OBIIAS XAPAKTEPUCTHUKA JIEKAPCTBEHHOI'O ITPEITAPATA

1. HAUMEHOBAHME JIEKAPCTBEHHOI'O ITIPEITAPATA

Ouan-HJI, 12,5 mr + 10 Mr, TabiieTku

2. KAYECTBEHHBIN U KOJIMYECTBEHHbINA COCTAB
JelcTByromupe BemecTBa: THAPOXIOPOTHA3UL + SHATAPUIL
Kaxnas Ttabnerka comepxut 12,5 Mr ruapoxioporuazuga u 10 mr sHanmanpwia (B Buue
Majsearta).
BcnomoratenbpHbie BeliecTBa, HaJTUYME KOTOPBIX HAJAO YYHUTHIBATH B COCTaBE JICKAPCTBEHHOTO
npenapara: JJaKTo3bl MOHOTUJIpaT, HaTpui (cM. pazzaensl 4.3., 4.4.).

ITonnbI MEPCUCHb BCIIOMOTI'aTCIIbHBIX BCHICCTB IIPHUBCIACH B pa3aciic 6.1.

3. JJEKAPCTBEHHASA ®OPMA
TaoOmeTku.
Kpyribie, miockue TabaeTku 0eIoro 1BeTa ¢ PUCKOM Ha OJTHON CTOPOHE U (hacKOi.

Pucka ne npeaHazHavycHa 1JIA pasacICHUA Ha PaBHBIC YaCTH.

4. KNIMHUYECKUE JAHHBIE
4.1. IToka3aHus1 K IPUMEHEHHUIO
[Ipemapar Onan-HJI noka3aH K HPUMEHEHHIO Y B3POCHBIX MJs JICYEHHsS AapTEpHAIbHOU
TUIEPTEH3UHU y NMallMEeHTOB, KOTOPHIM ITOKa3aHa KOMOMHUPOBaHHAs Tepamusl.
4.2. Pexxum 103MpoBaHNs U €c1IOCO0 NPUMEHEHUs!

PexxuM 103upOBaHus

Pexomennyemas n1o3a cocrasiusier 1 Tabnerka 1 pa3 B CyTKH.

B cimydae HE0OXOIMMOCTH /1032 MOXET ObITh yBEJIWYEHA J0 MAKCUMAJIbHON CYTOYHOM O3Bl —
2 Tabnerku 1 pa3 B CyTKH.

Ecnmu mnortpebyercst u3MeHeHHE [03bl OJHOIO U3 JICHCTBYIOIIMX BEIIECTB B COCTaBe
KOMOMHUpOBaHHOTO npenaparta DHan-HJI (Hampumep, B CBSI3M C BHOBb JMArHOCTHPOBAHHBIM
3a00JieBaHNEM, M3MEHEHHEM COCTOSHHUS MallMeHTa WU JIEKAPCTBEHHBIM B3aUMOJICHCTBUEM),
HE0OXO0IUM MHIMBUTyalIbHBIN 1TOA00p 103 OTAEIbHBIX KOMIIOHEHTOB.

IIpeowecmsyiowee neuenue ouypemuxamu

ITocne mnepBoro mnpuema mnpenapara OnHan-HJI Moker pa3BuTbCs cHUMITOMAaTHYECKas

apTepuaibHas TUnoTeH3us. Takod sddext Hambonee BEpPOSATEH y MAIMEHTOB C HapyIICHUEM



BOJIHO-JIEKTPOJIMTHOTO OajiaHca BCJIEACTBUE MPEIIIECTBYOMEH Tepanuu auypetukamu. [Ipuem
JUYPETUKOB CIIEAyeT MPEeKpaTuTh 3a 2—3 JAHA A0 Havyaja Tepanuu npenapatom DHar-HIL

Oco0Bble IpVIIILI MAIUEHTOB

Tayuenmsi ¢ HapyweHuem QyHKyuy novex
Tuaszuapl MOTYT OKa3zaThCsi HEAOCTATOYHO J(PGEKTUBHBIMU JUYyPETUKAMU Yy MAIMEHTOB C
HapylnieHneM (YHKIIMH MMOYeK, a pH CHIKeHUH kiupenca kpeatnauHa (KK) mo 30 mu/muH wim
HUKE (T. €. NpU MOYEUHOM HENOCTaTOUYHOCTH CPEIHEH WM TSDKEIOW CTENEHM) SIBISIOTCS
Hed () PEKTUBHBIMH.
VY mamuentoB ¢ KK > 30 mn/mun, HO < 80 mu/mun npenapar DnHan-HJI nomkeH mpuMeHSAThCS
TOJIBKO NOCJI€ MPEABAPUTEIHHOTO 110A00pa 103 KaKI0ro U3 KOMIIOHEHTOB IIpernapara.
[Ipu mnoueunoit HemocraTtouHoctd (KK >30 mu/mun, HO <80 Mi/MHUH) pekoMeHyeMas
HayajgbHas 1032 SHaJanpuia IpU NPUMEHEHWHW €r0 B MOHOTEpAluu COCTaBIAET OT 5 MI 0
10 mr.
THayuenmsr nodxcunozo 6ospacma
PesynbraThl, moy4eHHBIE B X0/1€ KIIMHUYECKUX MCCIeT0BAaHUN YPPEKTHBHOCTH U O€30aCHOCTH
OJIHOBPEMEHHOTO MPUMEHEHHs] JHalanpuia U TUAPOXIOPOTHA3HUAA, OBLTM CXOJHBIMU Y
MAIMEHTOB MOXHUJIOTO Bo3pacTa (crapiue 65 neT) u 6ojee MOJIOIbIX MAlUEHTOB C apTePUATBHON
runeprensueil. He tpedyercs monbopa HavanbHOM 1036l npenapara DHan-HJI 11s nanueHToB
MOKUJIOTO BO3pacTa.

€TH
[TpenapaTt npoTUBOIIOKA3aH K IPUMEHEHHIO Y AE€TEN U MOAPOCTKOB B Bo3pacTe oT 0 1o 18 jer.
bezonacHocTh M 3¢ (eKTHBHOCTH NMPUMEHEHHUs Ipemnapara y JeTed B Bo3pacTe A0 18 ner He
YCTaHOBJIEHBI. JJaHHBIE OTCYTCTBYIOT.

Crooco0 nmpuMeHeHus

BHyTpb, HE3aBUCUMO OT IpHeMa MUIIIH.
4.3. [IpoTuBoONOKA3aHUS

e [unepuyBCTBUTENBHOCTh K DJHAJANpPHWIy, THUAPOXJIOPOTHA3UAY WIH K APYTHM
MPOU3BOJAHBIM CyJIb(OHAMHUIA, WIM K JIOOOMY €3 BCIIOMOTAaTEIIbHBIX BEIIECTB,
MePEUYUCIICHHBIX B pasnene 6.1.

e Amnypus.

e AHTMOHEBPOTHYECKHMH OTEK B aHaMHE3€, CBS3aHHBIM C TIPHEMOM HWHTHOUTOPOB
aHTHoTeH3uHIpeBpamaronero ¢epmenra (AIlD), a Takke HaCIEACTBEHHBIH WIH
UJIMONIATUYECKU AHTMOHEBPOTUYECKUI OTEK.

e OJHOBpEMEHHOE MPUMEHEHHE C AQIUCKUPEHOM WM TMpernapaTaMu, COACpKaIIUMU

ATHCKUPEH, y TMAIlMEHTOB C CaXxapHbIM JUA0ETOM | (HJIU) C YMEPEHHBIMU UITH TSHKEIBIMU

2



HapyIICHUSIMHU byHKIHHA MOYCK (cxopocThb KJIIyOOUKOBOM bunbTpan
(CK®) < 60 mn/mun/1,73 M2 myomany noBepXHOCTH Tena) (cM. paszen 4.5.).

e OIHOBpPEMEHHOE NMPUMEHEHUE C aHTaroHWcTamu perentopos anruoteHsuna II (APA 1)
y MaIMeHTOB ¢ quadeTnyeckon HedpormaTuei.

e OpHOBpeMEHHOE MpPUMEHEHHE C¢ HUHrHOWTOpaMu  Henmpuiu3duHa (HeUTpanbHON
SHJIOTIENITH/IA3bl), Hampumep, cakyoutpuioM. Ilpm mepexome Ha  HUHTHOHTOPEI
HENpUJIM3WHA W Tpenaparhl cakyOuTpuiia/BajicapTaHa ClelyeT NpPeKpaTUTh MpHEM
npenapara OHan-HJI kak mMuHUMyM 3a 36 4yacoB J0 MNpuema IMEepBOM J03bl JTAHHBIX
npenapatos (cM. pasaensl 4.4., 4.5.).

e bepeMeHHOCTh U MEpUOJI TPYIHOTO BCKapMJIBaHuA (cM. pa3aein 4.6.).

e Hapymenus ¢pynkuun nouek tsoxenoi crernenu (KK < 30 mur/mun).

e Hapymenus GyHKINY IEYSHN TSDKEIOH creneHn (> 9 6amioB no mkane Yaina-11s10).

e PedpaxrepHas runokaauemMusl.

e PedpakTepHas runoHaTpueMus.

e PedpakTepHas runepkanbueMus.

4.4. OcoOble ykazaHMsl M1 Mepbl PeI0CTOPOKHOCTH NPH NPUMEHEHUH

C 0CTOPOKHOCTBIO

JIByCTOPOHHUI CTE€HO3 II0YEUHBIX apTEpUi WM CTEHO3 apTepUU €IAUHCTBEHHON II0YKU;
COCTOSIHMSL IIOCJE€ TPAHCIUIAHTALMM IIOYKH; AaOpTaJbHBI WJIM MHUTPAIbHBIM  CTEHO3;
runeprpoduyeckass OOCTPYKTHMBHAs KapAWOMHOIIATHS; HIIeMHUYecKas OoJie3Hb cepAala WiId
1epeOpOoBaCKyIIApHBIE 3a00JIeBaHUs; TOYEYHAsl HEJOCTaTOYHOCTh; YTHETEHHE KOCTHOMO3TOBOTO
KPOBETBOPEHHsI; CUCTEMHBbIE 3a00JIeBaHUs COEJUHMUTENbHOM TKaHM (CHCTEeMHas KpacHas
BOJIYAHKA, CKJIEPOJEPMHS M [Ip.), UMMYHOCYIIpECCUBHAsl Tepamus, Je4eHHe ¢ MPUMEHEHHUEM
AIUIONMYpPHUHOJIAa WM NMPOKAauHAMHAA, WIM KOMOMHAIMS YKa3aHHBIX OCJIOXKHSIOMIUX (aKTOPOB
(pUCK pa3BUTUS HEUTPONECHUM W arpaHyJIOIMTO3a); MMEYeHOYHas: HEJOCTATOYHOCTb; CaXapHbBIN
nraleT; TUIepKaIueMus; OJTHOBPEMEHHOE MPUMEHEHUE C KalnicOeperaromyuMu ANypeTHKAMH,
npenaparaMy Kaiaus, KaJuhiCoAep alluMU 3aMEHHUTENIIMU [TOBAPEHHOM COJIM; OJHOBPEMEHHOE
IIPUMEHEHNE C TIpenapaTaMy JUTHUS; aHTMOHEBPOTUYECKHIM OTEK B aHAMHE3€; OJHOBPEMEHHOE
IpoBe/ieHUe Mpoueaypbl adepesa iunonporednHoB Huskod miotHoctu (JIITHII-adepesa) c
UCTOJIb30BaHUEM JIEKCTpaH cCyib(]ara; OJHOBPEMEHHOE MPOBEACHUE JE€CEHCHUOMIM3AUN
aJUIEPreHOM U3 s71a MEePENOHYATOKPBUIBIX; TEMOJAUANIN3 C MCIIOJIb30BAHUEM BBICOKOIIPOTOYHBIX
MemOpaH (takux kak ANG69); cocTosiHHS, CONPOBOXAAIOIIMECS CHUKEHHEM o00beMa
LUPKYJIUPYIOLIEH KpOoBH (B TOM 4YHCIE NPU TEpanuM IUYPETUKAMHU, COOJIOJEHMU IHETHI C

OrpaHU4YCHUCM HOBapeHHOﬁ COJin, Juajinie, quapec nin pBOTe), W TUIIOHATpUCMMUS; IPUMCHCHUC



BO BpeMsi OOJBIIMX XUPYPTHUECKUX BMEIIATENILCTB WM TPU TPOBEICHUH OOIICH aHEeCTe3WH;
NPUMEHEHHEe Y  TAIMeHTOB  HETPOHMIHOW  pachl; TUIOKATHUEMHS;  THIIOHATPUEMHUS;
runepkanpiiuemMus; ysenumueHue wuHTepBaia QT nHa OKI; onHOBpeMEHHOE MpPUMECHEHHE
JICKApCTBEHHBIX IMPENapaTroB, KOTOPBIE MOTYT BBI3bIBATH MOJUMOP(HYIO KEITYJOYKOBYIO
TaXUKAPJUIO THIIA «ITUPY3IT» WIH YBEIHMUUBATH MPOAOIDKUTENBHOCTh nHTepBasia QT Ha DK
OJIHOBPEMEHHOE  TPUMEHEHHWE  JICKAPCTBEHHBIX  INPEMapaTroB, CIOCOOHBIX  BBI3BIBATH
TUTIOKAIMEMUIO, CEPICYHBIX TIIMKO3U/IOB; AJUIEPTUICCKIE PeaKIMK Ha TICHUIIMJUTMH B aHAMHE3E;
THIIEPIIApaTHPEO3; THICPYPUKEMHS, MOJarpa, HEMEIAaHOMHBIA paK KOXKM B aHaMmHe3e (CM.
noapazaen «Ocolble yKazaHUs»).

Oco0ble yKa3auus

T'uopoxnopomuaszuo

Memaboiuueckue u 3H00KDUHHBIE 3D Dhexmbl

Tepamus THasumamMu MOXKET HapylaTh TOJIEPAHTHOCTh K TJIIOKO3e. B psnme ciydaeB Moer
noTpeOOBATHCS KOPPEKIHUS JO3bI TUIIOTTTUKEMHUYECKUX CPECTB, BKIIOYAst HHCYIIHH.

Tuasunel MOTYT CHMKATh BBIBEACHWE KaJblMi ITOYKAMH W BBI3BAaTh KPAaTKOBPEMEHHOE W
HE3HAYMTEJIIFHOE TIOBBIIICHHE COJCP)KAaHHS KajJblMsi B CHIBOPOTKE KpPOBH. BwIpakeHHas
THIIEPKATIBLUEMHUs] MOKET OBITh MPU3HAKOM CKPBITOTO THIIEpIIapaTHpeo3a. B cBs3u ¢ BiusHIEM
THA3UI0B Ha METa0OJM3M KalblUs UX NPUEM MOXKET HCKaKaTh pPe3yNIbTaThl HCCIEIOBAHHS
(GYHKIMM — TApalIMTOBHIHBIX  JKeJe3, I0ITOMY  Tepell  HCCIeAOBaHHMEM  (QYHKIUHU
NapaIluTOBUIHBIX JKeJle3 THA3UIHBIA JUYPETHK JIOJKEH ObITh OTMEHEH.

[ToBbllIeHNEe KOHIEHTPALMU XOJECTEpUHA W TPUIJIHMLIEPHUIOB B KPOBU TaKKE MOXKET OBITh
CBSI3aHO C Tepanuel THa3UJIHBIMU TUYPETHKaMHU, OJTHAKO TPH J03€ THApOoXIopoTrazuaa 12,5 mr
1o100HbIe 3(PPEeKTHI HEe HAOTIOJAINCH WIM HOCUIIM HE3HAUUTEIbHBIA XapakTep.

Y HEeKOTOpBIX MAIMEHTOB TEpanus THA3UJHBIMU JTUYPETUKAMU MOXET MPUBOIUTH K PAa3BUTHUIO
TUNEPYPUKEeMUH M (WIM) OOOCTpeHHIo0 TedeHus mnoaarpbl. OJHAKO HHAJANPUI  MOXKET
YBEIIMYMBATh BBIBEJACHWE MOYEBOM KHCJIOTHI TIOYKAMH M TEM CaMbIM  OCJIa0NATh
TUIepypUKeMHUecKUi 3P GeKT ruIpoXI0pOTHAUIA.

3abonesanus neuenu

TuasugHble TUYPETHUKU CIEAYET C OCTOPOXKHOCTBIO NPHUMEHATH IMALIMEHTaM C HApYIIEHUEM
(GYHKIUM NI€YEHU WU [IPOrPECCUPYIONIUM 3a00I€BaHUEM M€YEHH, TOCKOJIbKY Jaxke HeOOIbLINe
M3MEHEHHUS BOJAHO-3JIEKTPOJIUTHOIO OajlaHca MOTYT IIPUBECTH K «IIEUEHOUHOI» KOMe.

Anmuodonunzosulii mecm

FI/II[pOXJIOpOTI/IaBI/II[ MOKCT NPUBOAUTH K JIOKHOIIOJIOKUTCIIBHBIM aHAJIUTHYCCKUM PE3YyJIbTaTaM
IIpU MPOBCACHNHN aHTUAOIIMHIOBOT'O TECTA.

XODMOuanZbelIZ 8blnoni, ocmpasda MUonuAa U 6MmMoOpPUHHAA 3aKpoblimoy20ibHAA 21ayKomMda




JlexapcTBeHHbBIE TpenapaTtbl Ha OCHOBE CyJb(oHAMUAA WM TMPOU3BOJIHBIX CylbhoHaAMHIA,
MOTYT BbI3BaTh MJIMOCHHKPA3UYECKYI0 PEAKLHUIO B BHJIE XOPUOHIAIBHOTO BBINOTA C JAe(PEeKTOM
10JI1 3PEHMSI, TPAH3UTOPHOM MMOIMU U OCTPOH 3aKPBITOYTOJIbHOM IlayKombl. CUMITOMaMu
9TUX HApyUICHUH SIBISIOTCS HEOKUIAHHOE CHIKEHHE OCTPOTHI 3peHus Wid 00jb B I1a3ax,
KOTOpbI€ B TUIMYHBIX CIIy4asX BO3HHUKAIOT B TEUEHHE OT HECKOJBKMX YacCOB JO HECKOJIBKUX
HeJeNb II0CJI€ Hayaja IIpUMEHeHus npenapara. Ecim He NpoBOAUTCS Tepamus, oOcTpas
3aKpBITOYTOJIbHAS TJIayKOMa MOXET IPUBECTU K NoTepe 3peHusa. OCHOBHOE JIEYEHUE COCTOUT B
KaK MOXKHO Ooiiee ObICTpPO OTMEHE ruapoxjopoTuazuaa. Heod0xoammo uMeTs B BUY, UTO, €CIIU
BHYTPUIJIa3HOE JABJICHHE OCTAETCS HEKOHTPOJIHPYEMBIM, MOXKET MOTPeOOBATHCS HEOTIONKHOE
KOHCEpPBaTHBHOE WM XHpyprudeckoe JjedeHue. K (¢dakropam pucka pa3BUTHS OCTpOM
3aKpBITOYTOJIBHOM TJIAYyKOMBI MOKHO OTHECTH CBEACHHUS 00 alieprud K cyib(oHaMuIaM WA
NEHULWJUIMHY B aHAMHE3E.

Hemenanomnuii pax xoowcu (HMPK)

B snuaemuonornueckux nccie oBaHUsIX Ha0JIt01aJICs MOBBIILIEHHBIM PUCK HEMEIAaHOMHOTO paka
KOXH  (0a3aIbHOKJIETOYHONW KApUUHOMBI W IDIOCKOKJIETOYHOW KapUUHOMBI) B CBS3H C
YBEJIMYEHUEM  CyMMapHOM  (HAKOIJICHHOM) J03bl  T'MAPOXJOpOTHa3uaa. Bo3MOXKHBIM
mexanusmoMm  pasButuss ~ HMPK  gBnsercs  dortoceHcuOmnmsupyromee — neiicTBue
TUAPOXJIOPOTHAZH/IA.

[TarueHTsl, MPUHUMAIOIINE THAPOXIOPOTUAZH/, JOJDKHBI OBITH OCBEIOMIIEHBI O PUCKE Pa3BUTHUS
HMPK. Takum naumeHTaM cieayeT peKOMEHAO0BaTh COO0AaTh MPO(PUIAKTHUECKUE MEpHI,
TakMe KaK  OrpaHMYEHHE  BO3JCHCTBUS  COJIHEYHOIO CBETa M HMCKYCCTBEHHBIX
yIbTpauONETObIBEIX Jydyel. IlalMeHThl MOJKHBI PErysipHO OCMAaTpUBaTh CBOM KOXHbBIE
MOKPOBBI C IIEJIBIO BBISBIECHUS JIFOOBIX HOBBIX MMOI03PUTENIbHBIX MTOPAXKEHUH U HE3aMeIJTUTENIbHO
coobmate 0 HuX Bpauy. Y manueHtoB ¢ HMPK B anamHe3e pexoMmeHIyeTcsi mepecMOTpeTh
11e51ec000pa3HOCTh MPUMEHEHUs THAPOXJIopoTHasuaa (cM. pasnen 4.8.).

Ocmpasi pecnupamopHas, MOKCUYHOCHLb

[Toce mpuema THAPOXITIOPOTHA3HIA OBUTH 3apETUCTPUPOBAHBI OUYCHb PEIIKUE CIIy4Yau Pa3BUTHS
TSDKEJIIOW  OCTPOM  PECHUPATOPHOM TOKCHUYHOCTH TSKEJIOM CTENEHW, BKIIOYAs OCTPBIA
pecripatopHbiii guctpecc-cuaapom (OPJIC). Otek nerkux OOBIYHO pa3BHBAETCS B TEUCHUE
HECKOJBKMX MHHYT WJIM YacOB IOCTE TpHeMa THAPOXJopoTHasuaa. B Hauvane 3aboseBaHUs
CHMITOMBI BKJIFOYAIOT OJBIIIKY, JIMXOPAAKY, YXYIIIEHUE COCTOSAHUS JIETKUX U apTepPUAIbHYIO
runoten3uo. [Ipu momozpenun Ha OPJIC HeoOxomumo oTMeHuTh npenapar OHan-HJII u
MPOBECTH COOTBETCTBYIOLIEE JICUCHHE. | MAPOXIOPOTHA3U HE CIEAYET Ha3HAYaTh MMAlMEHTaM, Y
KOoTOpbIX paHee HaOmomaics OPJIC mocne mnpueMa THUAPOXJIOPOTHA3UIA WKW JIPYTOTo

THA3UIHOTO TNYPETHKA.



OHnananpun

AODmCUZbelZZ uiau MumDaJlebli:i cmeH03/2unepmp0qbuuec1<aﬂ O6CI’I’lDVKmu6HCL‘Z KapduOMuonamuﬂ

Kak u Bce JeKapCTBEHHbIE CpEACTBA, OONAgalOMIMe Ba3OAMJIATHPYIOUIUM JCHCTBUEM,
uHruOuTOopsl AII® AOMKHBI C OCTOPOKHOCTHIO HA3HAYATHCS MAI[MEHTaM C OOCTPYKLMEW MyTH
OTTOKa U3 JIEBOTO KEJIyA0UKa.

Ileyenounas nedocmamounocms

[lpumenenne uHrHOMTOpoB AllD penko OBUIO CBA3aHO C Ppa3BUTHEM CHHIPOMA,
HAQUYMHAIOIIErOCsA C XOJIECTATUYECKOW JKEITYXM WJIM TelNaTuTa W IPOrpPECCUPYIOLIEro 10
(yJIbMHHAHTHOIO HEKpO3a I€YE€HH, WHOIZA C JEeTaIbHBIM HCXO0AOM. MeXaHU3M JaHHOIO
CHHIPOMA HE M3y4deH. [Ipyu nosBIEHUN KENTyXW WIM 3HAYMTEIBHOM MOBBIIIEHUN AKTUBHOCTH
«TEYCHOYHBIX» TpaHCaMHHA3 Ha (oHe mnpuMeHeHus HHruOuTOopoB AlID cremyeTr OTMEHHUTH
npueM uHruoutopa AII® u Ha3HAYUTH COOTBETCTBYIOLIYIO BCIIOMOIATENIbHYIO TEPAIHUIO.
[TanMeHT 10JIKEeH HaXOAUTHCS [0l COOTBETCTBYIOLIMM HAOIIOCHUEM.

Xupypeuueckue 6Memameﬂbcm6a/o6u4aﬂ aHecmesus

Bo Bpemst 00npIIMX XUPYPrHUECKUX BMEIIATEIbCTB WJIM IPOBEACHUS OOIIEH aHecTe3nu ¢
IPUMEHEHUEM CPEJICTB, BBI3bIBAIOIMX AHTUTUIEPTEH3UBHBIN 3¢ deKT, sHananpuiaatr 6JI0KUpyeT
oOpa3oBanue aHruoteHsuHa ll, BpI3piBaeMoe KOMIIEHCATOPHBIM BBICBOOOXKIEHHEM peHnHa. Ecnu
IIPU 3TOM pa3BUBAETCS BbIpakeHHOE CHIKeHue AJl, oObscHsIeMOe T0J00OHBIM MEXaHU3MOM, €T0
MO’KHO KOPPEKTHUPOBATh YBEIUUEHUEM 00beMa LIMPKYIUPYIOIEH KPOBH.

Peakuuu eunepqyecmeumeJlbHocmu/aHZMOHeepomuquKuﬁ omekK

[Tpu npumenHenun uHruoutopoB AIID, BKiIrOuUas 3HamANpuil, HaOMIOJATUCH PEAKHE CIydau
AQHTMOHEBPOTUYECKOTO0 OTEKa JIMIA, KOHEYHOCTEH, Iy0, S3bIKa, TOJIOCOBBIX CKJIAJIOK W (WIJIN)
rOpTaHH, BOSHMKABIINE B pa3HbIE MEPUO/bI JIeueHUs. B oueHb penkux ciydasx cooOIasoch o
pa3BUTUN MHTECTHHAJIBHOIO OTEKAa. B Takux ciydasx cienayeT HEMEIUIEHHO IIPEKPATUTh IPUEM
JHAJANpWila ¥ TIIATEeIbHO HAOMIONaTh 3a COCTOSHUEM IMAIMEeHTa C LEeNbI0 KOHTPOJIA U
KOPPEKLIMH KIMHUYECKUX CHUMIITOMOB. Jlaxke B Tex cilydasx, KOrja HaOJt0/1aeTCsl TOJBKO OTEK
A3blKa 0€3 pa3BUTHS PECIUPATOPHOIO JUCTPECC-CUHApPOMA, MAlMEHTaM MOXKET MOTpeOdoBaThCs
JUINTENIbHOE ~ HAOMIOJICHWE, TIOCKOJIBKY Tepamus AaHTUTMCTAMHUHHBIMU  CPEICTBAMH U
KOPTUKOCTEPOUIAMHU MOXKET OBITh HEOCTATOUHOM.

OdeHb penko cooOmIanoch O JETAJbHOM HCXOJE MO MPUYMHE aHTMOHEBPOTUYECKOTO OTeKa,
CBA3aHHOTO C OTEKOM TOpTaHU WJIM OTEKOM si3blka. OTEeK f3bIKa, IOJOCOBBIX CKJIAJIOK WU
TOPTaHU MOXXET TNPHUBOJUTH K OOCTPYKIMU JbIXaTENbHBIX MyTeH, OCOOEHHO Yy NAalMeHTOB,
NEPEHECHINX XUPYPIUUECKUE BMEIIATENbCTBA HA OpraHax JbpIXxaHus. B Tex ciayuasx, korga oTek
JOKaJau3yeTcss B 00JAaCTH s3bIKa, TOJIOCOBBIX CKJIAQAOK WM TOPTaHM M MOXET BBI3BaTh

OOCTPYKLIMIO [JIbIXaTENbHBIX IyTeH, ClelyeT HEeMEIJICHHO Ha3HauuTh COOTBETCTBYIOIEE
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JieYeHue, KOTOpOoe MOXKET BKIIouaTh moakokHoe BaeneHue 0,1 % pactBopa snuHedpuHa
(ampenanuna) (0,3-0,5 M) 1 (vK) 06ecIeunTh MPOXOAUMOCTD JABIXATEIBHBIX ITyTEH.

B penkux ciydasx Ha ¢one Tepanuu uaruontopamu AlID pa3BruBaeTcss HHTECTUHAIBHBIN OTEK
(aHTMOHEBPOTHUYECKUN OTEK KuileuyHuka). CHMIOTOMBI MCU€3alu IOcje MpeKpalleHus rnpuema
uHruOuTopoB AIID. Bo3MOKHOCTh pa3BUTHS MHTECTUHAIBLHOTO OTEKa HEOOXOIMMO YUUTHIBATh
Opyu TpoOBeACHUU JU(QPEepeHINaTbHON JUAarHOCTUKK Ooyiell B JKMBOTE y MAIMEHTOB,
NpUHUMAIOIIUX HHTUOUTOpHI AITD.

VY ManueHTOB HETPOUIHON Pachl, MPUHUMABIIMX HHTHOUTOPHI AIID, aHTHOHEBPOTUYECKHI OTEK
HaOJI01aNICs Yallle, 4YeM y MallUeHTOB JAPYTUX pac.

[TatmeHThl, UMEOIIME B aHAMHE3€ AHTMOHEBPOTMYECKUU OTEK, HE CBA3AHHBIA C MPUEMOM
uHruoutopoB AIlD, moryr ObITh B OOJbIICH CTENEHH MOABEPKEHBI PHUCKY pPa3BHTHUS
AHTMOHEBpPOTHYEeCKOoro oTeka Ha (oHe Tepanuu uHruoutopamu AllD (cm. pazmen 4.3.). YV
MNAIMEHTOB, MPUHUMAIOIIUX OAHOBpeMeHHO UHTruOuTOpel AlID wu wunruburopsr mTOR,
Ha0JII0/1aJ10Ch YBEJIMYEHUE PUCKA Pa3BUTHSI AHTHOHEBPOTUYECKOTO OTEKA.

VY nanueHToB, NPUHUMAIOUIUX OJHOBpEMEHHO UHTMOUTOPHI AII® 1 HHrHOUTOPHI HENPUIIU3HHA,
HAOI0/IAI0Ch YBEITMYEHUE PUCKA PA3BUTHUS aHTMOHEBPOTHYECKOTO OTeKa (CM. paszaensl 4.3.,
4.5.).

VY nanueHToB, NPUHUMAIOIIUX THA3UAHbIE JUYPETUKH, PEAKIIMU TUIIEPUyBCTBUTEILHOCTH MOTYT
BO3HUKATh Jak€ IpPHU OTCYTCTBHM B aHAMHE3€ a/UIEPrUYECKUX peakiuil uiu OpOHXHAJIbHOMI
acTMbl. CooOIIanoch 0 penMIuBax WIM YCYIyOJNeHMM TSKECTH TEUEHMsS CHUCTEMHOM KpacHOM
BOJIYAHKH y MAIIMEHTOB, IPUHUMABIINX THA3UIHBIEC JUYPETUKH.

Y [auueHToB, MNPUHUMAIOUIMX OJHOBpEeMEHHO MHruouropsl All® u BUIJArIUNTHH,
Ha0JII0/1aI0Ch YBEJIIMYEHUE PUCKA PA3BUTHUS AHTMOHEBPOTHYECKOTO oTeka (cM. paszzen 4.5.).

Anadunaxkmouonvie peakyuu 60 8pems NpoeeoeHUs O0eCeHCUOUIUIAUUU AIePIeHOM U3 20d

nepenorvYamoKpbvliblx

B penkux cinydasx y TalMeHTOB, MNpuHUMaromux uHruoutopsl All®D, pa3BuBamuch
YTPO’KaIOIIUE KU3HU aHa(UIAKTOUJIHbIE PEaKlUd BO BpPeMs INPOBEACHHUS J1€CEHCHOMIN3ALNN
JIJIEPreHOM U3 s1/1a ePeroHYaTOKPbUIbIX. HexxenarenbHbIX peakiuii MOKHO M30eXaTh, €CIU 10
Hayasa IpoBeIeHUs JIeCeHCUOMITN3AIli BPEMEHHO MPEKPaTUTh prueM uHruoutopa AITD.

Anadurakmoudnvie peaxyuu 60 epems nposedenus JIITHII-adepesa

VY nanuenrtoB, npuHumaromux uHruoutopsl AII® Bo Bpems mnposenenus JIITHII-adepesa c
UCTOJIb30BAaHUEM  JIEKCTpaH Cyjibdara, peaKo HaONI0JalMCh OMAcHble IS JKU3HH
aHa(UIaKTOUHBIE peakuuu. Pa3BUTHE NaHHBIX peaKkUUil MOKHO H30€XaTh, €CIIM BPEMEHHO
oTMeHuTh nHTHOUTOp AIID M0 Havama kaxmoi mpouenyps! JITTHIT-adhepesa.

Hayuenmeur, Haxodﬂmuewz HA 2eMo0uaIu3e




[Ipumenenue npenapatra Onan-HJI He  pekomeHayeTcs MalMeHTaM C  [OYEYHOU
HEJOCTAaTOYHOCTHIO,  HAXOMSIIMMCA Ha  remMoauanu3e. AHAQUIAKTOWAHBIE  pEaKIUu
HaONIOJAINCh Y MAlMEHTOB, HAXOMSAIIMUXCSA HA JUAIN3€ C MPUMEHEHHUEM BBICOKOMPOTOYHBIX
MeMOpaH (Takux kak AN69) U 0JHOBPEMEHHO IMOIyYaromux Tepanuto naruoutopamu AIlD. Y
JaHHBIX TAIlMEeHTOB HEOOXOIMMO NPHUMEHATh [IUANIM3Hble MEMOpaHbl JApPYroro THMNA WU
TUTIOTEH3UBHBIE CPEJICTBA IPYTHUX KIIACCOB.

Tpanucnianmayus noYKu

Her ompiTa IIPUMEHCHUA SHAJlallpujia y HMAalMEHTOB IIOCJIC TPaHCIINIAHTAlMK ITOYKH. Jleyenne
OHaJIAIIPUJIOM MAlMMEHTOB IMOCJIC TPAHCIITIAHTAIUU ITOYKH HE PEKOMCHAYCTCH.

HezimponeHuﬂ/azpanz0uum03

Heiirponienusi/arpanynonuro3, TpPOMOOLMTONEHUS W aHEeMHsS HAONIONAINCh y TAIMEHTOB,
npuHUMAIIUX UHTUOUTOpHl AIID. YV mnanueHToB ¢ HOpPManbHOW (YHKIMEH MOYeK U IMpHU
OTCYTCTBUM APYTUX OCIOXKHSIOMUX (aKTOPOB HEHUTPONEHHUS PAa3BUBACTCS PEIKO. DHANAIPUI
ClelyeT MPUMEHITh C 0COOOM OCTOPOYKHOCTHIO Y HAILMEHTOB C CUCTEMHBIMHU 3a00JEBaHUSMU
COCIMHUTEIIBHOW  TKaHW, [PUHAMAIOIIMX HMMMYHOCYIPECCHBHYK)  TEpaluio, TEparuio
QUTIOMYPUHOJIOM HJIM MPOKAUHAMHJIOM WM HMEIOUMX KOMOMHALIMIO AITHX OCJIOXHSIOIINX
bakTOpoB, 0COOEHHO, €CITU €CTh HapyLIeHUs (YHKIIMU TTOYEK B aHaMHe3e. Y HEKOTOPBIX U3 ITUX
NAMEHTOB Pa3BUIINCh CEpbE3HbIE MHPEKIIMOHHBIE 3a00I€BaHMsl, KOTOPbIE B HEKOTOPBIX CIydasx
HE OTBEYAJIM Ha MHTEHCUBHYIO aHTUOMOTHKOTepanuio. Eciiu sHamanpuin npumMeHsieTcsl y Takux
MAlHEHTOB, PEKOMEHYETCS MPOBEICHUE NTEPUOAUUECKOr0 KOHTPOISA YKCIIA JIECHKOLUTOB KPOBU
U MAIMEHTHI JO0JDKHBI OBITh MPEIYIPEkKAECHBl 0 HEOOXOAMMOCTH COOOIIATh O JIOOBIX MpHU3HAKaX
Pa3BUTHS HHDEKIUH.

Kawenv

Habmronanuch ciydan BO3HMKHOBEHHUs Kanuisd Ha (oHe Tepamuu uHruOuTopamu AIlD. Kax
MPAaBWJIO, KallleJlb HOCUT HENPOMYKTHMBHBIM, IOCTOSHHBIM XapakTep M IPEKpaliacTcs IOcCie
oTMeHbl Tepanuu. Kamenb, cBsf3aHHBII ¢ mnpuMeHeHHeM HHruoutopos AllD, nomxen
YUUTBIBATHCS MpU AU PepeHInanbHON JUarHOCTUKE KallIsl.

Kombunayus cuopoxnopomuazuda u suaranpuia

Apmepuanvras cunomen3usl U HapyueHue GOOHO'SﬂQKmDOJZumHOZO bananca

[Ipy mnpuMeHEHMHM THUIOTEH3UBHBIX CPEJICTB Yy HEKOTOPHIX MAIMEHTOB MOXET Pa3BUTHCS
CUMIITOMATHUYECKash apTepuaibHasi TUNOTEeH3Us. [lamueHThl AOMKHBI HAOIIOAATHCS C IENBI0
CBOEBPEMEHHOI'O BBISIBICHUSI KIMHUYECKUX MPU3HAKOB HAPYLIEHUS BOIAHO-3JIEKTPOJIMTHOTO
OamaHca, Hampumep, OOE3BOXHMBAHUS, THIIOHATPUEMHUH, THIIOXJIIOPEMHUYECKOTO allkano3a,

TUIIOMarHUEMHUH WM TUIIOKAJTUEMHH, KOTOpbIE MOTYT pa3BUThCA Ha (hoHE COMyTCTBYIOIIEH



JIUaped WIM PBOTHL. Y TaKUX MAIMEHTOB HEOOXOIUM KOHTPOJb COIEpPX aHUS 3JIEKTPOJIUTOB B
CBIBOPOTKE KPOBH.

C 0co00i1 0OCTOPOKHOCTHIO CIIEYET Ha3HAUaTh Iperapar ManueHTaM ¢ UIIEMHUYeCKOl 00JIe3HBIO
cepaua Win ¢ 1epeOpoBacKyIIpHbIMU 3a00JIEBaHUAMHU, Y KOTOPBIX Upe3MepHoe CHIbkeHue Al
MO>KET IIPUBECTU K Pa3BUTHUIO HH(DApPKTa MUOKap/a UM UHCYJIbTA.

[Ipu pa3BuTUM apTEpUAIBHON TUIIOTEH3UU NAIMEHTa CJIEAyeT YJIOXKUTb M B Clydae
HeoOxogumoctu BBectH 0,9 % pacTBop HaTpust Xxjopuaa. TpaH3UTOpHas aprepualbHas
TUIOTEH3UsT Npu mpueme mnpenapara Duan-HJI He sBisiercs mnpoTHBONOKa3aHWEM K €ro
nanpHedmemy npuMmeHeHuro. Ilocne Hopmammzamuu  AJl w BocmongHeHus — oObeMa
UPKYJIAPYIOLIeH KPOBH TEPAUsl MOXKET OBITh BO30OHOBJICHA B MEHBIIHNX J03aX MIIH KaXKIbIH U3
KOMITOHEHTOB TIperapara MOXeT MPUMEHSITHCSI B MOHOTEPAITHH.

HapymeHue d)VHKl/ﬂ/ll/l no4ex

TuasuaHble TUYPETHUKU MOTYT OBITH HEJOCTATOYHO 3(PGEKTUBHBI y MAIMEHTOB C HApPYIIEHUEM
¢ynkuun mouek u HedddexkruBHbl npu KK 30 M/mMuH u HmXKE (T. €. NMPH yMEPEHHOW WU
TSKEJION OYEUHON HEIOCTATOUHOCTH).

[Ipenapar Ounan-HJI He crnenyeT Ha3HauaTh NHAUMEHTaM C IOYEYHOM HEIOCTATOYHOCTHIO
(KK menee 80 mi/MuH) 10 Te€X MOp, MOKa MOAOOP OTAEIHHBIX JIEHCTBYIOIIMX KOMIIOHEHTOB
mpernapata  HE IOKaXeT, 4YTO HeoOXOJuUMble [03bl coAepXkarcsi B OJHOM TabieTke
KOMOWHHPOBAHHOTO TIpenapara.

Y HEKOTOpHIX NAalMEeHTOB C apTepUaJbHOM TUIepTeH3uell 0e3 Kakux-1M0o TNPU3HAKOB
3a00JeBaHMs TOYEK B aHAMHE3€ IPH JICYEHUH DSHANANpPHUIOM B COYETAHUU C JAUYPETHKOM
BO3HUKAJIO OOBIYHO HE3HAUUTEIHHOE M TPAH3UTOPHOE IMOBBIIIEHNE KOHIIEHTPAIlUM MOYEBUHBI B
KPOBH U KpeaTMHHHA B CBIBOPOTKE KpoBU. B Takux ciydasx neueHue npenapatom DnHar-HJI
JIOJDKHO OBITH TIpeKpalieHo. B nanbHeiieM BO3MOXHO BO300HOBJIEHHE TepalMM B MEHBIIUX
J103aX WM KaKbIi N3 KOMIIOHEHTOB IIpenapaTa MOXKET IPUMEHSITHCSI B MOHOTEpAIUH.

VY HEKOTOpBIX MAaIMEHTOB C JIBYCTOPOHHUM CTE€HO30M IIOYEYHBIX apTepuil WM CTEHO30M
apTepuy €JMHCTBEHHOM MOYKHU MpH JeuyeHuu uHruouropamu AlID nHabmoganochk moBbllIeHHE
KOHIIGHTPAllMM MOYEBHMHBI B KPOBHM W KpEaTWHUHA B CBHIBOPOTKE KpOBHU. V3MeHeHUs: 0OBIYHO
HOCWJIM OOpaTHMBIM XapakTep, W IMOKa3aTedd BO3BPALIAIUCH K MCXOJHBIM 3HAYCHMSM IOCIE
MIPEKPAIICHUS JICUCHNUS.

JlanHbIil  XapakTep W3MEHEHW Haumboliee BEPOATCH Yy TMAIMEeHTOB C  IMOYEYHOU
HEJ0CTATOYHOCTBIO.

Ipenapamol 1umus

He pexkomenayercs OJHOBpEMEHHOE NPUMEHEHHE TIpernaparoB JMTHUS, DJHAlanpuwia u

TUYPETUKOB (cM. pasnen 4.5.).



Tunepxanuemuss (cMm. moxapasznen «KanmiicOeperaronue IUYypeTHKH, KaduHCOAEpKaIINe

MUIICBbIE JO0ABKM WM JPYTHE JICKAPCTBEHHBIE TpEnaparbl, CIOCOOHBIC YBEINYUBATH
coJiepaHue Kallus B CBIBOPOTKE KPOBU» pasnena 4.5.)

Puck pa3BuTus runepkaiueMuu HAOMIOAAETCA MpPU TOYEUHOM HEJO0CTaTOYHOCTH, CaxapHOM
nuabere, a TaKKe IPU OJHOBPEMEHHOM IPUMEHEHUHU KajuiicOeperaroomux IUypeTUKOB
(Hanmpumep, CIIUPOHOJAKTOHA, TUIEPEHOHA, TPUAMTEpPEHa WM aMUJIOpHUa), KAIMICOAep KaIuX
MUIIEBBIX  J00ABOK, KAIMICOACPKAIMMUX 3aMEHUTENCH MHUIIEBOW COJMM WM JPYTHX
JICKapCTBEHHBIX IPENapaToB, CIOCOOHBIX YBEIMUMBATH COJEPKAaHUE KaIUsi B CHIBOPOTKE KPOBU
(Hampumep, Tpemaparbl, cojaepxkamue TpumeTonpum). I[IpuMmeHneHue KanuiicomepxKamux
MUIIEBBIX JT00ABOK, KaJdUHCOEperarwimux AUYPETUKOB, KAIMUCOJAEPKAIIUX 3aMEHUTENEH
MUIIEBON COJIM WJIM IPYTUX JIEKAPCTBEHHBIX IIPEMapaToB, CIIOCOOHBIX YBEIIMUYUBATH COICPKAHUE
Kaliusi B CHIBOPOTKE KPOBU (HampuMep, MpemnapaThl, cofeprKaliue TPUMETONPUM), OCOOCHHO Y
MAIMEHTOB C HapyIlIeHHeM (QYHKIMHM MOYEeK, MOXET MPUBECTU K 3HAUYUTEIHHOMY YBEIUYCHHUIO
COJIEpXaHUsl Kaiusi B CHIBOPOTKE KPOBH. [HIlepKamueMus MOXKET MPUBOAUTH K CEPHE3HBIM,
WHOTJ]A CMEPTEIbHBIM, apuUTMUsAM. [IpH HEOOXOAMMOCTH OJHOBPEMEHHOTO IPUMEHEHUS
npenapata DHan-HJI ¥ mepeynclieHHbIX BBIIIE JIEKAPCTBEHHBIX CPEACTB CIIEAYeT COONI0AaTh
OCTOPOKHOCTb U PETYJISIPHO KOHTPOJIUPOBATH COEPKAHUE KAJIUsl B CBIBOPOTKE KPOBH.

JleT’ ¥ MOJAPOCTKH

be3onacHoCcTh TPUMEHEHUS y AETEN U MTOAPOCTKOB HE YCTaHOBJICHA. JJaHHBIE OTCYTCTBYIOT.

BcnoMorarenbHEIE BEIIECTBA

Jlakmo3svl monozcuopam

[TanmeHTaM € peako BCTPEYAOUIEHCS HACIEACTBEHHOM HENEPEHOCHMMOCTBIO T'aJIaKTO3BI,
Jne(UIIUTOM JIaKTa3bl WIK TIIOKO30-TaJaKTO3HOM ManbaOcopOIueil He cieayeT NpUHUMATh 3TOT
npemnapar.

Hampuu

Jannslit npenapat conep:xut MeHee 1 Mmoib Hatpus (23 Mr) Ha 1 TabneTky, TO €CTh, 10 CYTH,
HE COJEPKUT HATPUSI.

4.5. B3auMmopeiicTBHe ¢ APYrMMH JeKAapCTBEHHBIMH MNpenapaTaMd MW JApyrue BHIbI
B3aMMOJEHCTBUI

TI'uapoxsiopoTrasug

Mosker HaOMIOAaThCS B3aUMOJICHCTBHE C THAPOXJIOPOTHA3HAOM TIPH OJHOBPEMEHHOM
MPUMEHEHUHU C HUKENIEPEUNCIEHHBIMU JICKAPCTBEHHBIMU CPEJICTBAMM.
MuopenakcaHTbl HEACTIONSIPU3YIOIIETO THITA JEHCTBHUS (HarpuMmep, TyOOKYpapHuH) — BO3MOXKHO

ycuieHue 3¢ dhekTa MUOPETaKCaHTOB.
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OraHoi, 6apOUTypaThl, HAPKOTHUYECKHE AaHAIBIETUKU MOTYT IMOTEHIMPOBATH PHUCK Pa3BUTHUS
OPTOCTAaTUYECKOW TMIIOTEH3UH.

['unornukeMuyeckue cpeincTBa (Uisi MpuemMa BHYTPb M HMHCYJIMH) — MOXET MOTpeOoBaTbcs
KOPPEKLHs O3Bl TMIIOTTIMKEMUYECKUX CPENICTB.

KosectupaMMH M KOJE€CTUION — B INPHUCYTCTBUM AHUOHHBIX OOMEHHBIX CMOJI BCAChIBaHHE
TUAPOXJIOpoTHaZua Hapymaercsa. KonectupaMuH M KOJECTUIION B Pa30BOM J03€ CBS3bIBAIOT
TUAPOXJIOPOTHA3U] M YMEHBIIAIOT €r0 BCACBIBAHUE B JKEIYJOUYHO-KHUILIEYHOM TpakTe Ha 85 % u
43 % COOTBETCTBEHHO.

Koprukocrepousbl, aJApeHOKOPTUKOTPOIIHBIH TOPMOH (KOPTUKOTPONHH) — BBIPAXKEHHBIE
AJIEKTPOJINTHBIE HAPYLIEHMSI, B YACTHOCTH, PUCK PA3BUTHUS TUIIOKATHUEMHUH.

[Ipeccopubie aMuHBI (HapuMep, SMMHEPPUH) — BO3SMOXKHO CHIDKEHHE BBIPQ)KEHHOCTH OTBETA Ha
BBEJICHUE IIPECCOPHBIX AMUHOB, HO HE MCKIJIIOYAIOLIEE BO3MOMKHOCTb MX OJIHOBPEMEHHOIO
IIPUMEHEHHUS.

[Tpenapatsl, yBenuuuBatouie uarepsan QT (Hanpumep, XUHUAMH, IPOKAaMHAMMJI, aMHUOJAPOH,
COTaJI0J1) — MOBBIIIEHUE PUCKA PA3BUTHSI MUPYITHOU KEJTyAOUKOBOM TaxUKapIUu.

CepaeuHble INIMKO3UbI — TMIIOKAJIMEMHS MOXET IOBBIIIATh YyBCTBUTEIBHOCTh WA YCHIIMBATh
PEAKIIMIO CO CTOPOHBI Cep/illa Ha TOKCHUECKOE BO3IEHCTBUE CEPICUHbIX INIMKO3UI0B (HallpuMep,
YBEJIMUYEHHUE JKEITYJOUKOBOI BO30OYAMMOCTH).

[lepeno3upoBKa «IMETIEBBIMU» JUYpETHKaMU (Hampumep, GypocemMuaom), KapOEHOKCOIOHOM,
CJIa0UTENbHBIMU CPEACTBAMHU — THJIPOXJIOPOTUA3UI MOKET YBEIUYUTh MOTEPI0 Kalus U (WiIH)
Marsusi.

[Mutocratuku (Hampumep, nukiIodpochamMua, METOTpeKcaT) — THA3UIbl MOTYT CHHXXATb
HKCKpPELUIO TOYKaMU IIMTOTOKCHMYECKHMX IpPEnapaTroB M YCHINMBATh UX MHEJIOCYIPECCUBHbBIE
3P PEKTHI.

HIIBIT (Bkirouas muruburopsr 1{OI-2) — y Hekoropeix mnamuentoB HIIBIL, B Tom uymcie
cenekTuBHble MHrHOUTOpHl L{OI'-2, MOryT cHMXaThb NUypeTUYEeCKUl, HATPUIlypeTHUeCKUd u
AQHTUTUIIEPTEH3UBHBIA 3()PEeKT TUYPETHKOB («IIETIEBBIX» IUYPETUKOB, KanuiicOeperaronmx
JTUYPETUKOB U THA3UA0B). B CBs3M ¢ 3TUM IpH OJJHOBPEMEHHOM NPUMEHEHUH Ipernaparta JHarm-
HJI u HIIBII, Bkmtouas unrubutopsl L[OI'-2, HeoOXoauMO THIATENbHOE HAOIIOEHUE 3a
MAIUEHTOM JTsI OTIPEACIICHUS] HATMYHS KETAeMOTr0 TUyPETHIeCcKoro ¢ dexTa.

OHaJIanpun

MokeT HaOm0aThCsl B3aUMOCHCTBUE C DHAJANPHIOM NPH OJHOBPEMEHHOM IMPUMEHEHHH C
HWKETIEPEUNCIEHHBIMU JIEKAPCTBEHHBIMU CPEICTBAMHU.

Kanuiicoepecarowyue  ouypemuku, kanuticooepoicawue nuujegvle 000asku uiu  opyaue

JleKkapcmeeHHbvle npenapamaol, cnocobHbvie yeeaudueamsv codepofcanue Kaiusl 6 Cbl6OpOmMKe Kposu
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Nuru6utoper AII® ocmabnstoT BBI3BAaHHYIO AWUYpPETHKAMH TMOTEpo Kanusa. [IpumeHeHue
KanuiicOeperaronmx TMypeTUKoB (HapuMep, CIUPOHOIAKTOHA, IIJIEPEHOHA, TPUAaMTEpPEeHa MU
aMHIJION]Ia), @ TAKXKe KaIMHCOIEpKaIlUX MHIIEBBIX J100aBOK, KaTHICOAEPKAIIUX 3aMEHHUTENIEH
NUIIEBOM COJIM, WM JPYTUX JIGKAPCTBEHHBIX IMPENapaToB, CIOCOOHBIX YBEJIWYUBATh
coJlep’KaHue Kallus B CHIBOPOTKE KPOBU (HAIpUMep, MpernapaTsl, COAEpKalUue TPUMETOIPUM),
MOJKET MPUBECTU K 3HAYUTEJIHbHOMY IOBBILIEHUIO COAEPKAaHMsI Kallus B ChIBOPOTKE KpoBH. [Ipu
HEOOXOJUMOCTH OJHOBPEMEHHOIO NPUMEHEHHs »HHAIANpPWIa U IEPEYUCICHHBIX BBIILIE
KaJTUHCOepKallMX WM CIIOCOOHBIX YBEIMYMBATH COJEp)KAHUE Kallusl MpEenaparoB CIEAyeT
coOr0AaTh OCTOPOKHOCTh M PETYJSPHO KOHTPOJIHPOBATH COJIEP)KaHUE Kalusi B CHIBOPOTKE
KpoBu (cM. pazzaen 4.4.).

Kanuiinecoepezarowue (muazuomnsie unu «nemiesviey) Ouypemuxu

JleyeHue BBICOKMMH J03aMH JUYPETUKOB, MPEALISCTBYIOIIEEC HAYaly TEpaluy SHATIAIPUIIOM,
MOJKET TMOBJIE€Yb 3a COOOW CHIDKeHHE oObeMa IUPKYJIUPYIOLIEH KpPOBH M PHUCK Pa3BUTHUS
aprepualibHON THmoTeH3uu (cMm. pasnensl 4.2., 4.4.) T'unorensuBHBIE YP(HEKTHI MOTYT OBITH
YMEHBIICHBI IyTEM NpeKpamleHusl IpueMa JUypeTHKa, BOCHOJIHEHUS OOBbeMa JKUIAKOCTH WIIH
yYBEJIMUYEHUS TOTPEOICHUS CONH.

IIpenapamul 3010ma

CHUMITOMOKOMITIIEKC (HUTPATOINOJ00OHbBIE pEaKll), BKIIOYAIOIINN «IIPUJIMBBD) KPOBU K KOXKE
JuIa, TOLIHOTY, PBOTY M apTEepHAIbHYIO THUIIOTEH3UIO, HAOMIOAANCS B PEAKUX CiIydasxX MHpu
OJTHOBPEMEHHOM MPHUMEHEHMH MpenapaToB 30JI0Ta JJs MapeHTEepaIbHOro BBEIEHUS (HATpUS
aypotuomainar) u uHruouTopoB AIID, BKiIrOYas SHANAMIPHIL.

Tpuyuxnuyeckue AHmMuoenpeccaHmol/HetporenmuKu/cpedcmaa onsl obweti
anecmesuu/HapKomuieckue cpeocmea

OnHOBpeMEHHOE NMPUMEHEHHE HEKOTOPBIX CPEeICTB Ul OOIIel aHecTe3uH, TPULMKIMYECKHX
AQHTUJEIPECCAHTOB M HEUPOJIENTUKOB ¢ MHruoutopamu AIID MoxeT NMpUBECTH K YCHUIICHUIO
aHTUTUNIEPTEH3UBHOTO Y dekTa (cMm. pazaen 4.4.).

Omanon

OTaHOJ yCUIIUBAeT aHTUTUIIEPTEH3UBHOE JIelicTBUEe HHTHOUTOPOB ATID.

Ayemuncanuyunosas KUcioma, mpomoorumuky u 6ema-aopeHod10Kamopbsl

OHajanpuia MOXHO NPUMEHSITh OJHOBPEMEHHO C aleTUJICATUIUIOBON KUCIOTOW (B KauecTBe
aHTHArperaHTHOro Cpe/cTBa), TPOMOOJIIUTUKAMHU U OeTa-aApeHO0I0KaTOpaAMH.
Cumnamomumemuxu

CHUMNaTOMUMETHUKH MOTYT CHUXKATh aHTUTHIIEPTEH3UBHBIN 3P dexT nHruouTopoB AllD.

Tunocnuxemuueckue cpe()cmea
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ONUAEMHOJOTHYECKHE  UCCIENOBAHMS  IOKAa3aIM, 4YTO OJHOBPEMEHHOE  IPUMEHEHUE
uHruouTopoB AII® M runoraMKeMu4eckux CpeAcTB (MHCYJIMHA, TUIIOTIMKEMUYECKUX CPEICTB
JUIA TIpYeéMa BHYTPh) MOXET YCHJIUTHh THIOTIMKEMHYECKHH S(PQEKT IMOCIEAHUX C PUCKOM
pa3BuUTUA TUNOTrNUKeMuu. JaHHbli (heHOMeH, Kak MpaBWio, Haubojiee yacto HabmOJalICcid B
TE€YEHHE IEPBBIX HEAeNb KOMOMHHUPOBAHHOW TepamnuH, a TakKe y MAlMEeHTOB C HapylIeHHEM
(GyHKIMU TOYeK. Y TAIMEHTOB C CaxapHbIM JUA0ETOM, NPUHUMAIOIIUX THUIOTIIMKEMHUYECKUe
CpeacTBa JJid IpUeéMa BHYTPb WM UHCYJIMH, CIEAYeT PEryJspHO KOHTPOJIUPOBAThH
KOHIEHTPALUIO TJIIOKO3bl KPOBH, OCOOEHHO B TEUYEHHME IEPBOTO Mecsla OJHOBPEMEHHOIO
npuMeHeHus ¢ uaruoutopamu AIlO.

Hneubumopor mTOR (mammalian Target of Rapamycin — muwens panamuyuna 6 kiemxax
MaeKonumaowux) (Hanpumep, MemMcupoIuMyc, CUpOIUMYC, I8EPOIUMYC)

Y nanueHToB, MPUHUMAKONMIUX OJHOBpeMeHHO HMHruoutopbl AII® u unruburopsr mTOR,
Ha0JII01AJIOCh YBEIUUCHHE PUCKA aHTHOHEBPOTHYECKOTO OTeKa (cM. pasmaen 4.4.).

Hneubumopwl netimpanvrou snoonenmuoazvl (HII1)

Coo0manoch O TMOBBIIIEHHOM pPHCKE pa3BUTHUS AHTMOHEBPOTHUYECKOTO OTEeKa TpHU
OJIHOBPEMEHHOM TmpuMeHeHuu uHruOutopoB All® ¢ paunekagotpuiaoM  (MHTHOUTOP
SHKe(]anuHa3bl, IPUMEHIEMbIH IS JICUSHUS] OCTPO AHAPEN ).

[Ipu oxHOBpeMeHHOM mpuMeHeHUH UHTrHOuTOopoB AIID ¢ nexkapcTBEHHBIMH Ipenaparamu,
COJlepKallUMM  CaKyOMTpunl (MHTMOMTOp HENpPWIM3HWHA), BO3PAaCTaeT pHUCK pPa3BUTHUS
AQHTMOHEBPOTUYECKOTO OTEKa, B CBSI3M C YEM OJHOBPEMEHHOE IIPUMEHEHHE YKa3aHHBIX
npenapaToB npoTtuBonoka3zaHo. Muruburopsr AII®D cienyer HazHayaTh HEe paHee, 4eM depe3
36 gacoB 1mocie OTMEHBI penapaToB, CoAepKamx cakyouTpmi. [IpoTuBonokasano Ha3HaYCHHE
[IPenapaToB, CoAepKallUX CaKyOUTpUII, MallMeHTaM, MojydaomuM HHruourops! AI®, a takxke
B TeueHHe 36 4yacoB mocjae OTMEHbl HHTHOuTOpoB AIID.

Bunoaznunmun

Y mnauueHToB, MNPUHUMAIOUIMX OJHOBpeMEHHO HHruobutropsl All® u BUIZArIUNTHH,
HaOJIOIAJIOCh YBEIMYCHHE PHUCKA Pa3BUTHS aHTHOHEBPOTUUYECKOTO OTeKa (cM. pazaen 4.4.).

KOM6I/IHaHI/I$I THAPOXJIOPOTHA3H a4 M SHAJIalIpujia

Hpyaue cunomensugnvle cpeocmea
AnauTuBHBIN 3(PPEeKT MOoKeT HabII0IaThCS MPU OJHOBPEMEHHOM NPHUMEHEHUH 3Hajanpuia u
JIPYTOil THITOTEH3UBHOM TE€paANUU.
OnHOBpeMEHHOE TNPHUMEHEHHE »JHalanpuia ¢ OeTa-aapeHOOIOKaTOpaMK, METHIIIONON Wiu
OnmokaTopaMu  «MEUICHHBIX»  KaJbIMEBBIX  KAHAJIOB  IMOBBIIAJIO  BBIPAXKEHHOCTh

AHTUTUTNIEPTEH3UBHOTO 3P dekTa.
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OmHoBpeMEHHOE TpPUMEHEHHWE DJHajampwia ¢  anbda-, OeTa-aapeHoOsIoKaTopaMu U
raHrMo0JI0KaToOpaMy JOKHO MTPOBOAUTHCS MO/ TIIATEIFHBIM BpadyeOHBIM KOHTPOJIEM.
OpnHoBpeMeHHOEe npuMEHeHHe npenapara OnHan-HJI ¢ HuTpornmuuepuHoM, ApyruMHU
HUTpOIIpenapaTaMy UM IpyTMMHU Ba30JWIaTaTOPAMU YCHUIIMBAET AaHTUTUIIEPTEH3UBHBIN 3(PPEKT.
Hsotinas 6roxkaoa peHun-aHeUOmMen3UH-anib00CMeEPOHOBOL CUCTNEMb]

Boiinas 6nokama PAAC c mpumenenuem APA Il, unaruburopo AIlD wnm amuckupeHa
(MHrMOUTOP pEeHMHAa) acCOLMHPOBAHA C IIOBBIIIEHHBIM PHUCKOM DAa3BUTUS apTEepHAIBHOU
TUIIOTEH3UH, 00MOpOKa, MMIEPKAIMEMUH U HapyLIEHUH (YHKLIMU MOYeK (B TOM 4HUCIIEe OCTPOM
IIOYEYHOHW HEJ0CTaTOYHOCTH) IO CpaBHEHUIO C MoHoTepanueil. HeobGxomuMm peryssipHbiit
KOHTpoib AJl, (QyHKIMM TOYEK M COAEPKAaHUS OJIICKTPOJIMTOB B KPOBH Yy TMAIMEHTOB,
IPUHUMAIOIINMX OJHOBpeMeHHO mnpenapar OHan-HJI u npyrue nexapcTBeHHbIE CpPEJICTBa,
Brusitone Ha PAAC. OnHoBpeMeHHOEe npuMeHeHrne UHruoutopoB AIID ¢ amuckupeHOM WU
IMCKHUPEHCOIepKAIMMU [IperapaTaMy IPOTUBOIOKA3aHO Y MAIMEHTOB C CaXapHbIM AHa0eTOM
U (WIM) ¢ yMEpEeHHbIMM WM TsOKEJIbIMU HapylmieHusMu ¢(ynkuun noyek (CK® wmenee
60 mi/mun/1,73 M2 IIOIIAM HOBEPXHOCTH Tela) U HE PEKOMEHIYETCs Y APYTHX HAIlHEHTOB (CM.
pasznensi 4.3., 4.4.).

OpnHoBpeMeHHoe npumMeHenue uHruoutopos AII® ¢ APA Il mpoTuBoIOKa3aHo y MalHEHTOB ¢
nrabeTuYeckoi HedpormaTuel 1 He PEKOMEHIyeTCs Y IPYTUX MalueHToB (cM. pasnen 4.3.).
IIpenapamol aumus

Huyperuku u uHru6uropsl AII® CHIXKAIOT BbIBEIEHUE JIMTHS MOYKAMH M YBEIUYHBAIOT PUCK
pa3BUTUs JUTHEBOM HWHTOKCHKanuu. OIHOBpEMEHHOE IpUMEHeHHMe Ipenapata OHan-HII u
IpernapaToB JUTHUs He pekoMmeHayetcs. [lepen mpuMeHeHHeM IpenapaToB JIUTHS HEOOXOJUMO
03HAKOMUTHCS C MHCTPYKIIHUEN IO MPUMEHEHHIO IaHHBIX IPEeraparoB.

Hecmepouonvie npomugosocnanumenvhvie npenapamol (HIIBII)

HIIBII, B ToM uncie ceneKTUBHbIE HHIHUOUTOPHI IuKI0oKkcureHassl-2 (L{OI-2), MoryT cHuxarthb
sbdeKkT  AUYpeTHKOB M JAPYTUX  TUIOTEH3MBHBIX  CpelacTB.  BcemeactBue — 3toro
AHTUTUIIEPTEH3UBHBIN 3(dexT aHTtaronucroB peuentopoB anruoreHzuHa Il (APA 1) wu
uHruoutropoB AIID moxer ObITh OcnabieH npu ogHoBpeMeHHOM npumenenuu ¢ HIIBIL, B Tom
qucIIe ¢ CeeKTUBHBIMU HHTHOUTOpamu L1OI'-2.

Y HEKOTOpBIX MALMEHTOB C HapyLIeHHEM (PYHKIHMH MMOYEK (HalpuMep, Y HaleHTOB MOKUJIOro
BO3pacTa WU NAIMEHTOB C O0O0E3BOKMBAHHMEM, B TOM YHCJIE NPUHUMAIOLIUX JUYPETUKH),
nonydatomux Tepanuto HIIBII, B ToM wumcie cenektuBHbIMH uHTHOUTOpamu [[OI'-2,
onHoBpemenHoe npumenenne APA |l unun uarnOutopoB AII® MokeT BBI3BAaTh JalbHEHIICEe

yXyAlleHue QYHKIMH MOYEeK, BKIIOYasi pa3BUTHE OCTPOM MOYEYHOU HEAOCTAaTOYHOCTH. [laHHBIE
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3 dexTh 00BIYHO 00paTUMBI, TTOITOMY OJHOBPEMEHHOE MPUMEHEHHE JAaHHBIX JICKAPCTBEHHBIX
CPEJICTB JIOJKHO IMPOBOJIUTHLCS C OCTOPOKHOCTHIO Y TIAIIMEHTOB C HapyIIeHneM (yHKIIUU TOYeK.
4.6. ®epTHIBHOCTD, 0€PEMEHHOCTD U JAKTALMS

bepeMeHHOCTB

[Ipumenenue mnpenapara OuHan-HJI Bo Bpemst OepeMEHHOCTH TPOTHBOIIOKa3aHo. [Ipu
JTUATHOCTHPOBAHUHM OepeMEHHOCTH mpueM mpemapata JHan-HJI pomkeH ObITh HEMEIJICHHO
MPEKpaIeH, €CIM TOJhKO MpUEM Mpernapara HE CUYUTACTCS JKU3HEHHO HEOOXOJMMBIM s
MaTepHu.

Tuopoxnopomuasuo

Cy1ecTByeT OrpaHUYCHHBIN OIBIT TPUMEHEHUSI THAPOXIOPOTHA3HIA BO BpeMsi OEpEMEHHOCTH,
0COOEHHO B MEpBOM TpuMecTpe. ['uapoxnopoTuazusl NIpoHUKAET Yepe3 IUIaleHTapHbIi Oapbep.
Ha ocHoBe (apMakoiaoru4eckoro MexaHusMa JIEHCTBUS THAPOXJIOPOTHA3HIA MOXKHO CJENaTh
BBIBOJI, UTO €r0 NMPUMEHEHHE BO BPEMsI BTOPOIO U TPETHETO0 TPUMECTPOB MOXKET MPUBECTH K
HapyHICHUIO (heTOIUIANCHTApHOW NIep(y3Un U BhI3BaTh Y HOBOPOXKJACHHOTO Takue (P PEKThI, KaK
JKEJTyXa, HapyllIeHHuEe BOJHO-3JIEKTPOJIUTHOIO OajlaHca U TPOMOOLIUTOIIEHHUS.
['unpoxiopoTnasus; HE JAODKEH MNPUMEHSAThCS Uid  JIeYeHHs] TECTAallMOHHOTO  OTeKa,
TeCTallUOHHOW apTepUaNbHONW THUIEPTEH3UU WIH MPEIKIAMIICUU, IOCKOJIBKY 3TO MOMKET
npuBectd kK cHmwkeHnto OILK wu mnnmanentapHoit mnepdy3un  0€3  MOJOKUTEITBHOTO
TepaneBTUYeCKoro ddexra.

['unpoxynopoTnasus He JOHKEH MPUMEHSTHhCS ISl JICYCHUS apTepUaNbHON TUIMEPTEH3UH Y
OepeMEeHHBIX 3a HUCKIIOYEHHEM pPEIKHX CIy4yaeB, KOrJa HEBO3MOXHO MPHUMEHEHHE Ipyroi
Tepanuu.

Het nanHbBIX 0 BO3MOXXHOCTH BBIBEICHHSI THIPOXJIOPOTHA3UIA U3 KPOBU HOBOPOKICHHOTO.
Ouananpun

B omyOnukoBaHHBIX pe3yJabTaTaX PETPOCIEKTHBHOTO SIUIEMHOIOTHYECKOTO HCCIEI0BaAHUS
HOBOPOXKJCHHBIX, MaTepHd KOTOPBIX MNPUHUMAIH WHTHOUTOpHl AII® B TedeHHE MEpBOTO
TpuMecTpa O0epeMEHHOCTH, OTMEYAJICS TOBBIIICHHBIM PUCK Pa3BUTHS CEPhE3HBIX BPOXKIECHHBIX
MOPOKOB Pa3BUTHSI IO CPABHEHHIO C HOBOPOXIECHHBIMH, YbW MAaTE€pH HE MPUHUMAIN
uHruOuTopel AII®D B TeyeHwe mepBoro TpumecTpa OepeMeHHOCTH. KonmuecTBo ciydyaeB
BPOXXJICHHBIX JE(PEKTOB OBUIO HU3KHMM, W PE3yibTaThl JTaHHOTO HCCJIEAOBAHUS HE OBUIH
MTOBTOPHO MTOATBEPIKICHBI.

Wurubutopsl AII® MoryT BbI3bIBaTh 3a00J€BaHUE WM THOETh IUIOAA WU HOBOPOKICHHOTO
[IpU IPUMEHEHUU MX OEPEMEHHBIMU BO BPEMsI BTOPOTO M TPETHETO TPUMECTPOB OEPEMEHHOCTH.
[Ipumenenne wuHTHOMTOpOB AIID B mgaHHBIE TEPHOIBI COMPOBOXKAAIOCH OTPUIIATECIHHBIM

BO3/ICIICTBMEM Ha IUIOA M HOBOPOXKIEHHOIO, KOTOpOE MPOSBISUIOCH B BUIE apTepUaibHON
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TUIIOTEH3HH, TOYE€YHON HEJOCTaTOYHOCTH, TUIEPKAIMEMUH U (MJIM) TUIOIUIa3HM KOCTEeH dyepena
y HOBOpPOXJIEHHOro. Taike cooOIanoch O HEIOHOMIEHHOCTH, 3aJepKKe BHYTPHYTPOOHOTO
pasBUTHS IUIOJAa M HE3apalleHnu aprepuainbHoro (boramnoBa) mpoToka, 0JHAKO HESICHO, OBLIH
JIY OTH CIIy4au CBSI3aHbI C ACHCTBHEM HHTHOMTOPOB AIID.

Bo3M0kHO, pa3BUTHE OJIMTOIMIPAMHUOHA IPOUCXOAUT BCIIEACTBUE CHUXKEHUSA (QYHKIMU IOYEK
10/1a. DTO OCIIOKHEHHE MOXKET MPHUBOJUTH K KOHTPAKType KOHEUHOCTEH, AedopMariii KocTei
yepena, BKJIIOYas €ro JIMLEBYIO 4acTb, TMIIOIUIA3MM JIETKUX IUloAa. /laHHBIE HexenarenbHbIe
3¢ (dexThl, 0-BUIUMOMY, HE SIBIISIOTCS PE3yJbTATOM BHYTPUYTPOOHOTO JI€HCTBUS MHTMOUTOPOB
ATI®D Bo BpeMs mepBoOro TpuMecTpa 6epeMEeHHOCTH.

PyTuHHOE mnpHMEHEHHE AMYPETUKOB BO BpeMsi OEpEMEHHOCTH Yy 3/0POBBIX MKEHIIMH HE
pEKOMEHAYeTCs, MOCKOJIbKY IOJBEpraeT MaThb M IIJI0JI HEHYXXHOW OIACHOCTH, a MMEHHO —
Pa3BUTHIO SMOPUOHAIBHOM KENTYXH U )KEIATYXHU HOBOPOXKIECHHBIX, TPOMOOIIUTONICHUN U IPYTUX
BO3MOYKHBIX HEXEJIAaTeIbHbIX PEAKLUI, KOTOPbIE HAOIIOJAINCH Y B3POCIIbIX HAllUEHTOB.

[Tpu Haznauenuu npemnapara JHan-HJI Bo BpeMs GepeMEeHHOCTH HEOOX0IUMO WH(POPMHUPOBATH
NAUEHTKY OTHOCUTEJIPHO MOTEHIMAJIbHOTO pUCKa A Iulofa. B Tex penkux ciydasx, Korga
IpUMEHEHHeE IpenapaTa BO BpeMsi 0epeMEHHOCTH CYMTAeTCsl HEOOXOAUMBIM, CIIEAyeT IPOBOAUTh
HEpUOJIMYECKOe YIbTPAa3BYKOBOE OOCIEeOBaHME JUIsI OLIEHKM MHJEKCa aMHHMOTHYECKOU
KUAKOCTU. B ciayuae BbISBIEHMS B XO/€ YJIbTPa3BYKOBOI'O OOCIIENOBaHMS OJIMTOTHMAPAMHUOHA
HEoOXOUMO NpPEeKpaTuTh npueMm mpenapara DHan-HJI, ecnu Tonpko mpuem mnpemnapata He
CUMTAETCs KU3HEHHO HEOOXOAUMBIM Ul MaTepu. TeM He MeHee, U NallMeHTKa, U Bpay JOJKHBI
3HATh, YTO OJUTOTUAPAMHUOH Pa3BUBAETCS IPU HEOOPATHUMOM MOBPEXKICHUH TLI0A.

Eciu nHa ¢one nmpuema unHruOutopoB AIID Bo Bpemsi OepeMEHHOCTH HAONIOAAETCS Pa3BUTHE
OJIMTOTHIPAMHUOHA, TO B 3aBUCHMOCTH OT CpOKa O€pEMEHHOCTH JI OLIEHKH (PYHKIIMOHAIBHOIO
COCTOSIHUS TUIOAA MOKET ObITh HEOOXOIMMO MPOBEJIEHHE CTPECCOBOIO TECTa, HECTPECCOBOIO
TeCTa WK olpeJiesieHue 6Modu3ndeckoro npoduis mioja.

HoBopoxnennsle, ubu MaTepu npuHuManu npenapaT OHan-HJI Bo Bpemsi GepeMeHHOCTH,
JIOJIKHBI OBITH TIIATEIBHO OOCIIEIOBaHbl B OTHOIIEHUHU BBISIBICHUS apTepUAIbHON TMIIOTEH3HH,
OJIUTYPUU U THIEPKAIMEMHH. DHAJIANpPUI MPOHUKAET Yepe3 IUIaleHTapHbIi Oapbep. OH MOXeT
OBITh YaCTMYHO yJaJEH U3 KPOBOOOpAIIEHHs] HOBOPOXKAECHHOTO C MOMOIIBIO MEPUTOHEATHHOTIO
nuanusa. TeopeTuuecky OH TakKe MOXKET ObITh yAaJieH MOCPEICTBOM OOMEHHOTO MepesiiBaHus
KpPOBH.

JlakTanus

ITpumenenue npenapara DHan-HJI Bo Bpems rpy1HOro BCKapMJIMBaHUs IPOTUBOIOKA3aHO.
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OHananpuia U THa3UIHbIE TUYPETUKH BBLACISIOTCA C TPYIHBIM MOJOKOM MaTepH B CIIEIOBBIX
KosmdecTBax. B ciiyuae HeoOXxonuMocTu mpuMeHeHus npenapata DHan-HJI B nepuon rpynHoro
BCKapMJIMBaHHUA IMALIUCHTKA JOJDKHA MPCKPATUTL KOPMJICHUC I'PYABIO.

4.7. BausiHue HAa CMOCOOHOCTH YNPABJATHL TPAHCIOPTHBIMH CPeACTBAMH M PadoTaTh €
MeXaHU3MaMHu

IIpn ynpaBieHMHM TPAaHCHOPTHBIMU CpPEICTBAMM M MEXaHU3MaMHU CIEIyEeT Y4YUTHIBATh
BO3MO>KHOCTb Pa3BUTHsI FTOJIOBOKPY>KEHUsI UJIM cl1abocTH (cM. paszen 4.8.).

4.8. HexkennaTeibHbIe peakunu

Pesrome mpoduisg 6esonacHOCTH

[Ipenapar Ouan-HJI, xak mpaBuio, XOpomo MEPEHOCUTCA. B KIMHMYECKHX HCCIIETOBAHUAX
HEXeJaTelbHbIe PEeaklnu ObLIM, KaK IPaBWIIO, JITKUMH, MPEXOJAIIMMA M HE TpeboBaiu
MIPEPHIBAHUS JICUCHUSI.

TabanuHoe pE3I0OMe HeXKeIaTeIbHBIX PeaKIIUi

YacTtoTa BCTpEYaeMOCTH OTpEJCIICHA CICIyIOIMMM o0pa3oM: o4eHb 4wacto (= 1/10), gacro
(> 1/100, 1o < 1/10), Hewyacto (> 1/1 000, Ho < 1/100), peaxo (= 1/10 000, Ho < 1/1000), oueHn
penko (< 1/10000), wyacrota Heus3BecTHa (UCXOAS U3 HUMEIOIIUXCA JaHHBIX, YacTOTY
BO3HUKHOBEHHUS OIPEACTUTh HEBO3MOXKHO). HexemarenpHble peakiMu CrpyNIHPOBAHBI B

COOTBETCTBUHU C MOPSIIKOM Ha OCHOBaHUM CHUCTEMHO-OpraHHbIX KiaccoB (COK).

HOﬁpOKa‘leCTBeHHbIe, 3JOKAYE€CTBCHHBIC U HCYTOYHCHHDLIC HOBOOﬁpiBOBaHI/IH (BKJIIO‘laﬂ

KHUCTBI U l'[OJ'll/Il'lbI)

Yacrorta HEMEJIaHOMHBIN pak KoH (0a3anpHOKIeTOYHAas kKapunHoMma (BKK) u

HEU3BECTHA miockokyeTouHas kapuuHoMa ([TKK))*##*

Hapyme}mﬂ CO CTOPOHBI KPOBHA A JIHM(l)aTI/I‘IeCKOﬁ CHUCTEMBbI

Heuwacro aHeMus (BKJIFOYAs aluIaCTHYECKYIO U TEMOJUTHYECKYIO)

Penko HEUTPOTICHHUS, CHIDKEHHWE TEeMOIJIOOMHA, CHIDKEHHE TEeMaTOKpPHUTA,
TPOMOOIIMTONIEHUS,  arpaHyJoOlUTO3,  YTHETEHHE  KOCTHOMO3TOBOTO
KPOBETBOPEHUS, JICUKOTIEHUS, MAHIATOTIEHUS, numbaaeHonaTHs,

ayTOMMMYHHBIE 3a00JICBaHUS

JHAOKPUHHbIE HAPYLIEHHUA

Yacrora CHHJIPOM HEAJICKBATHOMN CEKPELIMHU aHTUINYPETUUECKOTO TOPMOHA

HCHU3BCCTHA

Hapymenusi MeTa00/1u3Ma M MATAHUS
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Yacto

THUIIOKAJIIMEMHUS, YBCIIMUCHUC KOHICHTPAUKU XOJCCTCPUHA U TPUTIIMLICPUI0B

B KPOBH, TUIIEPYPUKEMHUS

Heuyacro TUIOTIMKEMHUS (CM. pasnen 4.4.), THIOMarHueMusi, 000CTPEHHUE TCUCHHUS
noaarper®
Penxo MOBBIIICHUE KOHIIEHTPAIIUHU TIIFOKO3BI B KPOBU

Ouenb penko

rUnepKanbiuemMus (cM. pasaen 4.4.)

Icuxuyeckne HApyLIEHU S

Yacto JIeTpeccust
Heuacto OecCcOHHMIIA, TTOBBIIICHHAS! HEPBO3HOCTh, CHIKCHHE JTHOU 0™
Penxo HEOOBIYHBIC CHOBUCHHMSI, HAPYIICHHS CHA

Hapyme}mﬂ CO CTOPOHBI HepBHOﬁ CHUCTEMbI

Yacro rosioBHasi 00716, 0OMOpPOK, HU3MEHEHHUE BKyCa

Heuacto CIyTaHHOCTb ~ CO3HAaHUS,  COHJIUBOCTb,  IIApecTe3us,  CHUCTEMHOE
T'OJIOBOKPY>KEHUE/BEPTUTO

Penxo napesbl (10 IPUYMHE THITOKATUEMHH )

Hapyme}mﬂ CO CTOPOHBI OpraHa 3peHust

QOueHp 4acTo

HCYCTKOCTDb 3pUTCIILHOI'O BOCIIPUATHUA

Yacrora

HCHU3BCCTHA

OCTpast 3aKphITOYTOJIbHAS II1ayKOMa, OCTpas MUOTIHUSA, XOPHUOUTATbHBIN

BBITIOT

Hapyumenus co ¢

TOPOHBI OPraHa cJIyXa M JIJAGUPHHTA

Heuacto

IIyM B yIlIax

Hapyumenus co ¢

TOPOHBI cepana

Yacto

HAapyHICHUEC pUTMa CCpalid, CTCHOKApAUA, TaXUKapAud

Heuacto

OlLIyIIIeHHE cepAleOneHns, HPapKT MHOKap/ia WM UHCYIbT** (BO3MOXKHO,
BTOPUYHBIE N0 OTHOLICHHUIO K BBIPQKEHHOW apTepUaNbHOM T'MIIOTEH3UU Y

MaIMEeHTOB, OTHOCSIIUXCS K TPYIINE BBICOKOTO pUCKa (cM. pazzaen 4.4.))

HapyuieHust co CTOPOHBI COCYT10B

OueHp 4acTo

rOJIOBOKPY>KEHHE
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Yacto

BBIPAXXEHHOE CHIDKeHUE AJl, opTocTaTnyeckasi THIOTEH3US

Heuacto

KIIPUITUBBD»

Penko

cunapoM PeitHo

Hapymienusi co CTOPOHBI AbIXaTEJIbHOI CHCTEMbI, OPraHOB I'PYAHOM KJIETKHU CPeI0CTeHUs

OueHb yacTo Kareib

Yacto OJBIIIIKa

Heuacrto puHOpesi, 00JIb B TOPJIE, OXPHUILIOCTh, OpOHXO0CTa3M/OpOHXHaIbHAS aCTMa
Penko JIETOYHbIe WHOUIBTPATHI, PECIUPATOPHBIA JTHUCTPECC-CUHAPOM (BKITFOYAs

ITHEBMOHUT " OTEK JIETKHX), PHUHUT, aJUIepru4ecKui

QJIbBEOJIUT/203WHO(PUIIbHAS THEBMOHUS

OueHb peniko

OCTPBIN PECTMPATOPHBIA TUCTPECC-CUHIPOM (CcM. paznen 4.4.)

Kesryn04HO-KHIIEYHbIE HAPYIICHUS

QueHb 4acTo

TOIIHOTA

Yacrto nuapesi, 0011 B 00JIaCTH )KHUBOTA

Heuwacro KMILIEYHAsT HENpPOXOAUMOCTh, MAaHKpPEaTHT, pBOTA, MJMUCIENCHUS, 3amop,
aHOPEKCHUs, pa3ipakeHHe JKeNly/IKa, CyXOCTh CIM3UCTON 000I0UYKH MOJIOCTH
pTa, 3B )KeIyJKa U JBEHAaTUIIEPCTHON KUIIKH, METeOpu3M™

Penko CTOMAaTUT/aTO3HBIE SA3BBI, TTIOCCUT

OueHsb penko

UHTECTUHAIBbHBIN OTEK

Hapymemm CO CTOPOHDLI INEYCHH M KEJTICBLIBOASAIIIUX nyTeﬁ

Penxo

MNEeYCeHOoYHasd HEAOCTATOYHOCTH, HCKPO3 IMCYCHH (BOSMO)KHO C JICTAJIbHBIM

I/ICXO,Z[OM), renaTur (FeHaTOHCHHIOHHpHBIﬁ HNJIn XOHGCTaTI/I‘-IGCKI/II\/'I) ,

JKCIITyXa, XOJCHUCTUT (OCOGCHHO Yy MHnamueHTOB C JKETYHOKaMEHHOM

00JIe3HBIO B aHAMHE3€)

Hapymenus co ¢

TOPOHDbI KOKH U MOAKOKHBIX TKaHel

Yacto

KOXKHas CBIIb (3Kx3aHTEMA), peakiuu
TUIEPYyBCTBUTEIBHOCTH/aHTHOHEBPOTUYECKHIA OTEK: aHTHOHEBPOTHUYECKHUMA
OTEK JIMIIA, KOHEYHOCTEH, Ty0, S3bIKa, TOJIOCOBBIX CKJIAJIOK W/WUIM TOPTaHU

(cm. paznmen 4.4.)
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Heuacro IIOBBIIICHHOC ITOTOOTACIICHUCE, KO>KHBIN 3y, KpallMBHUILIA, aJIONICIUA

Penxo MHorogopMHas 3pureMa,cuHpom CtuseHca-/[)xoHcoHa,
9KC(OIMATUBHBIA JI€PMATUT, TOKCHYECKUN SIHUIAECPMAIbHBI HEKPOJIU3,
nyprnypa, o0OCTpeHHe TeUeHHs] KOKHOW KpacHOW BOJYaHKH, MEMQUTyC,

SPUTPOJIEPMHUS

Hapymenml CO CTOPOHBI MblmeqHOﬁ, CKeJIETHOM M COeMUHUTEIbHOM TKAaHU

Yacrto MBIIICYHBIE CyT10pPOry ™ **

Heuacro apTpairus*

Hapymennﬂ CO CTOPOHBI MMOYEK H MOYEBBLIBOAAIIINX HYTeﬁ

Heuacto HapyHICHUA (1)YHKI_II/II/I ITIOYCK, MoYCUHad HEAOCTATOUYHOCTD, ITPOTCUHYPHUA

Penxo OJIUTYpUSl, UHTEPCTHIUATBHBIA HEPPUT

Hapyuienust co cTOpoHbI PeNPOAYKTHUBHOI CHCTEMbI U MOJIOYHBIX KeJjie3

Heuacto OPCKTUJIbHAA I[I/IC(I)YHKI_[I/ISI

Penxo TMHECKOMACTHUA

OOmue HapylIeHUs U peaKIMU B MeCTe BBeACHUS

OueHp 9acTo ACTEHUA
Yacro 00Jb B TPY/IH, MOBHIIIEHHAS! yTOMIISIEMOCTh
Heuacro 4yBCTBO JUCKOM(DOpTa, TUXOpaaKa

JlabopaTopHble U HHCTPYMEHTAJIbHbIE JAHHbIE

Yacto TUIICPKATIMEMUS, YBCIIMYCHUC KOHICHTPAIUU CBIBOPOTOYHOI'O KPCATHHUHA
Heuacro IMOBBIIICHNEC KOHICHTPALIUH MOYEBUHEI B KPOBU, THIIOHATPUCMHUA
P CIKO MOBBINICHUEC  AKTHBHOCTH  «IICUCHOYHBLIX»  TpaHCAMHWHA3, YBCIIMYUCHUC

KOHIIEHTpaluu OMIMpyOUHa B CHIBOPOTKE KPOBU

* Habmroanuch TOJIbKO MU MPUMEHEHUH THAPOXJIOPOTHA3Uaa B 103ax 12,5 mr u 25 mr.

** Yacrota ciiydaeB Oblla CpaBHMMA C 4YacTOTOW, HAOMIOJABIIEHCS B KIMHUYECKUX
UCCIIEIOBaHMAX TPH NMpHEMe T1ane0o Wik Jpyroro rnpenapara CpaBHEHHUS.

*#% YacTple MBILIICUHBIE CYJOPOT'H HAOIIOJAIMCh IPH IPUMEHEHUH THAPOXJIOPOTHA3UAA B 033X
12,5 Mr um 25Mr, HeyacTbleé MbIIIEYHbIE CYAOPOrH HaOMIOJAINCh MpH MNPUMEHEHUHN
TUIPOXJIOPOTHA3H/IA B 103€ 6 MT.

*#%* Ha OCHOBaHMM MMEIOIIMXCS JAaHHBIX AMHUIEMHOJIOTHYECKUX MCCIIEJOBaHUHM, HA0II01a1ach

KyMyJITUBHAd O0303aBUCHUMaAsl CBA3bL MCKAY THAPOXJIOPOTHA3UAOM U HCMCIIAHOMHBLIM PAaKOM
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koxu (BKK u TIKK). Camoe GomnbIiioe ucciaenoBaHue BKIIOYATIO MOMYJIAINIO, COCTOSIIYIO U3
71533 cnyuaee BKK u 8629 cnyugaeB IIKK, coorBerctByrommux 1430833 u 172 462
YY9aCTHUKAM HCCJICIOBAaHUS B KOHTPOJBHBIX TPYIAX HACEICHHUS COOTBETCTBEHHO. BEICOKOE
KYMYJISITUBHOE TpuUMeHeHHe ruapoxiopornasuaa (=50 000 Mr) ObUIO acCOLMHPOBAHO CO
CKOppeKTHpOBaHHbIM OTHOmIeHueM maHcoB (OLI), paBuemm 1,29 (95 % AU: 1,23-1,35) nns
BKK u 3,98 (95 % AU: 3,68-4,31) nna IIKK. KymynstuBHas B3auMOCBS3b «J1032-OTBET»
Haomonanack kak st bKK, tak u gna IIKK. B apyrom nccnenoBanun Obula OlieHEHA CBSI3b
Mexnay pasButuem paka ryosl (IIKK) m BosaeiictBueM rumpoxiopoTuasumga: 633 cioyyas
pa3BUTHs paka ryObl ObLIH cormocTaBiieHbl ¢ 63 067 ydacTHUKaMU UCCIEA0BaHUS B KOHTPOJIBHOM
rpymme HaceneHus. KyMmynsaTuBHas B3aUMOCBSI3b «J103a-OTBET» ObLIAa MPOJEMOHCTPHUPOBAHA C
ydyeroM ckoppektupoanHoro OLI 2,1 (95 % JAW: 1,7-2,6) ang OOBIYHOIO NpPUMEHEHMS,
yBemmuuBiucs 10 OUI 3,9 (95 % [AU: 3,0-4,9) nns uatencuHoro npumenenus (> 25 000 mr) u
Ol 7,7 (95 % AU: 5,7-10,5) nnst camoii BeIcOKOM KymynsitTuBHON 10361 (> 100 000 mr).
Co001manocs 0 pa3BUTHH CUMITOMOKOMILIEKCA, KOTOPBIH MOXET BKJIFOUATh BCE MM HEKOTOPHIC
U3  CICNYIOIMX  CHMIITOMOB:  JIUXOPAAKYy, CEPO3UT, BACKyJIUT, MHAITHUIO/MUO3MNT,
apTPaITUIO/apTPUT, TMOJNOKUTEIbHBIA TECT HA aHTUHYKJIEApHbIE AaHTUTENa, YBEIHMYCHUE
ckopoctd ocenanus HdputpouutoB (COD), 303uHOGUIMIO M JEHKOUMUTO3. MOryT Takke
BO3HUKATH KOXHAS CHITb, POTOCCHCHOMITH3AIIHS U JPYTHE KOXKHBIC PEAKIIHH.

Coo011eHne 0 mMoI03pEBAEMBIX HEXKEIIATEIbHBIX PEAKIIHIX

Baxxno coo0mate 0 MOJ03peBaeMbIX HEXKENaTeNbHBIX pPEaKIUsIX I[OCle pPerucTparuu
JIEKapCTBEHHOTO Tpernapara ¢ 1elbio 00ecrneyeHnss HeMpPephIBHOIO MOHUTOPUHTA COOTHOIICHUS
«10Jb3a — PUCK» JIEKAPCTBEHHOIO Mpemnapara. MeauIMHCKUM pabOTHUKAaM PpPEKOMEHAYEeTCs
co001aTh O JIIOOBIX MOJ03pPEBAEMbIX HEXKENATEIbHBIX PEaKIUAX JEKapCTBEHHOTO Ipemnapara
yepe3 HallMOHAbHBIE CUCTEMBI COOOIICHUS O HEXENaTeNbHBIX PeaKIUsIX rOCyAapCTB — YICHOB
EBpa3uiickoro 53K0OHOMHUYECKOTr0 COI03a.

Poccuiickaa ®@eoepayus

109012, r. MockBa, CraBsiHcKast Tt . 4, cTp. 1

®denepanbHas city:x0a 1o Haa30py B cdepe 3ApaBOOXpaHEeHHUs

Ten.: +7 (800) 550 99 03

Anpec 311. moutsl: pharm(@roszdravnadzor.gov.ru

Be0-caiit: https://roszdravnadzor.gov.ru

Pecnybnuxa Benapyco

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

PecniyOnukanckoe  yHutapHoe —mpennpustue  «LleHTp 9SKcmepTM3 W UCHBITAaHWN B

3/IpaBOOXPAHEHUI
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Tenedon ornena papmakonaazopa: +375 (17) 242 00 29

@akc: +375 (17) 242 00 29

Anpec 31. mouTsl: repl@reeth.by, reeth@rceth.by

Be6-caiit: www.rceth.by

Pecnyonuxa Kazaxcman

010000, r. Acrana, paiton baitkonslp, yi. A. Umanosa, a. 13, BL] «Hypcayner 2»

PI'TI na [IXB «HaunoHanbHbI LEHTP SKCHEPTU3BI JICKAPCTBEHHBIX CPEJICTB U MEIULIMHCKUX
uznenuit» Komutera MemuIMHCKOTO H  (apMaleBTUYECKOro KOHTpoJisi MUHHUCTepCTBa
3npaBooxpaneHus Pecyonuku Kazaxcran

Ten.: +7 7172 235 135

Anpec 2. moutsl: farm@dari.kz

Be6-caiit: www.ndda.kz

Pecnybnuxa Apmenus

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

«Hay4HbI LEHTP AKCHEPTHU3Bl JICKAPCTB W METUIIMHCKUX TEXHOJIOTHH WMEHH aKaJeMHKa
3. 'abpuensHa»

Ten.: +374 60 83 00 73

Anpec 3. moutsl: admin@pharm.am, vigilance@pharm.am, letters@pharm.am

Beb6-caiit: http://www.pharm.am

Keipevizckasn Pecnybnuka

720044, Yyiickas obnacts, r. bumikek, yin. 3-1 Jlunus, 1. 25

JlemapTaMeHT JIeKapCTBEHHBIX CPEACTB U METUIIMHCKHUX H3/ICTHIA

Ten.: +996 (312) 21 92 86

Anpec s11. moutsr: dismi@pharm.kg

Be6-caiiT: www.pharm.kg

4.9. Ilepeno3npoBka

TI'uapoxsiopoTrasug

Haubonee yacto HaOMIOAATNCH CHUMIITOMBI, BBI3BAHHBIC MTOTEPEH AJIEKTPOIMTOB (TUIIOKATUEMUS,
TUIIOHATPUEMHUS], TUTIOXJIOPEMUsSI) U JAETUpaTalueil BCIEACTBUE Upe3MepHOro amypesa. Ecmu
paHee MPUMEHSUINCHh CEPACUYHBIE TJIMKO3HUIbI, BO3MOXKHO YCYTYOJICHHME TEUEHHUS apUTMHI
BCJIEICTBHE TMITOKAJIMEMUH.

DHaJlanpua

Haubonee xapakTepHbIMU CUMIITOMAMH TIEPEAO3UPOBKHU SIBISIFOTCSI BRIpAKeHHOE CHUKeHHe AJl,
HaYMHAIOMIeeCs MPUOIM3UTENBHO Yepe3 6 4acoB MOcie MpHUeMa Mpernapara OJHOBPEMEHHO C

omokanoit PAAC, u crynop. KoHneHTpanuu sHananpuiara B CBIBOPOTKE KPOBH, MPEBHIIAIONINE
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B 100 u 200 pa3 KOHIIEHTpAIMH, HAOTIOJAIONIMECS TPH MPUMEHEHUHU TEPAEBTUYCCKUX 103,
Bo3HUKanu nocie npuema 300 mr u 440 Mr 3Hananpuiia COOTBETCTBEHHO.

KOM6I/IHaI_[I/ISI TUAPOXJIOPOTHUA3UL + SHAIAIPUII

JlanHbIX MO crenu(UYecKord Teparuu Mepeqo3upoBKU HeT. JIeueHHe CHMITOMATHYECKOE |
nojepxuBaroriiee. [laiMeHT 10/DKeH HaXOIUThCS MO/ TINATEIbHBIM BpaueOHbIM HAOJIOICHHUEM,
Tepamus MpernaparoM J0/DKHA ObITh MpeKpaiieHa. PeKoMeHayeTcs IPOMbBIBAHHE KEIYIKa, SCIIU
npenapar IMpUHAT HCAABHO, a TaKXE JICUCHUC JCruJparanuu, HapymeHI/Iﬁ BOJHO-
JJIEKTPOJUTHOrO OajgaHca W apTepHalbHOW TUIOTEH3MH C [OMOIIBIO  CTaHIAPTHBIX
MepomnpusATHA.  PeKOMEHIyeMoe  JieueHHe  MEepEeIO3MPOBKU:  BHYTPUBCHHAs  MHQY3Hs
0,9 % pactBopa HaTpus XJOpUAa. OHAJANPUIAT MOXKET OBITh YJAJleH W3 CHCTEMHOTO
KPOBOOOpAIIEHUS] C MOMOIIBI0 remoauanu3a (cM. paznuen 4.4. «llauueHTtsl, HaxOsIIHecs Ha

TeMOJTHAITH3EY ).

5. ®APMAKOJIOTHYECKHUE CBOMCTBA
5.1. ®apmakoauHaMHYecKHe CBOIiCTBA
®dapMakoTepaneBTUYEeCKas TPYIIa: CpPeACTBa, ACHCTBYIONIME Ha PEHUH-AaHTHOTEH3MHOBYIO
CUCTEMY; WHTUOMTOPHI aHTHOTeH3WHIpeBpamjatomero ¢epmenta (AIlD), komOuHanuy;
uHruourtopsl AII® u nuyperuku
Koxg ATX: CO9BAO02
[Ipemapar Duan-HJI npencrasmsier coboit komOuHanuio uHruoutopa AIlID (sHanampuna) u
JMypeTuKa (THAPOXJIOPOTHAZHIA).
[Ipennapar Dnan-HJI obecrieunBaeT aHTUTMIIEPTEH3UBHOE U AWypeThyeckoe aeiicrsue. s
JICYSHHSI apTePUATbHON TUTIIEPTSH3UH SHAIATIPUI M TUAPOXIOPOTHAZH MOTYT MPHUMEHSTHCS KaK
B MOHOTEpAIuM, TaK U B COCTaBe KOMOMHUPOBaHHOW Tepanuu. [Ipu 3TOM aHTHUTrUIEPTEH3UBHOE
JeificTBUe OJIHOTO KOMIIOHEHTa IIpernapara JONOJHSET aHAJIOTMYHOe JAEWCTBUE JApPYroro
KOMIIOHEHTa, TepaneBTu4eckuil appexT coxpansercs B TeueHue 24 4yacos.

MexaHn3M IeiCTBUS

Ouananpun

DHananpui SBISETCS MPOU3BOAHBIM JBYX aMHUHOKUCIOT — L-amanwmHa u L-mpomuna. Ilocne
npueMa BHYTPh JHAIANPHUI OBICTPO BCACBHIBACTCS W THAPOIHM3YETCS B DHAJANPHIIAT, KOTOPHIN
SBJISIETCSI  BBICOKOCTICIIM(UYHBIM ¥ JUTUTEIBHO JeWCTByOmmMM uHruoOutopom AllD, He
COJIEpIKaIINM CYJIb(PTUIPUIBLHYIO TPYIIITY.

All® (mentuaun-gunentuaza A) KaTaIU3UPYET NPEBpALLEHUE aHTHOTEH3UHA | B peccopHbIit
nentu aHruoteHsuH II. Ilocne BcachblBaHMs »HaNanpuia THAPOJIM3YETCS A0 SHAIANpuUiara,

kotopblid uHTHONpYeT AIID. UHrubupoanue AlI® mpuBOIUT K CHUKEHUIO KOHIICHTPAIUU
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anruotren3uHa Il B muasme KpoBW, YTO BieYeT 3a COOON yBETWYCHHE AKTHBHOCTH PEHUHA
IUIa3Mbl KPOBH (BCJICACTBUE YCTPAaHEHMs OTPULIATENIbHOW OOpaTHOM CBS3M B OTBET Ha
BBICBOOOXK/ICHHE PEHNUHA) U YMEHBILICHHE CEKPELIUHU allbJOCTEPOHA.

AIl® unentudyeH ¢epMmeHTy KuHUHA3a Il, mMosToMy »Hamampui TaKke MOXKET OJIOKHMPOBATH
paspyuieHre OpaJWKMHMHA — MenTHAa, o0JaJalollero BbIPaXXEHHBIM Ba30UIATHPYIOMIUM
neiictBueM. 3HadyeHue 5Toro 3¢ddexra B TepaneBTHUECKOM JACHCTBUHM HHajanpuia Tpedyer
YTOYHEHMS.

HecMoTpst Ha TO, 4UTO OCHOBHBIM MEXaHU3MOM, IIPH MOMOLIY KOTOPOI'O SHAJIAnpwil cHxkaet AJl,
cuutaercs nojaamieHue akTUBHOCTH PAAC, urparouieid BaXHyI posib B peryiupoBaHun AJl,
SHAJIANIPWII TPOSIBJIIET AHTUTMIIEPTEH3UBHOE JAEWUCTBUE JaXe Y IMAlMEHTOB C apTepualbHOMN
TUIEPTEH3UEN U CO CHIPKEHHOM aKTUBHOCTBIO PEHHHA I1J1a3Mbl KPOBHU.

Kombunayus euopoxiopomuasuo + snaranpu

I'uapoxopoTuasua ABISAE€TCS JUYPETUUECKUM U TUIIOTEH3UBHBIM CPEICTBOM, YBEIMYHUBAKOLIUM
AaKTUBHOCTb pEHMHA IUIa3Mbl KpOBU. XOTSA OSHajanpuil o0JajaeT aHTUTUIEPTEH3UBHBIM
JIEMCTBUEM JIaK€ y ITALIUEHTOB C ApTEPUAIIbHON THIIEPTEH3UEN U HU3KOM aKTUBHOCTBIO PEHUHA B
I1a3Me KpPOBH, OJHOBPEMEHHOE MPHUMEHEHHE C TUIPOXJIOPOTHA3UIOM MPUBOAUT K Oolee
BBIPAXKEHHOMY CHUXEHUI0 A/l

dapmakoagnaammudeckue YO PeKTol

T'uopoxnopomuaszuo

MexaHu3M aHTUTUIIEPTEH3UBHOIO JEWCTBUS THA3UIHBIX JUYPETUKOB (THA3UIOB) M3Y4YEeH He
noJaHOCThI0. OOBIYHO THA3Mbl HE BIMSIOT Ha HopMalbHble 3HaueHus AJl. ['mapoxiopoTuasun
SBISICTCS JUYPETUYECKUM W TUIOTEH3WBHBIM CpeAcTBOM. OH BO3JCHCTBYET Ha MeEXaHU3M
peabcopOunu AIIEKTPOIMTOB B AUCTAIBHBIX U3BUTHIX MOYEYHBIX KaHAIBIAX. [ HIpOXIOpOTHA3U
YBEJIMYMBAET SKCKPELUIO HATPUS U XJIOPHJA MPUOIU3UTEIHHO B SKBUBAJIEHTHBIX KOJINYECTBAX.
Hatpuilype3 MokeT conpoBOXIaTbcss HEKOTOPOU MmoTepeil HoHOB Kanust U OukapOoHnaTta. Ilocie
npreMa BHYTpPh JWype3 HAaYMHAETCS B TEYCHHWE 2 YacoB, JIOCTUTAET MAaKCHMyMa B TEUYCHHE
IIPUMEPHO 4 4aCOB U JUIUTCS MpUMEpPHO 6—12 yacos.

Ouananpun

[IpuMeHeHue Hananpuia y NalueHTOB C apTepPUAIbHOM runepTeH3neil MPUBOAUT K CHIDKEHUIO
AJl KaK B «IIOJIOKEHHUH CTOSD», TAK U B «ITOJIOKEHHUH JIE)Ka» 0€3 3HAUNMOTO YBEINYCHHUS YaCTOTHI
cepaeunbix cokpanienuit (HCC).

CuMnToMaTHuecKasi IOCTypajibHasi THIOTEH3US Pa3BUBAETCSl HEUACTO. Y HEKOTOPBIX MMallMEHTOB
JOCTI)KEHUE ONTHMAJIBHOTO CHIDKEHHsSI AJ] MoXeT moTpeOoBaTh HECKOJIBKUX HENENb TEPaIuu.

[IpeppiBaHKe Tepanuy SHAIANPUIIOM HE BBI3BIBAET pe3KOro noabema A/l.
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D¢ dexkTnBHOE MHTHOMpOBaHUEe akTUBHOCTH AIID 00bIdHO pa3BHBaeTCs uepe3 2—4 yaca mocie
OJIHOKPaTHOI'O IpueMa J03bl dHajanpuia BHyTpb. AHTUTUIIEPTEH3UBHOE JAEMCTBUE Pa3BUBACTCS
B TeueHue | yaca, MakcuManbHoe cHIbKeHue AJl Habmromaercst yepe3 4—6 4acoB mociie nmpuema
npenapata. IIpogomKUTenbHOCTh AEUCTBUSA 3aBUCUT OT J03bl. OAHAKO NpU HPUMEHEHUU
PEKOMEHJIOBAaHHBIX 103 AHTUTUIIEPTEH3UBHOE JEWCTBUE M TeMoAMHaMuyeckue 3hdexTs
COXPAHSIIOTCS B T€UEHHE 24 4acoB.

B knMHMYECKHX HMCCIEI0BaHUSAX IEMOJIMHAMUKH y MAllMEHTOB C 3CCEHLIMAIBHON rUnepTeH3uen
cHmkenne AJl CcOnmpoBOXKIANOCH CHIDKEHHEM OOmIero nepuepuyecKoro CoCyIucTOro
conpotusiienuss (OIICC), HeOoNbIIMM YyBEIWYEHHEM CEpAEYHOrO0 BBHIOpOCA U OTCYTCTBUEM
u3MeHeHu wian He3HauuTenbHbiMU u3MeHeHusmu UYCC. Ilocme mnpuema »sHamanpuia
Ha0JII0/1aI0Ch yBeIMueHue nodyeyHoro kposortoka. Ilpu stom CK® He mensnach. OnHako y
MAlMEHTOB C MHCXOJHO CHW)KCHHOH KIyOOUYKOBOW (uibTpanueil ee CKOpOCTb OOBIYHO
YBEJIMYNBAJIACh.

['unoTeH3uBHas Tepanus YHAJANPUIOM BEAET K 3HAUUTEIbHOW PEerpeccuu runeprpoduu JIeBoro
KEIIyZ0YKa U COXPAHEHUIO €r0 CUCTOIMYECKON PYHKIIUHU.

Teparnus sHaTANPUIOM COMPOBOXKAAETCS OJaroNpUATHBIM BIMSHUEM HAa COOTHOIICHUE (ppakuuit
JUTONPOTEMHOB B IJIa3M€ KPOBH W OJNArompusiTHBIM BIHUSHUEM WJIM OTCYTCTBHEM €ro Ha
CBIBOPOTOUYHYIO KOHIIEHTPAIMIO OOIIETo X0JIeCTeprHa.

Kombunayus cuopoxnopomuasuo + snananpun

B xnauHHMYecKHX MccieoBaHUSAX ObUIO MOKa3aHO, YTO MPUMEHEHHE KOMOMHALMY SHAJAnpuia U
THJIPOXJIOPOTHA3UAa TMPUBOAUT K Oojiee BBIpAKEHHOMY CHUXKEHUIO AJl B CpaBHEHMH C
MOHOTEpanuel KaXAbIM U3 TpernaparoB B  OTAEIbHOCTH M IO3BOJIIET  COXPAHATh
aHTUTUIIEPTEH3UBHOE JieiicTBe npenapara JHan-HJI mo MeHbieil mepe B TeueHue 24 4acos.
OHananpui ~ yMEHbIIAeT MOTep0  HOHOB  KaiMs, OOYCIOBJICHHYIO  NPUMEHEHHEM
TUAPOXJIOPOTHA3HIA. DHANANPUI U THIPOXJIOPOTHA3U UMEIOT CXOAHBINA PEKUM TO3UPOBAHUS —
OJIHOKpaTHBIN MpHEM B CYTKH, ModToMy mpenapaT DHan-HJI mpencraisier coboil ynoOHyI0
JeKapcTBeHHY0  ¢opMy I  KOMOMHUPOBAHHOTO  TNPUMEHEHHWs  SHajampwia U
TUPOXJIOPOTHAZHIA.

5.2. apmakoknHeTHYECKHE CBOHCTBA

TI'uapoxsiopoTrasug

['unpoxiopoTnasuj, He nojaBepraercs OMOTpaHcOpMalMK, HO OBICTPO BBIBOJUTCS MOYKAMU.
IIpy noxnepkaHUM KOHLEHTPALMK THUAPOXJIOPOTHA3WAAa B IUIa3ME€ KPOBH B TEUEHHE Kak
MHHUMYM 24 4yacoB, niepuo] noiyssiBeaeHus (T'2) BappupoBai ot 5,6 1o 14,8 gacos. He menee

61 % npuHATOW BHYTPH 03Bl BBIBOJAWTCS B HEW3MEHEHHOM BHJE B Te4YeHHE 24 4Yacos.
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['unpoxyopoTnasu NpoOHUKAeT Yepe3 IUIAleHTapHBI Oapbep U SKCKPETUPYETCS B TPyAHOE
MOJIOKO, HE TIPOHUKAET Yepe3 reMarosHnedatndeckuii 6apnep.

OHananpui

[Tocne mpuema BHYTph dHananpu1 Obictpo BcacbiBaeTcs B JKKT. MakcuManbHas KOHIEHTpaLus
B 1ua3mMe KpoBU (Cmax) PHajampuia JOCTHraeTcsi B Te€YeHHE | yaca mocie mpuemMa BHYTPb.
CrerneHb BCaChIBAHUS SHATANIPUIIA TIPH MPUEME BHYTPh COCTaBIISICT TpuOan3uTebHo 60 %.
[Tocne BcackiBaHUs SHATATPUIT OBICTPO THAPOIN3YETCS ¢ 00pa30BaHUEM aKTHBHOT'O METa0OIUTA
sHajanpwiata — MoutHoro nHruouTopa AIlD. Cmax SHamanpuiata HabmomaeTcs yepes 3—4 vaca
ocjie IpuemMa J03bl JHaJalpwia BHYTPb. BpIBeJeHHE SHamanmpuia OCYLIECTBISAETCS
MPEUMYIIIECTBEHHO MoukaMu. OCHOBHBIMH METAa0OJIMTaMH, OMPEICISICMBIMUA B MOYE, SIBIISIFOTCS
SHANAMPUIIAT, COCTABIISIIONUN TTpuOInu3uTeNbHO 40 % 103bI, U HEM3MEHEHHBIN sHananpui. Her
JaHHBIX O JPYTHX 3HAYMMBIX MYTAX OMOTpaHCPOpMAIMKM HHANANPHIIA, KPOME THAPOIU3A 0
sHajanpwiata. KpuBasg KOHLEHTpauuu SHajalpwiara B IUIa3ME€ KPOBH HMEET JUIUTEIbHYIO
KOHEYHYIO0 a3y, MO-BHAMUMOMY, OOYCIOBJICHHYIO ero cBs3piBanneM ¢ AlID. V 3mopoBbix
JTOOPOBONIBIICB C HOPMATbHOW (PyHKIMEH MOYEK paBHOBECHAS KOHIICHTpAIUS DSHAIANPUIATA
nocturaercs Kk 4 JHIO ¢ Hayajla IpUeMa SHalanpuia. [' SHalanpuiata Mpu KypCOBOM
MIPUMEHEHUHU Ipenapara BHyTpb cocTaBiseT 11 yacos. [IpueM numm He Oka3bIBA€T BIUSHHUS Ha
BcachlBaHMe dHananpuia. [IpogomKkuTenbHOCTh BCachlBaHUSI U TUAPOJIM3a HHAJANPHUIIA CXOJHA
JUTSL pa3IMYHBIX PEKOMEH/IOBAHHBIX TEPANIEBTHUECKUX J103.

KOM6I/IHaHI/I$I TUAPOXJIOPOTHUA3U/ + SHAIAIPUIT

Perynspueiii mnpueM KOMOMHALIMKM THUIPOXJIOPOTHA3Wj + OHajampuil He BIUSET WU
HE3HAUYUTENbHO BJIUSET HAa OMOJOCTYIMHOCTh KaXKJIOTO M3 KOMIIOHEHTOB mpemnapata. [Ipemapar

Onan-HJI 6nod’kBUBaIECHTEH KOMOMHAIIMY THIPOXJIOPOTHA3UIA U DHAJIATIPHUJIA.

6. ®APMAIIEBTUYECKHE CBOHCTBA
6.1. [lepeuenb BcnoMorareJibHbIX BellleCTB
JlakT03BI MOHOTHIPAT
Kpaxman KyKypy3HBbIii
Kpaxman npexenaTuHU3UpOBaHHbBIN
Tanpk
Hatpus ruapoxapOonar
Marnus creapat
6.2. HecoBmecTuMOCTH
Henpumenumo.

6.3. Cpok rogHoCcTH (CPOK XpaHEHHS )
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3 rona.

6.4. OcoOble MepbI NPEAOCTOPOKHOCTH NIPH XPAHEHUHU

XpaHUTh B OPUTHHATIBHOM OJIMCTEpE /I 3aIUTHI OT BJIArH.

JlexapcTBeHHBIH Mpenapar He TpeOyeT CHelHaIbHbIX TEMIIEPATyPHBIX YCIOBHUM XpaHEHUS.

6.5. Xapakrep M coaepkaHue NePBUYHON YIIAKOBKH

[To 10 tabnetoxk B Omucrepe u3 komOuHHpoBaHHoro Mmarepuana OIIA/An/IIBX u ¢onsru
AJTFOMUHHEBOM.

2 unu 6 GIMCTEPOB BMECTE C JTUCTKOM-BKJIA/IBIIIEM TTOMEUIAIOT B MaYKy KapTOHHYIO.

He Bce pa3mepsl ynakoBOK MOTYT OBITh JOCTYIIHBI JIJISl peain3aliu.

6.6. Oco0Oble Mepbl MPEIOCTOPOKHOCTH NPH  YHUUYTOXKEHHMH  HMCIOJb30BAHHOIO
JIeKAPpCTBEHHOr0  MpenapaTta WJIH  OTXOJA0B, MOJYYeHHBIX IOCJie NPUMeHeHHUs
JIEKAPCTBEHHOT0 Mpenapara, u pyrue MaHuIMyJsiliiU ¢ NpenapaTom

Het ocoObix TpeOoBaHMil K YTUIH3AIUH.

7. JEPXKATEJIb PETUCTPALHUOHHOI'O YAOCTOBEPEHUSA
CnoBeHus
AO «KPKA, n.1., HoBo mectoy», lImapbenika necta 6, 8501 HoBo mecto
Ten.: +386 7331 21 11
®axc: +386 7 332 15 37
Anpec s1. moutsr: info@krka.biz
7.1. IlpeacraBuTe/ib Aep:KaTessi peruCTPAIMOHHOI0 YA0CTOBEPEHU

[Iperen3un norpedUTENEeH HAIPABIATE 110 aIPECY:

Poccuiickaa ®@eoepayus

000 «KPKA-PYCy», 143500, MockoBckas 061., T. UcTpa, yn. MockoBckas, 1. 50
Ten.: +7 (495) 994 70 70

dakc: +7 (495) 994 70 78

Anpec 351. moutsl: Krka-rus@krka.biz

Pecnybnuxa Benapyco

[TpencraButenbctBo AxuuoHepHoro o6mectBa «KRKA, tovarna zdravil, d.d., Novo mesto»
(Pecnybnuka Cnosenust) B Pecriyonuke benapych

220114, r. Munck, yn. ®unumonosa, 1. 25T, oduc 315

Ten.: 8 740 740 92 30

®axc: 8 740 740 92 30

Anpec a11. moutsl: info.by@krka.biz

Pecnyonuxa Kazaxcman
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TOO «KPKA Ka3zaxcrtan»

050040, r. Anmatsl, Mukpopaiion KOKTEM-1, nom 15A, oduc 601

Ten.: +7 (727) 311 08 09

Anpec 2. moutsl: info.kz@krka.biz

Pecnyonuxa Apmernus

[TpencraButensctBO «Kpka, a.1., HoBo MmecTo» B PecriybOnnke Apmenus

0001, r. EpeBan, yn. Han6aunss, a. 106/1 («CAST-HOBA» BU3HEC-HEHTP), oduc 103
Ten.: +374 11 56 00 11

Anpec 3i1. moutsl: info.am@Kkrka.biz

Keipevizckas Pecnybauka

[TpencraButensctBo AO «KPKA, ToBapHa 31pasui, 1.4., HoBo mecto» B Kbipreicrane
720040, Yyiickas obnacts, r. bumikek, OyiabBap DpKUHIUK, A. 71, 610K A

Temn.: +996 (312) 66 22 50

Anpec s1. noutsr: info.kg@krka.biz

8. HOMEP PETUCTPALIMOHHOTI'O Y/IOCTOBEPEHMSI
JITI-Ne(001148)-(PT-RU)

9. JATA MIEPBUYHOM PETUCTPAIIMU (ITIOATBEPXKJIEHUSA PETUCTPALINY,
INEPEPETUCTPAIIN)

[ara nepBoii peructpauuu: 23 asrycra 2022 r.

10. JATA IEPECMOTPA TEKCTA
2 okTs10pst 2024 .

OO61mas xapakTepucTUKa JiekapcTBeHHOro npemnapara JHan-HJI goctynHa Ha nHbOpMalmoHHOM
noprane EBpa3uiickoro 3KOHOMHYECKOr0 COI03a B MHPOPMAIIMOHHO-KOMMYHUKAIIMOHHON CETH

«uTepuer» https://eec.eaeunion.org.
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