OBIIAS XAPAKTEPUCTHUKA JIEKAPCTBEHHOI'O ITPEITAPATA

1. HAUMEHOBAHME JIEKAPCTBEHHOI'O ITIPEITAPATA

Ouan-H, 25 mr + 10 Mr, TadneTku

2. KAYECTBEHHBINA U KOJTMYECTBEHHBINA COCTAB
JelcTByromupe BemecTBa: THAPOXIOPOTHA3UL + SHATAPUIL
Kaxxnas Tabnerka comepxkuT 25 Mr rugpoxiopoTtrasuaa u 10 mr snananpuia (B BUjae Majieara).
BcenomoratenbHble BelecTBa, HaJIMUYKWe KOTOPBIX HAJO YUUTHIBATh B COCTABE JIEKAPCTBEHHOTO
npenapara: JJaKTo3bl MOHOTUJIpaT, HaTpui (cM. pazzaensl 4.3., 4.4.).

[TonHbIi TepedeHb BCIIOMOTATEIBHBIX BEIIECTB MTPHUBEIEH B pa3zaeie 6.1.

3. JIEKAPCTBEHHAS ®OPMA
TabneTku.
Kpyrible, miockue TabaeTKu KeATOro I[BeTa ¢ PUCKOM Ha OTHOM cTOpOoHE U (PacKOH.

Pucka ne npeaHazHavycHa 1JIA pasacICHUA Ha PaBHBIC YaCTH.

4. KNIMHUYECKUE JAHHBIE
4.1. Iloka3aHusl K IPUMEHEHHUIO
[Ipemapar Onan-H mnoka3aH K NPUMEHEHUIO Yy B3pOCHBIX I JIEUEHHUS apTepUaIbHON
TUIEPTEH3UN Y NAlMEHTOB, KOTOPHIM MTOKa3aHa KOMOWHUPOBAHHAsS TepaIHsl.
4.2. Pexxum 103MpoBaHus U c1IOCO0 NPUMEHEHUs!

PexxuM 103upoBaHus

Pexomennyemas n1o3a cocrasisier 1 Tabnerka 1 pa3 B CyTKH.

B ciaydyae HeoOXoAMMOCTH J103a MOXET OBITh yBEIHYEHA A0 MAaKCHUMAJIbHOM CyTOYHOH J03bI —
2 Tabnerku 1 pa3 B CyTKH.

Ecim morpebyercs wu3MeHEHHE 03Bl OJHOTO U3 JEHCTBYIONIMX BEHNIECTB B COCTaBe
KOMOMHUPOBaHHOTO mpenapara JHan-H (Hampumep, B CBSI3U C BHOBb JAMAarHOCTHPOBAHHBIM
3a00JIeBaHNEM, U3MEHEHHEM COCTOSIHUS MAIMeHTa WIM JIEKapCTBEHHBIM B3aMMOJICHCTBHEM),
HEOOXO0IMM HHIUBUIYATBHBIN TTOA00P /103 OTAETHHBIX KOMIIOHEHTOB.

IIpeowecmsyiowee neuenue Ouypemuxkamu

[Tocne mepBoro mpuema mnpemapara OHan-H MoXeT pa3BUThCS CHMIITOMaTHYeCKas
aprepuanbHas THNOTeH3usd. Takol 3¢¢ext Hambojee BEpOATEH Yy MAIMEHTOB C HapyIICHHEM
BOJTHO-3JIEKTPOJIMTHOTO OaslaHca BCIEACTBUE MPENIISCTBYIOMIEH Tepanuu auypetukamu. [Ipuem

JTUYPETUKOB CIIETYET MPEKPATUTh 3a 2—3 JHS 10 Havajia Tepamnuu npermaparom JHar-H.



Oco0bnIe I'pynIibl TaMEHTOB

Tayuenmoi ¢ HapyweHuem hyHKyuu novex
Tuasuael MOTYT OKa3aThCs HEAOCTATOUYHO A(PPEKTUBHBIMH IUYPETUKAMHU Yy TMAIUEHTOB C
HapymeHreM (pyHKIIUH ToYeK, a mpu cHmxkeHnn kiupeHca kpeatuHuHa (KK) 1o 30 mui/muH nim
HIWKE (T. €. TMPH TOYEYHOW HEIOCTATOYHOCTH CPEJAHEH WM TSHKEIOW CTENCHH) SIBIISIOTCS
Hed(pPEeKTUBHBIMU.
VY mamuentoB ¢ KK > 30 mi/mun, Ho < 80 mu/mMuH mpenapat DHan-H momkeH mpUMEHSTHCS
TOJILKO ITOCIIE MPEIBAPUTEIBHOTO 1TOA00pa 103 KAKIOT0 U3 KOMIIOHEHTOB ITperapara.
IIpu mnoueunori Hemocratounoctd (KK > 30 mn/mun, HO < 80 Mi/MUH) pekoMeHIyemas
HayvalbHas 1032 DHAJANpPWIA MPH NPUMEHEHWH €ro B MOHOTEpANUU COCTaBSIET OT 5 MT' JI0
10 mr.
Tayuenmor nodxcunoeo eospacma
Pe3ynbTaThl, MOJIydeHHBIE B X0/ KIIMHUYECKUX HCCIeoBaHui 3 pekTuBHOCTH 1 0€301MacHOCTH
OJTHOBPEMEHHOTO TIPUMEHEHUS OJHAJANpWiia W THIPOXJIOPOTHA3UAa, OBUIM CXOAHBIMH Y
MAlMEeHTOB TOXKUJIOTO Bo3pacTa (crapiie 65 net) u 0osiee MOJIOABIX MAIMEHTOB C apTepPHATIbHON
runeprensueid. He tpeOyercs moabopa HauanbHOW 03Bl mpenapara DHan-H nis manueHToB
TIOYKUJIOTO BO3pacTa.

eTn
[IpenapaT MpoTUBOIMOKAa3aH K MPUMEHEHHUIO Y JIETeH M MOAPOCTKOB B Bo3pacte oT 0 1o 18 ser.
bezonacHocTh 1 3((eKTUBHOCTh MPUMEHEHUS Y JIeTeH U MOJAPOCTKOB HE YCTaHOBIIEHBI. J[aHHbIE
OTCYTCTBYIOT.

Criocob nnpuMeHeHus

BuyTpb, HE3aBUCHMO OT ITpUEMa TTHUIIIH.
4.3. IlpoTuBONOKA3aHNUSA

e [ UmepuyyBCTBUTENBHOCTh K JHANANPWIY, THAPOXJIOPOTHA3UAY WIH K JAPYTUM
MPOU3BOIHBIM Cylb(oHAMHUAA, WM K JIIOOOMY U3 BCIIOMOTATENbHBIX BEIIECTB,
IIEPEYUCIICHHBIX B pazzaene 6.1.

e AHypus.

e AHTHOHEBPOTHYECKHII OTEK B aHAMHE3€, CBS3aHHBIM C MPUEMOM HWHTHOUTOPOB
aHTHOTeH3WHIpeBpamaromero ¢epmenta (AIlD), a Takke HacIEACTBEHHBIA WIN
WJIMOTIATUYECKU AHTHOHEBPOTUYECKHUM OTEK.

e OnHOBpEeMEHHOE TMPUMEHEHHWE C AQJIWCKUPEHOM WM TMperapaTaMu, COACpKaIIuMU
AIHMCKUPEH, y TAIlMeHTOB C CaxapHbIM AUAa0ETOM U (MJIM) C YMEPEHHBIMU UJTH TSKEIBIMU
HapymieHussMH  QyHKIMH TMOYeK  (CKopocTh KiyOoukoBoit  dumbTpamuu  (CKD)

< 60 ma/mun/1,73 M? momaan MOBEPXHOCTH Tena) (cM. pazzaen 4.5.).



OnHOBpEMEHHOE MPUMEHEHHE C aHTarOHHCTaMH perentopoB anruoreHsuna II (APA 1)
y MaIUeHTOB C qrUa0eTHYeCKOr HepormaTue.

OnHOBpeMEHHOE TNPHUMEHEHHE ¢ HMHTUOMTOpaMHM  HENpWIM3MHA  (HEHTpalIbHOM
SHJIOTNICNITUAA3bI), Hampumep, cakyourpwioMm. [lpm mepexome Ha HHTHOUTOPHI
HEMpWIM3MHA W TpenapaThl cakyOuTpuia/BajicapTaHa CileayeT MpeKpaTHTb IpPHEM

npenapara OHan-H kak MuHMMYM 3a 36 yacoB [0 NpueMa MEPBOM J03bl JAHHBIX

npenaparoB (cM. pazzaensl 4.4., 4.5.).
e BepeMEeHHOCTh U TIEpUO]] TPYIHOTO BCKapMIIMBaHUs (cM. pazjen 4.6.).
e Hapymenus ¢pynkuun nouex Tsxenon crenenu (KK < 30 mu/mun).
e Hapymenus QyHKINY IeUYeHHU TsHKeNou creneHu (> 9 6amioB no mikane Yaitna-I1sio).
e PedpaxrepHas runmokagIueMus.
e PedpakTepHas rUmoHATPUECMHUS.
e PedpaxrepHas runepkagbIueMusl.
4.4. OcoOble ykazaHHus U Mepbl PEI0CTOPOKHOCTH NIPH NPUMEHEHUH

C 0CTOPOKHOCTEIO

JIByCTOPOHHUI CTE€HO3 IIOYEYHBIX APTEPUN WM CTEHO3 apTepUU €IUHCTBEHHOW IIOYKH;
COCTOSIHMS TIIOCII€ TPAHCIUIAHTALMM [IOYKH; AOPTAJIbHBIA WM MUTPAIBHBIA CTEHO3;
runeprpoduyeckas oOCTPYKTHBHAsS KapJIUOMHUOINATHUS; HIIeMHUYecKass OOJe3Hb cep/ua WiH
1epeOdpoBacKyIsIpHbIE 3a00JIeBaHuUs; [I0YeYHast HEJIOCTATOYHOCTb; YTHETCHHE
KOCTHOMO3TOBOTO KpPOBETBOPEHUS; CUCTEMHbIE 3a00JI€BaHUS COEIUHUTENIBHON TKaHU
(cucreMHasi KpacHasli BOJYaHKa, CKJIEpOAEPMHUS M JIp.), UMMYHOCYIIPECCUBHAsl Teparus,
JieyeHHe ¢ MPUMEHEHUEM aJIJIONypUHOJIa WIK MPOKauHaMUAA, UM KOMOMHAIMS YKa3aHHBIX
OCJOXKHSIOMUX (aKTOPOB (PUCK pa3BUTHs HEHTPOIIEHUM M arpaHyJIOLUTO3a); NMEYEHOUHAas
HE/I0CTaTOYHOCTh; CaXapHbIi JuabeT; THUIepKaJueMHs; OJHOBPEMEHHOE NIpHUMEHEHHE C
KanuiicoeperalomuMu  AUYpeTHUKaMH,  IpernapaTaMH  Kalus,  KaluhcoAep KaluMu
3aMEHUTEISIMU TTIOBAPEHHOM COJIM; OJTHOBPEMEHHOE IPUMEHEHWE C MpernapaTaMu JIUTHUS;
aHTMOHEBPOTHYECKUI OTEK B aHaMHe3€; OJJHOBPEMEHHOE MPOBEJCHUE Mpolenypsl adepesa
munonporenHoB Hu3koM tuiotHoctu (JIITHIT-adepesa) ¢ wucnonb3oBaHueM JeKCTpaH
cyiabdara; OJHOBpPEMEHHOE NPOBEIEHUE JIECCHCHOMIM3AlMM aJulepreHoM U3 sja
MePEeTnOHYaTOKPBUIBIX; TEMOINAIN3 C UCIIOJIb30BAHUEM BBICOKOIIPOTOUHBIX MeMOpaH (Takux
kak ANG69); cocTosiHUSI, COMPOBOKIAIONINECS CHUKEHUEM 00beMa LIUPKYJIUPYIOIIEeH KpPOBU
(B TOM dYucie MpH Tepanuu JUypeTUKaMH, COOJIOJAEHUH JHEThl C OTrpaHUYCHUEM
IIOBapE€HHOH coy, AMaiu3e, 1uapee WK pBOTE), U TUIIOHATPUEMUS; IPUMEHEHUE BO BPEMs

OOJBIIUX XUPYPTUYECKUX BMEIIATEIBCTB WJIM TPHU TPOBEACHUHM OOIICH aHECTe3WH;



NPUMEHEHHE Yy TAMEHTOB HETPOMJHOW PAachl; TUIOKAIMEMHS, THIIOHATPHUEMHUS,
runepkanpiuemMus; ysenuuenue untepana QT na OKI'; onHoBpeMeHHOE MpHUMEHEHHE
JICKApCTBEHHBIX IPENapaToB, KOTOPbIE MOTYT BBI3BIBATh HOJMMOP(HYIO KETyT0YKOBYIO
TaXUKAPJHUIO TUTIA «ITUPYIT» WM YBEIMYUBATH IPOJODKUTENLHOCTh MHTepBasia QT Ha
OKI'; omHOBpEeMEHHOE NPUMEHEHHUE JIEKAPCTBEHHBIX IPENapaToB, CIIOCOOHBIX BHI3BIBATH
THIIOKAJIMEMUIO, CCPACYHBIX TJIMKO3UIOB; AJUICPrUHUCCKHUEC PCAKIMWHU Ha MNCHUIWIJIMH B
aHaMHe3e; TUIEePIapaTUPeO3; TUNCPYPUKEMHs], I0Jarpa, HEMEIAaHOMHBIH paK KOXHA B
aHamuese (cM. oapazaen «Ocodble yKazaHus).

Oco0ble yKazaHus

Tuopoxnopomuasuo

Memaboauueckue u 3H00Kputtble 3¢hhexmbl

Tepanus THazugaMu MOXKET HapyllaTh TOJIEPAHTHOCTh K TJIIOKO3€. B psjae ciaydaeB MoxeT
noTpeOOBATHCS KOPPEKLHUS A03bI TUIIOTTTUKEMHUUECKUX CPECTB, BKIKOYas HHCYIIMH.

Tuasuael MOryT CHMXKaTh BBIBEJCHUE KajbliMg IOYKAMU U BbI3BaTh KPATKOBPEMEHHOE MU
HE3HAYUTEJIbHOE TIOBBIIICHUE COJAEpKAaHMS KajblUsl B CHIBOPOTKE KpOBU. BbIpakeHHas
TUIEPKAIbLIUEMUSI MOXKET OBITh IMPU3HAKOM CKPBITOTO rumepraparupeosa. B cBs3u ¢ BiusHueM
THA3UJ0B Ha MeTa0OJM3M KalbliUsi UX HPUEM MOXKET HCKaKaTh pe3yJIbTaTbl HCCIEIOBAHUS
(GYHKIMM  MApalMTOBHIHBIX  KeJe3, IMO0ITOMY  Mepell  HCClIeAOBaHHMEM  (YHKLUUHU
NapalUTOBUIHBIX KeJle3 THA3UIHBIA JUYPETUK JI0JIKEH ObITh OTMEHEH.

[ToBbIlIeHNE KOHLEHTPALMU XOJECTEPUHA W TPUTIIMLEPHUIOB B KPOBU TAaKXKE MOXKET ObITh
CBS3aHO C Tepanuel THa3suIAHBIMU JUYPETHUKAMH, OJHAKO IIPH A03€ THapoxJjopoTuasuga 12,5 mr
noo0HbIe 3(hPeKThI He HAOII0JANNCh HIIM HOCHITM HE3HAYUTENIbHBIM XapakTep.

Y HEKOTOpBIX MalMEHTOB Tepanusl TUA3UJHBIMU JINYPETUKAMU MOXKET MPUBOAMUTH K Pa3BUTHUIO
TUIEpYpUKEMHUM W (MIu) OOOCTpeHHI0 TedueHHus mnojarpbl. OJHAKO SHANANPUI MOMKET
YBEJIMYMBATh BBIBEJACHHE MOYEBOH KHMCIOTHI TOYKAMM M TEM CaMbIM  OCJIa0NIATh
TUIEPYPUKEMHUYECKUH 3 PEKT ruApOXIOpOTHAZHIA.

3abonesanusn nevenu

TI/I&SI/IHHBI@ JUYPETUKU CJICAYET C OCTOPOXHOCTBIKO IHNPHUMCHATH IMAIIMCHTAM C HApPYHICHUEM
(I)YHKL[I/II/I MEYCHHU UJIU MPOTrpeCCUPYIOIHUM 3a00JIeBaHUEM NEYCHU, ITOCKOJIbKY JaKE HeOOoIbIINe
HU3MCHCHUA BOAHO-3JICKTPOJIIMTHOT'O Oananca MOTYT IIPUBCCTH K «IIEYECHOYHOI» KOME.

Anmuodonunzosulii mecm

FI/II[pOXJ'IOpOTI/IaSI/IJI MOXKET NPUBOAUTE K JIOKHOIIOJIOXKUTCIBHBIM aHAIIUTHYCCKUM PE3YyJIbTaTaM
IIpU MPOBCACHNHN aHTUAOIIMHIOBOT'O TECTA.

XODUOUOGJZbelIZ eblnoni, ocmpasd MUOnusi U 6MOPUHHAA 3AKPbLMOY20IbHAA 2layKoMAa




JlexapcTBeHHbBIE TpenapaTtbl Ha OCHOBE CyJb(oHAMUAA WM TMPOU3BOJIHBIX CylbhoHaAMHIA,
MOTYT BbI3BaTh MJIMOCHHKPA3UYECKYI0 PEAKLHUIO B BHJIE XOPUOHIAIBHOTO BBINOTA C JAe(PEeKTOM
10JI1 3PEHMSI, TPAH3UTOPHOM MMOIMHM U OCTPOH 3aKpBITOYTOJIbHOM Iiaykombl. CuMOTOMaMu
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 Inpenapara. Eciu He NpOBOAWMTCS Tepamus, OcCTpas
3aKpBITOYTOJIbHAS TJIayKOMa MOXET IPUBECTU K NoTepe 3peHusa. OCHOBHOE JIEYEHUE COCTOUT B
KaK MOXKHO Ooiiee ObICTpPO OTMEHE ruapoxjopoTuazuaa. Heod0xoammo uMeTs B BUY, UTO, €CIIU
BHYTPUIJIA3HOE JABJICHUE OCTAETCS HEKOHTPOJIHPYEMbIM, MOXKET MOTPeOOBAaTHCS HEOTIIOXKHOE
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 snmieMuoaornuecKux UCCiue10BaHuIX HAOII0ANICS TTOBBIIIEHHBI PUCK HEMETTAHOMHOTO paKa
KOXH  (0a3aIbHOKJIETOYHONW KApUUHOMBI W IDIOCKOKJIETOYHOW KapUUHOMBI) B CBS3H C
YBEJIMYEHUEM  CyMMapHOM  (HAKOIJICHHOM) J03bl  T'MAPOXJOpOTHa3uaa. Bo3MOXKHBIM
mexanusmoMm  pasButus ~ HMPK  gBnsercas  dortoceHcubmwinsupyromiee — aeiictBue
TUAPOXJIOPOTHAZH/IA.

[TarueHTsl, MPUHUMAIOIINE THAPOXIOPOTUAZH/, JOJDKHBI OBITH OCBEIOMIIEHBI O PUCKE Pa3BUTHUS
HMPK. Takum naumeHTaM cieayeT peKOMEHAO0BaTh COO0AaTh MPO(PUIAKTHUECKUE MEpHI,
TakKMe€ KaK  OrpaHWYEHHE  BO3JCHCTBUS  COJIHEYHOIO  CBETa M MCKYCCTBEHHBIX
yIbTpauONeTObIBEIX Jydyel. [lalMeHTsl MOKHBI PErysssipHO OCMaTpuBaTh CBOM KOXKHBIE
MOKPOBBI C IIEJIBIO BBISBIECHUS JIFOOBIX HOBBIX MMOI03PUTENIbHBIX MTOPAXKEHUH U HE3aMeIJTUTENIbHO
coobmate 0 HuX Bpauy. Y manueHtoB ¢ HMPK B anamHe3e pexoMmeHIyeTcsi mepecMOTpeTh
1eJ1eco00pa3HOCTh MPUMEHEHUS THAPOXJIOpoTHasuaa (cM. paszzen 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 pa3BUBAECTCS B TEUCHUE
HECKOJBKMX MHHYT WJIM YacOB IOCTE TpHeMa THAPOXJopoTHasuaa. B Hauvane 3aboseBaHUs
CHMITOMBI BKJIFOYAIOT OJBIIIKY, JIMXOPAAKY, YXYIIIEHUE COCTOSAHUS JIETKUX U apTepPUAIbHYIO
runorensuto. [Ipu nono3pennun Ha OPJIC HeoO6xoaumMo OTMEHUTH Mpemnapar DHan-H u nposectu
COOTBETCTBYIOLIEE JeUeHue. [ uApOXI0pOTHa3u HE CIIeNyeT Ha3HayaTh MalUueHTaM, Y KOTOPBIX
panee Habmomancs OPJIC mocne mpuemMa THAPOXIOPOTHA3WAA WU JPYroro THA3HIHOTO

TUypeTHKA.



OHnananpun

AODmCUZbelZZ uiau MumDaJlebli:i cmeH03/2unepmp0d)uquKaﬂ 05cmpw<mu6Ha;l Kapc)uomuonamuﬂ

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

Ileyenounas neoocmamounocms

[lpumenenne uHruOMTOpoB AllD peako OBUIO CBA3aHO C  Pa3BUTUEM CHHIPOMA,
HAQUYMHAIOIIErOCsA C XOJIECTATUYECKOW JKEITYXM WJIM TelNaTuTa W IPOrpPECCUPYIOLIEro 10
(yJIbMHHAHTHOIO HEKpO3a I€YE€HH, WHOIZA C JEeTaIbHBIM HCXO0AOM. MeXaHU3M JaHHOIO
CHHIpPOMAa HE M3y4deH. lIpu mosBIEHUN JKENTyXH WIM 3HAYUTEIBHOM IOBBIIIEHHH 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/o6maﬂ anecmes3uA

Bo Bpemst 00npIIMX XUPYPrHUECKUX BMEIIATEIbCTB WJIM IPOBEACHUS OOIIEH aHecTe3nu ¢
IPUMEHEHUEM CPEJICTB, BBI3bIBAIOIMX AHTUTUIEPTEH3UBHBIN 3¢ deKT, sHananpuiaatr 6JI0KUpyeT
oOpa3oBanue aHruoteHsuHa ll, BbI3piBaeMoe KOMIIEHCATOPHBIM BBICBOOOXKIEHHEM peHuHa. Eciun
IIpU 3TOM pa3BUBAETCS BbIpakeHHOE CHMKeHuE AJl, o0bsicHsIeMOoe MOA0OHBIM MEXaHU3MOM, €0
MO’KHO KOPPEKTHUPOBATh YBEIUUEHUEM 00beMa LIMPKYIUPYIOIEH KPOBH.

Peakuuu eunepqyecmeumeJlbHocmu/aHZMOHeepomuquKuﬁ omekK

[Tpu npumeHenun uHruoutropo AIID, Brirouass SHamaNpui, 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 OTEKA. B Takmx ciywasx ciaenyeT HEMEUIEHHO IPEKPAaTUTh IIPUEM
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 IUCTPECC-CUHApPOMA, MAIlMEHTaM MOXET MOTpedoBaThCs
JUINTENIbHOE ~ HAOJIOJIeHHe, TIOCKOJIbKY Tepamusl aHTUTMCTAMHHHBIMM  CPEJICTBAMH U
KOPTUKOCTEPOUIAMHU MOXKET OBITh HEOCTATOUHOM.

OdeHb penko cooOmIanoch O JETAJbHOM HCXOJE MO MPUYMHE aHTMOHEBPOTUYECKOTO OTeKa,
CBA3aHHOTO C OTEKOM TOpPTaHU WJIM OTEKOM si3bika. OTeK $3bIKa, T'OJOCOBBIX CKIJIAJOK MU
TOPTaHU MOXXET TNPHUBOJUTH K OOCTPYKIMU JbIXaTENbHBIX MyTeH, OCOOEHHO Yy NAalMeHTOB,
NEPEHECHINX XUPYPIUUECKUE BMEIIATENbCTBA HA OpraHax JbpIXxaHus. B Tex ciayuasx, korga oTek
JOKaJau3yercss B OONAaCTH 3bIKa, TOJOCOBBIX CKJIAJAOK WM TOPTAaHM M MOMKET BBI3BATh

OOCTPYKLIMIO [JIbIXaTENbHBIX IyTeH, ClelyeT HEeMEIJICHHO Ha3HauuTh COOTBETCTBYIOIIEE
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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 crnydasx Ha ¢one Tepanuu uaruontopamu AII® pa3zBuBaeTcs MHTECTUHATBHBIA OTEK
(aHTMOHEBPOTHUYECKUN OTEK KuileuyHuka). CHMIOTOMBI MCU€3alu IOcje MpeKpalleHus rnpuema
uHruOuTopoB AIID. Bo3MOKHOCTh pa3BUTHS MHTECTUHAIBLHOTO OTEKa HEOOXOIMMO YUUTHIBATh
Opyd TpOBEACHUU JU(QPepeHInaIbHON AMAarHOCTUKK OoJied B JKMBOTE y MAIMEHTOB,
NpUHUMAIOIIUX HHTUOUTOpHI AITD.

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

[TaumeHThl, UMEOIIME B aHAMHE3€ AHTMOHEBPOTUYECKUN OTEK, HE CBS3aHHBIA C IPUEMOM
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 aHTHUOHEBPOTUUYECKOTO 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, NPUHUMAIOUINX TUA3HUIHbIE TUYPETUKH, PEAKIIMH TUIIEPUYyBCTBUTEIBHOCTH 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 THA3U]IHBIE TUYPETUKH.

Y nauueHToB, NPUHUMAIOUIMX OJHOBpeMEHHO HHruouropsl All® wu BUIZArIUOTHH,
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 DalUeHTOB, MNpuUHUMArOUMX uHruOuTopel All®, 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 JIECCHCUOMIN3AIIMY BPEMEHHO MPEeKpaTHTh prueM uHruoutopa AI1D.

Anadurakmoudnvie peaxyuu 60 epems nposedenus JIITHII-adepesa

VY nanuenrtoB, npuHumaromux uHruoutopsl AII® Bo Bpems mnposenenus JIITHII-adepesa c
UCTOJIb30BAaHUEM  JIEKCTpaH Cyjibdara, peako HaOMIOJalUCh OMAacHble JUIS  JKU3HU
aHa(UIAKTOUHBIE peakIHMU. Pa3BUTHE NaHHBIX peakuuid MOXKHO H30€XaTh, €CIIM BPEMEHHO
oTMeHuTh nHTHOUTOp AIID M0 Havama kaxmoi mpouenyps! JITTHIT-adhepesa.

Hayuenmeur, Haxodﬂmuewz HA 2eMo0uaIu3e




[Ipumenenue mnpenapata OuHan-H He  pekoMmeHayeTcs  MmalMeHTaM ¢ [OYEYHOM
HEJOCTAaTOYHOCTHIO,  HAXOMSIIMMCA HA  reMoauanuse. AHAQWIAKTOUIHBIE  pPEaKIUU
HaONIOJAINCh Y MAlMEHTOB, HAXOMSAIIMUXCSA HA JUAIN3€ C MPUMEHEHHUEM BBICOKOMPOTOYHBIX
MeMOpaH (Takux kak AN69) U 0JHOBPEMEHHO IMOIyYaromux Tepanuto naruoutopamu AIlD. Y
JaHHBIX TAIlMeHTOB HEOOXOIMMO NPUMEHATh TUANHU3HBIE MEMOpaHbl APYroro TUMA WIH
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

Heiitponienusi/arpanynonuro3, TpPOMOOLMTONIEHUSI W aHEeMHsS HAONIONAINCh y TAIMEHTOB,
npuHUMAIIUX UHTUOUTOpHl AIID. YV mnanueHToB ¢ HOpPManbHOW (YHKIMEH MOYeK U IMpHU
OTCYTCTBUM APYTUX OCIOXKHSIOMUX (aKTOPOB HEHUTPONEHHUS PAa3BUBACTCS PEIKO. DHANAIPUI
ClIeZlyeT MPUMEHATh C 0COOOH OCTOPOKHOCTBIO Y TMAIMEHTOB C CHCTEMHBIMH 3a00JICBaHHSIMU
COCIMHUTEIIBHOW  TKaHW, [PUHAMAIOIIMX HMMMYHOCYIPECCHBHYK)  TEpaluio, TEparuio
QUTIOMYPUHOJIOM HJIM MPOKAUHAMHJIOM WM HMEIOUMX KOMOMHALIMIO AITHX OCJIOXHSIOIINX
(bakTOpoB, 0COOEHHO, €CITU €CTh HapyIIeHUs! (YHKIIUU TIOYEK B aHaMHe3e. Y HEKOTOPBIX U3 ITHX
NAMEHTOB Pa3BUIINCh CEpbE3HbIE MHPEKIIMOHHBIE 3a00I€BaHMsl, KOTOPbIE B HEKOTOPBIX CIydasx
HE OTBEYAJIM Ha MHTEHCUBHYIO aHTUOMOTHKOTepanuio. Eciiu sHamanpuin npumMeHsieTcsl y Takux
MAlHEHTOB, PEKOMEHYETCS MPOBEICHUE MTEPUOJAUYECKOrO0 KOHTPOJIS YKCIIA JIEMKOLUTOB KPOBH
U MAIMEHTHI JO0JDKHBI OBITh MPEIYIPEkKAECHBl 0 HEOOXOAMMOCTH COOOIIATh O JIOOBIX MpHU3HAKaX
Pa3BUTHS HHDEKIUH.

Kawenv

Habmronanuch ciydan BO3HMKHOBEHHUs Kanuisd Ha (oHe Tepamuu uHruOuTopamu AIlD. Kax
[IPaBUJIO, Kallellb HOCUT HENPOMYKTHBHBIM, IMOCTOSHHBIA XapakTep U IPEKpallaercs Iocie
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 mpuMEHEHMHM THUIOTEH3UBHBIX CPEJCTB Yy HEKOTOPHIX MAIMEHTOB MOXET Pa3BUTHCS
CUMIITOMATHUYECKash apTepuaibHasi TUNOTEeH3Us. [lamueHThl AOMKHBI HAOIIOAATHCS C IENBI0
CBOEBPEMEHHOI'O BBISIBICHUSI KIMHUYECKUX MPU3HAKOB HAPYLIEHUS BOIAHO-3JIEKTPOJIMTHOTO
OamaHca, Hampumep, OOE3BOXHMBAHUS, THIIOHATPUEMHUHU, THIOXJIOPEMUYECKOTO —aJIKalio3a,

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 OCTOPOKHOCTHIO CIIEYET Ha3HAUaTh Mperapar MmaueHTaM ¢ UIIeMUYECKOW 00JIe3HBIO
cepaua Win ¢ 1epeOpoBacKyIIpHbIMU 3a00JIEBaHUAMHU, Y KOTOPBIX Upe3MepHoe CHIbkeHue Al
MO>KET IIPUBECTU K Pa3BUTHUIO HH(DApPKTa MUOKap/a UM UHCYJIbTA.

[Ipu pa3BuTUM apTEpUANbHOM TUIOTEH3UU MAalMEeHTa CIEIyeT YIO0XHTb M B cllydae
HeoOxogumoctu BBectH 0,9 % pacTBop HaTpust Xxjopuaa. TpaH3UTOpHas aprepualbHas
TUIOTEH3UsT MpH TIpueMme mpemnapata OHan-H He sBiIseTcs NPOTHUBONOKA3aHUEM K €ro
nanpHedmemy npuMmeHeHuro. Ilocne Hopmammzamuu  AJl w BocmongHeHus — oObeMa
UPKYJIHAPYIOLIEH KPOBH TEPANUsl MOXKET OBITh BO30OHOBJICHA B MEHBIIIUX J03aX N 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 mi/mMuH n HmXKE (T. €. MPH yMEPEHHOW WU
TSDKETION MOYEYHOM HEIOCTATOYHOCTH).

[Ipenapar Ounan-H He cnegyer Ha3zHayaTh NAUMEHTaM C IOYEYHOW HEIOCTATOYHOCTHIO
(KK menee 80 mi/MuH) 10 Te€X MOp, MOKa MOAOOP OTAEIHHBIX JIEHCTBYIOIIMX KOMIIOHEHTOB
mpenapara  HE TOKaKeT, YTO HEeOoOXOJAMMBbIE JO3bl COJEp)Karcsi B OJHOW TaOJeTke
KOMOWHHPOBAHHOTO TIpenapara.

Y HEKOTOpBhIX TMAalMEeHTOB C AapTepHAlbHON THUMepTeH3ueld 0e3 Kakux-THOo MPU3HAKOB
3a00JIeBaHUs TIOYEK B aHAMHE3€ MPHU JICYCHUH HHAANPUIOM B COYETAaHUH C JAUYPETUKOM
BO3HHUKAJIO OOBIYHO HE3HAYUTEIHHOE W TPAH3UTOPHOE TMOBBIIICHUE KOHIIEHTPAIIMH MOYEBUHBI B
KpOBU M KpEaTMHHHA B CHIBOPOTKE KpOBU. B Takux ciydasx JyeudeHue mpemaparom OHar-H
JOJKHO OBITH TpeKpalieHo. B nmanbHelieM BO3MOXKHO BO30OHOBIIEHHE Tepanmuu B MEHBIIMX
J103aX WJIM KaXIbIi U3 KOMIIOHEHTOB Ipenapara MOKET IPUMEHATHCSI B MOHOTEpAIUU.

Y HEKOTOpHIX MAIMEHTOB C JBYCTOPOHHHM CTEHO30M IIOYEUYHBIX apTEePUd WM CTEHO30M
apTepun €IUHCTBEHHOW MOYKH TpH JiedeHUH uHrnoutopamu AlID nHabmromanocs MOBBIIEHUE
KOHIIEHTPAIlMd MOYEBHHBI B KPOBHM U KpEaTWHUHA B CHIBOPOTKE KpPOBH. V3MeHeHUs OOBIYHO
HOCHJIM OOpaTHUMBIA XapakTep, U TMOKazaTedr BO3BpAIllaiCh K HCXOIHBIM 3HAYCHHSIM TOCTIE
MpEKpAICHUS JICYEHUS.

JlanHbIil  XapakTep W3MEHEHW Haumboliee BEPOATCH Yy TMAIMEeHTOB C  IMOYEYHOU
HEJIOCTaTOYHOCTBIO.

Ipenapamol 1umus

He pekomMenayercs OJHOBPEMEHHOE TMpPUMEHEHHE TMpEenaparoB JWUTUS, DSHalanpwia u

TUYPETUKOB (cM. pasnen 4.5.).



Tunepxanuemuss (cMm. moxapasznen «KanmiicOeperaronue IUYypeTHKH, KaduHCOAEpKaIINe

MUIICBbIE JO0ABKM WM JPYTHE JICKAPCTBEHHBIE TpEnaparbl, CIOCOOHBIC YBEINYUBATH
CoJIepXKaHue Kallis B CBIBOPOTKE KPOBU» pazjena 4.5.)

Puck pa3BuTus runepkaiveMuu HaOJIIOAAeTCd NpPU MOYEHYHON HEJOCTATOYHOCTH, CaXapHOM
nuabere, a TaKKe IPU OJHOBPEMEHHOM IPUMEHEHUHU KajuiicOeperaroomux IUypeTUKOB
(Hanmpumep, CIIUPOHOJAKTOHA, TUIEPEHOHA, TPUAMTEpPEHa WM aMUJIOpHUa), KAIMICOAep KaIuX
MUIICBBIX  JO00ABOK, KAIMWCOACPKAIIUX 3aMEHUTENCH MHUIICBOW CONM WM JPYTHX
JICKapCTBEHHBIX IPENapaToB, CIOCOOHBIX YBEIMUMBATH COJEPKAaHUE KaIUsi B CHIBOPOTKE KPOBU
(Hampumep, Tpemaparbl, cojaepxkamue TpumeTonpum). I[IpuMmeHneHue KanuiicomepxKamux
MUIIEBBIX JT00ABOK, KaJUHCOEPEralomux JAUYPETUKOB, KAIMUCOIACPKAIIUX 3aMEHHUTENEH
MUIIEBON COJIM WJIM IPYTUX JIEKAPCTBEHHBIX IIPEMapaToB, CIIOCOOHBIX YBEIIMUYUBATH COICPKAHUE
Kaliusi B CHIBOPOTKE KPOBU (HampuMep, MpemnapaThl, cofeprKaliue TPUMETONPUM), OCOOCHHO Y
MNAIMEHTOB C HapylIeHHeM (QYHKIMH MOYEK, MOXKET MPUBECTU K 3HAYUTEILHOMY YBEITUYECHUIO
COJIEpXaHUsl Kaiusi B CHIBOPOTKE KPOBH. [HIlepKamueMus MOXKET MPUBOAUTH K CEPHE3HBIM,
WHOTJ]A CMEPTEIbHBIM, apuUTMUsAM. [IpH HEOOXOAMMOCTH OJHOBPEMEHHOTO IPUMEHEHUS
npernapata JHan-H W MepeuncleHHBIX BBIIIE JIEKAPCTBEHHBIX CPEACTB CIEAYeT COO0IaTh
OCTOPOKHOCTb U PETYJISIPHO KOHTPOJIUPOBATH COJIEPKAHUE KaJUsl B CHIBOPOTKE KPOBH.

JleT’ ¥ MOJAPOCTKH

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

BcnoMorarenbHEIE BEIIECTBA

Jlakmo3svl monozcuopam

[TanmeHTaM € peaKko BCTPEYAOUICHCS HACIEACTBEHHOM HENEPEHOCHMOCTBIO TaJIaKTO3BI,
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. B3amMmopeiicTBHe ¢ JPYTMMH JICKAPCTBEHHBIMH IIpenapaTamMM M JApyrue BH/bI
B3aMMOJEHCTBUI

TI'uapoxsiopoTrasug

Mosker HaOMIOAaThCS B3aUMOJICHCTBHE C THAPOXJIOPOTHA3HAOM TIPH OJHOBPEMEHHOM
MPUMEHEHUHU C HUKENIEPEUNCIEHHBIMU JICKAPCTBEHHBIMU CPEJICTBAMM.
MuopenakcaHTbl HEACTIONSIPU3YIOLIETO THITA NEHCTBUS (Hampumep, TyOOKypapuH) — 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 TUIIOINIMKEMHYECKUX CPEACTB.

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

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

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

[Tpenapatsl, yBenuuuBatouie uarepsan QT (Hanpumep, XUHUAMH, IPOKAaMHAMMJI, aMHUOJAPOH,
COTaJI0J1) — MOBBIIIEHUE PUCKA PA3BUTHSI MUPYITHON HKENTyJ0UKOBOU TaXUKapIUH.

CepaeuHble INIMKO3UBI — TMIIOKAJIMEMHS MOXET IOBBIIIATh YyBCTBUTEIBHOCTh WINA YCHIIMBATh
PEAKIIMIO CO CTOPOHBI Cep/illa Ha TOKCHUECKOE BO3IEHCTBUE CEPICUHbIX INIMKO3UI0B (HallpuMep,
YBEJIMUYEHHUE JKEITYJOUKOBOI BO30OYAMMOCTH).

[lepeno3upoBKa «IETIEBBIMU» OUypeTHKaMu (Hampumep, GypocemMuaom), KapOeHOKCOIOHOM,
CJIa0UTENbHBIMU CPEACTBAMHU — THJIPOXJIOPOTUA3UI MOKET YBEIUYUTh MOTEPI0 Kalus U (WiIH)
Marsusi.

[Mutocratuku (Hampumep, nukiIodpochamMua, METOTpeKcaT) — THA3UIbl MOTYT CHHXXATb
OKCKpPELUIO TMOYKaMU IMTOTOKCHYECKHUX IpEenapaToB M YCHUJIMBaTh HMX MHEIOCYIPECCHUBHBIE
3P HEKTHI.

HIIBIT (Bkirouas muruburopsr 1{OI-2) — y Hekoropeix mnamuentoB HIIBIL, B Tom uymcie
cenekTuBHble MHrHOUTOpHl L{OI'-2, MOryT cHMXaThb NUypeTUYEeCKUl, HATPUIlypeTHUeCKUd u
AQHTUTUIIEPTEH3UBHBI 3(PPEKT TUYPETHKOB ((IETIEBBIX» JUYPETHUKOB, KaluicOeperaronmx
JUYPETUKOB U THA3UI0B). B cBA3M ¢ 3TUM Ipy OJHOBPEMEHHOM IPUMEHEHUH IIpenaparta JHarl-
H wu HIIBII, Bkmtouwas wunrubutopsl [IOI-2, HeoOxomuMmo THIaTeIbHOE HAONIOJCHUE 3a
MAIUEHTOM JTsI OTIPEACIICHUS] HATMYHS KETAeMOTr0 TUyPETHIeCcKoro ¢ dexTa.

OHaJIanpun

MoeTr HabmoIaTbCsl B3aUMOJCHCTBUE C SHAJANPHIOM MPU OJHOBPEMEHHOM NPUMEHEHUH C
HWKETIEPEUNCIEHHBIMU JIEKAPCTBEHHBIMU CPEICTBAMHU.

Kanuiicoepecarowyue  ouypemuku, kanuticooepoicawue nuujegvle 000asku uiu  opyaue

JleKkapcmeeHHbvle npenapamaol, cnocobHbvie yeeaudueamsv codepofcanue Kanusl 6 CbleOpomkKe Kposu
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Nuru6utoper AII® ocmabnstoT BBI3BAHHYIO JAUYpETHKAMH TMOTepro Kanusa. [lpumeHenue
KanuiicOeperaronmx TMypeTUKoB (HapuMep, CIUPOHOIAKTOHA, IIJIEPEHOHA, TPUAaMTEpPEeHa MU
aMHIJION]Ia), @ TAKXKe KaIMHCOIEpKaIlUX MHIIEBBIX J100aBOK, KaTHICOAEPKAIIUX 3aMEHHUTENIEH
NUIIEBOM COJIM, WM JPYTruX JIGKAPCTBEHHBIX MPENapaToB, CIOCOOHBIX YBEIMYMBATH
coJlep’KaHue Kallus B CHIBOPOTKE KPOBU (HAIpUMep, MpernapaTsl, COAEpKalUue TPUMETOIPUM),
MOJKET MPUBECTU K 3HAYUTEJIHbHOMY IOBBILIEHUIO COAEPKAaHMsI Kallus B ChIBOPOTKE KpoBH. [Ipu
HEOOXOJUMOCTH OJHOBPEMEHHOTO IIPUMEHEHHUS JHAJalpujia U [EPEUYMCICHHBIX 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.).

Kanutinecoepezarowue (muazuomnvie unu «nemnesvier) Ouypemuxu

JleyeHue BBICOKMMH J03aMH JUYPETUKOB, MPEALISCTBYIOIIEEC HAYAIy TEpanvy >HAJIAIPUIIOM,
MOJKET TMOBJIE€Yb 3a COOOW CHIDKeHHE oObeMa IUPKYJIUPYIOLIEH KpPOBH M PHUCK Pa3BUTHUS
apTepualibHON THoTeH3un (cMm. pasnensl 4.2., 4.4.) T'unorensuBHBIE 3(Q(HEKTHI MOTYT OBITH
YMEHBILIEHbI IyTEM MPEKpalleHUs] IpUeMa JUypeTUKa, BOCHOJHEHUS 00beMa KUIAKOCTU WU
yYBEJIMUYEHUS TOTPEOICHUS CONH.

IIpenapamul 3010ma

CHUMITOMOKOMITIIEKC (HUTPATOINOJ00OHbBIE pEaKll), BKIIOYAIOIINN «IIPUJIMBBD) KPOBU K KOXKE
JuIa, TOLIHOTY, PBOTY M apTepUAIbHYIO TUIIOTEH3UIO, HAOMIOAANCS B PEAKUX Ciydasx Mpu
OJTHOBPEMEHHOM MPHUMEHEHMH MpenapaToB 30JI0Ta JJs MapeHTEepaIbHOro BBEIEHUS (HATpUS
aypotuomainar) u uHruouTopoB AIID, BKiIrOYas SHANAMIPHIL.

Tpuyuxnuyeckue AHmMuoenpeccaHmol/HetporenmuKu/cpedcmaa onsl obweti
anecmesuu/Hapkomudeckue cpeocmeda

OnHOBpeMEHHOE TNPUMEHEHHE HEKOTOPHIX CPEACTB s OoOlIel aHecTe3Wu, TPULMKIMYECKUX
AQHTUJEIPECCAHTOB M HEUPOJIENTUKOB ¢ MHruoutopamu AIID MoxeT NMpUBECTH K YCHUIICHUIO
aHTUTUNIEPTEH3UBHOTO Y dekTa (cMm. pazaen 4.4.).

Omanon

OTaHOJ yCUJIUBAeT aHTUTUIIEPTEH3UBHOE JieiicTBUe MHTHOUTOpOB ATID.

Ayemuncanuyunogas Kucioma, mpomooIumuky u 6ema-aopeHod10Kamopbsl

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

CHUMNaTOMHUMETUKN MOTYT CHUXKATh aHTUTHIIEPTEH3UBHBIN 3P ekt nHrnoutopos AIlD.

Tunocnuxemuueckue cpe()cmea
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ONUAEMHOJOTHYECKHE  UCCIENOBAHMS  IOKAa3aIM, 4YTO OJHOBPEMEHHOE  IPUMEHEHUE
uHruouTopoB AII® M runoraMKeMu4eckux CpeAcTB (MHCYJIMHA, TUIIOTIMKEMUYECKUX CPEICTB
JUIA TpUeéMa BHYTPb) MOXET YCHJIHMTh THIIOTIIMKEMHUYECKHH 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 TIOYeK. Y TAIMEHTOB C CaxapHbIM JHa0eTOM, NPUHUMAIOIIUX THUIOTIMKEMUYECKHUE
CpeacTBa JJid IpUeéMa BHYTPb WM UHCYJIMH, CIEAYeT PEryJspHO KOHTPOJIUPOBAThH
KOHIEHTPALUIO TJIIOKO3bl KPOBH, OCOOEHHO B TEUYEHHME IEPBOTO Mecsla OJHOBPEMEHHOIO
npuMeHeHus ¢ uaruoutopamu AIlO.

Hueubumopor mTOR (mammalian Target of Rapamycin — muwenb panamuyuna 8 Kiemkax
MaeKonumaowux) (Hanpumep, MemMcupoIuMyc, CUpOIUMYC, I8EPOIUMYC)

Y nanueHToB, MPUHUMAKONMIUX OJHOBpeMeHHO HMHruoutopbl AII® u unruburopsr mTOR,
HaOJI0/1AI0Ch YBEJIMYCHHUE PHCKA aHTHOHEBPOTHUECKOTO oTeKa (cM. pasaen 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 ).

IIpu oxHOBpeMeHHOM mpuMeHeHHH UHruOuTOopoB AIID ¢ nexkapcTBEHHBIMU TNpenapaTamu,
COJlepKallUMM  CaKyOMTpunl (MHTMOMTOp HENpPWIM3HWHA), BO3PAaCTaeT pHUCK pPa3BUTHUS
AQHTMOHEBPOTUYECKOTO OTEKa, B CBSI3M C YEM OJHOBPEMEHHOE IIPUMEHEHHE YKa3aHHBIX
npenapaToB MnpoTuBonokazaHo. Muaruburoper AII® cnenyer HazHayaTh He 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 namueHToB, TNPUHUMAIOIMUX OJHOBpeMeHHO uHruouTopel All® wu BwiImarmnTHH,
HaOJIOIAJIOCh YBEIMYCHHE PHUCKA Pa3BUTHS aHTHOHEBPOTUUYECKOTO OTeKa (cM. pazaen 4.4.).

KOM6I/IHaHI/I$I THAPOXJIOPOTHA3H a4 M SHAJIalIpujia

pyeue ecunomen3sugnvie cpedcmaea
AnmutuBHBIA 3G (HEKT MOXKET HaOMI0AaThCsl P OJTHOBPEMEHHOM MPUMEHEHUU dHANANpuiia 1
JIPYTOil THITOTEH3UBHOM TE€paANUU.
OpnHoBpeMeHHOE TPHMEHEHHE »HHaNanpuia ¢ Oera-aApeHoOJIOKaTOpaMH, METWIIONONW WU
OJioKaTopaMu «MEIICHHBIX) KaJIBIIUEBBIX KaHaJoB MMOBBIIIIAJIO BBIPAXKEHHOCTD

AHTUTUTNIEPTEH3UBHOTO 3P dekTa.
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OmHoBpeMEHHOE TPUMEHEHWE DOHajampwia ¢  anbda-, OeTa-aapeHoOIoKaTopaMu U
raHrIMo0JI0KaToOpaMy JOKHO MTPOBOAUTHCS MO/ TIIATEILHBIM BpadyeOHBIM KOHTPOJIEM.
OpnHoBpeMEHHOE INpUMEHEHME Ipenapara OHan-H ¢ HUTpoOrVIMLEpUHOM, ApYyTHMHU
HUTpOIIpenapaTaMy WM 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 HapyIIEHUH (YHKLIUU IOYeK (B TOM 4HUCIIEe OCTPOM
IIOYEYHOHW HEJ0CTaTOYHOCTH) IO CpaBHEHUIO C MoHoTepanueil. HeobGxomuMm peryssipHbiit
KOHTpoib AJl, (QyHKIMM TOYEK M COAEPKAaHUS OJIICKTPOJIMTOB B KPOBH Yy TMAIMEHTOB,
IPUHUMAIOIIMX OJHOBPEMEHHO ImpernapaT OHan-H u apyrue JiekapcTBEHHBIE CPENCTBA,
Brusitone Ha PAAC. OnHoBpeMeHHOEe npuMeHeHrne UHruoutopoB AIID ¢ amuckupeHOM WU
IMCKHUPEHCOIepKAIMMU [IperapaTaMy IPOTUBOIOKA3aHO Y MAIMEHTOB C CaXapHbIM AHa0eTOM
U (WIM) ¢ yMEpEeHHbIMH WM TSOKEIbIMU HapylmieHusMu ¢(ynkuun mnoyek (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 MarueHToB (cM. pasnen 4.3.).
IIpenapamol aumus

Huyperuku u uHru6uropsl AII® CHIXKAIOT BbIBEIEHUE JIMTHS MOYKAMH M YBEIUYHBAIOT PUCK
pa3BUTUs JMTHEBONM HHTOKCHKanuu. OIHOBPEMEHHOE INpUMEHeHue mnpenapara OHan-H n
IpernapaToB JMUTHUsS He pekomeHayercs. [lepen mpuMeHeHHeM MpenapaToB JUTHS 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  TUIOTEH3UBHBIX  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 (PYHKIMH MMOYeK (HarpuMmep, Y HallMeHTOB 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 umum uarnOutopoB AIID MokeT BBI3BAaTh JalbHEHIICE

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

bepeMeHHOCTB

[Ipumenenue mpenapara OHan-H Bo BpeMs OepeMEHHOCTHM TPOTHBOIOKa3aHo. [lpu
JTUATHOCTHPOBAHUHM OCpEeMEHHOCTH TpueM mpenapara DHarn-H momkeH OBITh HEMEIIECHHO
MPEKpAIeH, €CIM TOJhKO TMpUEM Mpernapara HE CUYUTACTCS JKU3HEHHO HEOOXOJMMBIM st
MaTepHu.

Tuopoxnopomuasuo

Cy1ecTByeT OrpaHUYCHHBIN OIBIT TPUMEHEHUSI THAPOXIOPOTHA3HIA BO BpeMsi OEpEMEHHOCTH,
0COOEHHO B MEpBOM TpuMecTpe. ['uapoxnopoTuazusl NIpoHUKAET Yepe3 IUIaleHTapHbIi Oapbep.
Ha ocHoBe (apMakoiaoru4eckoro MexaHu3Ma 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
KENTyXa, HapyIIEeHHE BOJHO-JIEKTPOIUTHOTO OalaHCca U TPOMOOLIUTOIICHHSL.
['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
TepaneBTUuuecKoro sdekra.

['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 CPABHEHUIO C HOBOPOXKICHHBIMH, YbH MaTe€pH HE MNPUHUMAIN
uHruOuTopel AII®D B TeyeHwe mepBoro TpumecTpa OepeMeHHOCTH. KonmuecTBo ciydyaeB
BPOXXJICHHBIX JE(PEKTOB OBUIO HU3KHMM, W PE3yibTaThl JTaHHOTO HCCJIEAOBAHUS HE OBUIH
MTOBTOPHO MTOATBEPIKICHBI.

Nuruburtopsl AIID MoryT BbI3BIBaTH 3a00JE€BAHUE WM THOETHh IUIOAA WM 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 MpOSIBISUIOCH B BUIE apTepUaibHON
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TUIOTEH3UHU, TOYEYHOM HEIOCTATOYHOCTH, TUIIEPKATUEeMHUH U (MJIM) THIOIUIa3ul KOCTel yepena
y HOBOpPOXJIEHHOro. Taike cooOIanoch O HEIOHOMIEHHOCTH, 3aJepKKe BHYTPHYTPOOHOTO
pasBUTHS IUIOJAa M He3apalleHnu apTepuainbHoro (boramnoBa) mpoToka, 0JHAKO HESICHO, OBLIH
JIY OTH CIIy4au CBSI3aHbI C ACHCTBHEM HHTHOMTOPOB AIID.

Bo3MoxHO, pa3BUTHE OJUTOTUAPAMHUOHA MIPOUCXOJUT BCIEACTBHE CHUKEHUS (PYHKIIMH MOYEK
10/1a. DTO OCIIOKHEHHE MOXKET MPHUBOJUTH K KOHTPAKType KOHEUHOCTEH, AedopMariii KocTei
yepena, BKJIIOYas €ro JIMLEBYIO 4acTb, TMIIOIUIA3MM JIETKUX IUloAa. /laHHBIE HexenareiabHbIe
3¢ exTsl, MO-BUAUMOMY, HE SBISIOTCS PE3yIbTaTOM BHYTPHUYTPOOHOIO NEHCTBUS HHTUOUTOPOB
ATI®D Bo BpeMs mepBoOro TpuMecTpa 6epeMEeHHOCTH.

PytunHOe mnpuMeHeHHE AMYPETUKOB BO BpeMsi OEpEMEHHOCTHM Yy 3/J0POBBIX MKEHIIUH HE
pEKOMEHAYeTCs, MOCKOJIbKY IOJBEpraeT MaThb M IIJI0JI HEHYXXHOW OIACHOCTH, a MMEHHO —
Pa3BUTHIO SMOPUOHAIBHOM JKENTYXH U KEITYyXHU HOBOPOKACHHBIX, TPOMOOIIUTOIIEHUH U IPYTHX
BO3MOJXKHBIX HEXENaTeIbHBIX PEaKuii, KOTOpble HAOIIOJAINCH Y B3POCIIbIX MAIMEHTOB.

[Tpn Ha3zHaueHwm mpenapara DHarn-H Bo Bpems GepeMeHHOCTH HE0O0XOIMMO WH(POPMHPOBATH
NAUEHTKY OTHOCUTEJIPHO MOTEHIMAJIbHOTO pUCKa A Iulofa. B Tex penkux ciydasx, Korga
MpPUMEHEHHUE IpernapaTa Bo BpeMsi 0epeMEHHOCTH CUUTAETCsI HEOOXOIMMBIM, CIeIyeT MPOBOIUTH
NEePUOANYECKOe YIbTPA3BYKOBOE OOCIeJOBaHHE Uil OIEHKHM WHJEKCA aMHHOTHYECKOU
KUAKOCTU. B ciayuae BbISBIEHMS B XO/€ YJIbTPa3BYKOBOI'O OOCIIENOBaHMS OJIMTOTHMAPAMHUOHA
HEOoOXOJUMO TPEeKpaTUTh MNpHeM Mpemnapara OHan-H, eciu Tonbko mpueM Ipenapara He
CUMTAETCs KU3HEHHO HEOOXOAUMBIM Ul MaTepu. Tem He MeHee, U MallMeHTKa, 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 3aBUCHUMOCTH OT CpOKa O€pEMEHHOCTH JI OLEHKH (PYHKIIMOHATBHOTO
COCTOSIHUS TUIOAA MOKET ObITh HEOOXOIMMO MPOBEJIEHHE CTPECCOBOIO TECTa, HECTPECCOBOIO
TeCTa WK olpeJiesieHue 6Modu3ndeckoro npoduis mioja.

HoBopoxnenHsle, ub MaTepy MPUHUMAIH Hpemnapat JHarn-H Bo BpeMst 0epeMeHHOCTH, TOJKHbBI
OBITh TIIATEIHHO 0OCIEI0BAaHbI B OTHOILIEHUH BBISBIICHUS apTepUAIbHON TUIIOTEH3UH, OJUTYPUN
U TUINEpKATMEeMHU. DHaNanpui NPOHMKAeT 4epe3 IUlaleHTapHbId Oapbep. OH MOXeT OBbITh
YaCTUYHO YJAaJeH U3 KpOBOOOpALIEHHS HOBOPOXKJIEHHOTO C IOMOIIbI0 MEPUTOHEATHLHOTO
nuanusa. TeopeTuuecky OH Takke MOXKET ObITh y/laJieH MOCPEICTBOM OOMEHHOTO MepesiiBaHus
KpPOBH.

JlakTanus

ITpumenenue npenapara DHan-H Bo BpeMs IpyIHOr0 BCKapMIIMBaHMsI IPOTUBOIIOKA3aHO.
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OHananpuia U THa3UJHbIC TUYPETUKH BBIACISAIOTCS C TPYJHBIM MOJIOKOM MaTe€pH B CIIEIOBBIX
KonuuecTBax. B ciiyyae HEOOXOAMMOCTH NpUMEHEeHus npenapara JHan-H B mepuon rpyaHoro
BCKapMJIMBaHMs MALIUEHTKA JOJDKHA IPEKPATUTH KOPMJIIEHUE TPY/BIO.

4.7. BausiHue HAa CMOCOOHOCTH YNPABJATHL TPAHCIOPTHBIMH CPeACTBAMH M PadoTaTh €
MeXaHH3MaMHU

[lpu ynpaBiaeHWHM TPAHCHOPTHBIMH CpPEACTBAMH W MEXAaHHM3MaMHU CJIEQyeT YYUTHIBAaTh
BO3MO>KHOCTb Pa3BUTHsI FTOJIOBOKPY>KEHUsI UJIM cl1abocTH (cM. paszen 4.8.).

4.8. HexkennaTeibHbIe peakunu

Pesrome mpoduisg 6esonacHOCTH

[Ipenapar Ounan-H, kak mnpaBuiio, XOpOIIO NEPEHOCUTCA. B KIMHMUYECKHX HCCIEIOBAHUAX
HEKeNIaTeNIbHBIC peakluu ObUIM, KaK MPaBWIIO, JISTKUMH, TPEXOJAIIMMU W HE TpeOoBaH
MIPEPHIBAHUS JICUCHUSI.

TabanuHoe pE3I0OMe HeXKeIaTeIbHBIX PeaKIIUi

YacTtoTa BCTpEYaeMOCTH OTpEJCIICHA CICIyIOIMMM o0pa3oM: o4eHb 4wacto (= 1/10), gacro
(= 1/100, o < 1/10), Heuacro (= 1/1 000, Ho < 1/100), peako (> 1/10 000, Ho < 1/1000), oueHb
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€CTBCHHBLIC U HCYTOYHCHHLIC HOBOOﬁpﬁZ{OBaHHﬂ (BKJ’[IO‘IZIH

KHUCThI U MOJIMIIBI)

Yacrora HEMEJIaHOMHBIN pak KoxH (06a3anpHOKIeTOYHast kKapunHoMma (BKK) u

HEHU3BECTHA IockokieTouHas kapuuaoma (ITKK))*#**

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

Heuacto aHCMUA (BKJ'IIO‘-IaSI AlIaCTUYCCKYHO U T CMOJ'II/ITI/ILICCKYIO)

Penko HeﬁTPOHCHHH, CHHMIKCHHUC FCMOFJIO6I/IH8., CHHMIKCHHC réMaToKpuTa,
TpOM6OL[I/ITOHCHI/ISI, arpaHyJIouuTo3, YTHCTCHUC KOCTHOMO3I0BOI'O
KpOBCTBOPCHUA, HeﬁKOHeHHH, IMaHIIMTOIICHU A, J'II/IM(l)a)IeHOHaTI/ISI,

ayTOMMMYHHBIE 3a00JICBaHUS

IJHAOKPHUHHBIC HAPYILLICHUS

Yacrora CHHJIPOM HEAJICKBATHOMN CEKPELIMHU aHTUINYPETUUECKOTO TOPMOHA

HCHU3BCCTHA

Hapyumienust MmeTa®o/1M3mMa U NUTAHUS
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Yacto

THUIIOKAJIIMEMHUS, YBCIIMUCHUC KOHICHTPAUKU XOJCCTCPUHA U TPUTIIMLICPUI0B

B KPOBH, TUIIEPYPUKEMHUS

Heuyacro TUIOTIHKEMHUS (CM. pasnen 4.4.), THIOMarHueMusi, 000CTPCHHE TCYCHHUS
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 CHOBUICHHUS, HAPYIIICHHSI 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 3pcHust

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

HapyHmICcHUEC puTMa cepala, CTCHOKapaAuAa, TaXukKapaud

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

Heuacro 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 PECTMPATOPHBINA JUCTPECC-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 JKeNy/IKa, CyXOCTh CIM3UCTON 000I0UKH 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), renaTtur (FCH&TOL{CHJ’IIOJIHPHHﬁ 50185 XOHCCT&THQCCKHﬁ),

JKCIITyXa, XOJCHUCTUT (OCOGCHHO Yy MHnamueHTOB C JKETYHOKaMEHHOM

00JIe3HBIO B aHAMHE3€)

Hapymenus co ¢

TOPOHDbI KOKH U MOAKOKHBIX TKaHel

Yacto

KOXKHas CBIIb (3Kx3aHTEMA), peakiuu
TUIEPUyBCTBUTEIBHOCTH/aHTHOHEBPOTUYECKHI OTEK: aHTHOHEBPOTHUYECKHI
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 JIEPMATUT, TOKCHUYECKUH SIHUIECPMATIbHBIA HEKPOJIU3,
nyprnypa, o0OCTpeHHe TeUeHHs] KOKHOW KpacHOW BOJYaHKH, MEMQUTyC,

SPUTPOJIEPMHUS

Hapymenml CO CTOPOHBI MblmeqHOﬁ, CKeJIETHOM M COeMUHUTEIbHOM TKAaHU

Yacrto MBIIICYHBIE CyT10pPOry ™ **

Heuacro apTpairus*

Hapyme}mﬂ CO CTOPOHBI IMMOYEK H MOYEBLIBOAAIIINX 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 TMHECKOMACTUA

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 KOHICHTPAIUHN CBIBOPOTOYHOTO KPCATUHUHA
Heuacro IMOBBIIICHNEC KOHICHTPALIUH MOYEBUHEI B KPOBU, THIIOHATPUCMHUA
P CIKO MOBBINICHUEC  AKTHBHOCTH  «IICUCHOYHBLIX»  TpaHCAMHWHA3, YBCIIMYUCHUC

KOHIIEHTpaluu OMIMpyOUHa B CHIBOPOTKE KPOBU

* Habmroanuch TOJIbKO MU MPUMEHEHUH THAPOXJIOPOTHA3KUaa 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 CYAOpPOrH HaOIIOJAIMCh MpH MNPUMEHEHUU
TUIPOXJIOPOTHA3H/IA B 103€ 6 MT.

***%* Ha ocHOBaHMHM MMEIOIIMXCS MaHHBIX SIIMIEMHUOIOIHYECKAX MCCIEI0BAaHNM, HAa0II04aIach

KyMyJITUBHAd O0303aBUCHUMaAsl CBA3bL MCKAY THAPOXJIOPOTHA3UAOM U HCMCIIAHOMHBLIM PAaKOM
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koxu (BKK u IIKK). Camoe GombIioe mcciaeaoBaHUe BKIIOYATIO TMOMYJISINIO, COCTOSIIYIO U3
71533 cnyuaee BKK u 8629 cnyugaeB IIKK, coorBerctByrommux 1430833 u 172 462
YYaCTHHKAM HCCIICZIOBAaHUS B KOHTPOJIBHBIX TPYINIax HAaceJIeHHs COOTBETCTBEHHO. Bricokoe
KyYMYJISITUBHOE TpuUMeHeHHe ruapoxiopornazuaa (=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% JAW: 3,68-4,31) mna I[IKK. KymynsaruBHas B3auMMOCBSA3b «103a-OTBET»
Habmonanack kak a1 BKK, tak u mansa [IKK. B npyrom uccrnenoBanum Obuia oneHeHa CBS3b
Mexnay pasButuem paka ryosl (IIKK) m BosaeiictBueM rumpoxiopoTuasumga: 633 cioyyas
pa3BUTHs paka ryObl ObLIH cormocTaBiieHbl ¢ 63 067 ydacTHUKaMU UCCIEA0BaHUS B KOHTPOJIBHOM
rpymme HaceieHus. KyMmynsaTuBHas B3aUMOCBSI3b «J1032-OTBET» ObLIa MPOJIEMOHCTPUPOBAHA 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 CUMIITOMOKOMILIEKCA, KOTOPBIH MOYKET BKJIFOUATh BCE MIJIM HEKOTOPHIC
U3  CICNYIOIMX  CHMIITOMOB:  JIUXOPAAKYy, CEPO3UT, BACKyJIUT, MHAITHUIO/MUO3MNT,
apTPaITUIO/apTPUT, TMOJNOKUTEIbHBIA TECT HA aHTUHYKJIEApHbIE AaHTUTENa, YBEIHMYCHUE
ckopoctd ocenanus HsputpouutoB (COD), s03uHOGUINIO M JEHKONMTO3. MOryT Takxke
BO3HHUKATh KOXKHAs ChITTb, (DOTOCCHCUOMIN3AINS U IPYTHE KOXKHBIE PEAKIIHH.

Coo011eHne 0 mMoI03pEBAEMBIX HEXKEIIATEIbHBIX PEAKIIHIX

Baxxno coo0mate 0 MOJ03peBaeMbIX HEXKENaTeNbHBIX pPEaKIUsIX I[OCle pPerucTparuu
JIEKapCTBEHHOTO Iperapara ¢ Leliblo 00eCcneueHns HeMPEepbIBHOIO MOHUTOPUHIa COOTHOILICHHS
«10Jb3a — PUCK» JIEKAPCTBEHHOIO Mpemnapara. MeauIMHCKUM pabOTHUKAaM PpPEKOMEHAYEeTCs
co001aTh O JIIOOBIX MOJ03pPEBAEMbIX HEXKENATEIbHBIX PEaKIUAX JEKapCTBEHHOTO Ipemnapara
yepe3 HALMOHAJIbHBIE CUCTEMbI COOOILEHUS O HEeXKEJaTeNbHbIX PEeaKLUsiX roCyJapcTB — 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 1. 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, paiion baiikonslp, yi. A. UmanoBa, 1. 13, BL{ «Hypcaynet 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

Be06-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. Ilepeno3upoBka

TI'uapoxsiopoTrasug

Haubonee yacto HaOMIOAATNCH CHUMIITOMBI, BBI3BAHHBIC MTOTEPEH AJIEKTPOIMTOB (TUIIOKATUEMUS,
TUIIOHATPUEMHUS], TUTIOXJIOPEMUsSI) U JAETUpaTalueil BCIEACTBUE Upe3MepHOro amypesa. Ecmu
paHee MPUMEHSUINCHh CEPACYHBIE TJIMKO3HUIbI, BO3MOXKHO YCYTYOJICHHE TEUYCHHUS 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. KoHnieHTpanuu sHamanpuiata B CBIBOPOTKE KPOBH, MPEBHIIIAIONINE
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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

JanHbIX M0 crenu(UUecKor Tepanuu Mepeo3upoBKH HeT. JIeueHne CHMITOMATHYECKOE M
nojepxuBaroriiee. [laiMeHT 10/DKeH HaXOIUThCS MO/ TINATEIbHBIM BpaueOHbIM HAOJIOICHHUEM,
Tepamus MpernaparoM J0/DKHA ObITh MpeKpaiieHa. PeKoMeHayeTcs IPOMbBIBAHHE KEIYIKa, SCIIU
npenapar IMpUHAT HCAABHO, a TaKXKe JICUHCHUC JCTruAparanuu, HapymeHI/Iﬁ BOIOHO-
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
KPOBOOOpAIICHUS] C MOMOIIBI0 reMoauani3a (cM. pazzuen 4.4. «[lauueHTtsl, HaxoJsIKecs Ha

TeMOJTHAITH3EY ).

5. ®APMAKOJIOTHYECKHUE CBOMCTBA
5.1. ®apmakoauHaMHYecKHe CBOIiCTBA
®dapMakoTepaneBTUYEeCKas TPYIIa: CpPeACTBa, ACHCTBYIONIME Ha PEHUH-AaHTHOTEH3MHOBYIO
CUCTEMY; WHTHOMTOPHI aHTHOTeH3WHIpeBpamiaomero ¢epmenta (AIID), komOuHanuy;
uHruourtopsl AII® u nuyperuku
Koxg ATX: CO9BAO02
[Ipemapar DOnan-H mnpencraBiser coboit komOuHanuio unruouropa AIID (sHamampuna) u
JMypeTuKa (THAPOXJIOPOTHAZHIA).
[Ipenapar Dnan-H oOecneunBaeT aHTUTMIEPTEH3UBHOE M JUypeTHYeckoe aeWctBue. Jlns
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
KOMIIOHEHTAa, TepaneBTU4YecKuil 3ppexT 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 JeUCTByOmMM uHrHOUTOpoM AllD, He
COJIEpIKaIINM CYJIb(PTUIPUIBLHYIO TPYIIITY.

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

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 PEHUHA) U YMEHBILIEHHE CEKPELIUHU allbIOCTEPOHA.

AIl® unentudyeH ¢epMmeHTy KuHUHA3a Il, mMosToMy »Hamampui TaKke MOXKET OJIOKHMPOBATH
paspyuieHre OpaJWKMHMHA — MenTHAa, o0JaJalollero BbIPaXXEHHBIM Ba30UIATHPYIOMIUM
neiictBueM. 3HadyeHue 3Toro 3¢ddexra B TepaneBTHUECKOM JACHCTBHM >Hajampuia 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,
SHAJIANIPUII TPOSIBJIIET AHTUTMIIEPTEH3UBHOE JAEWUCTBUE A€ Y IALUEHTOB C apTepualbHON
TUIEPTEH3UEN U CO CHIPKEHHOM aKTUBHOCTBIO PEHHHA I1J1a3Mbl KPOBHU.

Kombunayus euopoxiopomuasuo + snaranpu

I'uapoxopoTuasua ABISAE€TCS JUYPETUUECKUM U TUIIOTEH3UBHBIM CPEICTBOM, YBEIMYHUBAKOLIUM
AaKTUBHOCTh pEHMHA IUIa3Mbl KpOBU. XOTSA OSHajanpuil o0JajaeT AaHTUTHUIEPTEH3UBHBIM
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 aHTUTUIIEPTEH3UBHOTO JEWCTBUS THA3UJIHBIX TUYPETUKOB (THA3UIOB) M3Y4YeH He
noJaHOCThI0. OOBIYHO THA3Mbl HE BIMSIOT Ha HopMalbHble 3HaueHus AJl. ['mapoxiopoTuasun
SBISICTCS JUYPETUYECKUM W TUIOTEH3WBHBIM CpeAcTBOM. OH BO3JCHCTBYET Ha MeEXaHU3M
peabcopOunu AIIEKTPOIUTOB B AUCTAIBHBIX U3BUTHIX MIOYEYHBIX KaHANBIAX. [ MIPOXIOPOTHA3U
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 TEUCHHE
IIPUMEPHO 4 4aCOB U JUIUTCS MpUMEpPHO 6—12 yacos.

Ouananpun

[IpuMeHeHue Hananpuia y NalueHTOB C apTepPUAIbHOM runepTeH3neil MPUBOAUT K CHIDKEHUIO
AJl KaK B «TIOJIOKEHHUHU CTOSD», TAK U B «IIOJIOKESHHH JIekKa» 0€3 3HAUUMOTO YBEITMUEHHUS YaCTOTHI
cepaeunbix cokpanienuit (HCC).

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

[IpeppiBaHKe Tepanuy SHATANPUIIOM HE BBI3bIBAET pe3koro noabema A/l.

24



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 cHIbkKeHue AJl HaOmromaercst yepes 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 xnMHMYECKHX HCCIeN0BaHUSAX I'EMOJMHAMUKH Yy NAlMEHTOB C 3CCEHLMAIbHOM runepTreH3uen
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 kpooroka. 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
KeIyI0uKa ¥ COXPAHEHHUIO €T0 CUCTOIMYECKON (PYHKIINH.

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 JIeficTBUE Nnpenapara JHamn-H no mMeHbiel Mepe B TedeHue 24 4acos.
OHananpui ~ yMEHbIIAeT MOTep0  HOHOB  KaiMs, OOYCIOBJICHHYIO  NPUMEHEHHEM
TUAPOXJIOPOTHA3HIA. DHANANPUI U THIPOXJIOPOTHA3U UMEIOT CXOAHBINA PEKUM TO3UPOBAHUS —
OJIHOKpaTHBI MpHEeM B CYTKH, MO3TOMy mpemnapaT ODnan-H mnpexacraBnser coboil ynoOHyo
JeKapcTBeHHY0  ¢opMy I  KOMOMHUPOBAHHOTO  TNPUMEHEHHWs  SHajampwia U
TUPOXJIOPOTHAZHIA.

5.2. apmakoknHeTHYECKHE CBOHCTBA

T'uopoxnopomuaszuo

['unpoxiopoTnasuj; He nojaBepraercss OHoTpaHcPOpMaIKi, HO OBICTPO BBIBOAUTCA IMOYKAMHU.
IIpy noxnep’kaHuM KOHLEHTPALMK THUAPOXJIOPOTHA3WAAa B IUIa3ME€ KPOBH B TEUEHHE Kak
MUHHMYM 24 dacoB, niepuoj nosyssiBeacHus (TY2) BappupoBai ot 5,6 1o 14,8 yacos. He meHee

61 % mnpuHATOW BHYTPH J03bI BBIBOJUTCS B HEU3MEHEHHOM BHIE B TeueHUE 24 4acos.
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['unpoxiopoTnasu NpoHUKaeT dYepe3 IUIAleHTapHBIM Oaphep U SKCKPETUPYETCS B TpyIHOE
MOJIOKO, HE TIPOHUKAET Yepe3 reMarosHnedatndeckuii 6apnep.

Ouananpun

[Tocne mpuema BHYTph dHananpu1 Obictpo BcacbiBaeTcs B JKKT. MakcuManbHas KOHIEHTpaLus
B 1uazmMe KpoBU (Cmax) PHajampuiia JOCTHraeTcsi B TedeHue 1 yaca mocie nmpuema BHYTPb.
Crenenp BcachIBaHUS SHAIANIPUIIA IIPH IPUEME BHYTPb COCTABIISICT NPUOIM3UTEIHHO 60 %0.
[Tocne BcackiBaHUs SHATATPUIT OBICTPO THAPOIN3YETCS ¢ 00pa30BaHUEM aKTHBHOT'O METa0OIUTA
sHajanpwiata — MoutHoro naruouTopa AIlD. Cmax dHaManpuiara HabmoaaeTcs yepe3 3—4 yaca
ocjie IpuemMa J03bl JHaJalpwia BHYTPb. BpIBeJeHHE SHamanmpuia OCYLIECTBISAETCS
PEeUMYIIeCTBEHHO MoykaMi. OCHOBHBIMU META0OJIUTaMH, ONPEACIIEMBIMI B MOYE, SIBIISTIOTCS
SHANAMPUIIAT, COCTABIISIIONIUN TTpuban3uTenbHo 40 % 103bl, 1 HEM3MEHEHHBIN SHananpwi. Her
JaHHBIX O JPYTHX 3HAYMMBIX MYTAX OMOTpaHCPOpMAIMHM HHANANPHIIA, KPOME THAPOIU3A 0
sHajanpwiata. KpuBasg KOHLEHTpauuu SHajalpwiara B IUIa3ME€ KPOBH HMEET JUIUTEIbHYIO
KOHEYHYIO0 a3y, MO-BHAMUMOMY, OOYCIOBJICHHYIO ero cBs3piBanneM ¢ AlID. V 3mopoBbix
JTOOPOBOJIBIIEB ¢ HOPMAJIBHON (YHKIMEH MOYeK paBHOBECHAss KOHILEHTpAIHMs SHalalpuiara
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. [IpogomkuTenbHOCTh BCachlBaHUs M THIPOJIM3a SHANANPHIIA CXOJIHA
JUTSL pa3JIMYHbBIX PEKOMEHIOBAaHHBIX T€PAeBTUUECKHX J03.

Kombunayus cuopoxnopomuaszuo + suananpun

Perynspueiii mnpueM KOMOMHALIMKM THUIPOXJIOPOTHA3Wj + OHajampuil He BIUSET WU
HE3HAYUTENIbHO BIIMSAET Ha OMOJOCTYIHOCTh Ka)KJJOTO M3 KOMIIOHEHTOB Ipenapata. [Ipemapar

Onan-H OnoskBUBajIeHTEH KOMOMHAIIUN THIPOXJIOPOTHA3U A U YHANIATIPHUJIA.

6. ®PAPMAIIEBTUUYECKHE CBOMCTBA
6.1. [lepeuenb BcnoMorareJibHbIX BellleCTB
JlakT03BI MOHOTHIPAT
Kpaxman kyKypy3HbIii
Kpaxman npexenaTHHU3UPOBAHHBIN
Tanpk
Hatpus runpoxapOonar
Marnus creapat
Kpacurens xuHonmHOBbIH sxenThiil (E104)

6.2. HecoBmecTUMOCTBH

Henpumenumo.
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6.3. Cpok rogHoCcTH (CPOK XpaHEeHHs )

5 ner.

6.4. Oco0ble Mepbl NPeIOCTOPOKHOCTH NIPH XPAHEHU U

XpaHUTh B OPUTHHAIBHOM OJIMCTEpE AJIS 3alUThI OT BJary.

JlexapcTBeHHBIH Mpenapar He TpeOyeT CHelHalbHBIX TEMIIEPATYPHBIX YCIOBUMA XpaHEHUSI.

6.5. XapakTep u coaep:KaHHe NePBUYHOI YITAKOBKH

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

2 unu 6 6IMCTEPOB BMECTE C JTMCTKOM-BKJIA/IBIIIEM TTOMEUIAIOT B MaYKy KapTOHHYIO.

He Bce pa3meps! ymiakoBOK MOTYT OBITh JOCTYITHBI JIJISI peaTu3aIii.

6.6. Oco0Oble Mepbl MPEIOCTOPOKHOCTH MNPH  YHUYTOXKEHMH  HMCIOJb30BAHHOIO
JIEKAPCTBEHHOT0 Mpenapara WJIH OTXO0JA0B, TMOJYYeHHBIX IOcCjde NpPUMeHEeHUs:
JIEKApPCTBEHHOI0 Mpenapara, u Apyrue MaHUNyJsiMU ¢ penapaTomM

Her oco0bix TpeOoBaHU K yTUIM3ALUH.

7. JEPXKATEJIb PETUCTPAIIMOHHOI'O YIOCTOBEPEHU S
CnoBeHus
AO «KPKA, n.1., HoBo mectoy, llImapsenika necra 6, 8501 HoBo mecto
Ten.: +386 7331 21 11
®axc: +386 7 332 15 37
Anpec 31. noutsl: info@krka.biz
7.1. IlpeacraBure/ib AepKaTe/ss perucCTPALMOHHOIO YA0CTOBEPEHUS

[Iperen3un norpedUTENEH HAIPABIATE 110 aIPECY:

Poccuiickasa ®edepayus

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

®axc: +7 (495) 994 70 78

Anpec 311. moutsl: krka-rus@krka.biz

Pecnybnuxa Benapyco

[IpencraButenscTBO AkmnmonepHoro odbmectBa «KRKA, tovarna zdravil, d.d., Novo mesto»
(Pecnybnuka Cnosenust) B Pecriyonuke benapych

220114, r. MuHCK, yn. @unuMoHoBa, 1. 25T, oduc 315

Ten.: 8 740 740 92 30

®axc: 8 740 740 92 30

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

TOO «KPKA Ka3zaxcrtan»

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

Ten.: +7 (727) 311 08 09

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

Pecnybnuxa Apmenus

[TpencraBurensctBO «Kpka, a.1., HoBo Mmecto» B PecriyOnnke Apmenus

0001, r. EpeBan, yn. Han6anasu, a1. 106/1 («CAAT-HOBA» BUSHEC-LIEHTP), oduc 103
Ten.: +374 11 56 00 11

Anpec 351. moutsl: info.am@krka.biz

Keipevizckas Pecnyoauka

[IpencraButensctBo AO «KPKA, ToBapHa 3apasui, 1.1., HoBo Mecto» B Kbipreizcrane
720040, Yyiickas obnacts, r. bumikek, OyiabBap DpKUHIUK, A. 71, 610K A

Ten.: +996 (312) 66 22 50

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

8. HOMEP PETUCTPALIMOHHOI'O YIOCTOBEPEHUS
JITT-Ne(000926)-(PT-RU)

9. JATA NIEPBUYHOM PETUCTPAIIMHA (ITOATBEPKJIEHUA PETUCTPALIUU,
INEPEPETUCTPAIIN)

Hara nepBoii peructpanuu: 23 utons 2022 r.

10. IATA IEPECMOTPA TEKCTA
2 okTs10pst 2024 1.
OO6mas xapakTepHuCTHKa JIEKapCTBEHHOro mpenapaTta DHan-H noctynHa Ha mHGOpMalmoHHOM
noprane EBpazuiickoro 3KOHOMHYECKOT0 COI03a B MH(POPMAIIMOHHO-KOMMYHUKAIIMOHHOW CETH

«urepueT» https://eec.eaeunion.org.
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