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DBIIAS XAPAKTEPUCTHUKA JIEKAPCTBEHHOI'O ITPEITAPATA

1. HAUMEHOBAHMUE JIEKAPCTBEHHOI'O IIPEITAPATA

Ouan-H, 25 mr + 10 mr, TabneTku

2. KAYECTBEHHbBI X KOJTUYECTBEHHBIN COCTAB
JelicTByro1ue BEECTBa: THAPOXIOPOTUAZU]T + SHATIATIPHUIT
Kaxxnast Tabnerka cogepxut 25 Mr rujipoxyoporuazuja u 10 mr sHananpuia (B Buae Maneara).
BcnomorarensHbie BemiecTBa, HAIMYUE KOTOPBIX HAZ0 YYUTHIBATH B COCTaBE JIGKAPCTBEHHOTO
npenapara: JakTo3bl MOHOTUIPAT, HATpHil (cM. pazaensl 4.3., 4.4.).

[TonHbli IEpeyeHb BCIIOMOTaTENbHBIX BEIIECTB IPUBEIEH B pasjaene 6.1.

3. JEKAPCTBEHHAS ®OPMA
Ta0nerku.
Kpyrsie, Tutockue TaOIeTKH JKeITOro IBETa ¢ PUCKOM Ha OAHOW CTOPOHE B (PacKOM.

Pucka ne npe€aHasHa4dy€Ha Jisd pa3acIiCHUS Ha PaBHBIC YaCTH.

4. KIMHUYECKHUE JAHHBIE
4.1. Iloxa3aHusi K NPUMEHEHUIO
[Ipenapar Ounan-H mnokazaH K NOPUMEHEHUIO Yy B3POCHBIX JJIA JICUCHUS] apTepHabHOM
TUIEPTEH3UH Y NMAIMEHTOB, KOTOPHIM IMOKa3aHa KOMOMHUPOBAaHHAS TEPAIIHsL.
4.2. Pe:kuM 103UPOBAHUSA U CTIOCO0 NMPUMEHEHMSI

Pexxum g03upoBaHus

Pexomenmyemas mo3a coctasiseT 1 Tabmerka 1 pa3 B CyTKH.

B cinydae HEOOXOOMMOCTH 1032 MOXKET OBITh yBEIHUYEHA 0 MAKCHMaJbHON CYTOYHOH H03bI —
2 TabneTku 1 pa3 B CyTKH.

Ecin notpeOyercs uH3MEHEHHE J03bl OJHOIO W3 JIEHCTBYIOUIMX BELIECTB B COCTaBe
KOMOMHMpOBaHHOroO mpenapara OHan-H (Hampumep, B CBS3M C BHOBb JUarHOCTHPOBAHHBIM
3a00eBaHNEM, W3MEHEHHEM COCTOSIHMS MAIMeHTa WM JIEKApCTBEHHBIM B3aMMOJICHCTBUEM),
HEOOXO0IMM MHAMBUAYAJIbHBIM OJ00P 103 OTAEIbHBIX KOMIOHEHTOB.

IIpeowecmeyrowee neuenue ouypemuxamu

ITocne mepBoro mpuema mpenapata OHan-H MoOXeT pa3BUTBCS CHMITOMATHYECKas
aprepuanbHasi runoreHsus. Takoil 3pdexkr Hanbosee BEpOSTEH y MALMEHTOB C HapyLIEHHEM
BOJIHO-DJIEKTPOJUTHOrO OanaHca BCIEACTBHE MPENIIECTBYIOIEN Tepanuu Juypetukamu. [Ipuem

JUYPETUKOB CIIeyeT MPEeKpaTUTh 3a 2—3 HS 10 Havyalla Tepanuu npenaparom DHar-H.
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Oco0nle Tpynnbl MAIIMCHTOB

Tayuenmul ¢ Hapyuienuem yHKYuu novex
Tuasuapl MOTYyT OKa3aThCsi HEIOCTATOYHO H(PQPEKTUBHBIMU JUYPETHUKAMHM Yy MAI[MEHTOB C
HapymeHneM (yHKIMU TTOYeK, a IpU CHIbKeHUH kiaupeHca kpeatnHuHa (KK) go 30 mur/mMuH nim
HUKE (T. €. MPU TMOYEHYHOHW HEIOCTATOYHOCTH CpPEIHEH WM TSHKEIOW CTENEHHU) SBIISIOTCS
HEOPPEKTUBHBIMHU.
VYV mamuentoB ¢ KK > 30 mu/mun, HO < 80 Ma/muH mpemnapar DHan-H nomkeH mpuMeHSThCS
TOJIBKO TTOCJIC TIPEIBAPUTEIBHOTO MOAO0pA 103 KaXI0TO U3 KOMIIOHEHTOB TIpernapara.
[Ipu moueunoit wuemocratounoctrn (KK >30 mu/mun, HO < 80 MII/MHH) peKOMEHIyeMmast
HayvajJbHAs J03a DHAJanpuia MpU MPUMEHEHUH €r0 B MOHOTEpANHH COCTaBISIET OT 5 M IO
10 mr.
Tayuenmul nosicunozo 6o3pacma
Pesynbrarel, mosydeHHbIE B X0/1€ KITMHUYECKUX UCCIIEOBAaHUN A3(PPEKTUBHOCTH U 0€30I1aCHOCTH
OJTHOBPEMEHHOTO TPUMEHEHHUs DSHANANpWia W THIPOXJIOPOTHA3HMIA, OBUIM CXOJHBIMH Yy
MAIMEeHTOB MOKUIIOTO Bo3pacTa (ctapiie 65 neT) u 6ojee MOJIOABIX MAIMEHTOB C apTEPHATILHOMN
runeprensueir. He tpeOyercss mombopa HadanbHOU 103bI mpemnapara DHan-H g manueHToB
MOKUJIOTO BO3pacTa.

eTH
IIpenapar nmpoTUBOINOKA3aH K MPUMEHEHUIO Y JeTel U MOoAPOCTKOB B Bo3pacte oT O no 18 mer.
bezonacHoCTh 1 3HEKTUBHOCTD IPUMEHEHHUS y ACTEH U MOJAPOCTKOB HE YCTAaHOBIICHBL. J[aHHbIE
OTCYTCTBYIOT.

Cnocob nmpuMeHeHus

BHyTpb, HE3aBUCHMO OT ITpUEMA MUILH.
4.3. [IpoTuBonoka3zanus

e [ UNEepYYBCTBUTEIBHOCTh K DJHAJNANPUILY, THAPOXJIOPOTHA3UAY WIH K JIPYIUM
MPOU3BOAHBIM CyJb(OHAMHU/IA, HIM K J0O0OMYy H3 BCIOMOTATENbHBIX BEIIECTB,
NepeyrcieHHbIX B pa3zaene 6.1.

e AHypus.

e AHTHMOHEBPOTHMYECKHI OTEK B aHAMHE3€, CBS3aHHBIA C MPHUEMOM HHTHOUTOPOB
aHTHOTeH3uHINpeBpamaromnero ¢epmenta (AIID), a Takke HaCICACTBECHHBIA WIN
UAMONATHYECKUH aHTHOHEBPOTUYECKHIA OTEK.

e OnHOBpeMEHHOE MPUMEHEHHE C AJIMCKHUPEHOM WIM IIpernapaTaMy, CoJepKalluMu
QIMCKHUPEH, Y TAIIMEHTOB C CaXapHbIM TUabeTOM U (W) ¢ YMEPEHHBIMU WIIN TSHKEIBIMH
HapymieHusIMA ~ QyHKIMKM T04eK (CKOpocTh kiyOoukoBod — ¢uibTpanuu (CKD)

< 60 mn/mun/1,73 M? mnomaau noBepxHocTH Tena) (cM. pasaen 4.5.).
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OnHOBpEMEHHOE MPUMEHEHUE C aHTaroHucTamu peuentopoB anruoteHsuHa Il (APA II)
y MalKUeHTOB C TUa0eTUIEeCKO HeppomaTHei.

OnHOBpeMEHHOE TNPUMEHEHHWE C HMHTCHOMTOpaMH  HEMpuiu3uHa  (HEeHTpaiabHOMN
SHJONENTH/a3bl), Hampumep, cakyourpwiom. Ilpm mnepexome Ha HHTHOUTOPHI
HEMPWIM3MHA M Tpenapatsl CaKyOHTpHIIa/BajcapTaHa CJIEeAyeT IPEeKpPaTUTh MpHEM

mperapara Onan-H kak MUHUMYM 3a 36 yacoB A0 TMpucMa HepBOfI J03bI AdAaHHBIX

npemnapatoB (cM. pa3zaeinsl 4.4., 4.5.).
e bepeMeHHOCTh U EPHOJ TPYIHOTO BCKapMiIMBaHus (cM. pasaen 4.6.).
e Hapymenus @ynkuuu nouek tsxenoi crenenu (KK < 30 mu/mun).
e Hapymenus GyHKIINHN TIEYCHU TSOKENON cTeneHu (> 9 6amioB mo mkane Yaiina-I1s10).
e PedpaxrepHas runokaaueMus.
e PedpakrepHas rUIIOHATPUEMUS.
e PedpakrepHas runepKaibIueMusl.
4.4. Oco0ble yka3aHusl M MepPbI IPEJIOCTOPOKHOCTH NPU NPUMEHEHNH

C 0CTOPOKHOCTBIO

JIByCTOPOHHMI CTE€HO3 IOYEUHBIX apTEepPUN MM CTEHO3 apTepUM €IUHCTBEHHOH IOYKWY;
COCTOSIHHA II0CJI€ TPAHCIUIAHTALMW TOYKH; AOPTaJbHBIM WIM MHTPAIbHBIA CTEHO3;
runeprpopuueckas oOCTpYKTHUBHAs KapJUOMHOIATUS; UIIEMUYecKass 00Je3Hb cepAla WM
1epeOpoBacKyIsIpHbIE 3a00JIeBaHus; ro4eyHast HEJ0CTaTOYHOCTb; yrHETEHUE
KOCTHOMO3TOBOTO KPOBETBOPEHHS; CHUCTEMHbIC 3a00JIeBaHUS COCOUHHUTEIBHONH TKaHH
(cucremMHast KpacHas BOJIYAHKA, CKIEPOAEPMHUS M Jp.), UMMYHOCYNPECCUBHAs Tepamus,
JIeYeHUe ¢ MPUMEHEHHEM AJJIONyPUHOJIA WM MPOKaWnHAMU/IA, UM KOMOMHALINS yKa3aHHbBIX
OCJIOKHAIOUIMX (DaKTOPOB (PUCK PAa3BUTHUS HEHTPONEHMU M arpaHyJIOIMTO3a); MEeYeHOUHas
HEOOCTaTOYHOCTD, CaxapHBII\/JI }II/IaGCT; TUICPKAIMEMUA; OJHOBPECMCHHOC IIPUMCHCHUC C
KanuicOeperalouMy  JUypeTUKaMM,  [pernapaTaMM  Kalus,  KaJuicoAepsKalluMH
3aMEHUTEIIMUA [IOBAPEHHOW COJIM; OJHOBPEMEHHOE IPUMEHEHHUE C IpenapaTraMy JIMTHUS;
aHTMOHEBPOTUYECKHI OTEK B aHAMHE3€; OJHOBPEMEHHOE MPOBEIECHUE NpoLeaypsl adepesa
munonporenHoB Hu3koi TwiotHoctu (JI[THII-adepesa) ¢ wucnonbp3oBaHMeM JEKCTpaH
cyiabdara; OJHOBPEMEHHOE IPOBEJCHHE JIECCHCUOWIM3AalMK ajuIepreHoM U3 sja
HEePENOHYaTOKPBUIBIX; FEMOANANIN3 C UCIOIb30BAaHHEM BBICOKOIPOTOYHBIX MEMOpaH (TaKUX
kak AN69); cocTosiHUS, COTIPOBOXKJIAIONIMECS CHIDKEHHEM 00beMa IUPKYIUpPYIoLIe KpoBU
(B TOM 4YHuCle TpH TEpanmuud JTUYPETHKAMH, COOIIOJACHUH IHETHl C OrpaHUYCHUEM
[IOBApEHHOMN COJM, AMAIM3€E, JUApee WIK PBOTE), U FMIIOHATPUEMMUS; IPUMEHEHUE BO BpeMs

OONBIINX XUPYPrHUECKUX BMEIIATEIbCTB WM IPU TNPOBEIEHUH OOIIeH aHecTe3uu;
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IIPUMEHEHUE y TALUEHTOB HErPOUAHOM  pachl; TMIIOKAJIUEMHMs; TUIOHATPHEMUS;
runepkansiueMus; ysenuueHue uHrepBana QT na OKI'; omHOBpeMeHHOE NpHUMEHEHHE
JIEKapCTBEHHBIX IIPENApaTOB, KOTOPHIE MOIYT BbI3BIBATH IMOIMMOPQHYIO KEIyJOYKOBYIO
TaXUKapAMI0 TUIA «IUPYIT» HIM YBEIMYMBATH MPONODKUTENBHOCTh MHTepBasa QT Ha
OKT'; onHOBpeMEHHOE NPUMEHEHHE JIEKaPCTBEHHBIX MPENapaTroB, CHOCOOHBIX BbHI3bIBATH
TUIOKAJIMEMHIO, CEPJCUHBIX TJIMKO3HMJOB; AJUIEPITHYECKUE PEAKLUM Ha MEHULWUIMH B
aHaMHe3e; THUIeprapaTupeo3; TUIEPYPUKEMHUs, MoJarpa, HEMEIaHOMHBIM pak KOXHU B
aHamHese (cM. noapaszzaen «Ocobble yKazaHUs).

Oco0ble yKa3aHus

T'uopoxnopomuaszuo

Memabonuueckue u 3H()OKDMHHbZ€ 3(b¢€KWlbl

Tepanust THazugaMu MOXKET HapymiaTh TOJEPAHTHOCTH K TJIOKO3e. B psme cirydaeB Moxker
noTpeOoBaThCSI KOPPEKIIUS JO3bI TUTIOTJIMKEMUYECKUX CPEJICTB, BKIIFOUYAsT HHCYJIUH.

Twuasuael MOTYT CHMKATh BBIBEJCHHE KalblUS TOYKAMHA W BBI3BATH KPATKOBPEMEHHOE H
HE3HAYMTEIBHOE TOBBIIICHUE COJICP)KAHUSI KalblMsg B CBHIBOPOTKE KPOBHU. BrIpakeHHAS
THITEPKATBIIHEMUS] MOXKET OBITh MPU3HAKOM CKPBITOTO THIIEpIIapaTHpeo3a. B cBsA3u ¢ BIUsHEEM
THA3UJ0B Ha METa0OJM3M KaJbIMsl MX TPUEM MOXKET HCKa)XaTh Pe3ylbTaThl HCCIICIOBAHUS
GYHKIUM ~— TApamMTOBHIHBIX ~ JKElle3, MOITOMY  Iepel  HCCIeJOBaHWEM  (YHKIUH
NapaniMTOBUIHBIX KeJe3 THA3UIHbIH JUYPETUK JOJDKEH ObITh OTMEHEH.

[oBbIeHHE KOHICHTPALUN XOJIECTEPHHA W TPHUIVIMIECPUIOB B KPOBH TAKKE MOXKET OBITH
CBSI3aHO C Tepanueil THa3UIHBIMH JUYPETUKAMH, OJJHAKO TIPU JI03€ TUAPOXIOpoTHasuaa 12,5 mr
nmo00HbIe 2P hEeKTh He HAOII0JAINCh NI HOCHJIN HE3HAYUTEILHBIN XapaKTep.

Y HEKOTOPBIX MALKUEHTOB TEpanus THA3HIHBIMU JUYPETUKAMU MOXKET MPHUBOIUTH K Pa3BUTHIO
TUNIEPYPUKEMUU ¥ (WIK) OOOCTpeHHIO TedeHHs moxarpel. OIHAKO SHAJANpHUil  MOXKET
YBEJIIMYMBATh  BBIBEJCHUE MOYECBOW KHUCJIOTHI TMOYKAMH M TEM CaMbIM  OCHaOJATh
TUTIEPYPUKEMUYECKUH 2P PEKT THAPOXITOPOTHABHIA.

3abonesanus nevenu

TuasunHble DUYPETHKH CIELYEeT C OCTOPOKHOCTBIO INPUMEHATH IMALUEHTAM C HapyLICHHEM
(GYHKIIUM TIEYSHH WM MPOTPECCUPYIOIIUM 3a00IeBaHUEM MEYEHH, ITOCKOJBbKY JAa)ke HeOObIIne
U3MEHEHUS BOJHO-3JIEKTPOJINTHOTO OajlaHca MOTYT IIPUBECTH K «II€YEHOYHOID» KOMeE.

Anmuoonun2oeulii mecm

FPII[pOXJ'IOpOTI/IaSI/II[ MOKET NPUBOJUTH K JIOKHOIIOJIOKHUTCIbHBIM aHAJIMTUYCCKHUM PE3YJIbTaTaM
IIpu IMpOBEACHUN aHTUAOMMUHIOBOTO TECTA.

XODMOM()aJlebIIZ sblnont, ocmpas MUOnuAd U 6MOpUUHAA 3aKPblImOY20J1bHAA 2ldyKoMda
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JlexapcTBenHble TpenapaTtbl Ha OCHOBE Cyib(oHaMHMIA WM MPOU3BOIHBIX CyIb(OHAMHIA,
MOTYT BBI3BAaTh MJIMOCUHKPA3UYECKYIO PEAKIMIO B BHJIE XOPHUOUIAIBLHOTO BBINOTA C Ie(EKTOM
MOJsl 3pEHUs, TPAH3UTOPHONH MHOMUU U OCTPOM 3aKpPBITOYTOJIbHOM riaykombl. CUMITOMaMu
ATUX HAPYIICHUW SIBISIFOTCS HEOXKUJAHHOE CHIDKEHHE OCTPOTHI 3pEHHsI WM 00Jb B TJa3ax,
KOTOpbIE€ B THUIHMYHBIX CIy4yasX BO3HUKAIOT B T€UEHHE OT HECKOJIbKMX YacOB J0 HECKOJBKUX
HeZlelb TOocie Hayala NpUMEHEeHHs mpenapara. Eciaum He nOpoBoAMTCS Tepamus, OcTpas
3aKpBITOYrOJIbHAs IJayKoMa MOXKET IMPUBECTH K moTepe 3peHus. OCHOBHOE JIeYeHUE COCTOUT B
KaK MOHO 0oJiee OBICTpOl OTMEHE TuApoxXIopoTruazuaa. Heo6xonumo uMeTs B BUIY, UYTO, €CIH
BHYTPHIJIa3HOE JIABJICHHUE OCTAETCS] HEKOHTPOJIMPYEMBIM, MOXKET MOTPeOOBAThCS HEOTIIOKHOE
KOHCEpBAaTUBHOE WM XUpyprudeckoe Jedenne. K ¢dakropam pucka pas3BUTHS OCTpOW
3aKPBITOYTOJIbHON TJIAyKOMBI MOKHO OTHECTH CBEJEHUS 00 ajulepruu K Cyib(poHaMHIaM WU
NEHULWIMHY B aHAMHE3€.

Hemenanomuwiii pax xoocu (HMPK)

B snupeMuonornyeckux uccie0BaHusIX HAOI0JalICs IOBBIICHHBIH PICK HEMEJIAHOMHOTO paKa
KOKHK (0a3aJIbHOKJICTOYHOM KapIMHOMBI M IUIOCKOKJIETOYHOM KapIMHOMBI) B CBS3U C
YBEIIMYCHHEM CYMMapHOW  (HAaKOIUIGHHOW) JI03bl  THAPOXJIOPOTHA3HAa. BO3MOXHBIM
MEXaHU3MOM  Pa3BUTHS HMPK  sBasiercs (hOTOCEHCHOMITM3UPYIOIIIEEe JlelicTBrE
THIPOXJIOPOTHAZHIA.

[TarueHTsl, NpUHUMAOIIKE THAPOXJIOPOTHA3H, JOJKHBI OBITh OCBEOMIICHBI O PUCKE Pa3BUTHS
HMPK. TakuMm manumeHTaMm CleQyeT PEeKOMEHAOBAaTh COOMI0AATh MPO(UIAKTHUECKHUE MEpHI,
Takhie€ Kak  OrpaHMYEHUWE  BO3JEHCTBHMS  COJHEYHOTO CBETa M HCKYCCTBEHHBIX
yibTpaduoneTobBbIX Jiyueil. [lalmeHTBl JOJDKHBI PEryISIpHO OCMAaTPHBATh CBOM KOXHBIE
ITOKPOBBLI C ICJILIO BBISIBJICHUA JIFOOBIX HOBBIX MMOJO3PHUTECIIbHBIX HOpa)KCHI/Iﬁ 1 HE3aMEJIUTCIIBHO
coobmarh 0 HUX Bpady. Y mamueHtoB ¢ HMPK B anamHe3e pexoMeHOyeTCs MepecMOTPEThH
11e1€c000pa3HOCTh MPUMEHEHUS THAPOXIIOpoTHa3uaa (cM. pazaen 4.8.).

Ocmpas pechupamophas moKCU4HoOCHb

[Tocne mpuema ruapOXJIOpPOTHA3UIA OBUTH 3apETUCTPUPOBAHBI OYCHDb PEIIKHE CIIydad pa3BUTHS
TSKEJIOM  OCTPOM  PECHHUPATOPHOM TOKCHUYHOCTH TSKEIONW CTEMEeHH, BKIIOYAs OCTPBIA
pecniuparopubsiii auctpecc-curapom (OPJIC). Otek nerkux oOBIYHO pa3BUBAETCS B TEUCHHE
HECKOJIbKUX MHHYT WJIM YacoB IIOCJE MpHUEeMa THIPOXJIopoTHazuja. B Hauane 3aborneBaHus
CHUMIITOMBI BKJIIOUAIOT OJIBIIIKY, JUXOPAIKY, YXYIIICHHUE COCTOSIHHS JIETKUX U apTepUATbHYIO
runoteH3uto. [Ipu nogo3pennn Ha OP/IC HeoOxoaumMo oTMeHUTH npenapat JHan-H u nposectn
COOTBETCTBYIOIIIEE JIeUeHUE. [ UIpoXIopoTrHasuj] He ciaeAyeT Ha3HayaTh NalueHTaM, Y KOTOPBIX
panee HaOmonaircs OPJIC mocrme mpuema THIPOXIOPOTHA3WIA WM APYroro THA3HIHOTO

JIAYpETHKA.
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Kak u Bce IsekapcTBeHHblE CpEICTBa, OOJIAZalOMIMe Ba30JWIATHPYIOUIUM JefcTBHEM,
uHruOUTOpHl AII® NOMKHBI C OCTOPOKHOCTHIO HA3HAYATHCS MAIUEHTaM C OOCTPYKIMEW MyTH
OTTOKA U3 JIEBOT'O XKEITyA0UKA.

Ileuenounas nedocmamounocms

[Ipumenenne wunruoburopoB All® peako ObUIO CBS3aHO C  Pa3BUTHEM CHHApPOMA,
HAYMHAIOMIETOCS C XOJECTaTHMYECKOM JKEATYXH WM TenaTuTa W MPOTrPECCUPYIOLIETO 10
(yIbMUHAHTHOTO HEKpO3a IE€YeHH, WHOI/Ia C JIeTaJbHBIM HCXOJO0M. MeXaHu3M JIaHHOTO
CHUHApOMa HE u3ydeH. lIpu MOSBIEHUM KENTYXU WM 3HAYUTEIHbHOM MOBBIIIEHUA aKTUBHOCTH
«TIEYEHOYHBIX» TpaHCaMHHA3 Ha (oHE NpuMeHeHus: MHruouropoB AIID ciexyeT OTMEHUTH
npueM uHrHOUTOpa AII® W Ha3HAYUTH COOTBETCTBYIOUIYIO BCIIOMOTATEIIBHYIO TEPAIHIO.
[TaneHT AOKEH HAXOIUTHCS 1101 COOTBETCTBYIOIIUM HAOIIOACHUEM.

Xupypeuueckue emewameﬂbcmea/06maﬂ anecmes3us

Bo Bpemsi OoyblIMX XUPYprHUECKUX BMEMIATEIbCTB WM IPOBEJIEHHUs OOLIeil aHecTe3uu c
NPUMEHEHUEM CPEJICTB, BBI3BIBAIOIINX aHTUTHUIIEPTCH3UBHBIN 3 ek, sHamanpunar 6I0KUpyeT
oOpa3oBaHue aHrnoteH3uHa II, BeI3piBaeMoe KOMIIEHCATOPHBIM BBICBOOOXKAEHUEM peHrHa. Eciu
IIPU 3TOM Pa3BHBACTCS BhIpAKEHHOE CHMKEeHUE AJl, 00bscHsIEeMOe TOAOOHBIM MEXaHU3MOM, €T0
MO’KHO KOPPEKTHPOBATh YBEIMUECHHEM 00beMa [IUPKYIUPYIOIIEH KPOBH.

Peaxyuu cunepuyscmeumenbnocmu/aneuoHespomudeckull OmekK

[Ipu npumenennn wmHruOMTOpoB AIID, BKIIOUas SHanampui, HAOTIOJANHUCH pPEIKUE ClIydau
AQHTMOHEBPOTHYECKOTO OTEKa JIMIla, KOHEYHOCTEH, ry0, s3bIKa, TOJIOCOBBIX CKJIAJOK U (W)
ropTaHd, BO3HUKABIIIKE B pa3HbIC MEPUOJBI JieueHUs. B odueHb peakux ciiydasx cooOIaioch o
Pa3BUTHHM MHTECTUHAJIBHOIO OTeKa. B Takux ciayyasx cieayeT HEMEUIEHHO MPEKPaTUTh MpUeEM
SHaJANpuia M TIIATEIbHO HAOMIOJAaTh 3a COCTOSHUEM IHAallMEeHTa C LEJIbl0 KOHTPOJS U
KOPPEKIMU KIMHMYECKMX CUMOTOMOB. J[ake B TeX Cirydasx, KOrja HaOJIroJaeTcsi TOJbKO OTEK
s3pIKa 0€3 Pa3BUTHSA PECIUPATOPHOTO TUCTPECC-CHHAPOMA, MAlMEHTAM MOXET MOTpeOOBaThCS
JUINTENbHOE  HAOMIOZCHHE, TIOCKOJBbKY Tepamnus aHTHTUCTAMUHHBIMH  CPEICTBAMH U
KOPTHKOCTEPOHUIAMU MOKET OBITh HEJTOCTATOYHOM.

OdeHb peaKko cooOMIaToCh O JIETATHbHOM HCXOZE IO MPHUYMHE AHTMOHEBPOTHYECKOTO OTeKa,
CBS3aHHOTO C OTEKOM TOpTaHMW WM OTEKOM s3bika. OTEeK s3bIKa, TOJOCOBBIX CKJIAJIOK WIIH
TOPTAaHU MOKET TMPHUBOJUTH K OOCTPYKIIMM NbIXaTENbHBIX IyT€H, OCOOCHHO Yy MAIMEHTOB,
MEPCHECHINX XUPYPrUuiICCKUEC BMCHIATCIILCTBA HA OpraHax JIbIXaHUWs. B Tex ClIydasdaXx, Koraa OTCK
JIOKAIM3yeTcsl B OOJIACTH SI3bIKA, TOJIOCOBBIX CKJIQJOK HIM TOPTaHU W MOXET BBI3BaTh

OOCTPYKIIMIO JbIXaTEeNbHBIX IyTeH, ClieAyeT HEMEUICHHO Ha3HAaYuTh COOTBETCTBYIOIIEE

6
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JeUeHHe, KOTOpOe MOXKET BKJIIoYaTh mnoakoxkHoe BBeaeHue 0,1 % pactBopa smuHepprHa
(anpenanuna) (0,3—0,5 M) u (M) 006€CNEUUTh MPOXOIUMOCTD JBIXaTEIbHBIX MYTEH.

B penxux cinygasx Ha ¢one Tepanuu uaruouropamu AIID pasBuBaeTcs MHTECTHHAIBHBIN OTEK
(aHrMOHEBPOTUYECKUN OTEK KHUIIeyHuKa). CUMITOMBI MCYE€3ajdu MOCEe MPEeKpalleHus: Mnpuema
uHrHOUTOpOB AIID. BO3MOKHOCTH Pa3BUTHSI MHTECTHHAILHOTO OT€Ka HEOOXOJAMMO yUHUTHIBATh
npu TpOBeACHUU TUPPEPEHIINAIBHON JUAarHOCTHKH 00Jeid B KHBOTE Yy TAIMEHTOB,
MPUHUMAIOIINX HHTHOUTOpHI ATID.

VY nanueHToB HETPOUAHOMN pachl, TPUHUMABIINX UHTHOUTOPHI ATID, aHTHOHEBPOTHYECKUN OTEK
HaOJI01aNcs Jalie, YeM y NaleHToB APYrux pac.

[TanmeHThl, MMEMOIIME B aHAMHE3€ AHTMOHEBPOTHMYECKHHM OTEK, HE CBSI3aHHBIM C NpHUEMOM
uHruouropoB AIID, moryr ObITh B OOJNBIIEH CTENEHH TMOJBEPKEHBI PHUCKY pPA3BUTHS
AHTHOHEBPOTHYECKOT0 OTeka Ha (oHe Tepanuu uHTHOMTOpamMu AIID (cMm. pasgen 4.3.). YV
MAIMEeHTOB, TPUHUMAIOMIMX OJAHOBpeMeHHO HWHruoutopsl AIID® u wunrnOuropsr mTOR,
HaOJTI0]AJTOCHh YBETMUCHUE PUCKA PA3BUTHSI aHTHOHEBPOTHYECKOTO OTEKa.

VY manueHToB, MPUHUMAIOIINUX OJHOBPEMEHHO HHTHOUTOPHI AII® n MHrHOUTOPHI HEMPUITN3WHA,
HAOTIOAIOCh YBEIMUEHUE PHCKA Pa3BUTHUS aHTHOHEBPOTHYECKOTO OTeka (cMm. pazzmensl 4.3.,
4.5.).

VY nmanueHToB, MPUHUMAIOMINX THA3UAHBIC JUYPETUKU, PEAKIIMHA TUTIEPYYBCTBUTEIBHOCTH MOTYT
BO3HUKATh Jake IPU OTCYTCTBUU B aHAMHE3€ AJJIEPIrMUECKUX PEAKUMHA WIH OpOHXHUAIbHOU
actMbl. Coo0IIanocy O peruauBax WM YCYryOJCHHU TSKECTH TEUYCHHUS CUCTEMHOM KpacHOM
BOJIYAHKH Y NMAalMEHTOB, IPUHUMABIINX THA3UIHbIE JHYPETHKH.

Y nanueHTtoB, NPUHUMAIOMIUX OJHOBpEMEHHO HWHruburopsl All® wu Buigaraunrtu,
HAO0JII0/1a7IOCh YBEITMYCHHE PHCKA Pa3BUTHUS AHTMOHEBPOTHMYECKOTo oTeka (cM. pasmen 4.5.).

Anauniakmoudnsvle peakyuu 60 6pemsi_NposeoeHUs 0eCeHCUOURUAUUU _ANIepPSeHOM U3 _10d

nepenor4YamoKpbljiblx

B peakux ciayyasx y [AIUEHTOB, MNpUHUMAaOUMX uHruoutopsl AllD, pa3BuBaiuch
yTpOXKaroIMe >KU3HU aHa(UIAKTOUIHbIE PEAaKLUU BO BpEeMs MPOBEAEHUS JECEHCHOMIN3aluu
QJIJIEPreHOM U3 s/ia MEePEeNOHYaTOKPhUIbIX. HexxenaTenpHbIX peakiuii MOXKHO n30exkaTb, €Clii 10
Hayaja [IPOBEJCHUS JECEHCUOMIN3allMi BpEMEHHO IPeKpaTUTh mpueM uHruouropa AIlD.

Anacunrakmouonvie peaxyuu 60 epems nposedenus JIIHII-adepesa

V¥ mnaunuenToB, npuHumaromux uHruOutopsl AII®D Bo Bpems mposeaenus JIIIHII-adepesa c
UCIIOJIb30BaHUEM  JIEKCTpaH cyiabdara, peako HaOMIoJaduch OMNacHble A JKU3HU
aHa(WIAKTOM/IHbIE peakiuu. Pa3BuTHe NaHHBIX peaklUUi MOXHO H30ekaTh, €CIM BPEMEHHO
oTMeHHUTHh HHruOuTOp AIID 1m0 Havana kaxmoi nporeaypsl JITTHII-adepesa.

Hayuenmoi, HCZXOa}lWLteC}Z HA 2emMoouanuse
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[lpumenenne mpenapata Ounan-H He  pexkoMeHayeTcss MalMeHTaM ¢ [OYEYHOU
HE/JIOCTAaTOYHOCTBIO,  HAXONALIMMCS HA  remMojuanuse. AHaQUIAKTOUIHBIE  PEAKIHH
HaOIIOAAMNCh Y MAlMEHTOB, HAXOSIIMXCA HA JUAIN3€ C NMPUMEHEHHEM BBICOKOINPOTOYHBIX
MeMOpaH (Takux kak AN69) U OZHOBPEMEHHO MOJy4YaroImuX Tepanuto naruoutopamu AllD. V
JAHHBIX TMAIMEHTOB HEOOXOMUMO MPHUMEHSATh AMAIU3HbIE MEMOpaHbl JPyroro THUMA WU
TUIIOTEH3UBHBIE CPEACTBA IPYTHX KIIACCOB.

Tpancnianmauyus noyKu

Het onrbiTa MNPUMCHCHU DJHAJIANpHUIIa 'y TMAIMCHTOB IIOCJIC TpAaHCIUIaHTAlHWU ITOYKH. Jleuenue
OHaAJIAIPHUIIOM MAaUCHTOB ITOCJIC TPAHCIUIAHTAIIUHN IMTOYKH HE PCKOMCHAYCTCA.

HedmponeHuﬂ/azpanzouum03

Heiitponenust/arpanyyionuro3, TPOMOOIMTONCHUsT W aHEMHUs HaOJIOJAINCh Y MAIUEHTOB,
npuHUMaromMx UHruOuTopel AIID. YV manmueHToB ¢ HOPMaIbHOW (YHKIMEH TMOYeK W MpH
OTCYTCTBUHU JPYTUX OCJIOXKHSIOIIUX (PaKTOPOB HEHTPOINEHUS pa3BUBACTCS PEAKO. DHAJIANPHUII
CJIeZIyeT MPUMEHSITh C 0COOOH OCTOPOKHOCTHIO y TMAIMEHTOB C CUCTEMHBIMH 3a00JICBaHHUSIMH
COCIUHUTEIbHON TKaHW, MPUHUMAIOIMUX HMMYHOCYIIPECCUBHYIO  TEpaIluio, Teparuio
QJUTOMYPUHOJIOM WJIM TPOKAMHAMUAOM WM HUMEKOIIUX KOMOWHAIIMIO STHX OCJIOKHSIOIIUX
(hakTOpOB, OCOOCHHO, €CJIM €CTh HapyIIeHHUs (PYHKIIMU TTOUYEK B aHaMHe3e. Y HEKOTOPBIX U3 ITUX
NaIMEeHTOB Pa3BIINCh CEPhe3HbIC NH(PEKIIMOHHBIE 3a00JIeBaHNUs1, KOTOPHIE B HEKOTOPBIX CIydasix
HE OTBEYaJM HAa MHTEHCUBHYIO aHTHOMOTHKOTepanuio. Eciu sHamanpuia npuMeHsieTcs y Takux
NaIMeHTOB, PEKOMEH/YETCs MPOBEICHUE MEPUOIUUECKOTO KOHTPOJISI YUCHIA JEHKOIIUTOB KPOBH
Y TIAIIMEHTHI TOJDKHBI OBITh MPEIYNPEXKICHBI 0 HEOOXOAMMOCTH COOOIIATh O JIFOOBIX MpPU3HAKAX
pa3BUTHUS HHEKIUH.

Kawens

Habmoganuce cimydan BO3HMKHOBEHHs Kanuis Ha ¢oHe Tepanuu uHruomropamu AIID. Kax
NPaBWJIO, KallleJb HOCUT HEMPOJIYKTHBHBIN, TMOCTOSHHBIM XapaKTep M TMPEKpaiiaeTcs Iocie
OTMEHBl Tepanuu. Kaimenb, cBs3aHHBIA C mNOpuMeHeHHEM UWHruouTopoB AllD, nomxen
YUUTBIBATHCS NIpU AU PepeHIMaTbHON JUATHOCTUKE KaIILIs.

Kombunayus cuopoxiopomuasuoa u sHaianpuia

Apmepuanvras cunomen3us u Hapyuienue GOOHO-BﬂQKMDOﬂMWZHOZO bananca

Ilpy npuUMEHEHWH TUNOTEH3WBHBIX CPEICTB y HEKOTOPHIX NAIHMEHTOB MOXKET pPa3BUTHCA
CUMIITOMAaTHUYeCKasi apTepuajibHas TUnoTeH3us. [lalMeHThl NOHKHBI HAOIIOAAThCS C IIEJIBIO
CBOEBPEMEHHOI'O BBISBIECHUS KIWMHUYECKUX MPU3HAKOB HAPYIIEHUS BOJIHO-3JEKTPOIUTHOTO
OaslaHca, HampuMmep, OO€3BOKMBAaHMS, THUIOHATPUEMUH, THUIIOXJIOPEMUYECKOTO aJlKajo3a,

TUIIOMarHu€MHU HJIKM THIIOKAJIWMCMHH, KOTOPBLIE MOI'YyT Pa3BUTHECA Ha (1)0H€ COHYTCTByIOIJ.Ieﬁ
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JUaped WU PBOTHL. Y TaKMX MAllMEHTOB HEOOXOAWM KOHTPOJb COACP)KAHUS HIIEKTPOJIUTOB B
CBIBOPOTKE KPOBH.

C 0co0o¥t 0OCTOPOKHOCTHIO CIIENYyEeT Ha3HAYATh MperapaT MalueHTaM ¢ HIeMUYecKOi 001e3HbI0
CepaIa Wiu ¢ 1epeOpoBacKyISIpHBIMU 3a00JIEBaHUSIMU, Y KOTOPBIX Ype3MepHOe CHUkKeHHne AJl
MO>KEeT NMPUBECTH K Pa3BUTHIO MH(APKTAa MHUOKAp/1a WK UHCYIIbTA.

[Ipu pa3ButuM apTepuasbHOM TUNOTEH3UU TNAIUEHTa CIEAyeT VYIOXKUTh W B Clydae
HeoOxoaumoctu BBectH 0,9 % pacTtBop HaTpusi Xijopuaa. TpaH3uTopHas aprepuaIbHas
TUIOTEH3Usl TpU TMpueme mpenapata OHan-H He sBisercd NPOTUBOINOKA3aHHUEM K €ro
nanpHeimeMmy mnpumeHeHuto. [locme Hopmanmuzammm  AJ[ W BoOcmoiiHEHHs — o0bema
MUPKYTHPYIOIIEH KPOBH TEPAIHUS MOKET OBITH BO30OHOBIIEHA B MEHBIINX J03aX HIIN KaXIbIi U3
KOMIIOHEHTOB IIperapara MoKeT IPUMEHSThCS B MOHOTEPAITUH.

Hapywenue @ynxyuu nouex

TuasunHele AUYPEeTUKH MOTYT OBITh HEIOCTaTOYHO 3(PQPEKTHBHBI y MALMEHTOB C HapylIEHHUEM
¢yakuun noyek u HeapdexTuBHbl npu KK 30 mu/mMuH u Hke (T. €. MPH yMEPEHHOH WM
TSDKEJION TTOYEUYHON HEJIOCTATOYHOCTH).

[Ipenapar DOnan-H He cnegyer Ha3HayaTh HalMeHTaM C [OYEYHOW HEAOCTATOYHOCTHIO
(KK menee 80 mu/MHH) 70 TeX TOp, MOKa TMOA0O0P OTACIBHBIX JEHCTBYIOIIMX KOMITIOHEHTOB
nmpernapara He TOKaXeT, YTO HeoOXOauMmble 03Bl COoAepXarcs B OAHOM Talierke
KOMOMHHPOBAaHHOTO Ipernapara.

Y HEKOTOpBIX TAlMEHTOB C apTepUaNbHON TUIEpTeH3Held O0e3 KaKUX-IMO0O TNPU3HAKOB
3a00JeBaHMs MMOYEK B aHaMHe3€ IpHU JICYEHUH SHAIANPUIOM B COYETAHUU C JAUYPETUKOM
BO3HUKAJIO OOBIYHO HE3HAUYUTEIBHOE U TPAH3UTOPHOE MOBBIIICHUE KOHIIEHTPALMU MOYECBHUHEI B
KpOBM M KpeaTMHWHA B CHIBOPOTKE KpOBU. B Takux ciydasx JiedeHHe mnpenaparom OHamn-H
JOJDKHO OBITH MpEeKpaiieHo. B nampHeimemM BO3MOXHO BO300HOBIICHHE TEpanuyd B MEHBIIUX
J103aX WJTM KXl U3 KOMIIOHEHTOB Mpernapara MOXeT MPUMEHSATHCS B MOHOTEPAITHH.

VY HEKOTOpbIX NAUUEHTOB C JBYCTOPOHHHUM CTEHO30M IIOYEUHBIX apTEepHil WJIM CTEHO30M
apTepuy €IWHCTBEHHOW MOYKU TpH JiedeHUU uHruouropamu AIID HaOGIH07210CH MOBHIIICHHE
KOHIICHTPAIlUd MOYEBHMHBI B KPOBH M KPEaTWHHHA B CBIBOPOTKE KpOBH. M3MeHeHUs: 0OBIYHO
HOCWJIM OOpaTUMBIH XapakTep, W TOKa3aTeau BO3BpAlIAIUCh K HMCXOJIHBIM 3HAYEHUSM TOCTe
MPEKpalleHUs JICUCHHUS.

Janublii  XapakTep HM3MEHEHHUU HauOojiee BEpOSTEH y TMAlMeHTOB C  TOYEYHOH
HEJ0CTaTOYHOCTBIO.

Ilpenapamol aumus

He PEKOMCHAOYCTCA OJHOBPEMEHHOC IIPUMCHCHHUEC IIp€IapaToB JIMTHA, OHaJlalpuila H

TUYpPETUKOB (cM. paznen 4.5.).
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lunepranuemuss (cm. monpasnen «KanmiicOeperamommue AUYPETHKH, KaJIAKACOAEpKAIIAE
nuieBble 00aBKM WM JPyrue JIEKAapCTBEHHBIE IIpEraparhl, CIIOCOOHBIE YBEJIUYHBAThH
coJiep KaHKe KaJIus B CBIBOPOTKE KpOBW» pasnena 4.5.)

Puck pa3BuTHS THUIEpKAIMEMUN HAOIIOAACTCS TMPU TMOYEYHOH HEJOCTATOYHOCTH, CaXapHOM
nuabere, a Takke IPU OJHOBPEMEHHOM IPUMEHEHUHU KajuiicOeperaromux JAuypeTHKOB
(HanpuMep, COUPOHOJIAKTOHA, IUIEPEHOHA, TPUaMTepeHa WM aMUJIOpUAa), Kaluicoaep Kamux
MUIICBBIX  J100aBOK, KaJIMHCOAEp)KAIMX 3aMEHHUTENCH THINEBOM COJMM WM  JIPYTUX
JICKApCTBEHHBIX IMPETapaToB, CIIOCOOHBIX YBEIMYMBATH COJICPIKAHUE KAJIMsl B CHIBOPOTKE KPOBH
(Hampumep, TmpemnapaTbl, cojepkamme TpuMmeTonpum). I[IpumeHeHue KanuicoaepKamux
NUIIEBBIX J100aBOK, KalMWCOEpEralonyx IUypEeTHKOB, KaUHCOACpKAINX 3aMEHHUTEICH
MUIIEBON COJIM WK APYTUX JIEKApCTBEHHBIX MPENapaToB, CIIOCOOHBIX YBEIUUNUBAThH COJEPKAaHUE
KaJusi B CBIBOPOTKE KPOBH (Hampumep, Mpemnaparhbl, COAEpKaIlie TPUMETONPUM), OCOOCHHO Y
NAIMEeHTOB C HapylleHueM (PYHKIUH MOYeK, MOXET MPUBECTH K 3HAUUTEIBHOMY YBEINYECHUIO
collepKaHMs Kajusl B CHIBOPOTKE KPOBH. [ MmepkanueMuss MOXKET NPHUBOJUTh K CEPHE3HBIM,
MHOI/IA CMEpTENIbHBIM, apuTMHsM. Ilpu HEOOXOOUMOCTH OJHOBPEMEHHOI'O IPUMEHEHHS
npenapara DHan-H W mepedyrclieHHBIX BBINIE JIGKAPCTBEHHBIX CPEACTB CIEAYET COOI0IaTh
OCTOPO’XKHOCTb U PETYIISIPHO KOHTPOJIUPOBATH COJIEPKAHUE KAJIUS B CHIBOPOTKE KPOBH.

JleTn ¥ moapoCTKU

be3onacHocTh NpUMeHEHUs y JIETEeN U MOJPOCTKOB HE yCTaHOBJEHA. JlaHHbIE OTCYTCTBYIOT.

BcrniomorarenpHbIe BellIeCTBA

Jlakmo3zvl monocuopam

[lanmenTaM ¢ peAKO BCTPEYAIOIIEHCS HACIEACTBEHHONW HENEPEHOCUMOCTBIO TIajaKTO3bl,
JNePUIIMTOM JIaKTa3bl WK TJII0KO30-TaJIakTO3HOW ManbabcopOIueil He ciaenyeT NpuHUMaTh 3TOT
npenapar.

Hampuri

JanHbIil pemnapat conepkuT MeHee 1 Mmmonp HaTpus (23 mr) Ha 1 TabieTky, TO €CTh, IO CYTH,
HE CO/ICP>KUT HATpHSl.

4.5. B3aumoneiicrBue ¢ JAPYrMMHM JIeKAPCTBEHHBIMH IIpenapaTtaMd M JApyrue BHABI
B3anMoJeiicTBUil

I'mapoxyopoTuasuj

Mosker HaOmOIATBCS B3aUMOJACUCTBHE C THAPOXJIOPOTHA3UIOM TIPU  OJHOBPEMEHHOM
MPUMEHEHUH C HUKENIEPEUNCICHHBIMU JIEKAPCTBEHHBIMH CPEACTBAMM.
MuopenakcaHTbl HEIETIOSIPU3YIONIETO TUTA JEHCTBUS (HampuMmep, TyOOKypapuH) — BO3MOKHO

ycuneHue 3¢ (dexkra MUOPETaKCaHTOB.

10
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JTaHOJ, 0apOUTypaThl, HAPKOTHUECKHUE AHAJIBIETUKM MOTYT IMOTEHIMPOBATH PUCK PA3BUTHSA
OpPTOCTATHYECKOUN TUIIOTCH3UH.

['unornukemMuueckue cpejacTBa (A7 MpHeMa BHYTPbh M HHCYJIHMH) — MOXET HoTpeOoBaThbcs
KOPPEKIIUS T03bI TUTIOTTTMKEMUYECKUX CPEJ/ICTB.

KonectupaMuH M KOJECTUNON — B TNPUCYTCTBHUM AHUOHHBIX OOMEHHBIX CMOJ BCAaChIBaHHE
THIPOXJIOpOTHA3HUAa HapymaeTcs. KojlecTupaMiH M KOJIECTHIION B Pa30BOM J103€ CBS3BIBAIOT
TUAPOXIIOPOTHA3U/ M YMEHBIIAOT €r0 BCACBIBAHUE B JKEITYIOYHO-KAIIEYHOM TpaKTe Ha 85 % U
43 % COOTBETCTBEHHO.

Koprtukoctepouapl, aapeHOKOPTUKOTPONHBII TOPMOH (KOPTUKOTPONMH) — BbIPAXKCHHBIC
AIIEKTPOJIUTHBIE HAPYILIEHUS, B YACTHOCTH, PUCK Pa3BUTHUS TUTIOKATUEMHUH.

[Ipeccopubie aMUHBI (HapuMep, SMUHEPPUH) — BO3MOXKHO CHUIKEHHE BBIPAKEHHOCTH OTBETA Ha
BBEJICHHE IPECCOPHBIX aMUHOB, HO HE HCKIIIOYAIONIEe BO3MOXKHOCTh WX OJHOBPEMEHHOTO
PUMEHEHUS.

[Ipemaparsl, yBenmuuuBatomue uatepan QT (Hanmpumep, XUHHUIUH, TPOKAMHAMUJ, aMUOJIapOH,
COTaJI0N) — MOBBILICHUE PUCKA PA3BUTHSI MUPYITHOH JKEITyJOUKOBOM TaxUKapIUH.

CepnevHble TIMKO3UIbI — TUIIOKATMEMHESI MOXKET MOBBIIIATH YYBCTBUTEIBHOCTh WM YCUINBATH
PEaKIIoO CO CTOPOHBI cep/illa Ha TOKCHYECKOEe BO3ACHCTBUE CepCUHBIX TIIMKO3UI0B (Halpumep,
YBEJIIMYCHHE KEITyJOUKOBOI BO30YTUMOCTH).

[Tepeno3upoBka «MeTIEeBBIMIY AUYpEeTUKaMHu (Hampumep, GypoceMuaoM), KapOeHOKCOIOHOM,
CITa0UTENBbHBIMUA CPEACTBAMU — THUIAPOXJIOPOTHA3UI MOXKET YBEIWYHTH MOTEPIO Kaus U (W)
MarHusl.

Hurtocratuku (Hanpumep, nukiIopochaMua, MeETOTpeKcaT) — THA3UABl MOTYT CHUXKATh
IKCKPEIHMIO TMOYKAMH ITUTOTOKCUYECKHX IPENapaToB W YCWIMBATh HMX MHUEIOCYIPECCUBHBIC
3P PEKTHI.

HIIBIT (Bxutouass muruOutopsl LlOI'-2) — y Hekotopsix mnamuentoB HIIBIL, B Tom umcne
cenektuBHble MHrHOUTOpPHI L[OI-2, MOTYT CHWXaTh IUYPETUYECKHHA, HATPUHYPETUYECKUH H
AQHTUTUIEPTEH3UBHBIM 3(P(EKT IUYypeTHKOB («HETIEBBIX» IUYPETHKOB, KalauiicOeperarommx
JUYPETUKOB M THA3UI0B). B CBSI3M ¢ 9TUM NpU OAHOBPEMEHHOM NMPUMEHEHHH Tpernapara JHarl-
H wu HIIBII, Bxmowas wunruburopsl [[OI'-2, HeoOxomumo THiaTenbHOE HAOMIOICHUE 3a
NaIMEeHTOM JUISI OTIPEeSICHHUS HaJTM4UHs )KEeTTaeMOro AUypeTHIecKoro s dekra.

DHaanpui

MoskeT HaOMIOAATHCSA B3aMMOICHCTBHE C SHANANPUIOM NPH OJHOBPEMEHHOM MPHUMEHEHHUH C
HYDKETIEPEYUCIICHHBIMU JIEKAPCTBECHHBIMH CPEJICTBAMMU.

Kanuticoepeearowue  ouypemuxu, Kanuticooepiicawjue nuujegble 000asKu Ui  opyeue

JleKapCmeeHHble npenapanibl, cnocobnvie yeeaudueambs codepafcaHue Kaunusl 6 Cbl6OpOmMKe Kpoeu
11
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Wurnouroper AII® ocmabnsioT BBI3BAaHHYI JMYpETHKaMH TMOTepro Kamws. [IpumeHeHue
KaJuiicOeperammux JMypeTUKOB (HalpuMep, CIUPOHOIAKTOHA, TUIEPEHOHA, TpUaMTepeHa WiIH
aMUJION]Ia), a TaKKe KaJuiCOoJepiKaluX MUIIEBBIX J00aBOK, KaTMHCOIEPIKAIUX 3aMEHUTEIICH
NUIIEBOM CONMM, WM JPYIHX JICKApPCTBEHHBIX MPENapaToB, CIOCOOHBIX YBEINYHBATH
coJiepKaHhe Kalius B ChIBOPOTKE KPOBH (HAIpUMEp, Mpenapathl, coAepiKallie TPUMETOIPUM),
MOJKET MPUBECTH K 3HAYUTEIHLHOMY MOBBIIICHUIO COJICPIKAHUS KaJlUsl B CBIBOPOTKE KpoBH. [Ipu
HEOOXOAMMOCTH OJHOBPEMEHHOTO NPHUMEHEHHs SHalalpuia ¢ IEePEYUCICHHBIX BBIIIE
KaJMicoep KalINX I CIOCOOHBIX YBEIMYMBATH COJCPIKAHUE KallUsl TPErapaTroB CIEAyeT
coOJII0/IaTh OCTOPO’KHOCTh M PEryJIIPHO KOHTPOJIUPOBATH COJIEP)KAHHE Kallus B CHIBOPOTKE
KpoBH (cM. pazzaen 4.4.).

Kanutinecoepecarowyue (muazuonvie unu «nemiegvle») OUypemuxu

JleueHne BBICOKMMH J03aMH JUYPETHUKOB, MPEANISCTBYIOIICC HAYAIy TEPAlHH DHAJIATPUIIOM,
MOJKET IIOBJieYb 3a COOOW CHM)XEHHE OoO0beMa IMPKYJIUPYIOIIEH KPOBU U PHUCK DPA3BUTHA
apTepuanbHON TUMOTeH3uu (cM. pasgensl 4.2., 4.4.) T'unoteHsuBHbIE YPPEKTHI MOTYT OBITH
YMEHBIICHBI IyT€M IMpeKpallleHus] MpueMa JUypeTHKa, BOCIOJHEHHs 00beMa >KUJIKOCTHU WIIU
YBEJIIMYCHHS TOTPEOICHHSI COJIH.

IIpenapamwi 3010ma

CHUMITTOMOKOMILIEKC (HUTPATOMOAOOHBIE PEaKIUH), BKIIOYAONINN «IPUIHBBD) KPOBU K KOXKE
JMLA, TOIIHOTY, PBOTY W apTepHUajbHYyI0 THIOTEH3UIO, HAOMIONalcsd B PEOKUX CIIydasx IpH
OJTHOBPEMEHHOM NPHUMEHEHHH MpPErapaToB 30JI0Ta I MapeHTEPAIbHOTO BBEICHUS (HATpHUA
aypotuomasar) u uHruouTopoB AIl®D, Bkitouas sHaNANPHUIT.

Tpuyuriuueckue aHmMuUOenpeccanmol/HetpoirenmuKku/cpeocmead onst obweti
anecmesuu/Hapkomuieckue cpeocmea

OnHOBpEeMEHHOE TMPUMEHEHUE HEKOTOPBIX CPEACTB IUIsl OOIIe aHeCTEe3WH, TPUIIUKIMYECKUX
AQHTHUJICNIPECCAHTOB M HeWpoJjenTukoB ¢ uHruOutopamu AlID MoxkeT NpuUBECTH K YCHICHMIO
aHTUTHIIEpTEH3UBHOTO A ekTa (cM. pazaen 4.4.).

Omanon

DTaHOJN YCHJIMBAET aHTUTUIIEPTEH3UBHOE JIeHCTBUE HHTHONTOpOB AIID.

Ayemuncanuyunosas Kucioma, mpomooIumuxu u bema-aopeHoo10Kamopol

DHananpui MOKHO TPUMEHSATh OJHOBPEMEHHO C aleTHJICAIUIIMIIOBONW KHCIOTOW (B KauyecTBe
aHTHArperaHTHOTO CPE/ICTBA), TPOMOOIUTHKAMU U OeTa-aJpeH00I0KaTOpaMHu.
Cumnamomumemuxu

CHUMIIaATOMHUMETHKHU MOT'YT CHUKAaTh aHTUTUIEPTEeH3UBHBIN 3¢ ekt nHruouropon AIID.

T'unoenuxemuveckue cpedcmea
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ONUJEMHUOJIIOTUYECKUE — HMCCIEeNOBaHMs — IOKa3ajd, 4YTO  OJHOBPEMEHHOE  MPUMEHEHHE
uHruOUTOpoB AIID M TUMOTITMKEMHYECKUX CPEACTB (MHCYIMHA, TUIOTIIMKEMHYECKUX CPEJCTB
JUIsL TIpueéMa BHYTPb) MOXXET YCWJIHTHb THIOTJIMKEMUYECKUH 3(PQPEKT MOCIeTHUX C PUCKOM
pa3BuTHs runorivkeMuu. JlaHHbI (QeHOMEH, Kak mpaBWiIO, Hauboyee 4acTo HaOIIOHaCs B
TEUYEeHHE MEepPBHIX HeJeNb KOMOMHHPOBAHHOW Tepanuy, a TAKKe y MAlUEHTOB C HapylleHHUEM
¢GyHKIMK TOYeK. Y TAIMEeHTOB C CaXxapHBIM AHAa0eTOM, MPUHUMAIOUIMX THUIOTIMKEMUYECKHE
CpeicTBa JUIsl TpUeMa BHYTPb WM HMHCYJIMH, CJEIyeT pEryIspHO KOHTPOJIUPOBAThH
KOHIICHTPAIIMIO TJIIOKO3bI KPOBU, OCOOEHHO B TEUEHHE IEPBOTO MECsIa OIHOBPEMEHHOTO
npuMeHeHus ¢ uHruouTopamu AllD.

Uneubumopwr mTOR (mammalian Target of Rapamycin — muwieHb panamuyuHa 6 Kiemrax
MIeKonumarowux) (Hanpumep, memcupoIuMyc, CUpOIUMYC, I8EPOIUMYC)

Y nanueHToB, MPUHUMAKIIUX OAHOBpeMeHHO HHruOuTopel AII® u unrnOomropsr mTOR,
HAO0JII01AJIOCh YBEJIMYECHHUE PUCKAa aHTHOHEBPOTHUYECKOTO OTeKa (cM. pasaen 4.4.).

Hneubumopwt netimpanvrotl snoonenmudasvl (HII)

Coo0manoch 0  MOBBIIIEHHOM pPUCKE pa3BUTUS  AHTMOHEBPOTHMYECKOTO OTEKa  IpH
OJTHOBPEMEHHOM MpHUMEHeHuH wuHruouropos AllD ¢ panekagoTpwioM (MHTHOUTOP
sHKe(aIMHa3bl, IPUMEHSIEMBbIH JUIsl JIeUeHUs! OCTPOil Tuapen).

[Ipu opHOBpeMEHHOM mpHUMEHEHUH HHruouTopoB AIID c nexkapcTBEHHBIMH IperapaTamu,
colepKallUMHU ~ CaKyOUTpui (MHTUOMTOp HENMPWIM3MHA), BO3pAacCTaeT pPHUCK  Pa3BUTH
AQHTHMOHEBPOTHYECKOTO OTEKa, B CBSI3M C YeM OJIHOBPEMEHHOE NPUMEHEHHE YKa3aHHBIX
npenaparoB MpoTuBorokazano. Uuruduropsr AIID crnexyer HazHayaTh HE paHee, YeM uepe3
36 4acoB 1ociie OTMEHBI MPETapaToB, COAePKAIUX caKyOuTpuil. [[poTuBomoka3aHo Ha3HAYCHHE
IpernaparoB, COJIEpKaIIUX caKyOuTpuIi, MalkeHTam, noaydarommm nHruoutopsl AIID, a takxke
B TeueHue 36 4acoB Mociie OTMEHbI HHTHOUTOPOB ATID.

Bunoaenunmun

Y DanueHToB, NPUHUMAIOMIMX OJHOBpEMEHHO WHruouropsl All® wu Buigaraunrtu,
Ha0JII0]AJIOCh YBEJIMUEHNE PUCKA PA3BUTHSI aHTMOHEBPOTHUECKOT0 OTeKa (CM. pazjen 4.4.).

KoMOunarus THAPOXJIOPOTHA3W1a U dHAJaIllpHrJia

Hpyeue cunomensusnvie cpeocmea
AnyutuBHBIH 3(dexT MoxeT HaOmMOIaThCA NMPH OJHOBPEMEHHOM HMPHUMEHEHHH SHajanpuia u
JIpYroi TMIIOTEH3UBHOU Tepamnuu.
OnHOBpeMEHHOE NPUMEHEHHME JHalampuia c Oera-aJpeHo0J0oKaTopaMH, METHIAONON WM
OoKkaTOpaMM  «MEUIEHHBIX»  KaJlbIMEBBIX  KaHAJIOB  [OBBIIIAJIO  BBIPAXKEHHOCTb

AHTUTHIICPTSH3UBHOTO P (eKTa.
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OnHOBpeMEHHOE TpUMEHEeHHe »HHajanpwia ¢  anbda-, Oera-ampeHoONOKaTopaMu U
raHrano0J0KaToOpaMu AOHKHO IPOBOAUTHCS MO/ TIIATEIbHBIM BpaU€OHBIM KOHTPOJIEM.
OnHOBpeMEeHHOE TMpUMEHEeHHe Tmpernapata OHan-H ¢ HUTpoOriauuepuHoM, JpyTrUMU
HUTpOTpenapaTaMy Wi IPYTUMHU Ba30AUIATaTOPaMHU YCHUIINBACT aHTUTUIIEPTEH3UBHEIHN A (HeKT.
Heoiinas 610kada penun-anesuomeH3uH-aabO00CMepPoOHO8Ol CUCTEMbL

Boiinass O6mokaga PAAC c npumenenmem APA II, maruOutopoB AIID wmm ammckupeHa
(MHTUOUTOP pEHWHA) acCOIMUPOBAHA C TOBBIINICHHBIM PHUCKOM pa3BUTHS apTepHATBbHOMN
TUMOTEH3UH, 0OMOPOKA, THIEPKATHEMUN W HapyIICHWH (DYHKIMU MOYEK (B TOM YHCIE OCTPOi
MOYEYHOM HEJIOCTATOYHOCTH) IO CpaBHEHHIO C MoOHoTepamnueil. HeoOxomum peryisipHbIi
KoHTponb AJl, (QyHKIMM TOYeK U COJep)KaHHs JIIEKTPOJIWTOB B KPOBH Yy TAIMCHTOB,
NPUHUMAIOMIUX OJIHOBpEMEHHO rmpemnapar OHan-H wu 1pyrue mexapcTBeHHBIE CpE/ICTBa,
Biusiiomue Ha PAAC. OnHoBpeMeHHOE NprMeHeHue UHruouTopoB AIID ¢ anuckupeHOM wim
AIUCKUPEHCOepKAIUMU TpernapaTaMu MPOTHBOIIOKA3aHO Y MAIMEHTOB C CaXapHbIM JuabeToM
U (WIM) C yMEpeHHBIMH WIH TsOKeNbIMH HapymeHusMu ¢(yakmun mnodek (CK®D wmenee
60 m/Mun/1,73 M? TIoIaAM TOBEPXHOCTH TeJa) U He PEKOMEH/yeTCs y APYTHX MAIMEHTOB (CM.
pazmensl 4.3., 4.4.).

OnnoBpemenHnoe npuMmeHeHne HHruouTopoB AII® ¢ APA 11 nmpoTruBomnokasaHo y MarMeHTOB C
nuabeTrueckor HedporaTueld 1 He peKOMEHIyeTCsl y IPYTUX MalueHTOB (cM. pasaen 4.3.).
IIpenapamur numus

Huyperuku u uHruoutopsl AIID cHMKAIOT BbIBEIEHUE JIMUTHUS MMOYKAMU M YBEIMYUBAIOT PUCK
pa3BUTHUSL JIUTUEBOW HHTOKCUKaluu. OJIHOBpEMEHHOE NpUMEHeHue mnpemnapara OHan-H u
npenaparoB JUTHS HE pekoMmeHayercs. [lepen nmpuMeHeHHeM NIpenapaToB JUTHS HEOOXOAUMO
03HAKOMUTBHCS C MHCTPYKIMEH 1O MPUMEHEHHUIO TAHHBIX MTPernapaTos.

Hecmepouousie npomusosocnanumenvivie npenapamot (HIIBII)

HIIBII, B ToM 4Mcie ceneKTUBHbIE HHTHOUTOPHI IMKI00KcureHasbl-2 (L{OI-2), MoryT cHuXaTh
3ppeKT  IUYPETHUKOB W JAPYIHMX  THIIOTCH3UBHBIX  CpPEACTB.  BceienactBue — 3TOro
AHTUTUNEePTEH3UBHBIA 3¢ ¢dekT aHTaroHucToB peuentopoB anruoreHsuHa II (APA II) wm
uHru6uTopoB AIID moxer ObITH OcnadiieH npu oxHoBpeMeHHOM npuMeHerun ¢ HIIBII, B Tom
YHClie C CeIeKTUBHBIMU MHrHOUTOpamu L{OI-2.

Y HEKOTOpBIX MAIMEHTOB C HapylIeHHEeM (PYHKIUU MOYEK (HAampuMep, y MAIUeHTOB MOXKHUIIOTO
BO3pacTa WJIM TAIMEHTOB C OOE3BOKMBAHHWEM, B TOM YHCIE NPUHUMAIOMIHUX TUYPETHKH),
nonydaromux Tepanuto HIIBII, B TomM wumcne cenektuBHbIMH uwHTHOMTOpamu 1[OI-2,
onHoBpemenHoe npumeHenne APA Il wim marunOutopoB AIID moxeT BbI3BaTh JalibHEUIIEE

yxXyamenne GyHKIMH MOYeK, BKIIOYAs Pa3BUTHE OCTPOH MOYEYHON HEIOCTaTOYHOCTH. JlaHHBIE
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3((eKTbl 0OBIYHO 0OpaTHMBI, IO3TOMY OJIHOBPEMEHHOE MPUMEHEHHUE TAHHBIX JICKAPCTBEHHBIX
CPEACTB JI0JIKHO ITPOBOJUTHCS C OCTOPOKHOCTBHIO y TIALIMEHTOB C HAapyLIeHHEM (QYHKIIMU TOYEK.
4.6. ®epTUWIBHOCTDH, 0€PEMEHHOCTH U JIAKTALMS

bepemeHHOCTB

[Ipumenenne mnpemnapata OHan-H Bo Bpems OepeMEHHOCTH TpOTHBOMOKa3aHo. [Ipu
JTUArHOCTUPOBAaHUU OCPEeMEHHOCTH MpueM Impemapara OJHan-H momkeH OBITh HEMEIJICHHO
NpPEKpalleH, €ClIM TOJbKO IpPHEM IIpernapara HE CUUTAeTCs KU3HEHHO HEOOXOIUMBIM IS
MaTepH.

T'uopoxnopomuasuo

CymiecTByeT OrpaHMYSHHBIN OMBIT MPUMEHEHUS TUAPOXJIOPOTHA3UIAa BO BpeMsi OEpeMEHHOCTH,
0COOECHHO B IEPBOM TpuMecTpe. ['mapoxiaopoTHasu NpoHUKAeT dyepe3 IUIalleHTapHbIi Oapbep.
Ha ocHoBe (apmakosornyeckoro MexaHusMa JEHCTBHS THUIPOXJIOPOTHA3UIA MOXKHO CJeNaTh
BBIBOJI, YTO €r0 MPUMEHEHHE BO BpEMsi BTOPOI'O U TPEThEr0 TPUMECTPOB MOXKET MPUBECTH K
HapymeHnto (erormaneHTapHoil nepdy3un U BeI3BATh Y HOBOPOXKACHHOTO Takue 3(PpQeKThl, Kak
KEJITyXa, HapYIIeHHEe BOJIHO-3JIEKTPOJIUTHOIO OajgaHca U TpPOMOOLIUTONIEHUSI.
I'mppoxnopoTnasua HE JOJDKEH MNPUMEHAThCA s JIEYEHHMs] TEeCTAllMOHHOTO — OTeKa,
reCTallMOHHOM apTepuanbHON TUNEPTEH3UH WIM MPEdKIAMIICHUH, MOCKOJIBKY 3TO MOMKET
npuBectd K cHmwkeHuto OLK wu 1uaneHrapHoi mepdy3un 0€3  MOJOKUTEIBHOTO
TepaneBTH4IecKoro 3dexra.

I'mapoxnopoTtnasua He MOJDKEH NPUMEHSTHCS IS JICYEHUS apTepUaibHOW THUIEPTEH3UH Y
OEpeMEHHBIX 3a HCKJIIOYEHHEM pEeIKUX CIIydaeB, KOIJla HEBO3MOXHO HpPHUMEHEHHE Ipyroi
Tepanuu.

Het nanHBIX 0 BO3MOXHOCTH BBIBEJICHUSI TMIPOXJIOPOTHA3HIA U3 KPOBHU HOBOPOXKIEHHOTO.
Ouananpun

B omy0nMKOBaHHBIX pe3y/lbTaTaXx PETPOCHEKTHUBHOIO SHUIEMUOJIOTHYECKOIO HCCIEI0BAHUS
HOBOPOX/ICHHBIX, MaTepu KOTOPHIX MNpHHUMaIK HHruoutopsl AlID B TeueHwe mnepBOro
TpUMECTpa OEPEMEHHOCTH, OTMEYAJICSl MOBBIIIICHHBIA PUCK PA3BUTHS CEPHE3HBIX BPOKIECHHBIX
MOPOKOB DPAa3BUTUSl 10 CPAaBHEHUIO C HOBOPOXKICHHBIMH, YbM MaTe€pd HE MPUHUMAIH
uHruburopsl AII® B TeyeHue mnepBoro Tpumectpa OepemeHHOCcTH. KoimuecTBo ciydaes
BPOX/ICHHBIX Je(DEeKTOB OBUIO HHU3KMM, WU PE3yJbTaThl JAHHOTO HCCIEAOBAaHUS HE ObLIH
MTOBTOPHO MOATBEPKICHBI.

HNurubutopsr AII® moryT BbI3BIBaTH 3a00J€BaHHE WJIM THOENH IUIO/A WM HOBOPOXKIACHHOTO
MpU IPUMEHEHUHU X OepEeMEHHBIMH BO BPEMsI BTOPOTO U TPETHEr0 TPUMECTPOB OEPEMEHHOCTH.
[Ipumenenne unrnOutopoB AIID B ngaHHBIE MEPUOIBI COMPOBOXKAAIOCH OTPHIIATEIHHBIM

BO3JCHCTBUEM Ha IUIOJ W HOBOPOXACHHOIO, KOTOPOE NPOSBIIOCH B BUJIE APTEPHAIBHOMN
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THUIIOTEH3UH, TIOYEUYHOW HEeI0CTaTOYHOCTH, TMIEPKAINEMUH U (WIM) THIOIUIa3uKM KOCTEH ueperna
y HOBOpOXJAeHHoro. Taxke cooOLasoch O HEJOHOLIEHHOCTH, 3a/epXKKe BHYTPUYTPOOHOTO
pa3BUTHS TUIOJA W He3apaiieHun aptepuanbHoro (boramioBa) mporoka, ogHaKO HESICHO, ObLTH
JIM 3TH CJIy4au CBSI3aHbI C JAecTBHEM HHTHOUTOpoB AIID.

Bo3MoxHO, pa3BUTHE ONUIOTHAPAMHHOHA MPOUCXOIUT BCIEICTBUE CHWKEHHS (PYHKIIUHM MOYEK
I10/1a. DTO OCIIOKHEHHE MOKET NPUBOJUTH K KOHTPAKType KOHEYHOCTEH, neopMariy KocTel
yepena, BKJIIOYas €ro JIMLEBYIO YacTh, TUIOIUIA3UU JIETKUX IuTofa. [laHHbIE HexenaTenbHbIe
3 PEeKThI, TO-BUIUMOMY, HE SBISAIOTCS PE3YJIbTATOM BHYTPUYTPOOHOTO ACHCTBHS MHIMOUTOPOB
ATII® Bo Bpems MepBOTro TprUMecTpa OEPEMEHHOCTH.

PyTuHHOE mNpHMEHEHHE AWYPETHKOB BO BpeMsl OEpEeMEHHOCTH Yy 370POBBIX JKCHIIUH HE
pEKOMEHyeTcsl, TOCKOJIbKY IOJABEepraeT MaTb W IUIOJ HEHY)KHOM ONAacHOCTH, a HMEHHO —
Pa3BUTHIO SMOPHUOHAIBHON KEATYXHU U XKEITYXU HOBOPOXKIEHHBIX, TPOMOOIIMTONIEHUH U IPYTHX
BO3MO’KHBIX HEXKEJIaTeIbHbIX PEAKIIUHA, KOTOPbIe Ha0JII0JAIUCh Y B3POCIIBIX MAallUEHTOB.

ITpu HasHaueHun mpemapara DHan-H Bo Bpems 6epeMEHHOCTH HEOO0XOIUMO HH(OPMHPOBATH
NAIMeHTKY OTHOCHUTEJIbHO NMOTEHLMATbHOTO pUCKa s miojga. B Tex penkux ciydasx, Korja
IpUMEHEHHE IpenapaTa BO BpeMs 0epeMEHHOCTH CUUTAEeTCsl HEOOXOAUMBIM, CIIelyeT POBOUTH
NEPUOIUYECKOE YIbTPA3BYKOBOE OOCII€ZIOBaHUE [UIl OLIEHKM MHJEKCa aMHHUOTHYECKOU
XKHUJIKOCTU. B ciydae BBIABICHMS B XOJ€ YJIbTPa3BYKOBOTO OOCIEIOBAHUS OJUTOTHAPAMHHUOHA
HEOOXOAMMO MpPEeKpaTUTh MpueM IMpenapara OHan-H, ecin TolbKO mpueM Ipenapata He
CUUTAETCsl )KU3HEHHO HEOOXOIUMBIM /ISl MaTepu. TeM He MeHee, U MalMeHTKa, U Bpad J0JIKHBI
3HATh, YTO OJIUTOTUPAMHHUOH PA3BUBACTCS MIPU HEOOPATUMOM MOBPEXKAECHUU III0/1A.

Ecnu Ha ¢one mpuema nuaru6buropos AIID Bo Bpems OepeMEHHOCTH HAOIOAAETCS pPa3BUTUE
OJIUTOTMJPAMHUOHA, TO B 3aBUCUMOCTH OT CpoKa 0€pPEeMEHHOCTH JUIsl OLIEHKH ()YHKIIMOHAJIBHOTO
COCTOSIHHMSI TIOZIa MOKET OBITh HEOOXOIMMO NPOBEAECHUE CTPECCOBOTO TECTa, HECTPECCOBOTO
TecTa WIH onpeeneHne 0nopuzndeckoro npoduss mioaa.

HoBoposkaeHHble, YbM MaTepy IPUHUMAIH npenapat DHam-H Bo Bpemst 6epeMEeHHOCTH, JOJIKHbI
OBITh TIIATENILHO 00CIIE1I0BAaHbl B OTHOIIIEHUH BBISBJICHUS apTepUaIbHON TMIIOTEH3UH, OJIUTYPHH
U TUNEpKaIMeMHH. DHalanpuwil MpOHHMKAaeT d4epe3 IUIalleHTapHbIi Oapbep. OH MOXET ObITH
YaCTUYHO YyJaleH W3 KPOBOOOPAIIEHHS HOBOPOXKIEHHOIO C IOMOUIbIO IEPUTOHEAIBHOIO
nuanusa. TeopeTudecku OH TakKe MOXKET ObITh yJaJeH MOCPEACTBOM OOMEHHOIO MepearBaHus
KPOBH.

JlakTanus

[Ipumenenue npenaparta DHan-H Bo Bpems rpyJHOro BCKapMJIMBaHUS POTHBOIIOKA3aHO.
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OHaNaNpW ¥ TUA3UIHBIE JUYPETUKH BBLAEISIOTCS C TPYJHBIM MOJIOKOM MAaTe€pH B CJIEIOBBIX
KonnuecTBax. B cioydyae HeoOxoaumMocTu mpuMeHeHHs npenapara JHan-H B mepuon rpyaHOro
BCKapMJIMBAHUS MMAlMEHTKA JI0JKHA MTPEKPATUTh KOPMJIEHHUE IPYbIO.

4.7. BansiHMe HAa CHOCOOHOCTH YNPABJATH TPAHCHOPTHBIMM CPeACTBAMM W padoTarh ¢
MeXaHu3MaMH

[Ipu ympaBleHUW TPAHCIOPTHBIMU CpPEACTBAMH M MEXaHU3MaMH CJEIyeT YYHTHIBATh
BO3MOXHOCTb Pa3BUTHUS TOJIOBOKPYKCHHSI WITH C1a00CTH (M. pazaen 4.8.).

4.8. He:xkenareJbHbIE peakunu

Pesrome npodumiist 0e3o0macHOCTH

[Ipenapar DnHan-H, kak mpaBuiio, XOpPOIIO TMEPEHOCUTCSA. B KIMHMYECKHUX WCCIICIOBAHUIX
HEeXKeJIaTeIbHbIe PEaKIMU ObLIM, KaK IPaBHIO, JIETKHMMHU, TPEXOJIIIMMH U HE TpeOOBajM
TIPEPBIBAHUS JICUCHHUS.

TabauyHOE pe3toMe HeXKeNaTeIbHbIX PeaKni

YacToTa BCTpEeYaeMOCTH OMpeeicHa CIeayonmM obOpa3oM: odeHb 4dacto (> 1/10), gacto
(= 1/100, HO < 1/10), HewacTo (> 1/1 000, HO < 1/100), peaxo (= 1/10 000, o < 1/1000), oueHb
penxko (< 1/10000), gactora Heus3BecTHa (HMCXOAS W3 UMEIONIUXCS JaHHBIX, YacTOTY
BO3HUKHOBECHHS OIPEACTUTh HEBO3MOXKHO). HekenmaTenmpHble peaklMu CrpyNIUAPOBAHBI B

COOTBETCTBHH C TIOPSIKOM Ha OCHOBAaHWHU CUCTEeMHO-OpraHHBIX KiaccoB (COK).

Jlo0pokayecTBeHHbIE, 310Ka4YeCTBEHHbIC H HEYTOYHEHHbIE HOBOOOpa30BaHus (BK/IOYAs

KHCTBI U l'lOJ'lI/ll'lbI)

Yacrota HEMEJIaHOMHBIH pak Koxu (0azampHOKIeTOoYHast kapimHoMa (BKK) u

HEU3BECTHA miockokierouHast kapuuHoMa (TTKK))****

Hapymelmﬂ CO CTOPOHBI KPOBH 1 .]'[I/IM(l)aTI/I‘IeCKOﬁ CHUCTEMBI

Hewacrto aHemusl (BKITIOUAs alUTACTUYECKYIO U TEMOJIUTHYECKYIO)

Penxo HEUTpPONCHUs, CHW)KEHHE TeMOIIOOMHa, CHIDKCHHE  T'eMaTOKpHUTa,
TPOMOOLIMTOTICHUS, ~ arpaHyJIOIMTO3,  YIHETEHHE  KOCTHOMO3TOBOTO
KPOBETBOPEHHUS,  JICHKONIEHWS,  MAHOWUTONCHHWs,  JuMQaaeHOnaTus,

AYTOUMMYHHBIC 3a00/1e€BaHUs

JH/IOKPUHHbIE HAPYLICHUS

Yacrora CUHAPOM HeaﬂeKBaTHOﬁ CCKPCHUHU aHTUIUYPECTUICCKOTO rOpMOHa

HCHU3BCCTHA

Hapymienusi MmeTadosin3Ma U NUTAHUS
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Yacto THIoKaJIueMusA, YBCJIIMYCHUC KOHICHTPAUN XOJICCTEPHUHA U TPUTTIHULCPUIOB

B KpOBHU, THICPYPUKECMUA

Heuacto THIOTIUKEMUS (CM. pasen 4.4.), THoMarHueMusi, 000CTPEHHUE TCUCHUS
noaarpsr*

Penko MOBBINICHHE KOHIIEHTPALIUH TJIFOKO3bI B KPOBU

OdeHb peaKo runepkanbiueMus (cM. pazaen 4.4.)

Ilcuxuveckue HapyumieHus

Yacto Jieripeccust
Heuacro OecCcoHHUIIA, TIOBBIIIICHHAs HEPBO3HOCTh, CHIDKEHHE JTHOUI0*
Peaxo HEOOBIYHBIE CHOBHJICHHS, HAPYIIICHUS CHA

Hapyuienusi co cTOpOHbI HEPBHOIT CHCTEMBI

Yacrto roJoBHas 60116, 0OMOPOK, H3MEHEHHUE BKyCa

Heuacto CIIYTaHHOCTb CO3HaHU, COHJIMBOCTB, napecre3us, CHCTCMHOC

TOJIOBOKPY)KEHHE/BEPTHUTO

Penxo napessl (110 NPUYHUHE THIIOKAINEMUN )

Hapyuenusi co cTOpOHbI Oprasa 3peHust

Ouenb yacTo HEYETKOCTb 3PUTEILHOIO BOCIIPUSITHS
Yacrora OCTpas 3aKpbITOYTOJIbHAs TJIAYKOMa, OCTpas MUOIUS, XOPHUOUJAIbHBIN
HEW3BECTHA BBITIOT

Hapyumienusi co cTOpoHbI OpraHa cjyxa u JadupuHTa

Heuacrto 1IyM B yIIax

Hapyumienusi co cTopoHbI cepna

Yacto HapyLICHWEe pUTMa Cep/ilia, CTCHOKApAHS, TaXUKaAPIUs

Heuacro OLIyIICHUE cepareOnenus, HHPapKT MUOKap/a WM HHCYIbT** (BO3MOXKHO,
BTOPHYHBIE 110 OTHOLICHUIO K BBIPAXCHHOW apTepUAbHON THIIOTEH3UHU Y

MaIMEeHTOB, OTHOCSIIIMXCS K TPYMIE BEICOKOTO pucka (cM. pazzaen 4.4.))

HapyuieHnusi co CTOPOHBI COCY/10B

OueHb yacTo TOJIOBOKPYKEHHE
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Yacto BbIpaXX€HHOE CHUXKeHue AJl, oprocTaTuueckas TUOTEH3Hs
Heuacro CIIPUIIUBBD
Penxo cuHApoM PeitHo

HapyuieHusi co CTOPOHBI AbIXaTeJIbHOH CHCTEMbl, OPraHOB IPYAHOM KJIETKH CPe10CTeHUs!

Odenb yacTo Kallelb

Yacto OJbIIIIKA

Heuwacro puHOpest, 60JIb B TOpJie, OXPUILIOCTh, OPOHXOCTIa3M/OpOHXHATIbHAS acTMa

Penxo JIeTOYHble HMH(QUIBTPATHl, PECHUPATOPHBIN IUCTPECC-CUHAPOM (BKJIIOUAst
MTHEBMOHHT u OTEK JIETKHX), PHHUT, AIIePrHYECKUI

aJIbBEOJIUT/03MHO(UIIbHAS THEBMOHUS

Ouenb peako OCTPBII pecriupaTopHbIi JUCTpecc-CUHAPOM (cM. pasaen 4.4.)

Kenyno4Ho-KnIeYHbIC HAPYLICHHSA

OueHb yacTo TOIITHOTA
Yacro nuapest, 60J1 B 00JIaCTH J)KUBOTA
Heuacro KUIICYHAs HENPOXOJUMOCTh, MAHKPEATUT, PBOTA, AMUCICICHUS, 3arop,

AQHOPEKCHS, Pa3IpaKEHUE JKEIYAKA, CYXOCTh CIIM3UCTON 000JI0UYKHU MOJIOCTH

pTa, A3Ba KEIyaKa U I[BeHaI[HaTHHepCTHOﬁ KHIIIKH, MeTeOpI/ISM*

PCI[KO CTOMAaTHT/ aq)TOSHBIe SA3BbI, I''TOCCUT

OueHp peaKo WHTECTUHAIBLHBIA OTEK

Hapymenusi co CTOPOHBI IIEYEHHU U KeTYEeBbIBOAAIINX Ty Tei

Penko MIEYCHOYHAs! HEJOCTATOYHOCTh, HEKPO3 MEUYEHH (BO3MOXKHO C JICTATbHBIM
HUCXOJIOM), TematuT (TeMmaTONCIUTIONSAPHBIA WM XOJECTATHUCCKHA),
KENTyXa, XOJEHUCTUT (OCOOEHHO Yy TALMEHTOB C >KEITYHOKAMEHHOM

00JIe3HBIO B AHAMHE3E)

Hapymelmﬂ CO CTOPOHBI KOKH M MMOAKOYKHBIX TKaHel

Yacrto KOJXKHAs CBITTb (9Kx3aHTEMA), peakuuu
THIIEPYYBCTBUTEIBHOCTH/AaHTHOHEBPOTUYCCKUI OTEK: aHTHOHEBPOTUICCKHIA
OTEK JINIa, KOHEYHOCTEH, TyO, S3bIKA, TOJIOCOBBIX CKIIAJIOK /WM TOPTAaHH

(cm. paznen 4.4.)
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Heuacto

IIOBBIIICHHOC ITOTOOTACIICHUC, KO>KHBIM 3y, KpalluBHUIIA, aJIOTICIIUA

Penxo

MHOTOo(hopMHas 3puTema,cuaapom CtuBeHca-/[>koHCOHa,
9KC(HOIIMATUBHBIA JIEPMATUT, TOKCHYECKUI AIHUACPMATbHBIA HEKpPOIU3,
nypnypa, 00OCTpeHHE TEYEHHs KOXHOM KpacHOM BOJIYaHKH, HeMmduryc,

PUTPOAEPMUs

HapyumeHusi o0 CTOPOHBI MBILIEYHOM, CKEJIETHON M COCIMHUTEIbHON TKAHU

Yacto

MBIIIEYHBIE Cygoporu™**

Heuacto

apTpanrus’*

Hapymenusi co CTOpOHBI I04€K M MOYEeBbIBOASIIHX MyTel

Heuacto

HapylmieHusd (I)YHKI_II/II/I MMO4YCK, NOo4YCYHad HECJOCTATOUYHOCTb, IPOTCUHYPUSA

Penxo

OJIUTYpHsl, MHTEPCTULHAIBHBIN HehPUT

Hapymenusi co cTOpOHBI penpoAyKTHBHOM CHCTeMbI M MOJIOYHBIX KeJIe3

Heuacto

SpeKTUIIbHAs JUCyHKINS

Penxo

THHCKOMACTUs

OO0mue HApYLIEHNUS U PeaKI[UM B MecTe BBeeHU s

OueHb yacto

aCTCHUA

Yacto

00Jb B rpyau, moBbIIICHHAA YTOMIISICMOCTD

Heuacto

YyBCTBO JUCKOM(OPTa, JINXOpaIKa

JlabopaTopHble 1 HHCTPYMEHTAJIbHbIC JAHHbIE

Yacro TUIEPKAIMEMHUS], YBEJIMUEHNE KOHIEHTPALMH CBIBOPOTOYHOTO KpEaTUHUHA
Heuwacro MOBBIILIEHNE KOHLIEHTPALMHA MOYEBUHBI B KPOBH, THIIOHATPUEMHUS
Penxo MOBBIIIEHHE AKTUBHOCTH  «IIEYEHOYHBIX» TpaHCAMHHA3, YBEIUYCHHE

KOHILIEHTpaIMK OnIMpyOHHa B CBIBOPOTKE KPOBU

* HaOuromamuch TOIBKO TP MPUMEHEHUH THAPOXJIOpOTHA3H A B f03ax 12,5 mMr u 25 wmr.

** UYacrora ciydyaeB ObUIa CpaBHMMa C 4acTOTOM, HaOIOAaBIICHCS B KIMHUYECKUX
UCCIIEZIOBAHUSAX MIPH MIPHEMeE IU1a1e00 WK APYyroro npernapara CpaBHEHUSI.

*** YacTple MbIILICYHBIE CYIOPOTH HAOIIOAAINCh IPU IPUMEHEHUH THAPOXJIOPOTHA3HUIA B 103X
12,5 Mr um 25Mr, HeuyacTble MbIIIEUHbIE CyJOpOTM HAOMIOAATUCh MPU HPUMEHEHHUH
TUAPOXIIOPOTHA3UIA B 103€ 6 MT.

**%* Ha oCHOBAaHHMHM MMEIOIINXCS MaHHBIX 3IHUIEMHUOJOTMUECKHUX HCCIIETOBaHUIM, Ha0II0qaIach

KYMYJAATHBHAA J0303aBUCHMAas CBA3b MCXKIAY THAPOXJIOPOTHA3UAOM KW HEMCEJIIAHOMHBIM PAaKOM
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koxu (bKK u IIKK). Camoe Gosblioe mccienoBaHvie BKIIOYAIO MOMYISIIIUIO, COCTOSIIYIO U3
71 533 cnysae BKK u 8629 cnyuaes IIKK, coorBerctByromux 1430833 u 172462
y4acTHHKAM HCCJIEI0BaHUS B KOHTPOJBHBIX TIPYMMAax HAaceJeHHs COOTBETCTBEHHO. Bricokoe
KyMYJSITUBHOE TpPUMEHeHue ruapoxiopornazuga (=50 000 mr) ObIIO  acCOIMUPOBAHO CO
CKOppEeKTHUpOBaHHbIM oTHoIIeHueM mancoB (OILl), pasusim 1,29 (95 % JAU: 1,23-1,35) nnsa
BKK u 3,98 (95% JAW: 3,68-4,31) mna [IKK. KymynsatuBHas B3aMMOCBS3b «J1033-OTBET»
nabmonanack kak A bKK, Ttak u mna IIKK. B apyrom mccrnemoBanuu Obuia OlIEHEHA CBA3b
mexnay passutueM paka ryoel (IIKK) wm BosmeiictBuem ruapoxiopotuasuaa: 633 cioydas
pa3BUTHS paka IyObl ObLITH COMOCTaBIeHBI ¢ 63 067 ydaCTHUKaMU MCCIIEI0BAaHUS B KOHTPOJILHON
rpymme HaceneHusi. KyMynsTuBHasE B3aMMOCBSI3b «J1033-OTBET» ObLIa MPOJIEMOHCTPUPOBAHA C
ydyeroM ckoppektupoanHoro OIIl 2,1 (95% AU: 1,7-2,6) nnst oObIYHOTO TNPUMEHEHUS,
yBennuuBIuuch 10 OUI 3,9 (95 % AU: 3,0-4,9) ansg unteHcuBHoro npumenenus (= 25 000 mr) u
oHI 7,7 (95 % AW: 5,7-10,5) nns camoit BBICOKOH KyMyJIATUBHOM 10361 (= 100 000 mr).
Coo0manoch 0 pa3BUTHH CHMIITOMOKOMILIEKCA, KOTOPBIH MOXKET BKIIIOYATh BCE UM HEKOTOPHIE
U3  CIEQYIOINIMX  CHMIITOMOB:  JIUXOPaJAKYy, CEpPO3UT, BACKYJIWUT, MHAJITHUIO/MUO3UT,
apTPAJITHIO/apTPUT, TOJIOKUTEIBHBI TECT Ha AHTHUHYKJICApHBbIE aHTHUTENa, YyBEJIHMYCHUE
ckopoctu ocenanus HpurpouutoB (COD), 203uHOGMINIO M JEHKOIUTO3. MOTyT TaKxke
BO3HUKATh KOXKHAS ChITb, (POTOCEHCHOMIH3AIHS U APYTUE KOKHBIE PEAKIINU.

Coo01ieHue 0 moa03peBacMbIX HEXKeIaTSIbHBIX PEaKIUIX

BaxxHo coo0mare 0 TMOA03pEBAEMBIX HEXKENATeNbHBIX PEAKIUSIX TI0CIe PETUCTpaluu
JIEKapCTBEHHOTO Iperapara C Lelblo 00eCreueHusi HePepbIBHOIO MOHUTOPUHIA COOTHOILICHUS
«TOJIb3a — PHUCK» JIEKApPCTBEHHOrO mpemnapara. MenuIuHCKUM pabOTHHKAM PEKOMEHAYeTCs
coo0maTh 0 JHOBIX TOJ03PEBAEMBIX HEKEJIATEIILHBIX PEaKIUsIX JICKAPCTBEHHOTO TMpernapara
Yyepe3 HAIMOHAIBHBIE CHCTEMBI COOOIIEHHS O HEXKENATENbHBIX PEAKIHUAX TOCYAAPCTB — YJICHOB
EBpa3niickoro 5KOHOMHYECKOr0 CO03a.

Poccuiickas @edepayus

109012, r. Mocksa, CnaBsiHCKas 11, 1. 4, cTp. |

®denepanpHas ciryx0a 1Mo Haa30py B chepe 31paBOOXPaHECHUS

Ten.: +7 (800) 550 99 03

Anpec a11. moutsl: pharm@roszdravnadzor.gov.ru

Be06-caiit: https://roszdravnadzor.gov.ru

Pecnybnuxa Berapyco

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

PecniyOnukanckoe  yHutapHoe —mpennpustue «LleHTp IKcmepTM3 W HCOBITaHUH B

31PaBOOXPAHEHUN
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Tenedon ornena dpapmakonamzopa: +375 (17) 242 00 29

®axc: +375 (17) 242 00 29

Anpec a11. moutsl: repl@rceth.by, rceth@rceth.by

Be6-caiit: www.rceth.by

Pecnybonuxa Kasaxcman

010000, r. Acrana, paiion baiikonsip, ya. A. Umanosa, 1. 13, BLl «Hypcayner 2»

PI'TI na ITXB «HanuoHanbHBIN HEHTP 3KCHEPTU3BI JTEKAPCTBEHHBIX CPEJCTB U MEAUIIMHCKUX
w3nenuiny Komurera MemUIMHCKOTO ¥ (apMaleBTHUYECKOTO KOHTpoiss MUHUCTEpPCTBA
3npaBooxpaHeHus Pecnyommku Kazaxcran

Ten.: +7 7172 235 135

Anpec a11. moutsl: farm@dari.kz

Beb6-caiit: www.ndda.kz

Pecnybnuxa Apmenus

0051, r. Epesan, np. Komutaca, 1. 49/5

«HayuHblif TEHTp SKCHEPTU3bl JIEKAPCTB W MEIUIMHCKUX TEXHOJIOTMH HMEHHM aKaJeMHKa
O. lN'abpuensiHay

Ten.: +374 60 83 00 73

Anpec a11. moutsl: admin@pharm.am, vigilance@pharm.am, letters@pharm.am

Be06-caiit: http://www.pharm.am

Kuvipevisckas Pecnybnuka

720044, Yyiickas obnacts, T. bumikek, yin. 3-s1 Jluaus, 1. 25

JlemapTaMeHT JIEKApPCTBEHHBIX CPECTB U MEAMIIUMHCKUAX U3/ICTHIA

Ten.: +996 (312) 21 92 86

Anpec a11. moutsl: dlsmi@pharm.kg

Be6-caiit: www.pharm.kg

4.9. Ilepeno3upoBka

T'uapoxgopornasun

Hawuboitee yacTo HaOIIOAAIMCH CHMITTOMBI, BBI3BAaHHBIC MTOTEPEH AICKTPOIUTOB (TUITOKATHEMHUS,
TUTIOHATPUEMUSI, TUTIOXJIOPEMUS) U JIETHApaTaIleil BCIEACTBUE Ype3MEepHOro nuypesa. Ecmu
paHee TMPUMEHSIUCh CEPACYHBIC TJIWUKO3WJBI, BO3MOXHO YCYryOJICHHE TEUCHUS apUTMUN
BCJICACTBUEC THITOKAJITUEMHUN.

DHananpu

Haubonee xapakTepHbIMU CUMOTOMAaMH NEPEI03UPOBKH SBISIOTCS BbIpakKeHHOE CHIXkeHHe AJl,
HaYMHAOIICECsS MPUOJIM3UTEILHO Yepe3 6 9acoB IOCNIe MpHeMa Ipernapara OJHOBPEMEHHO C

6nokanoit PAAC, u crynop. Konnentpanuu sHananpuiata B CbIBOPOTKE KPOBH, IPEBBIIIAOIIIE
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B 100 m 200 pa3 xoHIeHTpanuu, HAOTIOJAIONTUECS MPU TPUMEHEHUU TEeParieBTUYECKUX 03,
BozHUKaM nocie npuema 300 mr u 440 Mr sHAIanpuiia COOTBETCTBEHHO.

KoMOuHAaIMs THApOXI0POTHA3H + SHAIAIPHII

JlaHHBIX MO cHenu(UUecKo Tepanuu Mepelo3upoBKH HeT. JIedeHHe CHMIITOMaTH4eCKoe W
nojepxkuBaroniee. IlanuenT 1omkeH HaXoUThCs 1O/ TIIATEIbHBIM BpauyeOHbIM HAa0II0IEHUEM,
Tepanus npernapaToM JoJKHa ObITh MpekpalieHa. PekoMeHIyeTcss IpOMbIBaHUE JKelyaKa, eClu
npernapar OpUHAT HEAaBHO, a TakKe JIEYeHHWEe JIeTHJpaTaldd, HapylleHuil BOJHO-
AIIEKTPOJIUTHOTO OajmaHca W  apTepUATBbHOW TUNOTEH3UHM C TOMOINBI0  CTaHAAPTHBIX
Meponpusatuil.  PekomeHIyemoe  JieuyeHHE ~ NEpeAO3UPOBKH:  BHYTPUBEHHass  MHQY3US
0,9 % pacTBOopa HaTpus XJIOpHAA. OHAJNANPUIAT MOXET OBITh YAaJeH U3 CHUCTEMHOTO
KpOBOOOpAIIEHHUs C MOMOIIpI0 TeMoaunanusa (cMm. pazaen 4.4. «l[lanueHThl, HaXosAIIMecs Ha

TEMOIUATH3EY ).

5. ®APMAKOJIOTTYECKHE CBOMCTBA
5.1. ®apmakoaMHAMHYeCKHE CBOICTBA
®apmakoTepaneBTUYECKas TpyIIa: CpPeICTBa, JACUCTBYIOLIUME HA PEHHUH-AHTMOTEH3MHOBYIO
CHUCTEMY; WHTHOUTOpPHI aHruOoTeH3WHNpeBpamiatoniero ¢epmenra (AIlD), komOuHaIwMy;
uHru6utops! AIlD u nuyperuku
Kon ATX: CO9BAO02
[Ipemapar Dnan-H mnpexacraBnsier coboit komOuHanmioo uHruouropa AlID (’Hanmanpuna) u
IUypeTHKa (TUIPOXJIOPOTHAZHIA).
[Ipemapar Onan-H oOecneunBaeT aHTUTHIIEPTEH3MBHOE M JAMypeTHYecKoe neiictBue. Jlis
JICYCHUSI apTEPUATBHON TUTIEPTEH3UU SHATANPUI U THAPOXIOPOTHA3UI MOTYT TPUMEHSTHCS KaK
B MOHOTEpAINH, TaK U B COCTaBe KOMOMHUPOBAHHOW Tepanuu. [Ipyu 3TOM aHTUTHNIEPTEH3UBHOE
JeficTBUE OJHOIO KOMIIOHEHTa IIpernapara JIONOJHIET AaHaJOTMYHOe JAEWCTBUE JpPyroro
KOMIIOHEHTA, TePareBTUIeCKU dPPEKT CoXpaHsIeTcs B TeUeHue 24 4acos.

MexaansM JencTBUg

Ouananpun

OHananpui SBJISETCS NPOM3BOAHBIM JBYX aMUHOKHMCIOT — L-amanmna u L-mponuna. Ilocne
IpueMa BHYTPb SHaJanpui ObICTPO BCACBIBACTCA W THAPOIM3YETCS B SHAIANPUIAT, KOTOPBIH
SBJIICTCSI  BBICOKOCHEIM(PHUUHBIM UM JUIMTENbHO JeHCTByomMM uHruoutopom AllD, He
CoJiep KallUM CYIb(OIUIPUIbHYIO TPYIIITY.

All® (menTuaun-nunentuasa A) KaTaau3upyeT MpeBpalleHne aHrMOoTeH3MHa | B mpeccopHbIit
nentu] anruotreHsuH II. Ilocne BcacblBaHMs SHamanpuil THAPOJIM3YETCS O DSHAlANpHIIaTa,

KoTopblii uHruoupyer AIl®. Wurubuposanue AIID npuBOAMT K CHMKEHHIO KOHLEHTpAIMH
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anrroreH3nHa Il B Tuta3me KpoBH, 4YTO BJIEYET 3a COOOM yBENWYEHHE AKTUBHOCTH PEHWHA
ia3Mbl KpOBH (BCIEACTBUE YCTPAHEHHUS OTPHULIATEIBLHOM OOpaTHOM CBA3M B OTBET Ha
BBICBOOOYKICHHE PEHUHA) U YMEHBIIIEHUE CEKPEIIUH aIbJ0CTEPOHA.

AIl® upentuueH ¢epMmeHTy KuHMHA3a I, MOATOMY SHamampui TakKe MOXKET OJIOKMPOBAThH
paspylieHue OpaJuKMHMHA — TNeNnTuAa, OO0JaJalolIero BBIPAKEHHBIM Ba30AMIATHPYIOLIUM
neiictBueM. 3HaveHue SToro dPQeKTa B TEpaleBTUYECKOM JICHCTBUHM HHajanpuia TpeOyeT
YTOYHEHUSI.

HecmoTps Ha TO, 4TO OCHOBHBIM MEXaHU3MOM, MPHU MTOMOILK KOTOPOT0 SHaNanpui cHmwkaetr A/l,
cuuTaercsa nojasieHue aktuBHOCTH PAAC, urparonieil BakHylo poib B peryiaupoBaHuun AJl,
SHAJANPUIT TPOSBISAET AHTUTUIEPTEH3UBHOE ACHCTBHE AaK€ Yy MAIMEHTOB C apTepHAIBLHOMN
TUIEPTeH3UeN U CO CHIPKEHHOW aKTUBHOCTBIO PEHHHA IJIa3Mbl KPOBH.

Kombunayus euopoxiopomuaszud + swaranpu

['mapoxmopoTuasu sIBISETCS TUYPETUYECKUM U TUIIOTEH3UBHBIM CPEJICTBOM, YBEIMYUBAIOLINIM
AKTUBHOCTb pPEHUHA IUIa3Mbl KpOBH. XOTS OSHamanpuia oO0JanaeT aHTHUTUIEPTEH3UBHBIM
JIEUCTBUEM JIa)K€ Y MAIMEHTOB C apTepUAIIbHON TUIEPTEH3UEN U HU3KOM aKTUBHOCTHIO PEHUHA B
IIa3Me KpPOBH, OJHOBPEMEHHOE NPUMEHEHHE C TUAPOXJIOPOTHA3HIOM MPHUBOAMT K Oojee
BBIPAKEHHOMY CHIKEHHIO A/l

dapmakoanHamuyeckue dhheKTh

T'uopoxnopomuasuo

MexaHu3M aHTUTUIIEPTEH3UBHOTO JACHUCTBUS THA3HIHBIX JUYPETHUKOB (THA3HUJOB) W3Yy4eH HE
MOJIHOCTHI0. OOBIYHO THA3UIBI HE BIMUSIOT HAa HOpManbHbIe 3HaYeHUs AJl. I'mapoxmopoTuasumg
SIBJISIETCSl AMYPETHUYECKUMM M THUIIOTEH3UBHBIM CpeAcTBOM. OH BO3JEHUCTBYET Ha MEXaHHU3M
peabcopOIHK IEKTPOTUTOB B AUCTATBHBIX U3BUTHIX MOYEYHBIX KaHANbLAX. [ MAPOXIOPOTHAZHT
YBEJIIMYMBACT SKCKPEIMIO HATPHS M XJIOpUIA MPUOTUZUTEIEHO B SKBUBAJICHTHBIX KOJIHUYECTBAX.
Hatpuiiype3 MoXeT conpoBOXk1aThCsl HEKOTOPOH MoTepeil HOHOB Kanus U OukapOonara. [locne
npyuemMa BHYTPb JMYpPE3 HAUMHAETCS B TEUYEHHE 2 4YacoB, JAOCTUIaeT MAaKCUMyMa B TEUYEHHE
IIPUMEPHO 4 4acoB U JUIUTCS PUMEPHO 6—12 yacos.

Ouananpun

[Ipumenenue >Hananpuia y MareHTOB ¢ apTePUATIbHON TUTIEPTEH3UEH MPUBOAUT K CHUKCHHUIO
AJl KaK B «IIOJIO)KEHUHU CTOS», TaK U B IIOJIOKECHUH JIEKa» 0€3 3HAYMMOT0 YBEITHUEHUS YaCTOThI
cepaeunbix cokpamenuit (UCC).

CumnroMaTudeckasl NoCTypalbHasi TUIIOTEH3Us Pa3BUBAETCSA HEYACTO. Y HEKOTOPHIX NAllMEHTOB
JOCTIKEHNE ONTUMAJIBHOTO CHIDKEeHUs AJ] MOkeT moTpeboBaTh HECKOJIBKUX HEJENb Teparuu.

[IpepbiBaHue Tepanuu dHAJANPUIIOM HE BBI3BIBAET Pe3KOro noasema AJl.
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DddexTuBHOe MHTHONpoBaHne akTUBHOCTH AII® 00bIYHO pa3BuBaerTcs yepe3 2—4 yaca mocie
OJIHOKPATHOTO MpHeMa JI03bl SHAJIANIPUIIA BHYTPh. AHTUTUIIEPTEH3UBHOE JCHCTBUE Pa3BUBACTCS
B TedyeHHe | daca, MmakcuMmanbHOe cHIbKeHue AJl HaOmomaercs yepe3 4—6 4acoB Iocie npuema
npenapata. [IpoAomKUTENbHOCTh NEHUCTBUS 3aBUCUT OT J03bl. OJHAKO MpH NPUMEHEHUH
PEKOMEHJIOBAHHBIX 103 AHTUTUIIEPTEH3UBHOE JEHCTBHE U TeMOAMHAMUYecKue d>(PQeKTs
COXpaHSIOTCA B T€UEHHUE 24 4acos.

B ximHMYeckux McciaenoBaHUsIX FeMOAMHAMUKH y MallMeHTOB C 3CCEHLUANbHON runepreH3ueit
cHikeHne AJl CONMpOBOXAAJIOCh CHIDKEHMEM O0OLero mepu(eprHyeckoro CoCyAnCTOro
conpotusieHuss (OIICC), HeOONbIINM YBEIUYCHHEM CEpPJEYHOr0 BBHIOpOCA M OTCYTCTBHEM
U3MEHeHH wunu  He3HauuTenbHbIMM u3MeHeHusiMu YCC. Tlocne mnpuema sHajanpuia
HAO0JII0/1a7IOCh yBEJIMYEHUE Mo4YedyHoro kpoBoToka. IIpm stom CK® ne mensmack. OnmHako y
NAIlIeHTOB C MCXOJHO CHIDKEHHOW KIyOOYKOBOM (HIbTpamueil ee CKOpPOCTh OOBIYHO
YBEJINYNBAJIACK.

l'unoTeH3MBHAs Teparus SHAIAMPUIOM BEJIET K 3HAUUTEIBHON Perpeccuu TUIepTPOPHH JIEBOTO
KEJyI0UYKa U COXPAaHEHUIO er0 CUCTOINYECKO (pyHKINY.

Tepamnust sHaTAIPUIOM COMTPOBOXKIAETCS OJAronpUsATHBIM BIMSHHEM HA COOTHOIICHUE (QPAKIIHA
JUMONPOTEHOB B IUIa3M€ KPOBU M OJIarONpHUATHBIM BIUSHHUEM WJIH OTCYTCTBHEM €ro Ha
CBIBOPOTOYHYIO KOHIIEHTPALIUIO OOIIET0 X0IEeCTEPHHA.

Kombunayus euopoxnopomuaszuo + swananpun

B kimHMYECKUX MCCIIEOBAHUAX OBLIO MOKA3aHO, YTO MPUMEHEHWE KOMOWHAIIMY dHAJANpUiIa U
THIPOXJIOPOTHA3HUIA MPUBOAUT K Oojiee BBIPAKEHHOMY CHIKEHMIO AJl B CpaBHEHHM C
MOHOTEpanuell KaXIbIM W3 TMpenaparoB B OTACIBHOCTH M TO3BOJISIET  COXPaHATh
AHTUTUIIEPTEH3UBHOE JeNCTBUE NpenapaTta JHan-H no menbuieil mepe B TeueHue 24 4acos.
DHananpuyl  yMEHbIIAeT  TOTEPI0  HOHOB  Kajusi, OOYCIIOBICHHYI0  NIpPUMEHEHHEM
THIPOXJIOPOTHA3H/IA. DHANANIPUI U TUIPOXIOPOTHAZHU] UMEIOT CXOAHBIN PEKUM J03UPOBAHUS —
OJIHOKPATHBIA TPHEM B CYTKH, MOA3TOMY mpemapar JHan-H mpexncraBmser co6oit yaoOHYIO
JeKapCcTBEHHY0  ¢GopMy  Jiasi  KOMOMHMPOBAaHHOIO  NPUMEHEHHS  JHAJanpwia |
TUAPOXIIOPOTHABUA.

5.2. ®apMakoKMHeTHYECKHE CBOIICTBA

Tuopoxnopomuasuo

l'unpoxnoporuasun He mojBepraercs OMOTpaHCHOpPMAIMM, HO OBICTPO BBIBOJUTCS MOUYKAMHU.
[Ipn nopnepkaHUM KOHILIEHTpAUUMU TUAPOXJIOPOTHA3UAA B IIa3M€ KPOBH B TEYEHHE Kak
MUHUMYM 24 yacoB, niepuop nonyssiBenenus (T2) Bapsuposain ot 5,6 1o 14,8 yacos. He menee

61 % npuHATOM BHYTPb 03Bl BBIBOJAUTCA B HEM3MEHEHHOM BHJAE B TeueHHUE 24 4acoB.
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['mapoxmopornasun nmpoHWKaeT uYepe3 IUTALEHTAPHBIA Oaphep M JKCKPETHPYETCsS B TPYIAHOE
MOJIOKO, HE IPOHUKAET Uepe3 reMaTtodHiedannaeckuii 6apnep.

SHananpun

[Tocne mpuema BHYTph dHaNanpui ObIcTpo BeackiBaeTcs B JKKT. MakcumanbHasi KOHIEHTPAIUS
B 1iazMe KpoBU (Cmax) DHaJNANpHWIIa JIOCTUTaeTcs B TeueHHWe | Jaca mocie TmpueMa BHYTPb.
CreneHb BcachbIBaHMsI SHANAIPHIIA TIPU MIPUEME BHYTPb COCTaBISIET MPpHOIH3UTETHHO 60 Y.
[Tocne BcachiBaHMsI YHAIANIPIIT OBICTPO TUAPOIUIYETCs ¢ 00pa30BaHUEM aKTHBHOTO METa0oJMTa
sHanmanpuiara — mouHoro uHruouTopa All®. Chax SHaNanpunaTa HadmomaeTcs yepe3 3—4 vaca
1ociie TpUeMa J03bl SHAlANpWia BHYTPh. BbIBeieHHe SHalampuia OCYIIECTBISETCS
MPEUMYIIECTBEHHO TOYKaMi. OCHOBHBIMU META0OJIUTAMH, OMPEACIIEMbIMA B MOYE, SIBISFOTCS
SHAJIANIPUIIAT, COCTABIAOMMN pubmu3uTenabHo 40 % 10361, 1 HEU3MEHEHHBIN »Hananpui. Her
JAHHBIX O JAPYTHX 3HAYUMBIX MYyTAX OHMOTpaHchOpMalMK SHAJANPUIA, KPOME THUIAPOJIH3A IO
sHananpuiaara. KpuBas KOHIEHTpalM SHAlANpuiaTa B IUIa3Me KPOBH HMEET UTUTEIHHYIO
KOHEUHYyI0 a3y, Mo-BHIUMOMY, OOYCIOBIEHHYIO ero cBs3piBanueM c AIlD. VYV 3mopoBbix
JIOOpOBOJIBIIEB C HOpPMaNbHOW (DyHKIMEH IMMOYeK paBHOBECHAs KOHIIEHTpAIWs dHajarpuiara
JocTUraeTcss K 4 JHIO ¢ Hadaja mpueMa SHamanpuiaa. 1'% sHamampuiata MpH KypCOBOM
NpUMEHEHUH Ipernapara BHyTpb cocTaBisieT 11 wacos. [IpueM mumm He OKa3bIBAaeT BIMSHUS Ha
BCachlBaHUE dHamanpmia. [IpogomKuTensHOCTh BCachiBaHUS M TUAPOJIM3A DHAJANPHUIIA CXOTHA
JUISL pa3IMYHBIX PEKOMEHIOBAHHBIX TEPAIeBTHUECKUX J103.

Kombunayus euopoxiopomuaszud + swaranpu

PerynspHelii mpuemM KOMOMHALMM THAPOXJIOPOTHA3WA + OHANANPWI HE BIUSET WIN
HE3HAYMTEIHHO BIIMSAET Ha OMOJOCTYITHOCTh KaXKIOTO M3 KOMIIOHEHTOB mpemnapata. [Ipemapar

Onan-H 6noskBuBaIeHTeH KOMOWHANIMY THAPOXJIOPOTHA3HIA U DHAJIATIPHUIIA.

6. ®PAPMAIIEBTUYECKHUE CBOMCTBA
6.1. [lepeyennb BCioMoOraTe/ibHbIX BElIECTB
JlakT03B1 MOHOTHIPAT
Kpaxmai kykypy3HbIi
Kpaxman npexenatnHU3MpOBaHHBII
Tanpk
Hatpus runpokapbonat
Marnus creapat
Kpacurens xunonuHoBbIH kentoiif (E104)

6.2. HecoBmecTMOCTD

Henpumenumo.
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6.3. Cpoxk roaHocTH (CpOK XpaHeHHUs)

5 ner.

6.4. OcoOble Mepbl MPEAOCTOPOKHOCTH NPU XPAHEHU U

XpaHUTh B OPUTUHAIBHOM OJIMCTEPE ISl 3alUTHI OT BJIATH.

JlexapcTBeHHBIN Tpenapat He TpeOyeT CrennaIbHbBIX TEMIIEPATYPHBIX YCIOBUI XpaHEHUS.

6.5. Xapakrep u conep:kaHue MEPBUYHON YIIAKOBKH

I[To 10 Tabnetok B Omumcrepe u3 komOmHHpoBaHHOro Martepuana OITA/An/IIBX u donbru
AJTFOMUHUEBOU.

2 unu 6 6IMCTEPOB BMECTE C JTMCTKOM-BKJIIBIIIEM MIOMEIIAIOT B TAYKY KapTOHHYIO.

He Bce pazMepsl ymakoBOK MOTYT OBITh IOCTYITHBI JIJISl peaTu3aliii.

6.6. OcoOble Mepbl MPEeIOCTOPOKHOCTH TMPH  YHHYTOKEHHHM HCHOJIb30BAHHOIO
JIEKAPCTBEHHOr0 mpemapara MJIH  OTXOA0B, TMOJYYE€HHbIX TMOCJe NPUMEHEHUs!
JIEKAPCTBEHHOI0 Mpenapara, i Apyrue MaHUIyJISIUM ¢ penapaToM

Hert oco0bIx TpebGoBaHuil K yTuian3anuu.

7. JEPKATEJIb PETUCTPAIIMOHHOI'O YIOCTOBEPEHUA
CnoBeHus
AO «KPKA, n.1., HoBo mecro», IlImaprenika miecta 6, 8501 HoBo mecto
Ten.: +386 7331 21 11
daxc: +386 7332 15 37
Anpec 371. moutsl: info@krka.biz
7.1. llpeacraBureb Aep:KaTess perucTPAIHOHHOIO Y10CTOBEPEeHUs

IIperen3uun notpedbuTeeil HamPaBIATh OO AIPECY:

Poccuiickas @edepayus

000 «KPKA-PYC», 143500, MockoBckast 0011., T. McTpa, yn. MockoBckas, 1. 50
Ten.: +7 (495) 994 70 70

dakc: +7 (495) 994 70 78

Anpec 71. moutsl: krka-rus@krka.biz

Pecnybnuxa benapyco

[IpencraButensctBo AkmuonepHoro obmectBa «KRKA, tovarna zdravil, d.d., Novo mesto»
(Pecyonuka Crnosenusi) B Pecriy6nuke benapych

220114, r. MuHCck, yn. @unumonosa, 1. 2517, oduc 315

Ten.: 8 740 740 92 30

dakc: 8 740 740 92 30

Anpec 311. noutsl: info.by@krka.biz
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Pecnyoauxa Kazaxcman

TOO «KPKA Kazaxcrtan»

050040, r. Anmmatsl, Mukpopaiton KOKTEM-1, nom 15A, oduc 601

Ten.: +7 (727) 311 08 09

Anpec a1. moutsl: info.kz@krka.biz

Pecnybnuxa Apmenus

[IpencraBurensctBo «Kpka, 1.1., HoBo Mmecto» B PecniyOninke Apmenus

0001, r. EpeBan, yn. Han6angsn, n. 106/1 («CAAT-HOBA» BUBHEC-LIEHTP), opuc 103
Ten.: +374 11 56 00 11

Anpec 311. moutsl: info.am@krka.biz

Kuoipevizckaa Pecnyoauka

[IpeacrasurensctBo AO «KPKA, ToBapna 3apasui, 1.1., HoBo mecto» B Keipreizcrane
720040, Yyiickas obnacts, T. bumikek, OynbBap DpKuHIUK, 1. 71, 610K A

Ten.: +996 (312) 66 22 50

Anpec a1. moutsl: info.kg@krka.biz

8. HOMEP PETHCTPAIIMOHHOT' O YIOCTOBEPEHUSI
JITI-Ne(000926)-(PT-RU)

9. JATA IEPBUYHOM PETUCTPALIIMU (ITOJATBEPXKJIEHUS PETUCTPALINY,
HNEPEPEI'UCTPALIMN)
Jata nepBoii peructpauuu: 23 uroHs 2022 r.
10. JATA HIEPECMOTPA TEKCTA
OO0mas xapakTepuCTUKa JIEKAPCTBEHHOTO mpenapara JHan-H pocTynHa Ha WHGOPMAIMOHHOM

noptaie EBpa3uiickoro 3KOHOMMYECKOT0 CO03a B MH()OPMAIIMOHHO-KOMMYHUKALIMOHHON CeTH

«MuTepuer» https://eec.eaeunion.org.
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