KOHTPACTHBIX BEIIECTB MAIlIeHTaM HEOOXOJMMO KOMIIEHCHPOBATh TIOTEPIO KHUIKOCTH.
Kanvyuii (conu)

[Ipy coBMECTHOM TMPUMEHEHHH BO3MOXKHO PAa3BUTHE THIEPKAIBIIMEMUN BCJICICTBUE
CHIDKEHUS SKCKPEIMH NOHOB KAJIBIIUS TIOYKAMH.

Luxnocnopun, makpoaumyc

Bo3MOXHO TMOBBIIIIEHWE KOHIEHTPAIMU KpPEaTHWHWHA B TIUIa3ME€ KPOBU 0€3 H3MEHECHUS
KOHIIEHTPAIIUHU [TUKIIOCTIOPUHA B TUIa3Me KPOBH, JIaXKe MPU HOPMATLHOM COJCPYKAaHUHU BOJBI U
WOHOB HATPHSI.

Kopmukocmepouodwl, mempakozakmuo (npu cucmemHom npumerHeHul)

YMeHbIIeHHE aHTUTUIIEPTEH3UBHOTO A deKTa (3aepakKKa COIU U BOJbI Ha (poHEe MPUMEHEHUS

KOPTHUKOCTEPOUIOB).

Ilepunoonpun

JlaHHBIC KJIMHUYCCKUX MCCIICIOBAHMM IOKA3bIBAlOT, 4TO JBOWHAas Onokaga PAAC B
pe3yabTare COBMECTHOTo mnpuMeHeHus uHruomtopoB AIID, APA Il wunu amuckupena
OPUBOIUT K YBEJIMYEHHUIO YacTOThl BOHMKHOBEHMSI TAKMX HEXEJaTeNbHBIX SIBICHUN Kak
apTepualibHas TUIIOTEH3MsI, TUTIEPKAIUEMHUS U CHIDKEHUE (PYHKIMU TIOYeK (BKIIOYAst OCTPYIO
MOYEYHYI0 HEJAOCTATOYHOCTH), MO CPAaBHEHHUIO C CUTYyaUUsSIMH, KOTJla MPUMEHSETCS TOJIbKO
OJIMH TIpemnapart, Bo3zaeiicTBytomuii Ha PAAC (cm. pasnensi 4.3, 4.4 u 5.1).

Jlexapcmeennvle npenapamol, no8blULAIOWUE DUCK PA3BUMUSA AH2UOHEBPOMUYECKO20 OMeKa
CoBmectHoe npuMeHeHne MHruOuTOpoB AIID c komOuHaimel BajicapTaH + caKkyOUTpuUI
MPOTUBOIIOKA3aHO, TaK KaK 3TO YBEIMUYHUBAET PUCK AHTMOHEBPOTUYECKOTO OTEKA (CM. pa3/ielbl
4.3 u 4.4). [Ipumenenne KOMOWHAIIMKM BaJICapTaH + CaKyOMTPHJI BO3MOXXHO HE paHee, 4yeM
yepe3 36 YacoB IMOcCi€ MPUMEHEHHS TMOCIeaHEed A03bl mepuHponpuia. I[lpumeHeHue
NEPUHJIONpUIAa BO3MOKHO HE paHee, 4eM uepe3 36 4JacoB IOcie NMPUMEHEHHs MOCIeIHEeN
710361 KOMOMHALIMY BaJicapTaH + cakyOuTpuia (cM. paznensl 4.3 u 4.4).

CoBmecTHOe mpuMeHeHne HHTuOuTOpoB AIID ¢ pamekamorpuiom, maruouTopamu mTOR

(HarpuMep, CHUPOIUMYCOM, IBEPOIMMYCOM, TEMCHPOJIMMYCOM) W TJIMOTHUHAMU (HampUMep,
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JUHATrJIUNTHHOM, CAaKCArJIUNTHUHOM, CUTArJIMITHHOM, BWJINATJIMIITUHOM) MOKET MPUBECTH K
MOBBIIICHHOMY PUCKY aHTMOHEBPOTHYECKOI0 OTeKa (CM. paznen 4.4).

Jlexapcmeennvie npenapamul, 8bl3vl6aioujue 2UNEPKATUEMUTO

HecMmotpst Ha TO, 4TO ypOBEHb KaJHs B CHIBOPOTKE KPOBH OOBIYHO OCTAETCS B Ipenaeax
HOPMBI, Y HEKOTOPHIX IMalMeHTOB, NpuHUMaromux Homunpen A bu-dbopre, Moxer
BO3HUKHYTh TUIIEPKATHEMUS.

Hexotopele JieKkapCTBEHHBIE IIpenaparbl MM KJIACCHl IIPEnapaToB MOTYT YBEIWYUBAaTh
YacTOTY Pa3BUTHUS TMIIEPKATIMEMHH: aJTUCKUPEH, COJIM KaJHsl, KaluiicOeperaomme 1nypeTHKH
(HampuMep, CHUPOHOIAKTOH, TpUAMTEPEH Wiau amwiopua), uHruoutopsl AIID, APA 1I,
HIIBII, remapuHbl, MMMYHOJEMpPECCAHTHI (TaKWe€ KaK LUKJIOCIIOPHH WM TaKpPOJIUMYC),
TPUMETONIPHUM M  KO-TPUMOKCA30J (Cylb(aMeTokca3ol + TPUMETONPHUM), TOCKOJIBKY
TPUMETONPHUM, KaK H3BECTHO, NEHCTBYeT MOMOOHO KanuiicOeperaromemMy TUypeTHKY, Kak
ammnopua. KomOuHanus 3TUX JIEKapCTBEHHBIX IMPENapaToOB YBEIWYMBACT PUCK PA3BUTHUS
runiepkanueMun. [loatomy coBmecTtHoe mnpumeHeHue Homumpen A bu-dopre ¢
BBILICTICPEYUCIICHHBIMU IIpenapaTaMu He peKoMeHayercs. Eciau Ioka3aHO COBMECTHOE
INPUMEHEHNE, UX CIENYET MPUMEHATH C OCTOPOXKHOCTBIO M C YaCTBIM KOHTPOJIEM YPOBHS
KaJIusl B CHIBOPOTKE KPOBH.

CoBMecCTHOE IPUMEHEHNE IPOTUBOIIOKAa3aHo (cM. paszzei 4.3)

Anuckupen u 1exapcmeentvie npenapamol, CO0epHcaujue arucKupeH

CoBMecTHOEe mpuMeHeHHe UHTHOUTOpoB AIlD ¢ nekapCTBEHHBIMH TIperapaTamMu,
CoJIepKalllMK aIUCKUPEH, MPOTHUBOIMOKA3aHO y MAIlMEHTOB C CaxapHbIM IHa0eTOM W/WIn
YMEpEHHBIM WM TKENsIM HapymieHneM OyHkimu mnouek (CK® < 60 mn/mun/1,73 m?
IUIOLIAIM TIOBEPXHOCTH Tena) (cM. paszaen 4.3). Bo3pacraeT puck pa3BuUTHUS THIIEPKATHMEMUH,
yXyaueHus: GyHKINUU MOYEK, CepAeUHO-COCYTUCTON 3a001€Ba€MOCTH U CMEPTHOCTH.
Coemecmnas mepanusi ¢ uneudoumopamu All® u awmaconucmamu  peyenmopos
AHeUOMEH3UHA

[IporuBonokazano mpuMeHeHne HWHruouTopoB AlIID B coderaHWH ¢ aHTArOHHCTAMU
peuentopoB anruorensuna II (APA II) y mamuenToB ¢ auaberndeckoil Hedpomartuen (cm.
pasnen 4.3).

Oxempakopnopanvhas mepanust

DKCTpaKopIopalbHbIE METOMBI JICUCHUS, MPUBOASAIINE K KOHTAKTy KPOBHU C OTPHUIIATEIBHO
3apsHKEHHBIMU TIOBEPXHOCTSIMU, TAaKHE KaK TUAIIA3 WM TeMO(DUIBTPALUs C UCIIOJIb30BAaHUEM
HEKOTOPBIX BBICOKOITPOTOYHBIX MeMOpaH (HampuMep, MOJIHaKpUIOHUTPUIIOBBIX), WK adepes

JUMNONPOTENHOB  HU3KOM  IUIOTHOCTH C  HCIOJIb30BAaHHMEM  JEeKCTpaHa  cyibdara,
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NPOTHBOIIOKA3aHbI U3-32 YBEJIWYCHUS PUCKA PA3BUTHS TSDKEIBIX aHA(DUIAKTOUIHBIX PEaKIIHid
(cm. pasmen 4.3). Ecnum manmeHTy HeoOXoawma SKCTpaKopropaibHash Tepamwus, CIETyeT
PACCMOTPCTL BO3MOKHOCTHL HCIIOJIB30BAHUA [OPYyroro TUIIa I[HaHH3HOﬁ MGM6paHBI 501050
APYroro Kjiacca aHTUTHUIICPTCH3UBHLIX MTPCIIapaToB.

CoBMeCTHOE IPUMEHECHHE HE PEKOMCHIYETCS

Anuckupen u nexapcmeenHvle npenapamsl, cooeparcaujue arucKuper

Y nanueHToB, HE HMEKOIIUX CaxapHOro auadeTa WM HapylmieHus (YHKIUA TIO0YeK
(CK® < 60 mn/mun/1,73 M> mIomamM MOBEPXHOCTH TeNa), MOBBINIEH PHCK pa3BUTHSA
TUIEepKAIMEMUH, yXyAeHUs] (GYHKIUU [TOYEK U MOBBIIIECHUS YaCTOThI CEPAEUHO-COCY TUCTON
3a00J1€Ba€MOCTH ¥ CMEPTHOCTH (CM. pazzaen 4.4).

Couemanue mepanuu ¢ uneuoumopamu AIID u APA Il

[lo wumeromuMcs  nUTEpaTYpHBIM  JAaHHBIM, Y  TANHEHTOB C  YCTAHOBJICHHOU
aTepOCKIEPOTUYECKON OOJIE3HBIO, CEPJICYHON HEAOCTATOUHOCTHIO UM CaXapHBIM IUA0ETOM C
MOPaKEHUEM OpraHOB-MUIIICHEH OJHOBpeMEeHHOE nmpuMeHeHue HHruouTopoB AIID u APA 11
OPUBOIUT K YBEJIWYEHHIO YaCTOThl pPAa3BUTHS apTEpPUATbHOM TUMOTEH3HH, OOMOpOKa,
TUNEpKATMEMUN W YXYOIICHUs (QYHKIUH T0YeK (BKJIIOYAs OCTPYH  IOYEHHYIO
HEJOCTAaTOYHOCTh), TI0 CPAaBHEHHUIO C CHTYallUsIMH, KOTJa MPUMEHSETCS TOJIbKO OJUH
npenapar, Bozaelictpyrommii Ha PAAC. Tlpumenenue npoitHon 6sokansl PAAC (Hanpumep,
B CiIydae OJHOBpPEMEHHOTOo mnpumeHeHus HHruoutopoB AII® m APA II) mommkHO OBITH
OTPAHHYCHO €IMHUYHBIMU CIY4asiMH CO CTPOTHUM KOHTpPOJIeM (PYHKIIMH TOYEK, COICpPKAHUS
Kanus B miiasme kpoBu U AJl (cM. paznen 4.4).

Iempamycmun

CoBMecTHOE TPUMEHEHHE MOXKET IMPUBECTH K TOBBIIIEHHIO PUCKA PA3BUTUS MOOOUYHBIX
3 PEeKTOB, TAKMX KaK aHTHOHEBPOTHYECKUH OTeK (0Tek KBHHKE).

Kanuticbepezarowue ouypemuku (nanpumep, mpuammepeH, amuiopud) u kaiuil (coau)
['unepkanuemust (¢ BO3MOXHBIM JIETATBHBIM UCX0JIOM), OCOOEHHO NMPH HAPYIICHUH (PYHKITUN
no4ek (aaauTuBHBIC 3(D(PEKTHI, CBI3aHHBIC C TUIICPKATHEMHEH ).

Coueranue TMepUHAONpPUIA C BBIIIEYNOMSIHYTBIMUA JIEKAPCTBEHHBIMU IpenapaTtaMu He
pexomenayetcs (cMm. pazaen 4.4). Ecnu, Tem He MeHee, COBMECTHOE IPUMEHEHHE TTOKa3aHo,
UX CJIelyeT IPUMEHSTh C COOIIOICHUEM MEp MPEAOCTOPOKHOCTH U PETYISIPHBIM KOHTPOJIEM
COJIepKaHUs Kallusl B CBIBOPOTKE KPOBH.

OcobenHoctu MPUMEHEHUS CIIUPOHOJIAKTOHA TP XPOHUYECKOU cepAeHYHOMN
HEJ0CTAaTOYHOCTH OIMMCAHBI J1ajiee 1Mo TeKCTy (cM. B mojpaszene «CoBMECTHOE MPUMEHEHNE

TpeOyeT 0co00¥ OCTOPOKHOCTH ).
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CoBMecTHOE IpUMeHeHne TPeOyeT 0c000 0CTOPOKHOCTH

T'unoenuxemuueckue cpedcmea (UHCYIUH, NEPOPATIbHbLE CAXAPOCHUNCAIOujUe Npenapamol)
ONUIEMUOTIOTHISCKUE UCCIICIOBAHMS MTOKA3aIi, YTO COBMECTHOE MPUMEHEHUE NHTHOUTOPOB
All® ¥ TUNOTIMKEMUYECKHX CPEACTB (MHCYJIHHBI, MEPOPalbHBIE CaXapOCHUKAIOIINE
mpenaparbl)  MOXET  YCHJIMBaTh  THUMOTIMKEMHYECKHil  A(QexT  WHCynIuHa |
TUINOTIMKEMUYECKUX CPEACTB JJIi MpUeMa BHYTPh BIUIOTh 1O Pa3BUTHS THUIOTJIMKEMHH.
Jlannslit 3¢ ekt BeposiTHEE BCEro MOKHO HAOII0JaTh B TEUEHUE TIEPBBIX HEJEIb COBMECTHON
Teparnu, a TAKXKe y MAIMEeHTOB C HapyIlIeHuEeM (PYHKIIHH MOYEK.

Kanutinecoepezarowue ouypemuxu

VY nmanueHToB, MOMyYalOIUX AUYPETUKH, OCOOCHHO y MAalUMEHTOB C THUIOBOJIEMHUEN W/Win
CHIDKEHHOM KOHIIGHTpAIlMel CoJiel, B Hayalie Tepaluy MEPUHIONPUIOM MOXKET HAOJII01aThCs
ype3MepHoe cHibkeHue AJl, puck pa3BUTHSI KOTOPOIO MOXHO YMEHBIIUTH IYTEM OTMEHBI
JTUYPETUUECKOTO CPEACTBA, BOCIIOJHEHUEM MOTEPU KUAKOCTH WIIM COJIEH Tepeln HavyalioM
TEepanuyu TEPUHIONPUIIOM, a TaKKe Ha3HAYeHUEM TMEePUHAONpPHIA B HU3KOW J03e C
TATBHEUIITNM TIOCTETICHHBIM €€ YBEIHUCHUEM.

llpu apmepuanvroli eunepmen3uu y TAUUEHTOB C THUIIOBOJEMHEH WJIM CHUKEHHOMU
KOHIIEHTpaluel coieil Ha (QoHEe Tepanuu AUYypeTUKaMU, JAUYPETUKH JOJDKHBI OBITh JHOO
OTMEHEHBI J10 Hadyayia npuMeHeHus uHruoutopa AIID (mpu 3TOoM KaynmiiHecOeperaromui
TUYPETUK MOXET OBITh MO3[JHEC BHOBH Ha3HaueH), 00 umHruOutop AIID momkeH OBITH
Ha3HA4Y€H B HU3KOM J103€ C NaJbHEUILNM MTOCTENEHHBIM €€ YBETUYCHUEM.

Ilpu npumenenuu Ouypemuxog 6 cayuae 3ACMOUHOU CEPOeYHOU HeOOCMAamouYHOCmU
uaruouTop AIID nomwkeH OBITh Ha3HAUYCH B OYEHb HHM3KOW J103€, BO3MOXKHO, TIOCIIE
YMEHBIIIEHUS 03Bl IPUMEHSIEMOT0 OJJHOBPEMEHHO KaJlMiHEecOeperaomero JuypeTHkKa.

Bo Bcex crmyuasx GyHKIMS noyek (KOHIIEHTpAIUs KpeaTUHUHA) JOKHA KOHTPOJIMPOBATHCS B
nepBbIe HEAEIH TpUMEHEHHsI UHTUOUTOpoB ATID.

Kanuiicoepezarowyue ouypemuxu (an1epeHon, cCnupoHoiakmoH)

[IpruMeHeHne »IIepeHoHa WIM CIHPOHOJAKTOHA B J03ax oT 12,5 Mr mo 50 Mr B CyTKHM U
HU3KHUX 103 HHTUONTOpoB AlID:

[Ipu Tepanuu xpoHuueckon cepaeunoi HenocratouyHocTH [I-IV pyHKIIMOHANBHOTO KI1acca mo
knaccupukanmun NYHA ¢ ¢pakuumeit BbiOpoca neBoro sxemymouka <40 % wu panee
npuMeHsiBIIUMuca uHruOutopamu All® u «meTyieBbIMUY TUypeTHKaMH, CYLIECTBYET PHUCK
TUTIEPKATUEMUN (C BO3MOXKHBIM JIETATbHBIM HCXOJ0M), OCOOCHHO B CiIydae HECOOIOICHUS

pEKOMEHAANN OTHOCUTENFHO ATOM KOMOMHAITUH MTPETIapaToB.
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[lepen mnpuMeHeHHEM JaHHOM KOMOMHAIMM JIEKAPCTBEHHBIX MpErnapaToB, HEOOXOAUMO
yOeIuThCS B OTCYTCTBUM TMIIEPKATMEMUH U HapYLICHUS (PYHKIIMH MTOYEK.

Pexomenayercs peryssipHO KOHTPOJIMPOBATh KOHLICHTPALMIO KPEaTUHUHA U Kalus B KPOBHU:
CKCHCICIBbHO B HGpBBIfI MCECAL JICHCHHUA U CXKCMECAYHO B IMOCJIICAYIOIICM.

Pexombunanmuuvle mxanegvle akmusamopwl niasmurozena (rtPA, anmennasa)

[Taniuentsl, monyuyaBmue wHrHOUTOpel All® wu  momydvaronue  anrtemiaszy s
TPOMOOJUTUYECKOH Teparmuu TpU OCTPOM HIIEMHYECKOM HMHCYJIbTE, MOTYT HMETh
IIOBBIILICHHBINA PUCK PAa3BUTHUS aHTMOHEBPOTUYECKOTIO OTEKA.

CoBMeCcTHOE IpUMEHEHHE TPeOYEeT BHUMAHHUS

T'unomen3susHuvle cpedcmea u 6a300UNAMAMOPbL

CoBMecTHOE TpPHUMEHEHHE JTHUX TMpPEenaparoB MOXKET YCHUIUBAaTh AaHTUTHIEPTEH3UBHOE
neiicteue nepuHaonpuiaa. [Ipu coBMECTHOM MPUMEHEHHWH C HUTPOTIUIEPUHOM U JIPYTHMH
HUTpPAaTaMHU WIH JPYTHUMH Ba30MJIaTaATOPAMHU BO3MOKHO JTOTIOTHUTENbHOE CHIKeHNEe A/l
Annonypunon, yumocmamuueckue U  UMMYHOOENPECCUBHblE — CPEOCm8d,  CUCHEMHble
KOPMUKOCMEPOUuobl U NPOKAUHAMUO

CoBmecTHOe TpuMeHeHue ¢ uHruoutopamu AIID MoKeT COmpoBOXKAATHCS TOBBINIEHHBIM
pHUCKOM JleiikonieHuu (cM. pasznen 4.4).

Cpeocmea 0Onst anecmesuu

Nurubutoper AII® MoryT ycunumBaTh THHOTCH3WBHBIA 3(PGEKT psaa CpeiACcTB mis oOmmiei
aHecre3uu (cM. pasnen 4.4).

Cumnamomumemuxu

CHUMNaTOMUMETHKH MOTYT OCJA0JIATh aHTUTUIIEPTEH3UBHBIN 3P dekT nHrnouTopoB AllD.
IIpenapamet 3010ma

CooOmiaioch 0 peIkuX ciayyasX HUTPUTOUIHBIX peakuuid (C TaKMMH CHUMITOMaMH, Kak
TUIEpEeMUsl KOKHU JIUIA, TOITHOTA, PBOTA, TUTIOTEH3HsI) Y MAalMEHTOB Ha ()OHE COBMECTHOTO
npuMeHeHUss THTUOUTOpoB AIID, B TOM umce IEpUHIONPUIA, U HHBEKIIMOHHOTO Mpernapara

30J10Ta (aypOoTHOMAaIaT HaTpus).

4.6. @epTUIBLHOCTb, 0EPEMEHHOCTD W JAKTALMS

JlexapcTBennsiii ipenapatr Homumnpen A bu-¢gopre mpotuBomnoka3an npu 6€peMeHHOCTH.
JlexapctBennbiii npemnapatr Homumnpen A bu-doprte mpoTuBoIokasaH B IMEPUOA TPYIHOTO
BCKapMJIMBaHHA. H€O6XOI[I/IMO OLCHUTH 3HAYUMOCTL TCpalru IJid MATCpHU U NPHUHATH
peumieHre O IMPEKpalleHUW TPYAHOIO BCKAPMIIMBAHUSA HIM O IIPEKpAICHWH IIpUeMa

npernapara.
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bepemeHHOCTD

Hnoanamuo

JlaHHbBIC O MPUMEHEHUH HHIATIAMUA Y OEpEMEHHBIX )KECHIIUH OTCYTCTBYIOT UM OTPAHUYCHBI
(Menee 300 ucxomoB OepeMeHHOCTH). [[nuTenbHOE NPUMEHEHHE THA3UJHBIX AUYPETHKOB B
III TpumecTpe OEpeMEHHOCTH MOXKET BBI3BaTh THIIOBOJIEMHIO Y MaTepH, a TaKKe CHUKEHHUE
MaTOYHO-IIJIAIIEHTapHOTO KPOBOTOKA, YTO MPUBOAUT K (HETOIIalEeHTApHOM HILIEMUU U
3a/1ep>KKe pa3BUTHSI IO/,

UccnenoBanuss Ha KUBOTHBIX HE BBISIBAJIM MPSMOIO WM HENPSIMOrO TOKCHYECKOTO
BO3/ICICTBUS Ha PENPOAYKTUBHYIO (DYHKIIHIO.

B kauecTBe Mephl MPeIOCTOPOKHOCTH PEKOMEHyeTcs M30erarb MPUMEHEHUs WHIaramuia
BO BpeMsi OEpEMEHHOCTH.

Ilepunoonpun

B HacTosmuii MOMEHT HeT yOeOUTENbHBIX SMUAEMHOJOTHYECKUX JAHHBIX O TEPAaTOre€HHOM
pucke mpu mnpueme uHTHOMTOPOB AIID B mepBoMm TpumecTpe OEpEeMEHHOCTH, OJIHAKO
HEKOTOPO€ YBEIMYEHUE pPHUCKA HAPYLICHUA Ppa3BUTUS IUJI0JIa HCKIIOYHUTH  HEJNb3S.
[ManmeHnTKaM, TUTAHUPYIOIIUM OEPEMEHHOCTb, CIIEAYeT OTMEHHUTH JICKAPCTBEHHBIHN Mpernapar u
Ha3HAYUTh JIpyrue TUIOTEH3UBHbIE CPEACTBA, pa3pelleHHble s MNPUMEHEHUS IpU
OEpEeMEHHOCTH, €CJIU TOJIbKO Tepanust nHruoutopamu AII®D nHe siBisercs Heooxoaumoit. [Tpu
BBISIBJICHMHM OCPEMEHHOCTH CJIeIyeT HEMEAJIEHHO MPEeKPaTUTh Tepanuto naruoutopamu AIID
U TIpU HEOOXOJUMOCTH HA3HAYHUTD JPYTYIO TEPAIHUIO.

N3BectHo, uto Ttepanus uHrHOMTOpamMu AIID Bo II m III TpumecTpax OepeMeHHOCTH
OKa3bIBaeT (ETOTOKCHYECKOE JIEHCTBUE HA IUIOJ Y ueloBeKa (CHIKeHHE (YHKIUH TOYeK,
OJIUTOTUAPAMHHOH, 3aMeJJIeHHe occu(UKaluy KOCcTel uepera) U TOKCUYECKoe JeWCTBUE Ha
HOBOPOJKIEHHOIO (TI0Ye4Hask HEA0CTaTOYHOCTh, TUIIOTEH3US, TUIIEPKAIINEMUS ).

Ecnmn mnamumentka monydana wuwHrHOWTOpHI AIl® co Il Tpumectpa OepeMeHHOCTH,
pEKOMEHAyeTCsl TPOBECTH YJIbTPa3BYKOBOE HCCIEAOBAHUE IJI0JA I OLEHKH COCTOSIHUS
yepena U GyHKIUU TOYEK.

MuafeHupl, Marepu KOTOpBIX moiy4yanu uHruouropel AIID Bo Bpems OepeMEHHOCTH,
JIOJDKHBI OBITH TIIATEIBHO 00CIe0BaHbI HA IPEAMET TUIIOTEH3HUH (CM. pazaen 4.4).

Jlakranus

JlexapctBennblii npenapar Homumpen A bu-dopre mpormBomokazan B MEpHO T'PYAHOTO
BCKapMJIMBaHUSI.

Hnoanamuo

B Hacrosmuii MOMEHT HET JOCTOBEpHON MH(POPMAIMKM O BBIJACICHUHM WHIANIAMUJA WA €T0
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METa0O0JIUTOB C TPYIHBIM MOJIOKOM.

Y HOBOPOXXIEHHOTO MOYET Pa3BUTHCS TOBBINICHHAS YYBCTBUTEIBHOCTh K IPOU3BOIHBIM
cynb(hoHAMHIA U THUITOKATHEMHSL.

Puck nnst HOBOpOXKICHHBIX/MJIA/ICHIIEB HEIb3s UCKITIOYATh.

WMupanamun O1M30K MO CTPYKTYpPE K THA3UIAHBIM JHYPETUKaM, IPUEM NMPUMEHEHHE KOTOPHIX
BBI3BIBAET YMEHBIICHHE KOJIMYECTBA IPYAHOTO MOJIOKA HITH TTO/IaBJICHHUE JIAKTAIHH.
WNupanamua mpoTUBONIOKA3aH B IEPUOJI TPYAHOTO BCKAPMIIMBAHHSI.

Ilepunoonpun

BBugy orcyrcTBUS WHGOpMAIMM, Kacaloleics TPUMEHEHHs TEPUHIONPHIA B TEPUOJ
TPyIHOTO BCKApMIIMBAHUS, €ro TMPUEM HE PEKOMEHIOBAH, MPEANOYTUTEIbHEEe MPUMEHSThH
JIpyTHE Mpenapatsl ¢ 0oJiee H3yuYeHHBIM MPoQuiieM Oe30MacHOCTH, OCOOEHHO MPH KOPMIICHUH
HOBOPOXKJICHHBIX U HEJOHOIICHHBIX JCTEH.

DepTUILHOCTE

Obwee 015 unoanamuoa U NepuHOOnpPUILA

HccnenoBanust  penpoayKTHBHOM TOKCHYHOCTH TIOKa3all OTCYTCTBHE BIMSHUS Ha
¢depTiibHOCTE Yy KpbIc oOoero moja. IlpenmonoxurensbHo, BIUSHHE Ha (PEPTHIBLHOCTH Y

YeJloBeKa OTCYTCTBYET.

4.7. Bausinue Ha cNOCOOHOCTH YNPABJATH TPAHCIOPTHBIMH CPEeACTBAMH M padoTaTh €
MeXaHH3MaMHU

O0Ga pelicTBYIOIMX  BEIIECTBA, KakK IO OTJAEJBHOCTH, Tak U B KOMOMHaIMH
HHIamaMum + NECpUHAOIIPUIL, HE OKa3pBalOT BIHMSAHHSA HAa CIIOCOOHOCTH YHOpaBJIATb
aBTOMOOMIIEM HIIH APYyruMu MCXaHU3MaMHU. vy HCKOTOPBIX MAIlUCHTOB 0COOEHHO B Hadyaje
Tepanuy WIKA Ipu J100aBIEHUH K IPOBOJMMON Tepanuu APYTrUX TMIOTEH3UBHBIX MIPENapaToB
MOTYT BO3HMKaTh MHAMBUAYaJIbHbIE PEaKLMU, CBA3aHHble co cHkeHueM AJl. Bciencteue
3TOr0 CIIOCOOHOCTH YHOpaBJIATb aBTOMOOMIIEM WU APYruMHu MCXAaHU3MAaMH MOKCT OBITE

HapyIIeHa.

4.8. HexenareJbHble peaKIUU

Pesrome nipoduiis 0esonacHocTu

[MepuHmonpui OKa3bIBACT HMHTHOWpYIOIIEE NEHCTBHE HA CUCTEMY «PCHHH-aHTHOTEH3WH-
anpaoctepor» (PAAC) u yMeHbIIaeT BBIBEJICHHE MOHOB Kajus MOYKaMH Ha (OHE Npuema
uHAamamuaa. Y 6 % manueHToB Ha (poHe mMpUMEHEHUs JIEKapCTBEHHOTro npenapara Homumnpen
A bu-popre OBUIO OTMEYEHO pa3BUTHE THUIOKATHEMHH (COICpKAHUE Kallusi MEHee

3,4 MMoITB/ ).
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Haubonee yacTbiMu He)keIaTeNbHBIMU PEAKIIUSMU SBIISUIUCD:

- JUIsl WHJAANlaMHUJa: TUINOKAJIMEMHS, PEaKIUU TUIEePUYyBCTBUTEIBHOCTH, B OCHOBHOM
KOXKHbBIE, Y MMalIMEHTOB, MPEAPACIIOIO0KEHHBIX K aJUIEPTUYECKUM U aCTMAaTHYECKUM PEaKIMsIM,
Y MaKyJIO-TIaiyJie3Hasl ChlIlb;

- a8 TEepUHAONpPUIIA: TOJOBOKpPY)KEHHE, TOoJIOBHas O0oib, mapecTe3us, AUCTEB3US,
HapylLIEHUE 3PEHMs], BEPTUrO, 3BOH B YIAX, apTepUaibHas TMIOTEH3Us, KAlllelb, OJIBIIIKA,
00Jb B KUBOTE, 3aI0p, AUCIICTICUS, IUapesi, TOITHOTA, PBOTA, KOXKHBIA 3y, KOKHAS CHIIb,
CIa3M MBILII] U aCTCHUSI.

TabauyHOE pe3roMe HEXKENATEIbHBIX PEAKIINI

YacToTa HexenaTebHbIX PEeaKIUi, HAOMIOAABIINXCS BO BPEMS KIMHUYCCKUX UCCIICIOBAHHIMA
I/I/I/I.HI/I npu NOCTMAPKCTUHIOBOM HaGHIO,Z[eHI/II/I, MMpUBCACHA B BUIC cnez[onmeﬁ rpaganuu:
oueHb 4acto (>1/10); gactro (>1/100, <1/10); meuacto (>1/1000, <1/100); penko (>1/10000,

<1/1000); ouenp peako (<1/10000); uwacroTa HEW3BECTHa (YaCTOTa HE MOXET OBITh

MOJICUMTAHA T10 JOCTYITHBIM JIaHHBIM ).

MedDRA YacrToTa
He:xenateabHble
Kiacchbl 1 cCTEeMBI
peakunu NupanamMmung Hepungonpua
OpPraHoB
Nudexunu 1 uHBA3ZUN Punut - OueHb penko

CuHIpoM HeaJeKBaTHOU

JHIOKPHUHHBIE CeKpeIHH
- Penxo
HApYyUIeHHS AHTUINYPETUYECKOTO
ropmona (CHCAII)
Do3uHOpUIHS - HeuacTto*

Hapymenus co
CTOPOHBI KPOBH U
JumdaTndeckoi

CHUCTEMBbI

ArpaHyso1nuTo3 (CM.

paznen 4.4)

OueHb penko

OueHb penko

ArtacTrnyeckast aHEMUSA

Ouensb penko

ITaumuronenus

OueHb penko

JlelikoneHus

OueHb penko

OueHb penko

Helitponenus (cm.

paznen 4.4)

Ouensb penko

TI'emonmutnueckas

OueHb penko

OueHb penko
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MedDRA
Kuaaccenl 1 cucTeMBI

OpraHoB

HexenareabHblie

peaxkiuu

YacroTa

NupanamMmung

IepuHaonpui

aHCMUA

TpomOoruTonieHus (cM.

paznen 4.4)

OueHb penko

OueHb penko

Hapymenus co
CTOPOHBI HMMMYHHOM

CHUCTEMBbI

l'unep4ayBCTBUTETHLHOCTD
(peakuuu, B OCHOBHOM
KOXHBIE, Y TAIUCHTOB C
IPEPACTIONOKEHHOCTHIO
K QJJICPrHYECKUM U
aCTMAaTUYECKUM

peakiusm)

Yacto

Hapymenus
MeTa00JIM3Ma "

NMUTAHUSA

IMunoraukemus (cMm.

paznensi 4.4 u 4.5)

Heuacro*

INunepkanuemus,
oOpatumast Ipx OTMEHE
npenapara (cM. pa3zen

4.4)

Heuacro*

['mmonarpuemust (cM.

paznen 4.4)

Heuacto

Heuacro*

I'mnoxnopemus

Penxo

T'unmomarumnemus

Penxo

Munepkanbuuemust

OueHb penko

TI'unoxanuemus

Yacto

Ilcuxuueckue

HApylLIeHHsA

JIaOUIBbHOCTD

HAaCTPOCHHUS

Heuacto

Henpeccust

Heuacro*

Hapymenue cna

Heuacto

CnyTaHHOCTb CO3HAHUS

Ouens penko

Hapymenus co
CTOPOHBI HEPBHOM

CHUCTEMBbI

I'onoBokpysxeHue

Yacto

I'osoBHas 6oib

Penxo

Yacto

[Tapecre3ust

Penxo

Yacto
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MedDRA
Kuaaccenl 1 cucTeMBI

OpraHoB

Yacrora
He:xenareabHble
peakunu NupanamMmung IMepunponpuna
Jucres3ust - Yacro
CoHIUBOCTE - Heuacrto*
O6MopoK UYacToTra Hen3BecTHA Heuacrto*

NHCcynbT, BO3MOXKHO
BCJICACTBHE
YPE3MEPHOTO CHUKECHUS
AJl y manyeHToB u3
TPYIIbI BBICOKOTO PUCKa

(cm. paznen 4.4)

OueHb penko

Ileuenounas
sHIeamonaTus y
MaIUEeHTOB C
MEYECHOYHOH
HEJI0CTAaTOYHOCTBIO (CM.

paznensl 4.3 u 4.4)

YacToTa HEU3BECTHA

Hapyenue 3penus Yacrora Hens3BecTHA Yacro
Muonus (cMm. pazaen
Yacrora Hens3BecTHA -
4.4)
Hapymenus co
HeuerkocTs 3penus Yacrora Hens3BeCcTHA -
CTOPOHBI OPraHa
Octpas
3peHus
3aKpBITOYTOJIbHAS YacroTa HEU3BECTHA -
rJIayKkoma
XopuouaanbHblid BEIIOT | YacToTa HEU3BECTHA -
Hapymenus co Bepruro Penko Yacro
CTOPOHBI OPraHa CJIyXa
3BOH B ylIax - Yacto
U JJa0MPUHTA
OmyieHue
- Heuacto*
Hapyuenus co cepALeOneHus
CTOPOHBI cepaua Taxukapaus - Heuacto*

Crenokapaust (CM.

OueHb penko
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MedDRA YacroTa
HexenareabHblie

Kiacchbl 1 cCTEeMBI
peakunu NupanamMmung IMepunponpuna
OpPraHoB

paznen 4.4)

Hapymenus purma
cepana (B TOM 4ucie
Opaagukapaus,
KEITyOIKOBAS OdeHb penko OdeHb penko
TaXUKapaus U
bubpuIAIHsS

npeacepauii)

Wudapkr muokapaa,
BO3MO>KHO, BCIIEICTBHE
N30BITOYHOIO CHIKEHUS
- OueHnb penko
AJl y manieHToB u3
IPYIIBI BEICOKOTO PHCKa

(cm. paznen 4.4)

[Momumopduas
KEITyOIKOBAS
TaxuKapaus TUIa
Yacrora Hens3BecTHA -
«IUPYIT» (BO3MOXKHO CO
CMEPTEIIbHBIM UCXO0JIOM)

(cm. paznensi 4.4 u 4.5)

AprepuanbHas
TUTOTEH3US U
CBSI3aHHBIE C DTUM OueHb penko Yacto
Hapymenus co CUMITOMBI (CM. pazjien

CTOPOHBI COCY/I0B 4.4)

Backynut - Heuacto*

[TpunuBb - Penko*

Cungpowm Pelino - YacToTa HEU3BECTHA

Hapymenus co Kamens (cM. pasznen 4.4) - Yacro

CTOPOHBI AbIXaTeIbHOMI Oppinika - Yacro

CHCTEeMbI, OPTaHOB Bbponxocnazm - Heuacro
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MedDRA Yacrtorta
HexenareabHble
Kiacchbl 1 cCTEeMBI
peakunu NupanamMmung IMepunponpuna
OpPraHoB
TPYAHOM KJIETKH U D03uHOPUITbHAS
- OueHb penko
CcpeloCTeHus ITHEBMOHHS
Bboir B ;xuBOTE - Yacto
3anop Penko Yacrto
Hunapes - Yacro
Hucnerncus - Yacto
Kenyno4Ho-KuIIeYHbIE
TomraoTa Penxo Yacto
HApyLIEeHUs
PBota Heuacto Yacto
CyxocCTbh CIU3UCTOU
Penxo Heuacto

000JI0YKH TIOJIOCTH pTa

[Tankpeatur

OueHb penko

OueHb penko

Hapymenus co
CTOPOHBI NEYEHH U
sKeJTYeBbIBOALINX

nmyTei

I'enatut (cm. paznen 4.4)

YacTtoTa HEU3BECTHA

Ouens penko

Hapymenue pyHKImu

OueHb penko

Hapymenus co
CTOPOHBI KOKM 1

MOAKOKHBIX TKAHel

TeYeHU
Kox#srit 3y - Yacto
Kosxnag chinb - Yacto

Makyno-namyJie3Has
Yacto -
CBHIITb
KpanuBauna (cm. pasmuen
OueHb penko Heuacto
4.4)
AHTMOHEBPOTHUYECKUN
) Ouensb penko Heuacto
oT€K (cM. paznen 4.4)
[Typnypa Heuacto -
[ToBpImIeHHOE
- Heuacto
MOTOOT/ICJICHUE
Peaknus
YacroTa HEM3BECTHA Heuyacrto*
(hOTOUYBCTBUTEIILHOCTH
[emduronn - Heuacto*
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MedDRA
Kuaaccenl 1 cucTeMBI

OpraHoB

HexenareabHblie

peaxkiuu

YacroTa

NupanamMmung

IepuHaonpui

Oboctpenue ncopuasa

Penko*

Mmuorodopmuas

spuTEMa

OueHb penko

Tokcuueckuit
SMUIEPMATBHBIN

HEKpOJIn3

Ouensb penko

Cungpom CtuBeHca-

OueHb penko

J>xoHCcoHa
Cna3zMm Ml YacroTa HEU3BECTHA Yacro
Bo3MoxkHO yxynmienue
YK€ UMEIOLLECHUCS
Hapymenus co Yacrora Hen3BecTHa -
CUCTEMHOM KpacHOM
CTOPOHBI MbILICYHOI,
BOJTYAHKHU
CKeJICTHOM U
Aptpanrus - Heuacto*
COCIUHUTENbHON TKAaHU
Muanrus YacTora Hen3BeCTHA Heuwacro*
Mprieunas cnabocth | Yacrtora HeM3BecTHA -
Pabnomuonus UYacToTra HEen3BecTHA -
IToueunas
Ouensb penko Heuacto
Hapymenus co HEJI0CTaTOYHOCTD
CTOPOHBI I0YeK U Octpas noueuynas
- Penxo
MOY€BBIBOASIIIUX IyTel HEJIOCTaTOYHOCTh
Anypusi/onurypus - Peaxo*
Hapymenus co
CTOPOHBI
DpEeKTUIIbHAS
penpoayKTHBHOMI Heuacto Heuacrto
nuchyHKIUS
CHCTEMBI M MOJIOYHBIX
JKeJie3
OO0mmue HapyIeHUs U Acrenus - Yacro
peakuum B MecTe Bosb B rpyiHO# KIleTKE - HeuacTto*
BBeJIeHHUA Henomoranmne - Heuyacrto*
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MedDRA
Kuaaccenl 1 cucTeMBI

OpraHoB

HexenareabHblie

peaxkiuu

YacroTa

NupanamMmung

IHepunponpu.

[Tepudepuueckue oreku

Heuacro*

Jluxopanka

Heuacro*

IToBbInIeHHAas

YTOMIIACMOCTD

Penxo

JlabopaTopHble n
HHCTPYMEHTAJIbHbIE

JaHHbIE

IloBrIienue
KOHIIEHTpaLHK1

MOYCBHHBI B KPOBH

Heuacro*

IloBrIienue
KOHLIEHTPaLUH1

KpeaTHHUHA B KPOBH

Heuacro*

[M'unepOunupyOnHeMust

Penxo

IloBbImICHNE aKTUBHOCTH
IICYCHOYHBIX»

dbepMeHTOB

YacTtoTa HEU3BECTHA

Penko

CHuXeHre reMoriioonHa
Y TeMaTOKpHTa (CM.

paznen 4.4)

OueHb penko

IloBrIenue
KOHLIEHTPALHUH TIIFOKO3bI

B KPOBHU

YacTtoTa HEU3BECTHA

IToBEIIIEHHE
KOHIIEHTPAILlUX MOYEBOM

KHCJIOTBI B KPOBH

YacToTa HEU3BECTHA

VY MHeHue uHTepBana
QT na OKT (cwm.
pasnensi 4.4 u 4.5)

YacTtoTa HEU3BECTHA

TpaBmbl,
HHTOKCUKAIUA U

OCJO0KHCHHUA npoueayp

ITanenne

Heuacro*

* OHGHKa HaCTOTbI HEKEIATCIIbHBIX peaKuHﬁ, BBISABJICHHBIX 11O CIIOHTAaHHBIM COO6I_H6HI/I$IM,

IMPOBEACHA HAa OCHOBAHUHU JAHHBIX PE3YJIbTAaTOB KIMHUYCCKUX HCCHCHOBaHHﬁ.
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Onucanye OTACILHBIX HEKEIATEIbHEIX PEAKITHM:

Bo Bpems uccnenosanwii 11 u 111 ¢assl, cpaBHUBaIOMKX HHAAAMU B 103UpoBKe 1,5 1 2,5 Mr
[0 KOHLEHTpAIlMM KaJlus B IUIa3M€ KPOBM, OBbLJI YCTAHOBJECH J10303aBHCUMBINA 3(ddext
WHIanaMuaa;

- uHganamMuz 1,5 Mr: KOHIEHTpalus Kajius B Tu1a3Me KpoBu <3,4 MMOJIb/T HaOmoganace y 10
% manuenToB, <3,2 MMonb/1 — y 4 % manueHToB nocie 4—6 Henenb nedeHus. [locne 12
HEJIeNb JICUCHUS CPeHEE CHIKEHHUE KOHIEHTPAIMU Kalus B Iuta3Me KpoBu coctasmiio 0,23
MMOJIB/JI.

- UHJAnaMu 2,5 Mr: KOHIICHTpAIKs Kajlus B T1a3Me KpoBH <3,4 MMOJIb/JT HaOmoganach y 25
% mnaruenToB, <3,2 mmons/1 — y 10 % mnamnuentoB nocie 4-6 Henens nedeHus. [locme 12
HEJIeNb JICUCHHUS CPEJIHEE CHIDKEHHE KOHIEHTpAlluu Kalus B Iuia3Me KpoBu coctasmiio 0,41

MMOJIB/II.

COOGH.IGHI/IG 0 TOA03PEBACMBIX HEXKCIATCIbHBIX PCAKIINAX

BaxxHo cooOmarh O TMOJ03pEBAEMBIX HEXKENATENbHBIX PEAKIUAX II0CIIe PETUCTPAllun
JCKapCTBEHHOTO Tperapata ¢ I[eNbl0  O0CCIeYeHUs] HENMPEepPhIBHOTO MOHUTOPHHTA
COOTHOIIICHUS «I0JTh3a — PUCK» JICKAPCTBEHHOTO Tpernapara.

MeaunHCKUM ~ pa0OTHUKAM PEKOMEHIYeTCS COooO0IaTh O JIOOBIX  IMOA03PEeBaeMbIX
HEXKENATeNIbHBIX PEaKIUAX JIGKAPCTBEHHOrO TMpenapara 4Yepe3 HAIUOHAIBHBIE CHCTEMBI
COOOIICHHUST O  HEXKENATeNbHBIX  pEeakIusX  TOoCyIapcTB — WICHOB  EBpasmiickoro

OKOHOMHYECCKOI'O COrO3a.

Poccuiickas ®@edepayus:

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

®denepanpHas cnyx0a mo Haa3opy B chepe 3npaBooxpanenus (PocsnpaBuanzop)
Ten.: +7 (800) 550 99 03

Omn. nmoura: pharm@roszdravnadzor.gov.ru

http://roszdravnadzor.gov.ru

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

. lNabpuensina»
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Ten.: +374 (60) 83 00 73, +374 (10) 23 08 96, +374 (10) 23 16 82
Tenedon ropsiueii TMHUN OTAENIa MOHUTOpUHTA O6e30macHocTH JiekapeTs: +374 (10) 20 05 05,
+374 (96) 22 05 05

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

http://pharm.am

Pecnybnuxa benapyco:

220037, r. Munck, ToBapunieckuii niep., 1. 2a

VII «IleHTp 3KcnepTU3 U UCHBITAHUHN B 3JPaBOOXPAHECHU)
Ten.: +375 (17) 231 85 14

@akc: +375 (17) 252 53 58

Tenedon oraena dpapmakonanzopa: +375 (17) 242 00 29
On. mourta: rceth@rceth.by, repl@rceth.by

http:// www.rceth.by

Pecnybnuxa Kazaxcman:

010000, r. Acrana, paiion baitkonsip, yi. A.Mmanosa, 13 (BLl «Hypcaymnet 2»)

PI'TI na IIXB «Hanuonanbnsiil LIeHTp 3KCIEpTU3bI JTIEKAPCTBEHHBIX CPENICTB U MEAUIIMHCKHUX
u3nenuity Komwurera MeamumuHCKOro M (papManeBTHYECKOr0 KOHTpOJs MUHHUCTEpPCTBa
3npaBooxpaneHust Pecny6omuku Kazaxcran

Ten.: +7 (717) 278 99 11

On. moura: farm@dari.kz

http://www.ndda.kz

Keipevizckas Pecnyoauxa:

720044, r. buikek, yiu. 3-g Jluaus, 25

JlemapraMeHT JIEKApCTBEHHBIX CPEIACTB M MEIULMHCKUX H3Aenuid npu MuHucTEepcTBe
3npaBooxpanenust Keipreizckoit Pecryomiku

Ten.: +996 (312) 21 92 78

On. moura: dlsmi@pharm.kg

http://pharm.kg

4.9. Ilepeno3upoBka
CuMITOMBI

Hawuboiee BCPOATHBIM CHMIITOMOM ICPCAO3UPOBKU ABJIACTCA apTCpUAJIbHAA THUIIOTCH3UA,
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WHOT/Ia B COYETAHWU C TOUIHOTOW, PBOTOHM, CYAOPOTaMH, TOJIOBOKPYKEHHEM, COHIHBOCTBIO,
CIIYTaHHOCTBIO CO3HAHUS, OJUTYpHUEH, KOTOpass MOXXET MEPeHTH B aHypHUIo (B pe3yJsbTare
TUINOBOJEMHH).  TakKe  MOTYT  BO3HHUKATh  BOJHO-IJICKTPOJIMTHBIE  HApYIICHUS
(TMIOHATPUEMHUS], TUTIOKATTUEMUSI ).

Jleuenue

[lepBbie MepbI, KOTOpbIE HEOOXOAMMO MPEINPUHSATH, COCTOST B OBICTPOM BBIBEICHHU
NPUHITOTO Tpernapara: MPOMBIBAHWE S>KETyJKa W/WIW TMpPUEM aKTHBHPOBAHHOTO YISl C
MOCIEAYIONUM  BOCCTAHOBJICHHEM  BOJHO-DJIEKTPOJIUTHOrO  OajllaHca B YCJIOBHSX
CTCIHATH3UPOBAHHOTO IIEHTPA.

B ciryuae BbIpaXeHHOTO CHWKEHUs1 A/l ciemyer mepeBecTr MalreHTa B MOJOKCHHE «JICKay
Ha CIIMHE C TIPUIIOAHITHIMU HOTaMH.

[Ipn HEOOXOAMMOCTH MOXKET OBITh BBIIOJHEHO BOCIIOJIHEHHWE O0BbEMa KHUAKOCTU IyTeM
BHYTPUBCHHOW HH(Y3UM H30TOHUYECKOTO COJEBOTO pacTBopa (HampuMep, BHYTPUBCHHAsS
unoy3usa 0,9 % pactBopa xJjopuja HaTpus) WIH JIIOOBIM JPYTUM CIHOCOOOM BOCIHOJIHEHUS
o0bema xunkoctu. [lepunnonpunar, akTuBHas (Gopma MEPUHIONPHIIA, MOXKET OBITh YAaJeH

U3 OpraHu3Ma C MOMOIII0 quain3a (CM. pasaen 5.2).

5. ®APMAKOJIOITMYECKHUE CBOMCTBA

5.1. ®apmakoanHamMHYecKHe CBOICTBa

dapmakoTepaneBTUUYECKas IPyINaA: CPEACTBA, ACHCTBYIOIINE HA PEHUH-AHTHOTEH3HHOBYIO
CHUCTEMY; MHTHOMTOPHI aHTHOTEH3UHINIpeBpamatomero pepmenrta (AIID), komOnHanuu;
uHruouropsl AIlI® u nuypeTuxu.

Kon ATX: CO9BA04

Homunpen A bu-popre — KOMOMHMpPOBAHHBIA TIpenapar, CoAepKalluidi WHIAANaMUIl |
nepuHaonpuina apruHuH. ®dapmakosornueckue CBOWCTBA JIEKAPCTBEHHOIO Mpernapara
Honunpen A bu-dopte coderaioT B cede OT/IeIbHbIE CBOWCTBA KAXKJOT0 U3 KOMIIOHEHTOB.

Mexannsm neiicTBus

Hoaunpen A bBu-chopme

KomOuHamss WHoamaMuaa W TEPHHIONPHIA YCHIMBAET AHTHTHIICPTCH3WBHOE JICHCTBHE
KQXKOT0 U3 HUX.

HUnoanamuo

WupanamMul OTHOCUTCS K Tpymme cyib(hoHaMHUIOB, 1O (GapMaKoJIOTHUECKUM CBOMCTBaM
OJIM30K K THAa3UAHBIM TuypeTukaMm. Muganamug uHruOupyeT peadcopOIiMio HOHOB HATPHS B

KOPTUKAJIBHOM CCIMCHTC IICTJIN FCHHC, 4TO MPUBOAUT K YBCIMYCHHUIO BBIBCACHUSA IMOYKAMU
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MOHOB HATpPHUs, XJIOpAa U B MEHbILIEH CTETIEHU MOHOB Kallis U MarHus, yCUJIUBas TEM CaMbIM

Uype3, U CHIKasl apTepHalibHOE J1aBJICHHE.

Ilepunoonpun

[Mepunmonpun — UHrUOUTOP (PEepMEHTa, MPEBPAIIAIOIIETO AaHTHOTEH3UH | B aHrmoreHsux 11

(nvaTHOUTOP aHTHOTEeH3WHMpeBpamamIero ¢gepmenta (AIID). AIID, wimm xkuamnaaza I,

SBJISIETCS. HK30IENTUAA30M, KOTOpas OCYIIECTBISIET KakK IMpeBpallleHue aHruoteHszuHa | B

COCYAOCY’KMBAIOIIIEe BEMIECTBO aHTuOoTeH3uH II, Tak u paspyiieHue OpaJWKUHHUHA,

00J1a/1a01IEr0 COCYA0PACIIUPSIONINM IEHCTBUEM, 0 HEAKTHBHOTO T'eNTANeNTHIA.

B pe3ynbTare nepuHaonpuI:

- CHMJKaeT CEKPELHIO abJ0CTEPOHA;

- 1O TPHUHIHIY OTPHUIATEIHHOW OOpaTHOW CBS3M YBEIMYMBACT AKTUBHOCTh pPEHUHA B
1J1a3Me KpOBH;

- NOpu JUIMTEIHHOM MPUMEHEHHHM YyMeEHbIIaeT oOluiee mnepudepruueckoe COoCyaucToe
conpotunenue (OIICC), uyTto 00yciIOBIECHO, B OCHOBHOM, JIEHCTBHEM Ha COCYIbl B
MBIIITAX U MOYKaX. ITU A()(PEKTsl HE COMPOBOKIAOTCS 3aIEPKKOW HMOHOB HATPUS U
KUJKOCTH WM Pa3BUTHEM Pe(IECKTOPHON TaXUKaAPAHH.

[Tepunonpui HOpManU3yeT paboTy MUOKapAa, CHUXKasl IPEAHATPY3KY U IOCTHArpy3Ky.

[Ipy wu3ydyeHuM mOKa3aresed TeMOJMHAMUKH Yy TMAIMEHTOB C XPOHUYECKOW CepIAeUHOMN

HepocTaTouHOCThI0 (XCH) OBUTO BBISIBIICHO:

- CHW)KEHHUE JaBJICHUS HAIIOJHEHHS B JIEBOM U MPABOM XKEIYyJJ0UKaX CepAla;

- camxkenne OIICC;

- YBEIMYEHHUE CEpJCYHOr0 BhIOpOCa U YBETUUECHUE CEP/IEYHOIO HHICKCA;

- YCHJICHHE MBIIIEYHOTO MEePU(PEPUIECKOro KPOBOTOKA.

dapmakoauHamuyeckue d3PPeKTol

Anmucunepmensugrnoe oenucmeue

Hoaunpen A Bu-chopme

JlexapcTBeHHBIN npemnapar Honunpen A bu-dopre OKa3bIBaeT J10303aBUCUMOE
AQHTUTUIIEPTEH3UBHOE JIEHCTBUE, KaK Ha IMAaCTOJMYECKOE, TaK U Ha cucroandeckoe AJl kak B
MOJIOKEHUHU «CTOS», TaK U «Iexka». AHTUTUIIEPTEH3UBHOE JICWCTBUE COXPAHSIETCS B TEUECHUE
24 4. CtaOWIbHBIA TeparneBTHUYEeCKUN A(DPEeKT pa3BUBaeTCI MeHEe 4eM uepe3 1 mecsi oT
Hayaja Tepalmud M HE CompoBoxaaercss Taxupuiakcuend. IIpekpaiieHue seyeHus He
BBI3BIBAET CUHJIPOMA «OTMEHBD.

JlexapcTBennsii penapat Homumnpen A bu-doprte ymeHbIaeT cteneHb runepTpodun JIeBOro

xkenynouka (I'JDK), ymyumaer snactudyHocTh aptepuii, cHrmkaer OIICC, He Bimuser Ha
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MeTaboMrM3M JUNUA0B (OOIUI  XOJIECTEPUH, XOJECTEPHH JIMIONPOTECHHOB BBICOKOMN
miotHocty (JITIBIT) u munonporenHoB Hu3koi miotHoctu (JITTHIT), Tpurmumepubrn).
Jloka3zaHo BIUsSHUE MPUMEHEHUS KOMOWHAIMU WHIanamuaa u nepunponpwia Ha [JDK B
CPaBHEHMM C DHAJanpuiaoM. Y TMAalUEHTOB ¢ aprepuanbHoi runeprenzued u [JDK,
MoJIy4yaBIIUX — Tepanuio  uHAanamugaoMm 0,625 mr/mepuHgonpuiioMm  3pOyMHHOM 2 MT
(3KBUBAJICHTHO 2,5 MT MEPUHIONPUIIA apTUHIUHA) WM SHATANPUIIOM B j03¢ 10 Mr oauH pa3 B
CYTKH, ¥ TIPU YBEIMYCHUH J103bI MHAAMAMHUIA 10 2,5 MT U MepUHAONpHIIa SpOyMUHa 10 § M
(oxBHUBasieHTHO 10 MI TepUHIONpHIA aprMHUHA), WU SHamanpuiaa 10 40 Mr oauH pa3 B
CyTKH, OTMEUYEHO O0Jiee 3HAaUMMOEe CHIDKEHHE MHACKCa Macchl JeBoro xenyaouka (MMJIK) B
rpynmne HHAanaMua+IepuHIONPHI 10 CPaBHEHHIO € Tpynnoil sHananpuia. llpu stom
HaubOonee 3HaunMoe BiusHue Ha MMJDK ormedaercs mpu NpUMEHEHHH WHIANaMua
2,5 Mr/mepuHonpuia 3poyMHHa § Mr.

Takxe oTMeueHO Oojee BBIpAKEHHOE AHTUTUIIEPTEH3MBHOE JelicTBue Ha (oHe
KOMOMHHMpPOBAaHHOW Tepanmuu HMHAANAMUIOM U  TMEPUHAONPHIOM 10 CpPaBHEHHUIO C
SHANTANPUIIOM.

HUnoanamuo

AHTUTHIIEPTEH3UBHOE JEUCTBUE TMPOSABISAETCS MpH TNPUMEHEHUHM TMpenapara B J03ax,
OKa3bIBAIOLIMX MUHUMAJIBHOE IUYPETUYECKOE JICHCTBHE.

AHTHUTUIIEPTEH3UBHOE IEUCTBUE UHAANIAMUA CBA3AHO C YIYUIICHUEM 3IaCTHYECKUX CBOMCTB
KpynHbIX apTepuii, ymensiennem OIICC.

Nunanamun ymensaer crenenb ['JIDK, He BIMseT Ha KOHLEHTPAIMIO JIMIUIOB B IJIa3Me
KpOBU: TPUTIHUIEPHI0B, obmero xonecrepuna, JIITHII, JITIBII; yrneBonusiii oOMeH (B TOM
YHCIIe y MAIMEHTOB C COMYTCTBYIOIINM CaXapHbIM TUA0OETOM).

Ilepunoonpun

[Tepungonpun 3¢heKTUBEH B Tepanuu apTepruaIbHON TUIIEPTEH3UH JIFOOOH CTENEHU TSHKECTH.
AHTUTUTNIEPTEH3UBHOE JICUCTBHUE MpernapaTa JOCTUraeT MakCMMyMa udepe3 4-6 yacoB mociie
OJIHOKpaTHOTI'O IIpHE€Ma BHYTPb M cOXpaHsercss B TeueHue 24 uaco. Yepes 24 yaca mocie
npuema Ipernapara Habmoaercs BelpakeHHoe (rmopsiaka 80 %) ocraToyHOe MHIHOMpPOBaHHE
AllD.

[Tepunonpui oka3plBa€T aHTUTUIIEPTEH3UBHOE JCHCTBHIE Y MAI[MEHTOB KaK C HU3KOM, Tak U €
HOPMAaJIbHOW aKTUBHOCTBIO PEHUHA B IJIa3M€ KPOBH.

CoBMecTHOE  NPUMEHEHUE  THUAZUAHBIX  JIUYPETUKOB  YCUJIMBAET  BBIPAKEHHOCTh

AHTUTUTNIEPTEH3UBHOTO neicTBus. Kpome sToro, komOmHupoBanue wuuHruomtopa AlID u
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THA3UJHOTO TUYPETHUKA TAaKKe MPUBOJIUT K CHW)KCHUIO PUCKA Pa3BHTHS TUIOKATMEMHU Ha
dboHe mpremMa TUyPETHKOB.

Kimmanueckas 3¢ heKTUBHOCTD M 0€30IIaCHOCTD

Heouinas 6roxada penun-aneuomensuH-aiboocmeponogotl cucmemst (PAAC)
HmeroTcst naHHbIE KIMHUYECKUX MCCIEI0BaHNN KOMOMHUPOBAHHOM Tepanuy ¢ IPUMEHEHUEM
uaruouTopa AII® ¢ antaronucramu pernenropoB anruoteHsuna I (APA 1I).
[IpoBoaminch KIMHUYECKHE UCCIEIOBAHMS C Y4acTHEM MAllMEHTOB, UMEIOIUX B aHAMHE3e
CEpIICYHO-COCYIUCTOEe WM IliepeOpoBacKyIsipHOe 3aboseBaHue, JHOO caxapHbld auabder
2 TUMa, COMPOBOXAAIOIIMNCA MOATBEPKIECHHBIM IOPAKEHUEM OpraHa-MUIICHH, a TaKkKe
UCCJIEIOBAHMSI C yYacTHEM MAlMeHTOB C CaxapHbIM JauabeToM 2 Tuma M JuabeTHuecKoi
HedpomaTuei.
JlanHbIE WCCIIEJIOBAaHMSI HE BBISBUIM Yy TMAIlMEHTOB, IMOJYYaBIIUX KOMOWHHUPOBAHHYIO
TEpanuio, 3HAYMMOTO TIOJIOKUTENBHOIO BIUSHUS Ha BO3HUKHOBEHHE IMOYEYHBIX H/WIN
KapJAMOBACKYJISIPHBIX COOBITUH M Ha MOKa3aTed CMEPTHOCTH, B TO BPeMs KaK PUCK Pa3BUTHUS
THIEPKAIMEMHUH, OCTPOM TOYEYHOW HEIOCTATOYHOCTH W/WIM apTEepUATbHON THUIOTEH3UH
YBEJIMYUBAJICS 110 CPABHEHHUIO C MAIUEHTAMH, TTOTyYaBITUMH MOHOTEPAITHIO.
[Ipuarmas BO BHUMaHUE CXOKH€ BHYTPUTPYNIOBbIE (apMaKOJUHAMUYECKHE CBOMCTBA
uaruouTopoB AII® u APA II, nanHbie pe3ynbTaThl MOKHO OXKHJATh JJIsS B3aMMOJICHCTBHS
JTr0OBIX APYTHX MpenapaToB, MpeacTaBuTenei kiaccoB HHruouTopos AII® u APA 1II.
[TosToMy mpoTHBONIOKa3aHO MpUMeHeHHe HHTHONTOpoB AIID B coyeTaHUM C aHTarOHUCTaMHU
peutieniTopoB anrnoTeH3uHa [l y manueHToB ¢ quadeTnyeckoil HedpormaTHei.
HmeroTcst aHHBIE KIMHUYECKOTO UCCIIEIOBAHUS M0 U3YYEHUIO TIOJIOKUTENBHOTO BIUSHUS OT
no0aBlieHUs] aTMCKUpeHa K cTaHaapTHOM Tepanuu uuHruOutopom AIlD umu APA 11 y
MAIMEHTOB C CaXapHbIM [IuabeToM 2 TUMAa W XPOHUYECKUM 3a00JICBaHMEM TIOYEK WITU
CEPICYHO-COCYAUCThIM 3a00JIeBaHUEM, JHUOO HMMEIOIIUX COYETaHHEe JTUX 3a00JIeBaHUM.
HccnenoBanue ObIJIO MPEKPALIEHO JOCPOYHO B CBA3H C BO3POCUIMM PHUCKOM BO3HUKHOBEHUS
HE)KENaTeNbHbIX MCX010B. CepaeuyHO-cOCyAUCTasi CMEPTh U HMHCYJIbBT BO3HHUKAIM dYalle B
rpymIe NalueHTOB, MOJIYyYaloUMX AJIMCKUPEH, M0 CPAaBHEHMIO ¢ Tpymnmoi ruranedo. Takxe
HEe)KeNaTelIbHbIe SIBJICHUS W CEphe3Hble HEKeJaTelbHble SBJICHHS 0Co00ro HHTepeca
(rumepkanueMusi,  apTepUalbHas ~ THIOTEH3US W HapymeHus  (QYHKIUHM  TIOYEK)
PETUCTPUPOBAIKCEH YaIle B TPYIIIE aTUCKUPEHa, YeM B TPYIIIE mamnedo.

eTu

OtcyTCcTBYIOT AaHHBIe 0 TpuMeHeHnn Homumpen A bu-dopte y aereil.
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5.2. ®dapmakoKHHeTHYECKHE CBOHCTBA

Hoaunpen A bBu-chopme

CoBmecTHOE  TpPUMEHEHHWE  MHJANaMuAa M NEpUHAONpUIa HE  U3MEHSeT  UuX
(apMaKOKMHETUYECKHX XapaKTEPUCTUK MO CPABHEHHIO C UX Pa3/IEIbHBIM IPHMEHEHHEM.
Hnoanamuo

Abcopbrs

Wupanamua OBICTPO U TOJTHOCTBIO a0COpPOUpPYyeTCs U3 HKETYAOYHO-KUILIEYHOTO TPAKTA.
MaxkcumanbHasi KOHIIGHTpAlUsl B IJIa3Me KPOBH JIOCTHUTaeTcss yepe3 1 yac mocie mpuema
npenapara BHyTpPb.

Pacnopenenenue

CBs13b ¢ OenkamMu 11a3Mbl KpoBU cocTaBiisieT 79 %.

BI/IOTDaHCd)ODMaHI/IH W 3JIMMHUHAIUA

[Tepunon momyssiBenenust (T12) cocraBusier 14-24 gaca (B cpennem 18 yaco). [loBTopHOE
NpUMEHEHHE Tpernapara He NPUBOAUT K €ro KyMYJSIIMH B OpraHu3zMe. BwiBoauTcs B
OCHOBHOM ¢ Mouoi (70 % oT BBemeHHOW m03b1) U KanmoMm (22 %) B ¢opMe HEaKTHUBHBIX
MeTabOIUTOB.

Oco0nIe I'pynIbl TanMEHTOB

Hapywenue ¢ynxyuu novex
VY manueHToB C MOYEYHOH HEAOCTATOUHOCTHIO (PapMAaKOKMHETHKA HE U3MEHSETCS.

Ilepunoonpun

AOcopOrust 1 OMOOOCTYIIHOCTD

[Tocne mpuema BHYTPh NEPUHIONPUI OBICTPO BCACBIBACTCA, U IMHKOBas KOHIEHTpAIUs
nocruraerca B TeueHue | uaca. Ilepuon momyBbIBeZeHMs NEpUHIONpWIAa paBeH | uyacy.
[Ipuem numm 3ameyUIsieT MpeBpalleHue NepUHAONPUIAa B IEPUHAONPUIIAT, TAKUM 00pazoMm,
BJIMSS HA OMOAOCTYNHOCTH. [10ATOMY MEepUHIONPHII CielyeT MPUHUMATh OJUH pa3 B CYTKH,
YTPOM, IIepea MPUEMOM IHUIIH.

Pacnpenenenue

OO0wvem pacrpeneneHUs HECBS3aHHOTO TMEPUHAONpPUIIATa COCTAaBIIAECT MPUOIUZUTEIHHO
0,2 n/xkr. CBsi3p mepHHAONpHIATa ¢ OCKaMu TUIa3Mbl KpOBH, TJIaBHBIM oOpazom ¢ AIlD,
3aBUCHUT OT KOHIEHTPALIMKU IEPUHIONIPUIIA U cOCTaBiAeT 0koJio 20 %.

Buorpancdopmarus

[epungonpun npexacrasisier coboil mponekapctBo. [Ipubmmsurensro 27 % ot obuero
KOJIMYECTBA MPUHATOTO BHYTPH MEPHHAONPHIIA TOCTYIAaeT B KPOBOTOK B BHJE AKTUBHOTO

MeTtabonurta nepuHaonpuiata. [loMumMo akTUBHOrO mepuHIONpHIaTa o0pa3yroTcs eme 5
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MeTa0OoIUTOB, HE 00IamaroNMX (HapMaKoIOrHIecKod aKTHBHOCTBIO. [IMKOBasi KOHIIEHTpAIHS
NEPUHAONPUIIATA B IJIa3Me KPOBH JJOCTUTACTCSI B TeUEHUE 3-4 YacoB.

DJIMMUHAIMS

[MepunmonpunaT BEIBOJUTCSA M3 OpraHU3Ma ¢ MOYOW, M KOHEYHBIN MEPHOJ] MOyBBIBEICHUS
(T12) cBOOOMHOM (paKIUU COCTABISET OKOJIO 17 9YacoB, B pe3yjbTaTe 4Yero paBHOBECHOE
COCTOSIHUE JIOCTUTAETCS B TEYCHUE 4 CYTOK.

JIu"elHoCcTh (HEAUMHENHOCTB)

beina mpoaeMOHCTpUpPOBaHA JUHEHHAs 3aBUCHUMOCTb MEXIY [030M INEPUHIONpUIA U €r0
KOHIEHTpalueH B IIa3Me KPOBHU.

Oco0nIe I'pynIibl TanMEHTOB

Tlayuenmui nodcunozo eospacma

BriBenenue nepuHaoONpUiaTa CHUXKACTCS y TMOXKHIIBIX MAI[MEHTOB, a TaKKe y MAIUEHTOB C
CEepAECYHOMN MU MTOYEUHON HEAOCTAaTOUHOCTBIO.

Hapywenue ¢pynkyuu novex

[Ipn HapymieHuu QYHKIMHM MOYEK JKEIATeNbHO KOPPEKTHPOBATH 103y B 3aBUCUMOCTH OT
CTENEHM HapyLIEHUs (KJIMPEHCAa KpeaTUHUHA).

Huanuz

Jnanu3HpIi KITMpEeHC IepUHIONpIIaTa cocTaiseT 70 MiI/MUH.

LHuppos neuenu

dapMaKOKHHETUKA TEPUHJIONPIIIA Y MAIMEHTOB C LUPPO30M IMEYCHH HOCUT HM3MEHEHHBIN
XapakTep: MEUYCHOYHbIA KIMPEHC MCXOAHOM MOJIEKYJIbl CHMKEH B JBa pa3a. TeM He MmeHee,
KOJIMYECTBO O0pa3ylolierocss MNEpUHIONpUiIaTa HE YMEHbIIAeTCs, U, CIeA0BaTelIbHO,
KOPPEKIMH 710361 He TpedyeTcs (cM. paznensl 4.2 u 4.4).

5.3 /laHHble TOKJIHMHUYECKOH 0€30MACHOCTH

KombOunanust nHnanamuaa U NepuHIONpHIa 00J1agaeT HECKOIbKO OOJbIIed TOKCUYHOCTHIO,
4yeM ee KOMIOHEHTHI. [loyeuHble MNposBICHMS, MO-BUIUMOMY, HE YCHUIMBAIOTCA Y KpBbIC.
OpHako KOMOWHAIIMSL BBI3BIBAET IKENYIOYHO-KUIIEUYHYI0 TOKCHYHOCTH Yy co0ak, a
TOKCHYECKOE BO3JICHCTBHE HA OCPEMEHHBIX CaMOK, MO-BUIUMOMY, YCUIUBAETCS y KpbIC (TI0
CpPaBHEHUIO C MEPUHIONPHUIIOM) Oe3 TepaToreHHoro 3 dekra.

Tem He MeHee, 3TH MOOOYHBIE APDEKTH TPOSBISIOTCS MPU YPOBHSAX 03, 3HAYUTEIHHO
MPEBBIMIAIONINX UCIIOIb3YEMBIE TEPATIEBTUUECKHUE J03bI.

Jlns unoanamuoa:

Cawmpie Beicokue 70361 (B 40-8000 pa3 mpeBbIMIAIOININE TEPATEBTUUECKYIO 103Y), BBOJIUMBIC

NEpOopajIbHO pa3IMYHbBIM BHAaM XHBOTHBIX, IIOKa3ajld YCHIICHHC MOYCTIOHHBIX CBOICTB
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uHpanamuna. OCHOBHBIE CHMIITOMBI OTPaBJICHHS, TAaKUE KaK OpaJWITHO? U Tepudepruieckas
Ba30/AMJIATAIUsl, BO BpPEMs HWCCIEAOBAHHA OCTPOW TOKCHYHOCTH HHJAIaMHUa, BBOJUMOTO
BHYTPUBEHHO WIIM BHYTPUOPIOMIMHHO, OBUTH CBSI3aHBI ¢ (DapMaKOJIOTHUYECKHM JEHCTBUEM
WHAMAMU/IA.

HccnenoBanusi penpoOMyKTUBHOW TOKCHYHOCTH HE BBISIBIIIM AMOPHOTOKCHYECKOTO WIIH
TEPaTOTCHHOTO JIEHCTBHS, PEPTIIIHHOCTh HE HAPYIIAIaCh.

HccnemoBanusi moOKazanu OTPUIATENBHBIN  pe3yibTaT B OTHOIICHWH MYTareHHbIX U
KaHIIEPOTEHHBIX CBOWCTB MHAAMTAMHU/IA.

/s nepunoonpuna:

B uccnenoBaHusAX XpOHUYECKOW MEPOPATBHOM TOKCHYHOCTH (Y KPBIC U 00€3bsH) OPTaHOM-
MUIICHBIO SBJISIFOTCS MOYKH, TIPUYEM IMOBPEKICHUS HOCAT OOPAaTUMBIN XapakTep.

B uccnenoBanusx in vitro wiv in vivo MyTareHHBIX CBOHCTB HE HAOIIOAAOCH.

HccnenoBanusi penpoyKTUBHOW TOKCHYHOCTH (Y KPBIC, MBIIICH, KPOIUKOB M 00€3bsiH) HE
BBISIBIJTM TTPU3HAKOB SMOPHUOTOKCHYHOCTH WIJIM TeparoreHHOCTH. OmHako ObUTO TOKa3aHo,
YTO HWHTUOWTOPHl  AHTHOTCH3WHIIPEBpaImaromero  (QepMeHTa Kak  KJIAcC  HUMEIOT
HEONMaronpusITHOE BO3JCHCTBUE HA MO3IHUX CTAIUSX PA3BUTHUS IUIONA, IPUBOJIS K TrUOETU
IUIO/Ia ¥ BPOJKJACHHBIM TIOCJICJCTBHSM Yy TPBI3YHOB M KPOJIMKOB: HAONIOJAINCH TTOPAKCHUS
MIOYCK W YBEIIMYCHUE TIEPU- U TOCTHATAIBHON CMEepTHOCTH. DepTUIIEHOCTh HE HapylIaiach
HU Y CaMIIOB, HU y CaMOK KPBIC.

B I[OJIFOCpO‘-IHBIX HUCCICOOBAHUAX HA KpblcaX W MBbIIIax KaHHepOFGHHBIX CBOﬁCTB HC
HaOJIFOJAJIOCh.

6. ®APMAINEBTUYECKHE CBOMCTBA
6.1. IlepeueHb BCIOMOraTebHBIX BElIECTB
JlakT03BI MOHOTHAPAT

Maruus creapat

ManbToIeKCTpUH

KpeMHust qMOKCH]T KOJUTOUTHBIN 0€3BOTHBIN
Kapbokxcumernikpaxman HaTpus (Tum A)
Obonouxa nienoynas:

['munepon

I'mnpomennosa

Makxkporois 6000

Maruus creapat

Turtana auokcun (E171)
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6.2. HecoBMecTHMOCTH

He npumenumo.

6.3. Cpoxk rognoctu

3 rona.

6.4. OcoOble Mepbl MPEIOCTOPOKHOCTH NPU XPAHEHUH

XpauuTth nipu Temnepatype He Baime 30 °C.

6.5. Xapakrep u coxep:kaHue NePBUYHON YIIAKOBKHU

Ipu npoussoocmee na OO0 « CEPBBE PYCy, Poccus:

Mo 29 umu 30 Tabneroxk Bo (IakoHE M3 MOJUIPONHIICHA, CHA0KEHHOM J/03aTOPOM H
poOKOM, copeprKaIeii BJIaronorIonIaroIiil Telb.

[To 1 ¢nakony (mo 29 mnam 30 TaGnETOK) C JIMCTKOM-BKJIAABIIIEM B TMAa4yKe KAPTOHHOU C
KOHTPOJIEM MEPBOT0 BCKPBITHS.

Ynaxoexa ons cmayuorapos.

[To 30 TabneTtox BO (uIakoHE W3 TOJHUIIPOMHIICHA, CHA0XEHHOM J03aTOPOM M TPOOKOH,
COZEpIKaIlleil BIAaronorjonatonui refp.

ITo 3 ¢umakona (mo 30 TabneToOK) C paBHBIM KOJIHYECTBOM JIMCTKOB-BKJIAJIBIINICH B IMayke
KapTOHHOU ¢ KOHTPOJIEM IEPBOTO BCKPBITHSI.

Ipu npouszsoocmee na «Cepsve (Mpranous) Hnoacmpus JImoy, Upranous:

[To 30 TabneTtox BO (uIakoHE W3 TOJUIIPONHIICHA, CHA0XEHHOM J03aTOPOM M TPOOKOH,
COZEprKaIlleil BIAaronorjomatonui refp.
ITo 1 ¢naxony (mo 30 TabneToOK) ¢ JIUCTKOM-BKIIAJIBIIIEM B MadyKe KAPTOHHOM ¢ KOHTPOJIEM

MEPBOro BCKPBITUA.

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

Het oco0bIx TpeOOBaHM K yTHIIM3AIUH.

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

France
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7.1. IlpencraBuTeib AepKaTesl PErHCTPAMOHHOIO YI0CTOBEPEHUS

[Iperen3un noTpeOUTENEN HAIPABIIITH 110 aJPECY:

Poccuiickag ®enepanus

AO «CepBbe»

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

dakc: +7 (495) 937 07 01

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

PecyOimka ApMeHust

[IpencraBurensctBo «Jlaboparopuu CepBbe»
Anpec: 0002, r. EpeBan, ynuna Amupssa, 15, marazun 100, Kenrpon
Ten.: +374 (10) 50 50 74

Di1. moura: mariam.antonyan(@servier.com

Pecny6nuka Benapycs

[IpencraBurensctBo YAO «Les Laboratoires Servier» (®paniysckas Pecybnuka) B
Pecniybnuke benapych

Anpec: 220030, r. Munck. yi. MsacaukoBa, 70, od. 303

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

Oi. moura: officeBY (@servier.com

Pecny6nuka Kazaxcrad u Kepreizckas pecnyOimka

TOO «Cepsbe KazaxcTan»
Anpec: 050020, r. Anmatsl, nip. JJocteik, 310I°
Ten.: +7 (727) 386 76 62

Oi. moura: kazadinfo(@servier.com

8. HOMEP PETUCTPAIIMOHHOI'O YIOCTOBEPEHUSI
JITI-Ne(001806)-(PT-RU)

9. JTATA NEPBUYHOWM PETUCTPAIIUU (HOATBEPXKIEHUS PETUCTPAIIAMN,

INEPEPETMCTPAIIN)

JlaTa nmepBoii perucTpanuu:
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13.02.2023
10. JATA NEPECMOTPA TEKCTA
OO6mas xapakTepuCTHKa JeKapcTBeHHOro mnpemnapata Homunpen A bu-dpopre mocrtynmHa Ha

WHPOPMAIIMOHHOM TopTasie EBpa3wiickoro 3KOHOMHYECKOTO COK3a B HH(POPMAIMOHHO-

KOMMYHUKaIMoHHoH cetn « TaTepHeT» http://eec.eaeunion.org.
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