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o1 24.03.2023 Nz 5694

OBILAS XAPAKTEPUCTHKA JEKAPCTBEHROFPOTIPFERAPATA Y001)

1. HAHUMEHOBAHHUE JJEKAPCTBEHHOI'O IIPEITAPATA
[Tepungonpun PeneBai, 2 mr, TabeTKH.

[Tepungonpun PeneBai, 4 mr, TabieTku.

[Mepunmonpun Penesai, 8 Mr, TaOIeTKH.

2. KAYECTBEHHBII M KOJTMYECTBEHHBI COCTAB
JelicTBytoliee BEIECTBO: MEPUHIOTPUIL.

[Mepunnonpui Penesan, 2 mMr, TaOJIETKHA

Kaxxnas TabneTka cogepKuT 2 Mr nepuHaonpuia 3poyMuHa.

IMepunnonpui Penesan, 4 mr, TabJIeTKHU

Kaxxnas Tabnerka conepuT 4 Mr nepuHI0NPUIa SpOyMUHA.

[lepunnonpui Penesan, 8 mr, TabieTKn

Kaxxnas Tabnerka cogepuT 8 Mr nepuHaonpuia 3poyMuHa.

BcnomorarenbHbie BelllecTBa, HATUYUE KOTOPBIX HAO YUYHUTHIBATH B COCTaBE JIEKAPCTBEHHOIO
npenapara: JJaKTo3bl MOHOTHJIpAT, KpocKapMmeIto3a HaTpus (cM. pasznen 4.4.).

[TonHbIM IepeyeHb BCIOMOTaTEIbHBIX BEIIECTB MPUBENIECH B pa3aene 6.1.

3. JIEKAPCTBEHHAS ®OPMA

Tabmerku.

[epunnonpui Penesan, 2 mMr, TaOJIETKHA

Kpyrible 1BOsSKOBBITYKIIbIE Ta0NIETKH O€I0ro WiM mnoutu 6enoro npera. Jlomyckaercst Hajaudue
MpPaMOPHOCTH.

IMepunnonpui Penesan, 4 mr, TablieTKU

Kpyrible 1BOsSKOBBINMYKIIbIE TabIETKK O€I0ro Wiy MoYTH OeNoro 1BeTa ¢ puckoi. Jlomyckaercs
HaJIu4le MPaMOPHOCTH.
TalneTky MOXKHO pa3feuTh Ha PaBHBIC J103BL.

[Mepunnonpui Penesan, 8 mr, TadjieTKu

Kpyribie mIOCKONMIMHAPUYECKHE TaOJETKH OeNoro WM MOYTH Oesoro npera ¢ (ackod u
puckoi. Jlomyckaercsi HaTu4yue MpaMOPHOCTH.

TalneTky MOXKHO pa3feIuTh Ha paBHBIC 103BL.

4. KJIIMHUYECKHUE JAHHBIE

4.1. Iloka3aHusi K NPUMEHEHUIO

[Tepunponpun PeHeBai rnokaszan K NpUMEHEHHUIO Y B3pOCIBIX B BO3pacTe OT 18 Jier.

e AprepualibHas rUIepTEH3US;

e XpOHMUECKas ceplieuHast HegoctarouHocTh (XCH);
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e Tpo(UIAKTUKA TMMOBTOPHOTO HWHCYIbTA (KOMGHHHDHEQ{HH;';%I%ﬁEE%'ﬁgga-ﬁaﬁl?o‘ll\ﬁ) y

MAIMEHTOB, MEPEHECIINX UHCYIBT WA TPAH3UTOPHOE HapYUIEHHE MO3TOBOIO KPOBOOOpAIEHUs
10 HIIEMUYECKOMY THILY;

e crabmnpHas wumemudeckas Oone3nb cepana (MbC): cHmwkeHwe pucka pa3BUTHS
CEpJICYHO-COCYIUCTHIX OCIOKHEHUH y arueHToB co cradmibHoi UBC.

4.2. Pexum 103MpoBaHMS U CIIOCO0 NPUMEHEHHUS

PexxuM 103upoBaHus

[Tpu BeIOOpE 103BI CIEAYET YUYUTHIBATH OCOOEHHOCTH KJIMHUYECKOHN cutyarnuu (cMm. pasznen 4.4.)
U CTETIeHb CHUKECHHUsI apTepuanbHoro gasienus (AJl) Ha poHe mpoBOANMON Tepanumu.
Apmepuanvras cunepmen3us

[lepunnonpun MOXXKHO NPUMEHATH KaK B MOHOTEpAaIlWd, TaKk U B COCTaBe KOMOMHMPOBaAHHOMN
tepanuu (cMm. paznensl 4.3. u 4.4.).

PexoMmeHyeMas HayanpHas 03a cOCTaBIsAeT 4 Mr 1 pa3 B CyTKH.

VY nanueHToB ¢ BBIPaXXEHHOW aKTUBHOCTBIO CUCTEMBI PEHMH-aHTMOTEH3NH-al1bocTepoH (PAAC)
(0coOeHHO MpH PEHOBACKYISPHON TUIIEPTEH3UH, TMIIOBOJIEMUN W/WIM CHIDKEHUU COJEp>KaHUs
3JIEKTPOJIUTOB TUIa3Mbl KpOBHU, nAekoMmiieHcanun XCH unu TspKenol CTeneHw apTepuaibHON
TUINEPTEH3UH) TIOCTe TMpueMa TepBOM MJO3bl Tperapara MOXET pPa3BUTHCS BBIPAKEHHOE
camkenne AJl. B Hayane Tepanmuu Takue MAIMEHTHI JOJDKHBI HAXOIWTHCS TOJ] TIIATEIHHBIM
MEAMIIMHCKUM HaOmofeHueM. PexomeHnayemass HavalbHas J03a Ui TakuX MalMEHTOB
cocTaBiisieT 2 Mr 1 pa3 B CyTKH.

B cnyuae HeoOXomuMmocTH dYepe3 Mecsll IMOCNie Havala Tepalmdd MOXKHO YBEIUYHTH 103y
npenapara 10 8 Mr 1 pa3 B CyTKH.

B nHauane Tepanuu NEpUHIONPHIOM MOXKET BO3HUKATh CHMITOMAaTHuYeCKas apTephaibHas
TUNOTEH3Us. Y TMAalMeHTOB, OJHOBPEMEHHO MONYYalOUIMX JUYPETUKH, PHUCK Ppa3BUTUA
apTepUaIbHOM TUIOTEH3UM BBILIE B CBA3W C BO3MOXKHOW THUIIOBOJIEMUEH W CHUXEHHUEM
CONIEp’KaHUsl DIIEKTPOJIUTOB IMa3Mbl KpoBU. ClieqyeT coONIOAaTh  OCTOPOKHOCTh  IMPHU
MPUMEHEHUY TIEPUHIONPUIIA Y TAHHOW TPy MAIMEHTOB.

PexoMeHnnmyercs, MO BO3MOXXHOCTH, MPEKpPaTUTh TMPUEM JUYPETHUKOB 3a 2-3 1HA 10
MpeAnoaraeMoro Havajaa Teparnuy IepUHIONPIIOM (cM. paszaen 4.4.).

[Ipy HEBO3MOXXHOCTH OTMEHUTh [UYPETUKU, HadallbHas J103a TMEPUHAONpPHUIA JOJKHA
coctaBnsaTh 2 Mr. [Ipm 3TOM HEOOXOAMMO KOHTPOIUPOBATH (PYHKIHMIO MOYEK U COJACpIKaHUE
KaJiusl B CHIBOPOTKE KpoBH. B nmanbHeiiiem, B ciydyae HEOOXOAMMOCTH, J103a Mpernapara MOKeET
ObITh yBenmdeHa. [Ipu HeOOXOIUMOCTH TIPUEM TUYPETUKOB MOKHO BO3OOHOBUT.

Y manueHToB MOXKWIIOIO BO3pacTa JeUeHUE CIeAyeT HAuWHATh C JI03bI 2 MI' B CYTKH, TpH

HE00XOIMMOCTH Yepe3 MecsI] IocIie Havasla Tepaniy 03y MOXKHO YBEIMYUTH 10 4 MT' B CYTKH, a
2



COOTBETCTBYET 2KCNEPTHOMY OTYETY
ot 24 032023 N 5634

3aTeM /10 8 MT' B CYTKH C YUETOM COCTOSTHHUS (hyHKInH OHEK (Che Fabattry 1z HC TE 0007]

Cepoeunas nedocmamouHocmy

Jleuenne mnanueHToB ¢ XCH mnepunaonpuiaoM B KOMOMHAIMHM C KaluiiHecOeperaroummu
TUYpEeTUKAMU W/WJU JUTOKCUHOM, W/WiM OeTa-aapeHOo0I0KaToOpaMu PEKOMEHYeTCsl HauWHATh
MOJI TIIATEIbHBIM MEAUIIMHCKUM HaOII0ACHUEM, Ha3Havasl IEPUHA0NPUI B HAUYaIbHOU J03€ 2 MT
1 pa3 B cyTku, yrpom. Uepe3 2 Hemenu JICUYSHHS 1032 MEPUHIONPHIIA MOXKET OBITh MOBHIIICHA
70 4 mMr 1 pa3 B CyTKH, NpU YCIOBUHM XOpOLIEM MEPEHOCUMOCTH J03bI 2 MI H
yIIOBJIETBOPUTEIHLHOTO OTBETA HAa MPOBOJUMYIO TEPAIHIO.

VYV manMeHToB C TSHKENOM CepAeyHOM HEAOCTAaTOYHOCTBIO, & TaKXKE y IMAIMEHTOB W3 TPYMIIbI
BBICOKOTO pHUCKa (TMAaLMEHTH ¢ HApyLIICHHON (yHKIMEH MOYeK M TEHIEHIMEH K HapyIICHUIO
BOJ/IHO-3JIEKTPOJIUTHOTO OanaHca, MAIlMeHTHl, OJHOBPEMEHHO TMOJIYyYaroline TUYPETHKU W/HIN
COCYAOpaCIIUpSIONINE JIEKApCTBEHHbIE IperapaThl), JeUeHUEe JOJDKHO OBITh HAyaTO IOJ
THIATETHHBIM MEIUIIMHCKAM HaOIt0IeHueM (cM. pazzaen 4.4.).

VY nanueHToB ¢ BBICOKMM PUCKOM Pa3BUTHS CUMIITOMAaTUYECKON apTEpPUAIILHON THMIIOTEH3UH,
HaIpUMep, CO CHIYKEHHBIM COACPKAHUEM JJICKTPOIUTOB MIPH HATUYUH UM 0€3 THIIOHATPUEMHUH,
C TUIIOBOJIEMHEN WJIM C HWHTEHCUBHOW Tepamued JIuypeTUKaMu, Iepell HadajloM Ipuema
NEPUHJIONPUIA, 1O  BO3MOXHOCTH,  IEPEUYHUCICHHBIE  COCTOSHMS  JOJDKHBI  OBITh
CKOppekTHpoBaHbl. Takue moka3atenu kak BenudarHa AJl, GyHKIMS MOYEK U CoNepKaHue Kalus
B IJIa3M€ KPOBH JIOJKHBI KOHTPOJIMPOBATHCS KaK MEPE]l Ha4aJIoM, TaK U B MPOIIECCE TEPaAIUH.
Ipoghunaxmuxa noemoproco uHcyibma (KOMOUHUPOBAHHASL MEPANUSL C UHOANAMUOOM,)

VY manueHnToB ¢ 1epeOpoBacKyIIpHBIMU 3a00JI€BaHUSAMU B aHAMHE3€ TEPANUIO MEPUHIOIPUIOM
cleyeT HauYMHAaTh C J03bl 2 MI' B TEUEHHUE MEPBBIX 2-X HEAEIb, 3aTEM, MOBbIIIAs 103y 10 4 MTI' B
TEYEHUE MOCIIEYIOUIUX IBYX HE/IeIb 0 MPUMEHEHUS HHAanaMua.

Tepanuto ciemyer HauymHaTh B Jt00oe (OT 2-X HeAeNb J0 HECKOJBKUX JIET) BpeMs IOCIe
MEPEHECEHHOT0 UHCYIIbTA.

UBC: cuudcenue pucka cepOeyHo-cocyOUCMbIX OCIONCHEHUL y NAYUeHMos, panee nepeHecuiux
UHGapxm Muokapoa u/unu KOpoHapHyro peeacKyiapu3ayuio

VY mamuenToB co ctabmibHbIM TeueHrneM WBC Tepamnuio mepuHAONPUIIOM CIIEIYeT HaYWHATh C
1036l 4 Mr 1 pa3 B cyTku. Uepes 2 Henenu, Npy Xopolled NEpeHOCUMOCTH Mpenapara u ¢ y4eToM
cocTosiHUS QYHKITUH ITOYEK, 1032 MOXKET ObITh yBenHueHa 10 8 MT 1 pa3 B CyTKH.

Oco0ble rpyInel NAKMEHTOB

Tlayuenmul ¢ noyeunol HeOOCMAMOUHOCHBIO
VY manueHToB ¢ MOYEYHOM HEIOCTATOYHOCTHIO /103y Ipernapara cieayeT MoAdupaTh ¢ y4eToM

kinupeHca kpeatuHuHa (KK).
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Ta6nuua 1. J[03a nepuHAONPHUIA TIPH TIOYEIHON He/:LOCTéiJ';B;h;o-@r;': BATENBEHOCTE 0001)

KK (Ma/mun) Pexomenayemas 103a
Oosee wiu paBeH 60 4 mr/cyT
6osee wim paseH 30, HO MmeHee 60 2 mr/cyT
6osee miu paseH 15, Ho menee 30 2 Mr 4epe3 JEeHb
MaIMEeHTHl Ha TeMOIHaIn3e Menee 15 2 MT' B J€Hb IUaInA3a

*
IUANN3HBIA KIupeHc nepuHonpuiara — 70 mu/muH. [Ipemapar cregyeT npuHAMATh IMOCIE TPOBEICHHUS ceaHca
JIanu3a.

Iayuenmsi ¢ neueHOYHOU HEOOCMAMOYHOCBIO
[Manentam ¢ HapymeHueM (YHKIMU MIEYEHU KOPPEKIIUH 036l He TpedyeTcs (cM. pasznensl 4.4.
us.2.).
Tayuenmul nodccuno2o 6o3pacma
[ToxunpIM manueHTaMm ciaeayeT HauuHaTh TeParuio ¢ 1036l 2 Mr 1 pa3 B CyTKH B TE€YCHHUE OJTHOM
Hezlenu, 3ateM 1o 4 Mr 1 pa3 B CyTKM B TEUEHHUE CIEAYIOIIEH HeAenu. 3aTeM, C y4eTOM
COCTOSIHHUSL (DYHKIIMH TTOYEK, J03y MOXKHO YBEIUYHUTH 10 8 Mr 1 pa3 B cyTku (cM. Tabmuiry 1).
VYBenuuuBath 103y Ipernapara MOXHO TOJbKO TMPU €ro XOpoIIeld MEepeHOCHMOCTH B paHee
PEKOMEHI0BaHHOU J103€.

eTH
[lepungonpun He cleayeT Ha3HA4aTh JETSAM U MOJPOCTKaM B Bo3pacTe A0 18 jer B CBS3U C
PHUCKOM, CBSI3aHHBIM C OIACEHUSIMU OTHOCUTENIBHO 0€30MaCHOCTH.
B mHactosimee Bpemsi HET JOCTAaTOYHBIX JAHHBIX TI0 Oe3omacHOCTH U A()PEeKTUBHOCTH
OpUMEHEHHs TEepUHAONpUIa y JeTed W moAapocTkoB 1o 18 mer. Vmeromuecs HaHHEBIE,
OINKCaHHBIE B MoApazzesne 5.1. He MO3BOJISIOT 1e1aTh PEKOMEHIAIUH 110 CIIOCO0Y MPUMEHEHHS 1
JO3UPOBKAM Ipernapara y NalieHTOB JaHHONW BO3PACTHOM IPyIIIbL.

Croco0 rmpuMeHeHus

BnyTpsb, 01MH pa3 B CyTKH, YTPOM, IIEpe] IPUEMOM IUIIH, 3aIIUBAsi CTAKAHOM BOJIBI.

4.3. IIporuBomoka3zanus

e ['MnepuyBCTBUTEIBHOCTD K IIEPUHIOIIPHUILY, Jpyrum UHTUOUTOpaM
aHruoTeH3uHIpenpaniaromniero Gpepmenta (AIID) unu k M10O60MyY U3 BCIOMOTaTEIbHBIX BEIIIECTB,
MEepEUYUCIICHHBIX B pazzaene 6.1.;

® AHTHOHEBPOTHYECKHl oTeK (oTek KBHHKE) B aHaMHe3e, CBSI3aHHBINA C IPUEMOM WHTHOUTOPOB
ATIID (cMm. paznen 4.4.);

® HaCJEACTBEHHBIN/UINOMATHYCCKUH aHTHOHEBPOTHYECKUN OTEK;

¢ COBMCCTHOC IMPUMCHCHHUC C AJIMCKUPCHOM U JICKAPCTBCHHLIMU IIpCriapaTaMu, COACPIKAIIUMU
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ATHCKUpEH, y TAIMEHTOB C caxapHbiM uhOeToM |W/rim SyMepeHHsiva | M CTAReabiME

HapymieHusMu  QyHKIIMM ~ ToYeKk  (CKopocTh  KiyOoukoBo  ¢umnbTpaimu  (CKO)
< 60 ma/munr/1,73 M? nIomaau HOBEPXHOCTH Tena) (cM. pasaensl 4.5. u 5.1.);

® COBMECTHOE NPUMEHEHHE C aHTaroHMcTamu penentopo anrumoreHsuHa I (APA 1I) y
MAaIMEeHTOB ¢ AuabeTHdecKoi HedporaTtuei (cM. pazaen 4.4.);

® COBMECTHOE TPUMEHEHHWE C KOMOMHUPOBAHHBIMHM JIEKAPCTBEHHBIMH  IIpenapaTami,
CoJIepXKalIiuMu BajcapTaH + cakyoutpui (cMm. pazaensl 4.4. u 4.5.);

® DKCTpaKOpHOpaNbHAsl Tepanus, BeAylas K KOHTAaKTy KPOBH C OTPHUIATENLHO 3apsSKECHHBIMU
MOBEPXHOCTAMH (CM. paznen 4.5.);

® BBIPAKCHHBIN JIBYCTOPOHHMI CTEHO3 IIOYEYHBIX apTEPUM WIM CTEHO3 apTEPUHU €JUHCTBEHHON
GYHKIMOHUPYIOIICH moukH (cM. pazaen 4.4.);

e 0OepeMEeHHOCTh M JakTamus (cM. pasnen 4.6.).

4.4. OcoOble yka3aHusl U MepbI MPETOCTOPOKHOCTH NPH MPUMEHEHU U

C 0CTOPOKHOCTBLIO

. JIBYCTOpDOHHUI CTE€HO3 TOYEUYHBIX apTepUil MM CTEHO3 apTepUu €IUHCTBEHHOU
(GYHKIMOHUPYIOIIEH TOYKH;

o MoYeyHasi HeJOCTaATOYHOCTh;

o CUCTeMHbIE 3a00JIeBaHMsl COEAMHUTEIbHOW TKaHU (CHCTEMHAash KpacHas BOJIYAHKA,
CKJIEpOJIEpPMUS U IPYTHUE);

o Tepanusi UMMYHOCYIPECCOpaMH, aUIOMYPUHOJIOM, MPOKaWuHAMUAOM (PUCK pa3BUTHS
HEUTPOTIEHUH, arpaHyJI0I[UTO3a);

. CHWXKEHHBIN 00beM mupkymupytomieid kposu (OLIK) (mpuem muyperukoB, OeccosieBast

JMeTa, pBoTa, Juapes);

. CTEHOKapIHS;

. 1epeOpoBacKyIIpHbIE 3a00JICBaHUS;

o PEHOBACKYJISIpHAS TUTICPTEH3US;

o caxapHbIii 1uader;

o MIEPBUYHBIN TUTIEPATTBIOCTEPOHU3M;

. XCH IV ¢yskimuonansHoro kiacca mo kiaccupukanmmu NYHA (xmaccuduxarms

Hb}O-ﬁOpKCKOIZ Accouuanuu KapJiuoiaoroB);

. COBMECTHOE TMPUMECHEHHE KaluiicOeperalonmx JAUYpPEeTUKOB, MpEnapaTroB Kalusi,
KaIMHCOAEpKAIMX 3aMEHUTENEH MHUIIEBOM COJMM U JIUTHUS, AJUCKUpPEHAa W Mpernaparos,
coJIepXalnX aJTUCKUPEH Yy TaIlMeHTOB 0Oe3 caxapHOro nuabera WM HapylieHUH (QyHKIUA

noyek, APA Il y nanimenToB 6e3 nuabernueckoii HeponaTuu;
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(NOCNEOCBATENEHOCTE 0001)

o TUIIEpPKAINEMHS;
. XHPYPru4ecKoe BMEUIaTeIbCTBO / 00Iast aHeCTe3 s,

o reMOJIMAJIN3 C UCTIONIb30BAaHUEM BBICOKOIIPOTOUYHBIX MEMOpaH;

J JEeCCHCUOMIM3UPYIOIIAs Teparus;

. adepes TUmonpoTenHoB HU3KO# tiotHocTH (JITTHIT);

J COCTOSIHHE TIOCJIC TPAHCIUIAHTAIUHU TT0YEK;

. AOpTAJbHBII  CTEHO3 / MUTPAJIBHBIA  CTEHO3 / runepTpoduueckasi  OOCTPYKTHUBHAsS
KapJHOMHOTIATHS;

J IPUMEHEHHE Yy TTAleHTOB HETPOUTHOM PacHL.

Oco0ble yKa3aHus

Cmabunvuasa UBC

[Ipu paszButum THO00TO AMHU30/1a HECTAOWMIBLHOW CTCHOKApAUH B TEUYCHHE IEPBOTO MeCsAIa
Tepanuu MepuHIONPUIIOM CIIEYET OIIEHUTh MPEUMYIIECTBA U PUCK A0 IPOAOHKEHUS TEPAIHU.
Apmepuanvuas cunomensus

Wuruburopsr AII® moryT BbI3bIBaTh pe3koe cHibkeHne AJl. CuMrtomMaTnueckas aprepraibHast
TUTNOTEH3USI PEIKO Pa3BUBACTCS Yy IMAIMEHTOB C HEOCIIO)KHEHHBIM TEYCHHEM apTepUaIbHOM
runepreH3un. Puck upesmepHoro cHukeHus: A/l moBbIlIeH y manueHToB co cHkeHHbIM OLIK,
YTO MOKET OTMEUaThCsl Ha ()OHE Teparnuu JUypeTUKaMu, IPH COOJIIOICHUN CTPOTON 0eccoIeBOM
JIMETHI, TUANIN3€e, TUapee U PBOTE, a TAKKE y MAIUEHTOB C TSXKEIOU CTETEHbIO PEHUH-3aBUCUMOM
runepreHsun (cMm. pasaensl 4.5. u 4.8.). CuMnromaruyeckas apTepuaibHasi TUTIOTCH3HSI MOXKET
HaAOJII0/IaThCS Y MalMEHTOB ¢ KJIMHUYECKUMH MPOSBICHUSAMH CEpIeYHON HETOCTaTOYHOCTH, BHE
3aBHCHUMOCTH OT HAJIMYHUSl MOYEYHOM HEJAOCTATOYHOCTU. DTO OoJjiee BEPOATHO Yy MAI[UEHTOB C
CEep/IEYHON HENOCTATOUYHOCTHIO TSKEJIOM CTEMEHU, KaK peakius Ha MPUEM «IIE€TIEBBIX»
TUYPETUKOB B BBICOKHUX J103aX, TUMOHATPUEMHIO WM (PYHKIMOHATHHYIO TOYEHHYIO
HEJOCTAaTOYHOCTh. Y TAIMEHTOB C TIOBBIIIEHHBIM PHUCKOM pPa3BUTHUS CHMITOMAaTHYECKON
apTepHalibHON TMIOTEH3UHU HEOOXOAMMO THIATENbHO KOHTponupoBaTh AJl, QyHKIHMIO MOYEK U
coJiepKaHHEe KalHusg B CHIBOPOTKE B Hayaje Tepanmud W HpU Moa0Ope O03bl MEpUHAONpHUIIA
(cMm. pazmensr 4.2. u 4.8.).

[TonoGubIT momxom mnpumensiercss u y mnarueHtoB ¢ WUBC wum  mepeGpoBacKyIsipHBIMU
3a00JIeBaHUSIMU, Y KOTODPBIX BBIp@KEHHAs apTepuanbHas THUIOTEH3HUS MOMKET INPUBECTH K
uH(papKTy MUOKap/ia WK HapYIIEHUIO MO3TOBOTO KPOBOOOPALIIEHUS.

B cnydae pa3Butus aprepuanbHON TUTIOTEH3WH MALUEHT JOJHKEH OBITh TIEPEBEICH B MOJIOKEHUE
«JIeXa» Ha CIUHE C MPHUIOAHATHIMU Horamu. [lpu HeoOxomaumocTu cieayeT BocnoaHuTh OLK

npu nomomu BHyTpuBeHHOro BBeneHus 0,9 % pactBopa HaTpus xuopupa. [Ipexonsmas

6
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apTepualibHas THIIOTEH3Usl HE SIBJIAETCS HpCHﬂTCTBHCMj%ﬁ:ﬂ%%@&lﬁHEﬁ&g :IIBéHz;ﬂaTa.

[Tocne BoccranoBienust OLIK u A/l teueHre MOXKeT ObITh MTPOIOIIKEHO.

V¥ Hexoropbix nanueHToB ¢ XCH u HOpManpHBIM WM CHM>KEHHBIM AJl MEpUHIONPUI MOXKET
BBI3BIBATH JOTMOJMHUTENbHOE CHIDKeHHE AJl. DTOT 3hdekT mpenckazyem u oObIUHO HE TpedyeT
npekpamieHuss Tepanvu. [Ipy MosBI€HWHM CHMITOMOB BBIP&KEHHOro CHIbkeHus AJl cimemyer
YMEHBIINTH J03Y IpenapaTa Uil NpeKpaTUTh €ro MPUEM.

Mumpanvnuuiii cmeno3 / aopmanvhbiil cmeno3 / eunepmpoghuueckas 0b6cmpyKmuenas
Kapouomuonamus

[Tepungonpun, kak u apyrue wHrHOUTOpPHl AlID, AOMKEH C OCTOPONKHOCTHIO HA3HAYATHCS
HalMeHTaM C MUTPAJbHBIM CTEHO30M, a TAaKXKe MalMeHTaM C OOCTPYKLHMEH BBIXOJHOTO TPaKTa
JIEBOTO KeNly10uKa (aopTasbHBIN CTEHO3, runeprpoduyeckas OOCTpYKTHBHAs
KapJIMOMHUOTIATHS ).

Hapywenue ¢pynkyuu novex

[Maruentam ¢ mouewyHoi HemoctarouHocThio (KK Menee 60 Mi/MWUH) HavambHYHO 03y
nepuHAONpUiIa BbIOMpaoT B 3aBucuMocTd oOT 3HaueHuss KK u 3arem B 3aBUCHMMOCTH OT
TepaneBThuyecKoro sddekra. [ TakuxX MNaUEeHTOB HEOOXOIUM pETYISpHBIA KOHTPOJIb
KOHIEHTPALlUU KpeaTMHUHA U KaJlusl B CBIBOPOTKE KPOBH (cM. pazaen 4.8.).

ApTtepuanbHas TUIIOTEH3US, KOTOpasi MHOT/Ia Pa3BUBACTCS B Havaje npuema MHruoutopos AIID
y manueHToB ¢ cumnroMmarudeckoil XCH, MOXeT NMpuBECTH K YXYALICHHIO (YHKIUHU TOYEK.
Bo3MokHO pa3BUTHE OCTPOY MOYCUHON HEJOCTATOYHOCTH, KaK MPaBUiI0, 00paTHUMOM.

Y nanueHToB ¢ JABYCTOPOHHUM CTEHO30M IIOYEYHBIX apTepUil WM CTEHO30M apTepHUH
€IMHCTBEHHOH MOYKU (0COOCHHO MpPU HAJMYUU MOYEYHOM HEJTOCTaTOYHOCTH) Ha (hOHE Tepamnuu
unruouropamu All® BO3MOXXHO TOBBIIICHHE KOHILEHTpPAllMM MOYEBUMHBI M KpEaTHHHHA B
CBIBOPOTKE KPOBH, OOBIYHO MPOXOAsIlee NMpU OTMEHE Tepanuu. JlOMOJHUTENbHOE HaIuuue
PEHOBACKYISIPHON THUIIEPTEH3UH OOYCIIaBIMBAET TIOBBIIICHHBI PHUCK Pa3BUTHS TAKEIOM
apTepHaJIbHOM TUIIOTEH3UH U TOYEYHON HEAOCTATOYHOCTH y TAKUX MAllMEHTOB.

JleyeHne TaKMX MAIMEHTOB HAYMHAIOT MOJ[ TIIATEIbHBIM MEIUIIMHCKUM HaOIIOIEHHEM C
NPUMEHEHHEM HU3KUX J03 Mpenapara U JajbHeWIIMM aJeKBaTHbIM mojadopoM no3. Cremyer
BPEMEHHO ITPEKPATUTh JICUEHHUE TUYPETUKAMH U IPOBOIUTH PETYIISPHBIA KOHTPOJIb CONECPKAHUS
KaJIMs M KpeaTHHUHA B IJIa3M€ KPOBH Ha MPOTSYKEHUU MEPBBIX HECKOJIBKUX HEAEIb TEPAIIUU.

Y HEKOTOphIX MAaIMEeHTOB C AapTepUalbHON TUIepTeH3uell O0e3 yKa3aHusd Ha HaJIu4yue
MPEIECTBYIONIET0 3a00JIeBaHUs COCYAOB IMOYEK MOXKET MOBBIIIATHCS KOHLIEHTPALUSI MOYEBHHBI
U KpeaTMHHHAa B CHIBOPOTKE KpOBHU, OCOOEHHO TpPU OJHOBPEMEHHOM NPHUMEHEHUU
TUYPETUYECKUX CpeAcTB. JlaHHBIE W3MEHEHHsI OOBIYHO BBIPAKEHBI HE3HAUUTEIBHO M HOCST

o0paTtuMblii XapakTep. BeposaTHOCTh pa3BUTHS ATUX HAPYIIECHUH BBIIIE y MAITUEHTOB C TOYEUYHOM
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HEIOCTATOMHOCTEIO B aHamHese. B Taknx [cnyuasx!! Nbwer HrorpeOoBatnes— oemeHa mmm

YMEHbIIIEHUE 036l TIEPUHIONIPIIIA U/ TUyPETUKA.

T'emoouanus

VY manuMeHToB, HaXOAIIMXCSA Ha TeMOJUANIN3€ C UCIIOIb30BAHUEM BBICOKOIIPOTOUYHBIX MeMOpaH,
ObTM OTMEUEHBI CIIy4yaul pa3BUTHS aHA(PWIAKTHYECKUX peaknuii Ha (QoHEe Tepanuu
uaruouTopamu AII®. B momoOHBIX CUTyalUsIX CIEyeT PaCCMOTPETh BO3MOKHOCTh Ha3HAUCHUS
THIIOTEH3UBHOTO TIpenapaTa Jpyroro Kjiacca WIM HWCHOJIb30BAHUS AMATH3HOW MeMOpaHBI
JPYroro THra.

Tpancnnanmayus novex

JlanHple O MNPUMEHEHHWH TMEPUHAONpPHUIA Yy TAIMEHTOB IMOCIe TPAHCIUTAHTALMKA TIOYKH
OTCYTCTBYIOT.

Penosackynapnas cunepmensus

Y mnauMeHToB C JBYCTOPOHHUM CTEHO30M IIOYEYHBIX apTepuil WJIM CTEHO30M apTepuu
€IMHCTBEHHOHN (PYHKIIMOHUpYIOIIEH NMOoYKH Ha (oHe Tepanuu nuHruouropamu AIID Bo3pactaer
PUCK pa3BUTHs apTEpPUAIbHOM THIIOTEH3UMM M NOYEYHOM HEJOCTAaTOYHOCTH (CM. paszgen 4.3.).
[IpumeHeHne AUYPETUKOB MOXKET OBITh JOMOJHUTEIbHBIM (DaKTOPOM pHCKa. YXYIIIeHHE
(GYHKIIMM TOYEK MOKET HaONIoJaThCs YK€ NPH HE3HAYMTEITbHOM W3MEHEHUH KOHIEHTPALUU
KpeaTHHUHA B CHIBOPOTKE KPOBH, AAXKE Y MALUEHTOB C OJHOCTOPOHHMM CTEHO30M IOYEYHOU
apTepuu.

Tlosviwennas uyscmsumenbHoCmy / AH2UOHE8POMUYECKULL OMeK

[Tpu npueme narHOUTOpPOB AII®D, B TOM UHCIIEe U IEPUHIONPIIIA, B PEAKUX CIydasx W B JIIOOOM
HepuoJie Teparuy MOXKET HaOII01aThCsl pa3BUTHE aHTMOHEBPOTUYECKOTO OTEKa JIMIIA, BEPXHUX U
HIDKHUX KOHEYHOCTEH, Ty0, CIM3HUCTHIX 000JIOYEK, S3bIKa, TOJIOCOBBIX CKJIAZOK /WM TOPTaHH
(cm. pazgen 4.8.). [Ipu mosiBIEHWH CHMIITOMOB TIPHEM IperapaTta JOHKeH ObITh HEMEIJICHHO
MPEKpalleH, a MalUeHT JODKeH HaOMIoAaThes 10 TeX MOop, MOoKa MPU3HAKH OTEKa HEe MCYE3HYT
nojgHocThio. Ecnu oTek 3arparMBaeT TOJMBKO JHMIIO M TyOBl, TO €ro MPOSBICHHUS OOBIYHO
OPOXOJAIT  CAMOCTOATEIbHO, XOTS JJsl JICYCHHS] CHUMIITOMOB MOTYT  MPUMEHSTHCS
AQHTUTUCTAMUHHBIE CPEJICTBA.

AHTHMOHEBPOTUYECKUI OTEK, COMPOBOXKIAIONIUNCI OTEKOM TOPTaHU, MOXET MPUBECTU K
aetanpHOMY Hucxony. OTeKk s3bIKa, TOJIOCOBBIX CKIAJOK WM TOPTaHW MOXET TPUBECTH K
OOCTpYKIIMM NbIXaTeNbHBIX TyTed. [Ipy MOSIBIEHWN TaKMX CHMIITOMOB TPeOYETCS HEOTIOKHAs
Tepamnus, B TOM YHCJIE€ MOJIKOXXHOE BBEJEHUE SMMHEePpUHA (aapeHAIMHA) W/HIN 00ECTICUCHHE
IPOXOJUMOCTH JIbIXaTeNbHbIX MyTed. [lallMeHT [OoMKeH HaxOoOUThCS IMOJA  TIIATEIbHBIM

MCIUIIMHCKHM Ha6JIIOI[eHI/I€M J0 ITIOJIHOI'O 1 CTOMKOI'0 MCYE3HOBEHUS CHUMIITOMOB.
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V TANMEHTOB C AHTHOHEBPOTHHECKHM OTEKDM B dHAMHese, | HE cHasaambne | & TiteMom

uHruouTopoB AIID, MOKeT ObITH MOBBIIIEH PUCK €r0 Pa3BUTHUS MPHU MPUEME MPENapaToB STOU
rpynisl (cM. pazzen 4.3.).

B penxux crnydasx Ha ¢oHe Tepanuu mHTHOUTOpamMu AlID pasBuBaics aHTHOHEBPOTHUYCCKUN
OTeK KuleyHuKa. [Ipum 3TOM y malueHToB oTMeuanach OOJb B KHBOTE KaK W30JIMPOBAHHBIN
CUMIITOM WJIM B COYETAaHMH C TOIIHOTOM W pBOTOH, B HEKOTOPBIX cily4asx 0e3
IPEIUIECTBYIOLIET0 AHTMOHEBPOTUYECKOIO OTE€Ka JMIAa W IpU HOPMAJIbHOM YPOBHE
Cl-acrepassl. JluarHo3 ycTaHaBIMBAJICA C MOMOIIBIO KOMITBIOTEPHOW TOMOTpaduu OpIOITHON
MOJIOCTH, YJNbTPA3BYKOBOTO HCCJEIOBAHUS WM TMPU XUPYPrHUECKOM BMEIIATENIbCTBE.
CuUMIOTOMBI MCUE3aNIU TOCIIE MpeKparieHus npruemMa nHruoutopoB AIl®. [TosToMmy y manueHTOB
c Oomplo B oO0MacTH O>KUBOTA, Modydaroumx uHruoutopsl AllD, mnpu mnposeneHHH
muddepeHIManbHOM  IUAarHOCTUKA ~ HEOOXOJMMO  YYUTBIBATH  BO3MOXKHOCTb  Pa3BHUTHUSA
AHTHOHEBPOTUUYECKOTO OTEKa KUIIeUHHKa (cM. pasaen 4.8.).

Cosmecmnoe  npumeHenue ¢  KOMOUHUPOBAHHLIMU  JIEKAPCMBEHHLIMU — NPEnapamami,
cooeparcawumu eancapman + caxkyoumpun

CoBMecTHOE NpPUMEHEHHE NEPUHIONPWIA ¢  KOMOWHHUPOBAHHBIMU  JIEKAPCTBEHHBIMU
npenapaTamu, CoAep X alluMH BajlicapTaH + CaKyOUTpHWII, MPOTHUBOINOKA3aHO, TaK KaK MOBBIIIECH
PHUCK pa3BUTHUS aHTHOHEBPOTUYECKOIO OTeKa (cM. paszzen 4.3.).

[IpumeHneHre KOMOMHHMPOBAHHOTIO JICKAPCTBEHHOTO IIpenapaTta, COJEpIKallero BajcapTaH +
CaKyOUTpWJI, BO3MOXKHO HE paHee, uYeM uepe3 36 dYacoB IMOCiIE IOCIEAHEr0 IpueMa
NepUHIONpUIIA.

[Ipumenenne nepuHpoNpUiIa BO3MOXHO HE paHee, 4yeM depe3 36 dyacoB Iocie IpHeMa
NoCJeIHEeH 1036 KOMOMHMPOBAHHOTO JIEKAPCTBEHHOI'O Iperapara, CoJAepiKalliero BajcapraH +
cakyoutpmi (cM. pazaensl 4.3. u 4.5.).

[Ipu omHOBpemMeHHOM mpuemMe MHruOuTopoB AIID ¢ npyrumu MHrHOMTOpaMH HENPUIU3MHA
(HampuMep, paneKagoTPHIIOM) MOKET OBITh MOBBIINIEH PUCK PAa3BUTUS aHTMOHEBPOTUYECKOTO
oreka (cM. pazzen 4.5.). Y mauueHToB, MOMYYaloMUX MEPUHIONPHII, epe] HayalloM JICUSHUs
WHTUOWTOpaMy  SHKedanuHa3zbl (HampuMmep, parekaJoTPHiIoM) HEOoOXOAMMO TPOBECTH
THIATEIBHYIO OLEHKY COOTHOIICHUS PUCK/TIOJb3a.

Cosmecmnoe npumenenue ¢ uneuoumopamu mTOR (nanpumep, cuporumycom, 26epoaumycom,
MeMCUpOIUMYCOM)

CoBmectHoe mpumeHeHue uHruoutopa AII® u wmarHOuTopa MTOR (Hanpumep, cuponumyc,
3BEPOJIMMYC, TEMCHUPOJIUMYC) MOXKET COIMNPOBOXKAATHCS MOBBILICHHBIM PUCKOM Ppa3BUTHUA

AHTMOHCBPOTHUYCCKOT'O OTCKa (HaHpI/IMep, OTCK AbIXaTCIIbHBIX HyTeﬁ HIIN SA3BbIKA,
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CONPOBOXKAAIOMIUICA WM HE CONPOBOXKIAOINICS %E&ﬁ%%ﬂ&ﬁﬁlﬁ@#éﬁ%ﬁﬂ 89&1@@

(cM. pazzmen 4.5.).

Anagunraxmouonvie peakyuu npu nposedenuu agepesa JIITHIT

B peakux cnywasx y manmeHTOB, Mody4aromux wuHruoutopsl AIID, mpu mnpoBeneHun
npouenypsl adepeza JIIIHII ¢ wucmons3oBanweM HeKCTpaH cynbpara MOTYT pPa3BUBATHCS
YrpOXKAIOIIUE KU3HU aHaUIAKTOUTHBIC peakiuu. JJis mpenoTBparieHus aHaduIaKTOUTHOM
peakiu CcleayeT BpPEeMEHHO IMpeKpamiats Tepanuto uHruouropom AllD mnepen kaxmoi
nporenypoi adepesa.

AnaghunakmouoHvle peaxkyuu npu nposedeHuU 0eceHCcUuoOUIU3ayul

NmMmetorcss oTAenbHbIE COOOMIEHUS O pPa3BUTHUH aHA(PWIAKTOWIHBIX PEAKIMI y TMalHueHTOB,
noiyvaomux UHruoutopsl AII® Bo BpeMms 1eCeHCHOMIU3NPYIOIIEH Tepanuu, HaupuMmep, S10M
NEPETOHYATOKPBIIBIX HACEKOMBIX. Y OTUX TMAalMEeHTOB IMOJOOHBIE pEaKINH YyIaBaloCh
MPEAOTBPATUTh ITYTEM BPEMEHHOW OTMEHbI HMHruOuTOpoB AIID, HO mpu ciaydallHOM WU
HEaKKypaTHOM BO300HOBJICHHH JICUCHUS PEAKIIH MOTIIH Pa3BUTHCS BHOBB.

Hapywenue ¢pynkyuu nevenu

B penkux cmywasx Ha ¢oHe mpuema HHruOuTopoB AIID Habmromancs CHHAPOM pPa3BUTHSA
XOJIECTATUYECKON JKENTyXH C TEepexoJoM B (yIbMHUHAHTHBI HEKPO3 MEYeHH, HHOTAa C
JeTaNbHBIM UCXOAO0M. MexaHu3M pa3BUTHS 3TOr0 CUHJpoMa HesiceH. [Ipu mosiBIEeHUN KENTyXu
WIM 3HAYUTEIILHOM IMOBBIIICHUU AKTHBHOCTH «IEYCHOYHBIX» (epMeHTOB Ha (oHE TpueMa
uHruouTopoB AllD crnemgyer mpekpaTuTh nmpueM npenapara (cMm. pasnen 4.8.), MaueHT T0DKEeH
HAXOJUTHCS MO/ COOTBETCTBYIOIIMM MEIUIIMHCKUM HaOII0JCHUEM.

Heiimponenus / acpanynoyumo3s / mpomboyumonenus / anemust

Ha ¢one npuema wunruburopoB AIID® Moryr BO3HHMKATh HEUTPONEHMS / arpaHyJIOLUTO3,
TPOMOOLIUTONCHHS U aHEMUS. Y MalMEeHTOB C HOpMaJIbHOW (YHKIIMEH MOYeK U IPU OTCYTCTBUU
JIPYTUX OTATOMAIMNX (PaKTOpOB HEUTpOINeHHs pa3BuBaeTcsl peako. C 0cobol 0CTOPOIKHOCTHIO
CleqyeT TPUMEHATh TMEPUHAONPHI Yy TMAalUEeHTOB C CHCTEMHBIMH 3a00JIEeBaHUSIMU
COCIMHUTEIILHON TKaHu, Ha (OHE TMpHUeMa HMMYHOJCIPECCAHTOB, AUIOMYPHHONA WU
MPOKaMHAMU/JIA, WK TIPU COUYETaHUU 3TUX (HAKTOPOB pUCKA, OCOOEHHO MPU HAIWMYUHU UCXOJHOTO
HapyleHus QyHKIUN MOYeK.

Y HEKOTOPBIX TAIMEHTOB BO3HUKAIM TsDKEIble MHPEKIWU, B PslE CIIydaeB, YCTOHYHBBIC K
WHTCHCUBHOW aHTUOMOTHUKOTepanuu. l[Ipu Ha3HAUYEHUW MEPUHIONpPUIA TAKUM IalUeHTaM
PEKOMEHAYETCS MEPUOINYECKH KOHTPOJIMPOBATH COJIEpKaHue JIEHKOLUUTOB B KpoBU. [lanieHThl
JIOJDKHBI  COOOIIATh JieyaleMy Bpady O JIOOBIX MpH3HaKaX WHOEKIIMOHHBIX 3a00JICBaHHI

(HampuMmep, O60JIb B TOpJIE, JINXOPAIKA).
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Omuuueckue pasiudus

CrnenyeT yuuThIBaTh, YTO Yy MALIMEHTOB HEIPOMIHOM PAChl PUCK Pa3BUTHS aHTHOHEBPOTHYECKOIO
oreka Oosee BbicOK. Kak u npyrue muruburopsl AIl®, nepunnonpmin MeHee 3¢ (eKkTuBeH B
OTHONIEHUHU CHWKeHUA A/l y maliMeHTOB HETPOUIHOM pachl.

Jannslit 3p@exT BO3MOKHO CBsI3aH C BBIPAXKEHHBIM MTPpeo0iaJaHueM HU3KOPEHHHOBOIO cTaTyca
y HalUEHTOB HETPOUIHOU pacChl C apTEPUAIBHON TMIIEPTEH3UEH.

Kawenw

Ha ¢done Tepanmuu marnéutopom AII® MokeT BOZHUKATh YHOPHBIH CyXOH Kallleilb, KOTOPBIA
IpeKpalaeTcss IMocjie OTMEHbI Ipemapara. JTO CIEAyeT Y4YUThIBaTh MPH TMPOBEACHUU
Qg depeHIaIbHON TMarHOCTUKY KalIlIs.

Xupypauueckoe emewiamenscmeo / obwas anecmesus

VY manueHTOB, KOTOPHIM IUIAHUPYETCS NpPOBEICHHE OOIIMPHBIX OINEpanuil Wid MpUMEHEHHE
CPEICTB Ul AaHECTE3WH, BbI3BIBAIOIIUX AapTEpUaIbHYIO THUIOTEH3UIO, MPUMEHEHUE
NEepUHAONPUIA MOXKET OJIOKMpOBaTh 00Opa3oBaHue aHrnoTeH3uHa Il Ha GoHe KoMIeHCaTOpHOTO
BBICBOOOXKICHHSI peHuHa. JledeHne cienyer MpeKpaTuTh 3a CyTKU 10 omneparuu. [lpu pazButun
apTepHalIbHOM THUIIOTEH3UU MO0 YyKa3aHHOMY MeXaHHM3My cleayeT mnojnepxkuBaTh AJl myrem
BocnorHenus OLK.

T'uneprxanuemus

l'unepkanuemust MOXKET pa3BUBAThCS BO BpeMs JieueHus uHruouropamu AlID, B ToM ymcie u
nepunjonpuioM. dakropamMu pucka TUNEPKATUEMHUH SBIAIOTCS MOYEYHAs] HEAOCTATOYHOCTb,
CHWKeHHWE (YHKIMHM T0YeK, Bo3pacT crapuie 70 Jer, caxapHblii auaber, HEKOTOphIe
COITYTCTBYIOILIME COCTOSIHUS, B YACTHOCTH JETHJpaTalus, OCTpasi CepAeuHas HeJOCTaTOUYHOCTb,
METa0OJMYECKUI allu03 U COBMECTHBIN NMpHEeM KaJuiicOeperarmonmx AMypeTHKOB (TaKuX Kak
CIIUPOHOJIAKTOH U €ro MPOU3BOIHOE AIEPEHOH, TPHAMTEPEH, aMUJIOPKU), TTUIIEBBIX J0OABOK /
MpENapaToB Kajaus WK KATUNCOAEPKAIUX 3aMEHUTENICH MUIIEBON COJIM, a TAK)XKe MPUMEHECHHUE
JPYruX MpenapaToB, CIIOCOOCTBYIOIIMX MOBBIIMICHUIO COIEPXKaHMs Kajlus B KPOBU (Hampumep,
rernapuH,  KO-TPUMOKca3zosl  ((pUKCHUpOBaHHAas  KOMOMHanus  Cyib(aMmerokca3oiga H
TPUMETOTIPHMA)).

[IpumeHeHne TUIIEBBIX J00ABOK / MpenapaToB Kaius, KalIuWcOEperarnmx JIuypeTHKOB,
KQIMNUCOAEPKAIIMX 3aMEHHUTENEH MUIIEBOW COJMM  MOXKET MPUBECTH K 3HAUYUTEIBHOMY
MOBBIIICHUIO COJIEP)KAHMS Kallusl B KPOBHU, OCOOEHHO Y IMALMEHTOB CO CHMXKEHHOM (hyHKIHeH
nouek. ['umepkanueMus MOXET MPUBECTH K CEPhE3HbIM, MHOTAa (aTalbHBIM HAPYIIECHUSM
cepaeyHoro putMma. Ecnu HeoOXoIuM COBMECTHBIN MPUEM NMEPUHIONPUIIA U YKa3aHHBIX BHIIIE
IpenapaToB, JEUYCHHE JOIHKHO MPOBOJUTHCS C OCTOPOKHOCTHIO HA (POHE PETYISIPHOTO KOHTPOJIS

COJIep>KaHUs Kallusl B CBIBOPOTKE KPOBH (CM. paznen 4.5.).
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Iayuenmul ¢ caxapnvim ouabemom

[Ipuy Ha3HayeHWW TpenapaTa MalUeHTaM C CaxapHbIM  JUa0eTOM,  IOJYyYaIOLINM
TUIIOTJIMKEMUYECKUE CPEJICTBA I IpHeMa BHYTPh WJIM MHCYJIWH, B T€YEHUE MEPBOrO Mecslla
tepanun uHTHOUTOpOM AIID HE0O0X0aUMO peryaspHO KOHTPOJIHMPOBATH KOHIICHTPAIIUIO
TJTFOKO3BI B KPOBH (CM. pazzen 4.5.).
IIpenapamul rumus
CoBMecTHOE TPUMEHEHNE IEPUHIONPUIIA U IIPETIAPATOB JIUTHS HE PEKOMEHTyETCS.
Kanuticbepecarowue ouypemuxu, npenapamul Kanus, Kaauticooepicawjue 3amenument NUujeou
conu u nuuesvie 000a6KuU
He pekomenmyercs CcoOBMECTHOE NpPUMEHEHHME MEpPUHIONpUIA M  KanuiicOeperaromux
JAYPETUKOB, a TAKXKE MPENApPATOB Kalaus, KATUHCOAEPKAIIUX 3aMEHUTEIECH IMUILIEBOM COJU U
MUIIEBBIX 100aBOK (cM. pasmen 4.5.).
[eotinas bnokaoa PAAC
EcTb nanHbIe, CBUETEIBCTBYIOIINE O TOM, YTO COBMECTHOE MpHUMEHeHHe UHTHOUTOpoB AIlID,
APA Il win anuckupeHa MOBBILIAET PUCK APTEPUATBHONW T'MIIOTEH3MU, TMIIEPKATUEMHUU H
CHWDKEHUS (YHKIUH TOYeK (BKIIFOYAsi OCTPYIO TOYECYHYIO HEIOCTATOYHOCTH). Takum oOpazom,
nBoiiHas Oiokaga PAAC myrem coBMecTHOro npuMeHeHusi HHTuOuTopo AIID, APA I unm
ATUCKUpeHa He pekoMmeHnoBaHa (cMm. pasznmen 4.5. u 5.1.). Ecnu tepanus ¢ moMoIip0 TBOMHON
Onokazpl MpU3HaHA AaOCOMIOTHO HEOOXOJMMOM, €€ CleAyeT MPOBOIUTH TOJBKO IO/ CTPOTMM
MEAMIIMHCKUM KOHTPOJEM U TMPHU PETyISIpHOM KOHTposie (GYHKIUU II0YEK, COJep>KaHus
3JIEKTPOJUTOB B KpoBU U AJI.
[IpotuBomnoka3ano npumeHeHue HHruoutopoB AIID B coueranun ¢ APA Il y mamueHToB c
nuadeTHuecKoi HepomaTueil 1 He peKOMEHAYeTCs y PYTruX MaueHToB (cM. pa3zaen 4.3.).
Tlepsuunwiii cunepanbO0ocmepoHuU3M
[TarueHTsl € TEPBUYHBIM THUIEPABJOCTEPOHU3MOM, KaK IPaBUIIO, HE BOCHPUUMYHUBBHI K
AHTUTUIIEPTCH3UBHBIM TperapaTam, ACHCTBHE KOTOPHIX OCHOBaHO Ha MHruOmpoBanuu PAAC.
Takum 00pa3oM, NMpUMEHEHHE TAHHOTO JIEKAPCTBEHHOI'O NpenapaTa y TaKUX IalMeHTOB HE
peKOMEeHayeTCsl.

eTu
D¢ dexTrBHOCTH M 0€30MACHOCTH MEPUHIONIPHIIA Y 1eTei 10 18 eT He yCTaHOBJICHBI.

BcnomorarenbpHbIE€ BelllecTBa

[Ipenapar Ilepungonpun PeHeBanm coaepXUT JakTo3bl MoHoruapar. I[lamumentam ¢ penko
BCTpEUAIOUIeiiCsl HACIEeICTBEHHON HENEepPeHOCUMOCThIO TallakTOo3bl, ACPUIIMTOM JIAaKTa3bl
JIoTIapei Wik TII0K030-TalaKTO3HOM ManhabcopOIueil He ciielyeT MPUHUMATh STOT Mpemnapar.

JlanHbIi mpenapaT coiepkuT MeHee | Mmoib (23 Mr) HaTpus Ha OAHY TaOJNeTKy, TO €CTh IO
12
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CYTH HE COJCPKUT HATPUSI.

4.5. B3amMmopeiicTBHe ¢ JAPYIrHMH JIeKAPCTBEHHbIMHM IpenapaTtaMu W JApyrue BH/bI
B3aUMO/JACHCTBUSA

Jannbie KIIMHAYECKUX HUCCIIEIOBAHNU IMOKa3bIBAIOT, qTO0 NBOMHAsA OJIoKaza
PAAC B pesynbrare ogHOBpeMeHHOTO npueMa UHruoutopoB AIID, APA Il wnmm amuckupena
MNPUBOAUT K YBCIUMYCHUIO YaCTOTblI BO3HUKHOBCHUSA TAKHUX HECKCIATCIbHBIX }IBHGHI/Ifl, KaK
apTepuanbHas TUIOTEH3Ms, TUIIEPKATUEeMHUs M HapylleHus (YHKLIUU MOYeK (BKIOYAs OCTPYIO
MOYEYHYIO HEIOCTATOYHOCTH), IO CPABHEHUIO C CUTYAIUsIMH, KOT/1a IPUMEHSETCS] TOJIbKO OJIMH
npenapar, Bo3aeictpyrommii Ha PAAC (cM. pasnenst 4.3., 4.4., 5.1.).

JIeKkapCTBEHHBIE CPEJICTBA, BHI3IBAIONINE THIICPKATHEMUIO

HexkoTtopsble nexapcTBeHHBIE IpenapaThl WIK Mpenaparhl Ipyrux (papMakoJIOTHYECKUX KIacCOB
MOTYT TMOBBIIIATH PHUCK PAa3BUTHS TUIMEPKAIUEMHH: ATUCKUPEH M alUCKUPEHCOepKallne
nmpenaparbl, COJIM Kaius, KanuiicOeperatomue amypeTuku, wuHrHOMTOpHI AIlD, APA I,
HECTEPOUIHBIE [IPOTUBOBOCIIAIUTEIIbHBIE Ipernaparsl (HIIBII), relapuHsbl,
MMMYHOJETIPECCAHTBI, TAKUE KAK LIUKJIOCIOPUH WM TaKPOJIUMYC, JEKAPCTBEHHbIE NpENapaThl,
coJiepXKalire TPUMETOIIPUM, B TOM Ynciie (PUKCHPOBAaHHYIO KOMOWHAIIMIO CyJb(aMeToKCca30ja 1
tpumeronpuma (Ko-tpumokcazon). CoueraHue 3TUX JIEKapCTBEHHBIX IMPENapaTOB MOBBIIIAET
PHUCK TMIIEPKATUEMUH.

CoBMeCTHOE IIPUMEHEHNE MPOTHUBOIIOKa3aHo (cM. pasnen 4.3.)

Anuckupen u nexapcmeenHvle npenapamsl, cooeparcaujue alucKUpeH

[IpoTuBOMOKa3aHO Yy MAIMEHTOB C CaXxapHbIM JUA0ETOM W/WIM YMEPEHHBIMH WIH TSDKEIBIMU
HapylmeHneM (YHKIUMU MOYeK U HE PEKOMEHIYeTCs y IPYIMX MalMeHTOB: BO3PACTaeT PHUCK
pa3BUTHS  TUMEPKATUEMHH, YXYIIMIEHUS (QYHKIMM TIOYEK W  TOBBIIMIEHUS  YaCTOTHI
CEepJICYHO-COCYAUCTOM 3a001€BA€MOCTH 1 CMEPTHOCTH.

Coemecmnas mepanus uneubumopamu AII® u anmazonucmamu peyenmopos aHeuomeH3uHa
[IpotuBomnoka3ano npumeneHue HHruouTopoB AIID B coueranumn ¢ APA Il y mammeHToB c
nuabeTnueckoi Hepponarueit (cm. pazzaen 4.3.).

Oxcmpaxopnopanvhsie Memoobsl 1edeHusl

OKCTpakoprnopajlbHble METOJbl J€UEHHUs, MPUBOMASIINE K KOHTAKTY KPOBH C OTPHUILIATEIHHO
3apsHKEHHBIMU TTOBEPXHOCTSIMH, TaKHE KaK AMAIN3 WIM TeMOQHIBTPALUS C HCIOIb30BaHHEM
HEKOTOPBIX BBICOKOIIPOTOYHBIX MeMOpaH (Hampumep, MOJIMAKPUIOHUTPHIOBBIE MeMOpPaHbI) U
adepes JITTHIT ¢ ucnons3oBaHueM JeKkcTpaHa cynb(ara, MPOTHBOMOKA3aHbl U3-32 YBEITUUYCHUS
pHYCKa Pa3BUTHS TsDKENBIX aHAPUIAKTOMIHBIX peakuuit (cM. pasznen 4.3.). Ecnu takoe nedeHue
HE00X0/UMO, CJelyeT PacCMOTPETh BO3MOXKHOCTh HCIOJB30BAHUS APYroro THIA JTUAIW3HOU

MeMOpaHbl WM IPUMEHEHHsI JPYroro Kjacca aHTUTUIePTEH3UBHBIX MPENapaToB.
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Coemecmnoe  npumeHnenue ¢ KOM5uHupCeaHHblMll;ﬂlj:;%MJFgM':;Jﬁlggfg%bMu,

cooepacawumu eancapman + caxkyoumpun

CoBMecTHOE TNPUMEHEHUE MEpPUHAONpPHUIAa C  KOMOWHUPOBAHHBIMH  JIEKAPCTBEHHBIMU
npenapaTamu, Coep KallluMu BajicapTaH + cakyOUTpHII, IPOTHUBOMOKA3aHO, TaK KaK IMOJaBJIeHNE
HENPUJIU3MHA OJHOBPEMEHHO C TNpUMeHeHHeM uHruoutopa AIID MoXkeT yBEIMYUTh PHUCK
pa3BUTHS AHTMOHEBPOTHUYECKOT0 oOTeka. [IpruMeHeHHMe KOMOWHHPOBAHHOTO JIEKAPCTBEHHOTO
npemnapara, COJEpXallero BajcapTaH + CcakyOuUTpui, BO3MOXHO HE paHee, 4YeM dYepes
36 uacoB mociie mpueMa TocieAHEH 03kl NepuHaonpuia. lIpuMeHeHue nepuHIOTpPHUIIA
BO3MOJKHO HE paHee, 4yeM depe3 36 4acoB Mmocje mprema mociaeaHe 1036 KOMOMHHUPOBAHHOTO
JIEKapCTBEHHOTO TMperapara, CoAepIKallero BajicapTan + cakyoutpui (cM. pasaenst 4.3. u 4.4.).

CoBMecTHOE IpUMEHEHHUE He pekoMernavercd (cm. pasnein 4.4.)

Anuckupen u nexapcmeenHvle npenapamsl, cooeparcaujue alucKUpeH

VY nmanueHToB, HE UMEIOIIMX CaXxapHOro AuadeTa WM HapylieHHs (pYHKIHUU MOYEK, MOBBIIIECH
PUCK Ppa3BUTUSl THUIEPKATUEMHH, YXYIAIIEHUS (QYHKIUU TOYEK M TOBBIIICHUS YaCTOTHI
CepACYHO-COCYIUCTOM 3a00JIEBAEMOCTH U CMEPTHOCTH.

Coemecmnasn mepanus uneubumopamu AII® u anmazonucmamu peyenmopos aHeuomeH3uHa

B nwutepatype cooOmianoch, YTO y MalMEHTOB C YCTAHOBJIIEHHBIM AaTE€pPOCKIEPOTUYECKUM
3a00JIeBaHUEM, CEpACYHOM HEIOCTaTOYHOCTHIO HIIM CaXxapHbIM JIUa0eTOM C TOpakeHHEeM
OpraHoB-MuIlIeHeH omHOBpeMeHHas Tepanus uHruoutopom AIID u APA II cBszana ¢ Gonee
BBICOKOM YacTOTOW pa3BUTHS apTepHATbHONW THIOTCH3WH, OOMOpOKa, THUIEPKATUEMUU U
yXyameHus: GyHKIUU MOYeK (BKII0OYas OCTPYIO MOYEUHYIO HEJIOCTAaTOYHOCTH) MO CPABHEHUIO C
IpUMEHEHHEM TOJIBKO OJIHOTO Ipemnapara, Bnustoniero Ha PAAC. JIBoiiHas 6imokana (Harpumep,
npu couetanuu uHruouropa AIl® ¢ APA 1) nomkHa ObITh OrpaHHYEHA OTAEIBHBIMH CIyJYasMu
C TIIATEJIbHBIM MOHUTOPUHIOM (DYHKIIUU TIOYEK, COJAEPKAHUS Kalus B CHIBOPOTKE KpoBH U AJl.
Sempamycmun

CoBMecTHOE TPUMEHEHHE MOXET MPUBECTH K MOBBIIICHUIO pHCKa MOOOYHBIX 3()h(HEKTOB, TaKUX
KaK aHTHOHEBPOTUYECKUN OTEK.

Ko-mpumoxcason (cynvgpamemoxcazon + mpumemonpum)

[Ipn ogHOBpPEMEHHOM NPUMEHEHUHU C KO-TPUMOKCA30JI0M (CYIb(haMeTOKCa30Jl +TPUMETOTIPHUM )
MOJKET IOBBIIIATHCSA PUCK PA3BUTHS TUIIEpKanueMun (cM. paszaen 4.4.).

Kanuticbepezarowue Oouypemuxu (maxue Kax mpuammeped, aAMuiopuod), Coau Kaaius
['unepkanuemuss (C BO3MOXKHBIM JICTAIBHBIM HCXOJOM), OCOOCHHO TNMpW HApymICHUH (YHKIIUU
no4vek (aaauTuBHbIC 3()(PEKTHI, CBI3aHHBIC C TUIICPKATHEMHEH ).

Coueranue TEPUHIONpPUIA C BBILICYIOMSHYTHIMH JICKAPCTBEHHBIMH IIperapaTamMu He

pexomenayetrcs (cMm. pasgen 4.4.). Ecim coBMecTHOoe NMPUMEHEHHE IMOKa3aHO, MX CJEIyeT
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MPUMEHSITh, COOIIOasi MEPBI MPEIOCTOPOKHOCTU U per};ﬂﬂai;ojgogf%ﬁﬁgﬂ#%%iﬂ;&%'ﬁénnﬂ

B CBIBOPOTKE KPOBH.

OcCoOeHHOCTH IPUMEHEHUS CIIMPOHOJIAKTOHA MPH CEPACYHON HEJOCTATOYHOCTH ONHMCAHBI J1ajee
TI0 TEKCTY.

IIpenapamuol aumus

[Ipu coBMecTHOM NpPUMEHEHHMH MpPENapaToB JUTHUS U MHrHOuTOpoB AIID MOXeT oTMeuaThCs
o0patuMoe yBEJIMUYEHHE KOHIEHTPAIlUM JIUTUS B CHIBOPOTKE KPOBU M CBSI3aHHBIE C ATHM
Tokcnueckue 3¢ dextsi. CoBMECTHOE NMPHMEHEHHE NEPHHAONPHIA U TPENapaTroB JUTHS HE
pexomenayercs. [Ipn HeoOXOIMMOCTH NPHMEHEHUS TaKoW KOMOMHALMM CIIEIYeT IMPOBOIHUTH
PErysipHbIA KOHTPOJIb KOHLIEHTPAIMH JUTHUS B IJIa3Me KpOBH (CM. pazzen 4.4.).

CoBMECTHOE MPUMEHEHHE, KOTOPOE TPEOYET 0000 OCTOPOIKHOCTH

T'unoenuxemuueckue cpedcmea (UHCYIUH, 2unoO2IuUKeMudecKue cpedcmea OJisi npuema 6Hympb)
[To pesynpTaTam 3MUAEMHOIOTUYECKUX MCCIIEIOBaHUM TpuMeHeHne HHruoutopos AIID moxer
YCHIJIMBATh TUTIOTIIMKEMUYECKHH 2PGEKT HHCYIMHA U TUTIOTIIMKEMUYECKIX CPEICTB JIJIsl IprueMa
BHYTPH BIUIOTH IO Pa3BUTHs runorinkeMuu. Kak mpaBuio, 3To HaOI0IaeTcs B TIEPBBIC HEJENN
MIPOBEJICHUS OJJTHOBPEMEHHOM Tepanuu U y NalMeHTOB ¢ HapylIeHHeM (QYHKIHUU TOYeK.
baxnogen

YcunuBaer aHTHUrunepreH3uBHbIN 3ddexkr wmHrHOMTOpoB AIID. Cremyer TIIATENBHO
KOHTPOJMPOBaTh ypoBeHb AJl W, B cioyuyae HEOOXOAMMOCTH, TO3UPOBKY THUIIOTEH3UBHBIX
IpernapaToB.

Kanutinecoepeearowue ouypemuxu

VY nanueHToB, NOTy4YarouuX JUyPEeTUKH, OCOOEHHO BBIBOSIINE KUIKOCTh H/WIIN COJIU, B HAYaJIe
Tepanuu uHruouTopoM AII® Moxer HabmoIaThCA Ype3MepHOe CHIbKeHUEe AJl, pUCK pa3BUTHA
KOTOPOT0 MOKHO YMEHBIIUTh ITyTEM OTMEHBI TUYPETUUECKOTO CPEICTBA, BOCIIOJHEHHEM MTOTEPU
KUAKOCTH WIIM COJeM mepel HayalloM Tepanuu NEepUHIONPHIOM, a TaKkKe HazHAYeHHEM
NEPUHJIONPHUIIA B HU3KOM 103€ C JAIbHEUIIINM MOCTENIEHHBIM €€ YBEIUUEHUEM.

Ilpu apmepuanvnou eunepmen3uu 'y TAIUEHTOB, TOJXYYAIOUIMX JIHUYPETHKH, OCOOCHHO
BBIBOJISLIINE KUIKOCTh W/WIM COJIM, AUYPETUKH JOJDKHBI ObITh JIMOO OTMEHEHBI J0 Hayala
npuMeHeHuss uHruouTopa AIID (mpu sTOM KanwitHecOeperaromuid TUYpPEeTUK MOXKET OBITh
MO37HEe BHOBb Ha3zHaueH), 00 uHruoutrop AIID momkeH ObITh Ha3HAUYEH B HU3KOW J03€ C
TATBHEUIITNM TIOCTETICHHBIM €€ YBETHUCHUEM.

Ilpu npumenenuu ouypemukos 6 ciyuae XCH narnoutop AII®D nomkeH ObITh Ha3HAYCH B OYCHB
HU3KOW J103€, BO3MOXKHO TIOCJI€ YMEHBLIEHUS J03bl MPUMEHSIEMOr0 OJHOBPEMEHHO
KaJMiiHecOeperaroero AnypeTHKa.

Bo Bcex cmyuasx (QyHKIHsS mouek (KOHIIEHTpAlUs KPEaTHHHHA) TOJDKHA KOHTPOIHPOBATHCS B
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(NOCNEOCBATENEHOCTE 0001)

NepBbIC HeIeU TpUMeHEeHNsT UHTHOuTOpoB AITD.

Kanuiicoepezarowue ouypemuxu (aniepeHon, cnupoHoiakmoH)

[IpumeHneHue 31epeHoHa WM CIIMPOHOJIAKTOHA B 103axX OT 12,5 mMr 10 50 MI B CyTKM M HU3KHX
no3 uarnouropoB AII®: npu Tepanuu cepaeunonr HepocrtarouHoctu II-IV dyHkImonanpHOTO
kiacca no knaccuduxanuun NYHA c¢ ¢pakuueit Beiopoca neBoro xenynouka < 40 % u panee
npuMeHsBIIUMucs uHruouropamu AllD u «IeTIeBBIMU» NUYPETUKAMH CYIIECTBYET PHCK
THIEPKATMEMUHN (C BO3MOXHBIM JIETAIBHBIM HCXOAOM), OCOOCHHO B Ciy4yae HECOOJIIOICHHS
PEKOMEHIalMi OTHOCUTEIHHO ATOM KOMOMHAITUY TIPETapaToB.

[lepen mnpumeHeHHeM JaHHOW KOMOMHAIIMM JIEKAPCTBEHHBIX IpEnapaTroB HEOOXOIMMO
yOeaUTHCS B OTCYTCTBHM TMIIEPKAIMEMHUH U HApYIIeHUH (QYHKIIUU TTOYEK.

PexoMeHyeTcss peryiasipHO KOHTPOJIMPOBAaTh KOHLEHTPALMIO KpEaTUHUHA U Kajiusl B KpPOBU:
€XKEHEENIBHO B MTEPBBIN MECSL JICUEHUS U €KEMECSIYHO B IOCIEAYIOIIEM.

HIIBII, éxnouas evicokue 003bl ayemuicaluyunrosol Kuciomol (> 3 2/cym)

CoBmectHoe nmpumeHeHre nHruOuTopoB AII® ¢ HIIBII (anermicanuiuioBas KUCIOTa B J103€,
OKa3bIBAIONICH MPOTHBOBOCHIAIUTENHHOE NICHCTBUE, MHTHOUTOPHI IHUKIOOKcHreHasbl-2 (L[OI-2)
n HecenektuBHbie HIIBII) mMoxeT mpuBECTHM K CHMDKCHHIO aHTHTHUIIEPTECH3MBHOTO ICHCTBUSA
uaruouTopoB AIID. CoBmectHoe mpumeHnenrne nHruOuTopoB AI1I® n HIIBII moxer nmpuBoauTh
K yXYIIIEHUIO (YHKIUHM IOYEK, BKIIOYAs Pa3BUTHE OCTPOW MOYEYHOM HEIOCTATOUYHOCTH, U
YBEIMYEHUIO COJICPKAHUS KaJIUsl B CBIBOPOTKE KPOBH, OCOOCHHO Y MAIIMEHTOB CO CHHKEHHOM 110
Havaja JjedeHus QyHkuued mnouek. Crenyer coO0aTh OCTOPOXKHOCTh MpPU HAa3HAUYECHUU
JaHHOW KOMOHWHAIIMHM, OCOOEHHO Yy TMOXWJIBIX MalHUeHTOB. [lalMeHThl MOJKHBI TOTYy4aTh
a/IeKBaTHOE KOJIMYECTBO KMIKOCTH, U PEKOMEHIYETCs TIIATEIbHO KOHTPOJIUPOBATh (YHKIIHIO
IOYEK, KaK B HayaJle, TaK U B MPOLIECCE JICUEHUSI.

Payexaoompun

N3BecTtHo, uTto mHTHOWTOPHI AlII® (Hampumep, NMEPUHIONPUI) MOTYT BBI3BIBATH Pa3BUTHE
AQHTMOHEBPOTUYECKOTO OTeKa. PHUCK ero pa3BUTHS MOXET OBITh IOBBIIICH MPH COBMECTHOM
OPUMEHEHUH C paleKaAoTpWiIoM (MHTMOUTOp SHKe(danuHa3bl, JIEKApCTBEHHBIH Ipemnapar,
MIPUMEHSEMBIN TSI JICUCHUST OCTPOH AHAPEH).

Hueubumoper mTOR  (muwienu panamuyuna MmieKonumarowux) (Hanpumep, CUpoIumyc,
96EPOIUMYC, MEMCUPOTIUMYC)

IIpu coBmectHOM mnpumeHeHnn ¢ mMTOR wuHrHOMTOpaMH, TMOBBIIACTCS PUCK Pa3BUTHA
AHTHOHEBPOTUUYECKOTO OTeKa (CM. pazzen 4.3.).

Pexombunanmuuvle mxanegvle akmusamopwl niasmurozena (rtPA, anmennasa)

[ManenTsl, nonyyasimue UHrHOUTOPH! AIID U nmomydaBmve antemniazy A1 TPOMOOIUTHIECKOM

TCparuu Npu OCTPpOM HUIIECMHUYCCKOM HHCYIIBTC, MOI'YT HUMCTbH MOBBIIIICHHBIN PUCK pa3BUTUA
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(NOCNEOCBATENEHOCTE 0001)

AHT'MOHEBPOTHYECCKOI'O OTCKA.

CoBMECTHOE MPUMEHEHHE, KOTOPOE TPEOYET ONPEACICHHON OCTOPOKHOCTU

T'unomen3usnvie npenapamul u 8a300UIAMAMOPb

AHTUTHIIEPTEH3UBHBIN 3P QEeKT NepUHIONpUIa MOXKET YCHUIMBAThCS NPU OJHOBPEMEHHOM
INPUMEHEHUN C JIPYTMMH THUIIOTEH3UBHBIMH, COCYAOPACHIMPSIOIIMMU CpPEICTBAMH, BKIIOYAs
HUTPATHI KOPOTKOTO U IIPOJIOHTMPOBAHHOTO JEHCTBUS.

Inunmunol (MUHAIUNMUN, CAKCATUNMUH, CUMATUNMUH, 8ULO0A2TUNMUH,)

CoBmecTHOe mnpuMeHeHHE ¢ wuHruouTopamu AllD MOXET TOBBIIIATh PHUCK Pa3BUTHUS
AQHTMOHEBPOTUYECKOIO0 OTEKa BCJIEACTBUE CHW)XXEHUS AaKTHUBHOCTH JUIEHTUIWINECITHIA3BI
IV (AII-1V) mox neficTBUEM TTUNTHHA.

Tpuyuxnuueckue aHmuoenpeccanmsol, aHMUNCUXOMUYECKUE Cpeocmed (Heuporenmuku) u
cpedcmea 0151 obwell anecmesuu

CoBmecTHOe TpuMeHeHHWe ¢ wuHruoutopamu All® MokeT TPUBOAUTH K  YCHICHHIO
AHTUTUIIEPTCH3UBHOTO JIeHCTBUS (cM. pazaen 4.3.).

Cumnamomumemuxu

MoryT ocnabisTh aHTUTHIICPTEH3UBHBIN 2P hekT nHruouTopoB AIID.

IIpenapamul 30n10ma

I[Ipu npumenennn wuHruOutopoB AIID, B TOM uYHCIe MNEPUHIONPHIIA, TAUCHTAMHU,
MOJTyYaIONUMU BHYTPUBEHHO Mpemnapar 30J0Ta (HATpHsl aypoTHOMAajaT), B PEIKHX CIIydasx
co00MIaI0Ch O Pa3BUTUN HUTPUTOUAHBIX PEAKIMi — CUMITOMOKOMIIEKCE, BKIIIOYAIOIIEM B ceOs
TUIIEPEMUIO KOXHU JIMLA, TOIIHOTY, PBOTY, apTEPUAIbHYIO THIIOTEH3HIO.

4.6. DepTHIBLHOCTH, 0EPEMEHHOCTH U JAKTALMS

bepeMeHHOCTh

[lepunaonpui MPOTUBOINIOKA3aH K MPUMEHEHUIO IpU OepeMeHHOCTH (cM. pa3zaen 4.3.).

B Hacrosimii MOMEHT HET HEOMPOBEPKUMBIX SMUIEMUOJIOTHYECKUX JAHHBIX O TEPATOr€HHOM
pucke npu npueme uHruOuTOpoB AIID B mepBoMm TpumecTpe OepemeHHOCTH. OHAKO HEb3sI
UCKJTIOYNTHh HEOOJNbIIIOE YBEIMUEHUE pUCKa BO3HUKHOBEHUS HapylleHUN pa3Butus miona. [lpu
IUTAaHUPOBaHUU OepeMeHHOCTH, eciau Tepamnus uHruoutopom AIID cumraercss HEOOXOAUMOI,
clenyeT MepeiTu Ha MPUMEHEHHUE JAPYTUX aHTUTUIIEPTEH3UBHBIX MPEMapaToB ¢ YCTAHOBIEHHBIM
npoduemM 0€30MacHOCTH ISl MPUMEHEHHS B repruoj 0epemeHHocTH. [Ipu muarHocTupoBaHHON
OepeMEeHHOCTH, CIIeyeT HEMEIJIEHHO MPEeKpaTUTh MpUEM Mpenapara u, Ipu HEOOXOIUMOCTH,
Ha3HAYUTh AJIbTEPHATUBHYIO TEPAIUIO.

N3BectHO, yTO BO3nelicTBue nHrHOUTOpOoB AIID Ha o Bo Il u 11l TpuMecTpax GepeMeHHOCTH
MO>KET IPUBOJUTH K HAPYILIEHUIO €0 Pa3BUTHA (CHIKEHHE (DYHKLMU MOYEK, OJIUTOTHAPAMHUOH,

3aMeJUIeHHe OCCHU(HKAIMU KOCTEeH uepera) M pa3BUTHUIO OCJIOXKHEHHH y HOBOPOXIECHHOTO
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(TTOUedHast HEIOCTATOTHOCTS, apTepHanbHas THioTeH3Hi, Finepratmentus). |- TE 0007]

Ecnu manumentka nonyyana uaruouropsl AII® Bo Bpems Il wnu III Tpumectpa GepemeHHOCTH,
PEKOMEHAYETCSI TPOBECTU YIBTPAa3BYKOBOE OOCIEIOBaHME JUIsI OLIEHKUM COCTOSIHHS KOCTEH
yepena U PyHKITUU TTOYECK.

HoBopoxaeHHbie, MaTepu KOTOPHIX Monydasn HHruouTopbl AIID Bo Bpems OepeMEHHOCTH,
JIOJKHBI HAXOAUTHCS 101 HAaOII0IEHUEM H3-32 PUCKA PA3BUTHUS apTEPUATBHON THIIOTCH3HH.

(cMm. pazmensi 4.3. u 4.4.).

Jlakranus

BenencrBue orcyTcTBHs MHGOpMAaLMKU OTHOCUTEIBHO NPUMEHEHUS MEPUHAONpPUIA B NEPHOA
IPYAHOTO BCKapMIIMBAaHUs, €r0 INpUEM HE pekoMeHayercs. [IpeanodrurenbHO NPUMEHATH
Jpyrue mpenapaTtel ¢ Oosiee M3y4yeHHBIM TNpoduieM Oe30MacHOCTH B MEPUOA TPYIHOTO
BCKapMJIMBaHMsI, 0COOEHHO IIPY BCKaPMJIMBAHUN HOBOPOKIEHHBIX MJIM HEJOHOILICHHBIX JETEH.

DepTUILHOCTE

He ycTanoBneHo BIUSHHS HA PEIPOAYKTHBHYIO (PYHKINIO WK (HDEPTUIHHOCTb.

4.7. Biausinme Ha CIOCOOHOCTH YNPABJATH TPAHCHOPTHBIMHU CpeAcTBaAaMH M padorarh ¢
MeXaHM3MaMH

[lepunponpun cieayeT ¢ OCTOPOKHOCTBIO  NPUMEHATh  MALMEHTaM,  YIPaBIAIOLINM
ABTOTPAHCIIOPTOM M 3aHUMAOIIUMCA BHAAMU JOCATCIBbHOCTH, TpGGyIOH_II/IMI/I MOBBIIIICHHOM
KOHIICHTPALMU BHUMAaHMS M OBICTPON peakIiH, B CBSA3U C ONMACHOCTHIO Pa3BUTHS apTEpUAIbHOM
TUIIOTEH3UH U TOJIOBOKPYKEHUS.

4.8. HexenaTejabHble peakuuu

Pesrome npoduiis 0esonacHocT

[Ipodunb Ge30macHOCTH MEPUHAONPUIIA COOTBETCTBYET MPOGMI0 0€30MacHOCTH MHTUOUTOPOB
AII®. Hanbosee yacThie HEXeNaTeNbHBIC PEAKIIMUA TIPH MPUEME MEePUHIONPHUIIA, OTMECUCHHBIC
IIpU NMPOBEACHUN KIMHUYECKUX MCCIIEIOBAaHUI: TOJOBOKPYKEHUE, TOJIOBHAs 00Jb, TapecTe3ns,
BEPTUTO, HAPYILICHHS 3pEHUS, 3BOH B yIIax, apTepuajbHas TUIIOTEH3Us, Kalllelb, OJbIIIKa, O0JIb
B JKMBOTE, 3amlop, JAuapes, AUCTeB3us (pacCTpOMCTBO BKyca), AMUCIENCHS, TOIIHOTA, PBOTA,
KOKHBIN 3y]1, KO>KHAS ChIIb, CIIa3Mbl MBIIIII, aCTCHUSI.

Pe3roMe HexxenaTeabHbIX PEAKIINN

VYkazannele HUKE M000YHBIE 3()(EKTHI MPEICTaBICHBI B COOTBETCTBUU CO CIEAYIOLUIMMHU
rpajgalusMu 4acTOThl MX BO3HUKHOBEHHS: O4eHb dacto (> 1/10); wacto (> 1/100, vo < 1/10);
Hevacto (> 1/1000, o < 1/100); penko (> 1/10000, vo < 1/1000); ouenp peaxo (< 1/10000);
4acTOTa HEM3BECTHA (Ha OCHOBAHWUHW MMEIOIIUXCS TAaHHBIX OIICHUTh HEBO3MOKHO).

Hapywenus co cmopousl Kposu u uM@pamuieckoti cucmempl. HEUaCTO — S03MHODUINS; OUEHb

PEAKO — arpa”HyJIOIMTO3 WKW MTAHINUTOIICHUA, CHUIKCHUC reMorjiioonHa u réMaToKpuTa,
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JICHKOTICHUSI / HEUTPOTIEHUSI, TEeMOJIMTHYECKAS aHeMiJI_Jf:' Lyl E%';[%REE&LEH Q C Eﬁ&l&g&ﬁoﬁ

HEI0CTaTOYHOCTHIO TITI0K030-6-(hochaTaeruiporenasbl, TPOMOOIIUTOICHHUS.

Hapywienus memabonusma u RUmMaHus. He4acTo — TUIOTTMKEMHs, TUIepKaTneMus, 00paTuMas
10cjIe OTMEHBI IIpernapara, FTUIOHATPUEMHUS.

Icuxuueckue Hapyuienus: He4acToO — Ja0MIBHOCTh HACTPOCHUS, HAPYILICHHS CHA.

Hapywenus co cmopoHbl HepeHOU cucmembl: 4acTO — TOJIOBOKPYKEHHE, TOJIOBHas OOJb,
TapecTes3us, BEPTUTO; HEYACTO — COHIMBOCTh, 0OMOPOK; OYEHb PEIKO — CITyTAHHOCTh CO3HAHMSL.
Hapywenusi co cmoponbl opeana 3penus: 4acTo — HapyIIEHUs 3pEeHusl.

Hapywenus co cmopoHul opeana cayxa u 1abupunma: 4acTo — 3BOH B yIIaXx.

Hapywenus co cmoponvl cepoya: HEYacTo — OIIyIIEHHE cepiAleOueHns, TaXuKap/us;
OYCHb PEIKO — CTCHOKApAWs, apuUTMHsi, HWH(PAPKT MHOKapAa, BO3MOXKHO, BCIIEICTBUE
N30BITOYHOTO CHUXKEHMSI A/l y MAI[MEHTOB U3 IPYIIIBI BBICOKOI'O PUCKA.

Hapywenus co cmoponsl cocy0og: 4acTo — apTepualbHas TMIOTeH3Us (M30bITOYHOE CHU)KEHUE
AJI) ¥ CBSI3aHHBIE C YTUM CUMIITOMBI; HEYACTO — BACKYIMT; OUEHb PEKO — HHCYIBT, BO3MOYXKHO,
BCJIEJICTBHE YPE3MEPHOro CHUXeHUs AJl y ManueHTOB M3 TPYHIbl BBICOKOIO PHCKA; 4acTOTa
HEU3BEeCTHA — CUHAPOM PeitHo.

Hapywenus co cmopoHbl 0biXxamenbHOU CUCEMbL, OP2aH08 SPYOHOU KAemKU U CPeOO0CmeHUs.
4acTO — Kallelb, OJBIIIKA; HEYacTo — OpOHXOCHa3M; OYeHb PEAKO — 3O3MHO(UIIbHAS
THEBMOHUS, PUHMUT.

Kenyoouno-kuweunvle napywienus: 4acto — OO0Ib B JKUBOTE, 3amlop, auapes, IUCTEB3Us
(paccTpoiCTBO BKyca), AUCHENCHS, TOIIHOTA, PBOTA; HEYACTO — CYXOCTh BO PTY; OUYEHb PEIIKO —
HaHKPEaTHT.

Hapywenus co cmopoHbl neuenu u JHcenyesbleoosawyux nymei: OYE€Hb PEAKO — TemaTuT
(X0IeCTaTUYeCKHUA WIN [IUTOJIUTUICCKUI).

Hapywenus co cmoponbl Kodtcu U NOOKOMCHbIX MKAHell: YaCTO — KOXKHBIM 3yJ], KOJKHAasl ChlIb;
HEYacTO — KpalnMBHMIA, AHTMOHEBPOTHMYECKUH OTEK Jula, I'yd, KOHEUHOCTEH, CIM3UCTBIX
00607104eK, A3bIKA, TOIOCOBBIX CKIAAOK /WM TOPTAHM, pEakiud (HOTOUyBCTBUTEILHOCTH ,
nempurous’, TOBBIIIEHHOE MOTOOT/EIEHUE; PEAKO — OOOCTpEHHEe TICOPHa3a; OYeHb PEIKO —
MyJIbTH(OPMHAs 3pUTEMA.

Hapywenua co cmoponbl MbluieuHOU, CKeIemHOol U COeOUHUMENbHOU MKAHU: YacTo —
MBIIIEYHbIE CTIA3MBbI; HEYACTO — ApTPAjITHs, MHAJITH.

Hapywenusi co cmoponbl nouek U MOYEblGOOAWUX Nymeu: HEYacTo — I0YeyHas

HEAOCTAaTOYHOCTE,; OUYCHb PECAKO — OCTpasd nmoyeuyHass HEAJOCTATOUYHOCTb.
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Hapywenua co cmoponvl penpooykmueHoll cucmento- n’ O ROty Beadetb —

SPEKTHIbHASA JUCHYHKIIHSL.

Ob6wue napyuwenus u peaxyui 8 Mecme 66e0eHus; 9acTo — ACTEHUS; HEYaCTo — OONb B TPYIHOM
KJIETKE, HeIOMOTaHue, epu(epudecKue OTEeKH, TUXOPAIKa.

Jlabopamopuvie U UHCMpPYMeHManbHble OaHHble: HEYacTo — TIOBBIIICHHE KOHIEHTPAIUN
MOYEBHHBI U KpeaTUHUHA B KPOBHU; PEIKO — MOBBILIICHHE KOHLIEHTpAUU OMINPYyOUHA B KPOBH,
MOBBIIICHIE AKTHBHOCTHU «IIEYCHOYHBIX» (DEPMEHTOB.

Tpaemvl, UHMOKCUKAYUI U OCTIONCHEHUS NPoYedyp: HEedacTo — MajicHue.

" OLeHKa YacTOThl HEXKEJNATEeNbHBIX PEAKIUH, BBIABICHHLIX II0 CIIOHTAHHBIM COOOIICHMSM,
MIPOBE/ICHA HA OCHOBAHUHU JJAHHBIX PE3Y/IbTAaTOB KIMHUYECKUX UCCIIEI0BAHUM MEPUHIONPUIIA.

Onucanue OoTACILHBIX HEXKEIATEIbHEIX PEAKIINN

CooOmranoch 0 pa3BUTHH CHHAPOMA HEAJEKBATHOM CEKpPElUU aHTHUAUYPETUYECKOTrO0 TOpMOHA
(CHCAJI') npu coBmecTHOM mpuMmeHeHHH ¢ Ipyrumu uHruoutopamu AIlD. CHCAAD no
YaCTOT€ BO3HHKHOBEHHUS OTHOCHUTCSI K OYE€Hb PEAKAM, HO BO3MOXHBIM OCJIOXKHEHUSIM,
00ycioBIIeHHBIM Tepanuei naruonTopamu AIID, BKiIrOYass mepuHIOTPIIL.

B wuccnenoanun EUROPA npoBoaunack peructpanus TONBKO CEPHE3HBIX HEXKETATEIbHBIX
sBiieHuid. Cepbe3Hble HEeXeNaTellbHbIe sSBICHHS OblIM oTMmeueHbl y 16 (0,3 %) manweHToB B
rpynme nepungonpuiaa u'y 12 (0,2 %) nauuenTtos B rpymnre mianebo. B rpynne nepunaonpuia
y 6 manueHToB OBUIO OTMEYEHO BhIpakeHHoe cHWxkeHue AJl, y 3 mauueHToB -—
AQHTMOHEBPOTHYECKUM OTEK, y | manuMeHTa — BHE3amHas OCTaHOBKa cepiana. Yactora oTMEHBI
npenapara u3-3a Kalllisi, BRIPAXKEHHOTo CHIKeHHsSI AJl Wim Jpyrux ciiydaeB HEMEPEHOCUMOCTHU

ObLy1a BBIIIE B FPYIIE MEPUHIONPHIIA IO CPAaBHEHHIO C TPYNION I1amedo.

COOGH.IGHI/IG 0 TOA03PEBACMBIX HCXKCIIATCIbHBIX PCAKIINAX

BaxHo coo0mare O MOA03pEBAEMBbIX HEXKENATeNbHBIX PEAaKIMAX IOCIEe PEeTrUCTpaIiu
JIEKapCTBEHHOI'0 Tperapara ¢ 1efbio 00ecredeHnsl HeMPepbIBHOTO MOHUTOPUHTA COOTHOIICHUS
«I0J1b3a — PHUCK» JIEKAPCTBEHHOIO Mpernapara. MeaunuHCKUM paOOTHHKAM PEKOMEHIYyeTcs
cooOmare 0 JIOOBIX  MOJO3PEBAEMBIX  HEXKENATENbHBIX  PEAKLUUSAX  JIEKAPCTBEHHOIO
npernapata  4epes HallMOHAJIbHBIE CUCTEMBI cooOrmieHus 0 HEeXeNaTeNbHbIX

pEaKUHIX TOCYAApCTB — WIEHOB EBpa3niiCKOro 3KOHOMUYECKOTO COI03a.

Poccuiickas @enepanus
®denepanpHas cayx0a mo Haa3opy B chepe 3apaBooxpanenus (PocsnpaBHanzop)

109012, MockBa, CnaBsHCKas 1101ab, 1.4, cTp.1
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Tenedon: +7 800 550-99-03 (MOCNEODBATENEHOCTE 0001

e-mail: pharm@roszdravnadzor.gov.ru

Caiit: https://www.roszdravnadzor.gov.ru

4.9. Ilepeno3upoBka

JlaHHbIE O IIEPEIO3UPOBKE Npenapara OrpaHUYCHBI.

CuMOTOMBI

CuUMOTOMBI, CBSI3aHHBIE C Tepeno3upoBKO wuHrHOMTOpamu AllD, MoOryr BKIIIOYATE:
BBID@XCHHOE CHIKEHHE AJl, HUPKYJATOPHBIM IIOK, HapyHICHUS BOJHO-DJIEKTPOJIUTHOIO
OanmaHca, IIOYEUHYIO HEJOCTAaTOYHOCTb, T'MIIEPBEHTUIIALMIO, TaXWKApAHIO, OILYyLICHHUE
cepauneduenus, Opaaukapanio, rOI0BOKPYKEeHHE, OECIIOKOICTBO U Kalllelb.

Jleuenue

PekoMeHayeMbIM METONOM JIEYEHMs NPU NEPENO3UPOBKE SBIIAECTCS BHYTPUBEHHOE BBEICHHUE
0,9 % pacrBopa Hatpusa xsopuzaa. llpu BbelpaxkeHHOM cHMXeHUM AJ[ cinenyer mnepeBecTH
NalMeHTa B TOJIOKEHUE <«JIeKa» Ha CIMHE C NMPUMOAHATHIMH Horamu. Ilpu HeoOxoaumocTu
MOYXHO BBECTH BHYTPHUBEHHO aHTHOTeH3MH Il w/mnm pactBop karexoiamuHOB. C MOMOIIBIO
JUaJIA3a MOKHO YIAJIUTh MEPUHIONPUI U3 CUCTEMHOIO KpoBOTOKA. IIpH passutum ycroinumuson
K Tepanmuu OpagukapAuM MOXET I0TpeOOBaTbCid YCTAHOBKA 3JIEKTPOKAPAMOCTUMYIISATOPA.
Heo06xoauMo TMOCTOSHHO KOHTPOJHMPOBATH IOKA3aTelIM OCHOBHBIX JKU3HEHHBIX (DYHKIIHIA
OpraHu3Ma, KOHLIEHTPALUIO KPEaTHHNHA U 3JIEKTPOJIIUTOB B CBIBOPOTKE KPOBH.

5.  ®APMAKOJOTMYECKHUE CBOMCTBA

5.1. dapmakoamHamMHu4yecKHe CBOMCTBA

dapMakoTepaneBTUYECKass TIpyIIa: CpPeACTBa, ACUCTBYIOLUIME HA PEHUH-AHTHOTEH3MHOBYIO
CHCTEMY; MHTHOUTOPBI aHTHOTeH3HHITpeBpalnatomiero pepmenta (AIID).

Koxg ATX: CO9AA04.

MexaHu3M JIeHCTBUS

[Mepunmonpun — wHrKOUTOP (hepMeHTa, MpeBpallaIIero aHruoTeH3uH | B anrumorensuH 1L
AII®D, unu kuHuHaza I, aBiseTcs 3K30MeNnTHAa30M, KOTOpasi OCYIIECTBIISIET KaK MPEeBpAIllEHHUE
AHTMOTEH3MHAa | B COCymOCyKHBaroliee BEHmEeCTBO aHTHOTeH3uH II, Tak u paspylieHue
OpaquKWHUHA, O0JIaJalONIer0  COCYIOpPAaCHIMPSAIOMIUM  JEHCTBHEM, [0  HEAaKTHBHOIO
renTanenTua.

WNurubuposanue AII® mpuBOAMT K CHIDKEHHIO KOHIIGHTpaUMU aHTruoTeHsuHa Il B miasme
KPOBHM, YTO BbBI3BIBAET YBEIMYEHHE AKTUBHOCTH pPEHHHA IUIa3Mbl KpPOBH ([0 MEXaHU3MY
«OTpULIATEIHHONU 0OpPAaTHOM CBSI3U») U YMEHBILIEHUE CEKPELIUU albJI0CTEPOHA.

[Mockonbky AII® wuHakTHBHpYeT OpaaukuHuH, moxaasieHue AllD  compoBoxnaeTcs

MOBBIIICHUEM AKTUBHOCTU KaK LUPKYJIUPYIOLIEH, TaK M TKAHEBOM KAJUIMKPEUH-KMHUHOBOU
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CUCTEMBI, NPU 3TOM TaK)Ke aKTHUBUPYETCS cufTema n&&éﬂﬁ%ﬁgEﬂm§£g& 48T hror

3 QeKT ABIAETCA YaCThbI0 MEXaHU3Ma aHTHUTUIEPTEH3UBHOTO neiicTBus MHruoutopos AllD, a
TaKXKe MEXaHHW3Ma DPa3BUTHUS HEKOTOPHIX MOOOYHBIX 3(PQEKTOB MpernapaToB TaHHOTO Kiacca
(Hampumep, Karwis).

[lepuHgonpui OKa3bIBae€T TEpaNeBTUUECKOE JeicTBHE Onarojapsi aKTUBHOMY MeETa0OJIHTy
nepuHaonpwiary. Jlpyrue wmerabonuThl HE OKa3blBalOT MHTHOUPYIOIIEro JeHCTBUS B
otHowmeHn: AlID in vitro.

dapmakognaamMuyeckue P PeKTel

Ha ¢one mnpumeneHuss mnpemapaTa OTMEYaeTCs CHI)KEHHE KaK CHCTOJIMYECKOro, TakK U
nuactonuueckoro AJl B TMOJIOKEHUM <«JIeka» U «crosi». [lepuHionmpui ymeHblIaeT ooiiee
nepudepudeckoe cocynucroe conporupieHue (OIICC), uto npuBoauT kK cHkeHuto AJl, mpu
3TOM nepudepruuecKkuii KpOBOTOK yCKOpsieTcsl 6€3 N3MEHEHUS YaCTOThI CEPJCUHBIX COKpaIeHHIA
HCO).

Kax npaBuiio, nepuHAOIPUI IPUBOIUT K YBEJIMUYEHHUIO 1TOY€YHOro KpoBoToka, CK® mpu stom
HE U3MEHSETCS.

AHTUTUTNIEPTEH3UBHOE JEHCTBUE Mpernapara JIOCTUTaeT MakcuMyMa 4depe3 4—6 4JacoB mocie
OJHOKpPAaTHOrO NpHEMa BHYTPb M coxpaHsercs B TeueHue 24 uvacoB. Yepe3 24 uvaca mocne
npuema BHYTpb HaOmonaetrcs BelpakeHHOE (mopsinka 87—100 %) ocrarouyHoe WMHTHOMpOBaHHE
AllD.

Camxkenne AJl mocturaercs J0OCTaTOYHO OBICTPO. Y MAIMEHTOB C MO3UTHBHBIM OTBETOM Ha
JedyeHue HopManuzanus AJl HacTymaeT B TeueHUE Mecslla M COXpaHsercs 0e3 pa3BUTHUS
TaxXu(HUITaAKCHH.

[Ipekparienue geueHst He COMPOBOXKAAETCS pa3BUTHEM 3(D(HEeKTa «PUKOIIETa.

[lepunmonpuin oOka3pIBaeT COCyIOpacIIMpsioniee ACHCTBHE, CIIOCOOCTBYET BOCCTAaHOBIICHUIO
3IACTUYHOCTU KPYIHBIX apTEepPUil U CTPYKTYPhl COCYTUCTONM CTEHKHM MENKHUX apTepHil, a Takxke
YMEHBIIAET TUIIEPTPOPUIO JIEBOTO KETyI0UKa.

CoBMmecTHOE Ha3HauYCHUE THUA3UIHBIX JTUYPETUKOB YCUJIMBAET BBIPAXKEHHOCTD
anturuneprersuBHoro sddexra. Kpome »sToro, komOunmpoBanue wuHruomropa AllD wu
THUA3UJIHOTO AMYPETHKA TaKXKe MPUBOIUT K CHI)KEHUIO PUCKA PAa3BUTUS TMIIOKAIMEMUN Ha (OHE
npuemMa ANypeTUKOB.

[epunaonpun HopManu3yeT paboTy ceplia, CHIbKask PeAHArpy3Ky U OCTHArpy3Ky.

Knuanueckas 2ddekTUBHOCTE U 0€30IIaCHOCTE

YV mammentoB ¢ XCH, monydaBmIUX TEPUHIONPHUI, OBLJIO BBISBICHO CHIDKCHHE aBJICHHS
HaIllOJIHEHUSI B JIEBOM M IIpaBOM JKenmynoukax cepaua, cHwkenue OIICC, mnosblmieHue

CEpJICYHOTO BHIOpOCA U YBETMYCHHE CEPICIYHOTO HIEKCA.
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HccnenoBanue MepuHAONPHIIA TIO CPABHEHHIO £ nnaue@@'ﬁ&l@ﬂf@,%gaﬂﬁggegﬂfﬁ Qﬂjﬂbcne

nepBoro npuema nepunaonpuia 2 mr y nauueHToB ¢ XCH (II-1II ¢pyHKIIMOHANBHBINA KIace MO
knaccuukanun NYHA), craTUCTHYECKH TOCTOBEPHO HE OTIMYAIUCh OT W3MeHeHuid AJl,
HaOJTI0aBIITUXCSI TIOCTIE TIpreMa Tutaie0o.

PesynbpTaThl MccnenoBaHus, T€ OLEHHUBAJIOCh BJIMSHUE AKTHBHOM Tepanuu MEPHHIONPHIOM
(MOHOTEepanusi WIM B KOMOMHALMU C WHAANAMHJIOM) B TE€YeHHE 4 JIeT Ha PHUCK pPa3BUTHUSA
MOBTOPHOT'O MHCYJbTA Y MALMEHTOB, HMEIOLINX LIEpeOpOBACKYIISIpHBIC 3a00JI€BaHNs B aHAMHE3E.
[Tocne 3,9 net Tepanuu BenuunHa AJl (cucToimMueckoe / TacTOINYECKOe) CHU3MIIACH B CPETHEM
Ha 9,0/4,0 MM pT.cT. Tarkke ObUIO TIOKA3aHO 3HAYUTEIHLHOE CHUKCHUE PHUCKA BO3HUKHOBEHUS
IOBTOPHOTO HMHCYJbTa (KaKk HMIIEMMUYECKOTO, TaK M remMopparumdeckoro) mnopsaka 28 % mo
cpaBaennro ¢ mianebo (10,1 % u 13,8 %). JdomomHutenpbHO OBUIO MOKa3aHO 3HAYUTEIHHOE
CHIDKEHHE pHUCKa (aTalbHBIX WIM NPUBOMASAIMX K HMHBAIMIU3ALUK HMHCYJIBTOB, OCHOBHBIX
CepAECYHO-COCYIUCTBIX OCJIOKHEHUH, BKIIIOYas UH(APKT MUOKapJa, B TOM YUCIE C JIETAIbHBIM
UCXO0JIOM, JEMEHIINH, CBI3aHHON C MHCYIBTOM, CEPbE3HBIX YXY/IIEHUI KOTHUTUBHBIX (PYHKITUI.
3710 OBUIO OTMEYEHO KaK y MAI[MEHTOB C apTepHaIbHONM TUIEepTEH3UeH, TaK U MPU HOPMAIBHOM
AJl, He3aBMCHMO OT BO3pacTa, I0JIa, HAIWYMS WIM OTCYTCTBMSI CaXxapHOro auabera M TUIa
UHCYJIbTA.

O¢ddekTUBHOCT, NPUMEHEHUs TMEpUHIONpHUIa y NanueHToB co cradbuisHoi MBC  0Oe3
kinuHu4eckux cumnromMoB XCH nsywanace B xone 4-nernero uccienoanus. 90 % y4acTHUKOB
UCCIICIOBAaHMUsI  paHee TMEpPEeHeCIM OCTpblii MHGMapKT MuUOKapAa W/WIM  HOpoUenypy
peBacKyssipu3alui. BoJbBIIMHCTBO MAlMEHTOB MOJIYYMIM TMOMHUMO HCCIEAYyeMOro Ipernapara
CTaHJApPTHYIO TEpAINUIO, BKJIKOYas AHTUArPEraHThbl, TUIIOJIUIUIEMUYECKUE CpEACTBA U
Oera-agpeHoOnokaTopsl. B kauectBe ocHOBHOro kputepus 3¢ddexkruBHOCTH OBbLTa BHIOpaHa
KOMOMHUpOBaHHAs KOHEYHAs TOYKA, BKIJIIOYAIOIIAs CEPAECYHO-COCYJUCTYI0 CMEPTHOCTb,
HedaranbHBI WHOAPKT MHOKap/a W/WIW OCTAaHOBKY CepJilla C YCHEITHOW peaHWMaIlHeH.
Tepanust nepuHIONPHIOM 3pOYMHHOM B J03¢ 8 MI/CYyT NPUBOAWIA K CYIIECTBEHHOMY
CHIDKEHHMIO a0COJIIOTHOTO PHUCKA HACTYIUIEHUS KOMOMHHPOBAHHOW KoHeuHOHW Touku Ha 1,9 %
(cHMKeHUE OTHOCHTENbHOTO pucka — 20 %). Y mauueHToB, paHee MepeHecIIuX HHQapKT
MHOKap/ia WIK MPOLelypy PeBacKyIsipu3allui, CHUKeHHE a0COIIOTHOTO pUcKa cocTaBmiio 2,2 %
(CHIYKEHUE OTHOCHUTEIHHOTO prcka — 22,4 %) 1Mo CpaBHEHUIO ¢ TPYIMIIOH Tu1aneoo.

HmeroTcs aHHbIE KIMHUYECKUX MCCIIEOBaHUN KOMOMHMPOBAHHOW TEpanmuu C NMPUMEHEHHEM
uaruoutopa AIl® u APA II. IlpoBomunoch KIWHUYECKOE HCCICAOBAHUE C ydacTHEM
NAIMEeHTOB, UMEIOIMX B aHAMHE3€ KapIMOBACKYISIPHOE MU 1IepeOpoBacKyIsipHOe 3a00eBaHHe,

a100 caxapHblil AuabeT 2 Tuma, COMPOBOXKIAIOIIMICS MOATBEPKIACHHBIM MOPAKEHUEM OpraHa-
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MUIIEHU, a TAKXKE MCCICIOBAHUS C y4aCTHEM naunem::jlééi‘;&%]ﬁ%{;&? 908 dha u

nuabetnueckoid  Hedpomatueil.  JlaHHBIe — MCCIeOBaHMH  HE  BBIABWIM  3HAYMMOTO
MOJIOKUTEIHHOTO BIIUSHUS KOMOWHUPOBAHHON Teparuyd Ha BO3SHUKHOBEHHE TMOYEYHBIX H/HIN
KapJAMOBACKYJISIPHBIX COOBITUH M Ha IMOKAa3aTeIl CMEPTHOCTH, B TO BpeMs Kak PHUCK pa3BUTHUS
TUTIEPKATUEMUN, OCTPOM TIOYEYHOM HEJOCTATOYHOCTH W/WIU apTEePHAIBHOW THUIOTESH3UH
YBEJIMUMBAJICS IO CpPaBHEHHMIO C MoHoTepanued. IlpuHuMas BO BHUMaHHE CXOXHE
BHYTPUTPYNIOBbIe (hapmakoguHaMudeckue cBoiictBa MHruoutopoB AII® u APA II, nanusle
pe3ynbTaThl  MOXKHO  OXHJAATh s B3aUMOJEWCTBUS  JIIOOBIX  JAPYTrUX  IpernapaTos,
npeacraButeneit kiaccoB nHruOutopoB AII® u APA II. TlosTtomy coBMecTHOE NMPUMEHEHHE
uHrnouropoB AII® u APA Il npoTuBonokazaHo y NaleHTOB ¢ AMadeTHYecKoi HedpornaTHe.
NmeroTcss naHHbIE KIMHUYECKOTO MCCIEAOBAHUA MO W3YUYEHUIO TOJOXKHUTEIBHOTO BIMSHUS OT
00aBJICHHS AMMCKUPEHa K cTaHaapTHOU Tepanmuu nHruoutopom AIID wmm APA Il y manueHToB
C caxapHbIM MabeToM 2 THMa U XPOHUYECKUM 3a00JIeBaHUEM MMOYEK WU KapIuOBACKYISIPHBIM
3a0oneBaHueM, MO0 UMEIOMIMX CcoyeTaHue »JTHX 3aboseBanuil. VcciaenoBanue ObLIO
IPEKpaIleHO JOCPOYHO B CBSI3U C BO3POCIIMM PHCKOM BO3HHKHOBEHHUS HEOJIArompUsTHBIX
ucxonoB. KapnuoBackyinspHas cMepTh M MHCYJBT OTMEUAIMCh 4Yallle B TPyIIE IalMEHTOB,
MOJIyYaIOLUX aTHCKUPEH, TI0 CPAaBHEHHUIO C TPYION mianedo; Takke HeXelaTelbHbIe SABJICHUS
U Cepbe3HbIC HEXeNaTelbHbIE SBICHUS 0CO00ro HMHTEpeca (THIEepKaIueMusi, apTepHabHas
TUTNOTEH3USI U HapylieHUs (QYHKIUU TOYEK) PETUCTPUPOBAIUCH Yalle B TPyNIeE aluCKUpEHa,
4yeM B TpyIie miamneoo.

eTu
O¢ddexkTuBHOCTS M 0€30IaCHOCTh NPUMEHEHHUS TEPUHIONpHUIA y JeTell W TOAPOCTKOB B
BO3pacte 10 18 j1eT He ycTaHOBIIEHA.
NmeroTcst maHHbIEe KIMHUYECKUX HMCCIEAOBAHMM C ydyacTheM 62 TMalUEeHTOB C apTepUATbHOU
runepTeHsuei B Bozpacte ot 2 10 15 mer ¢ CK® > 30 mn/mun/1,73 M2 TUTOIIATH MMOBEPXHOCTHU
Tena, KOTophle monydanu nepungonpmn B mo3e 0,07 mr/kr B cpegnem. [loza moadupanack
UH/IMBUYAJIbHO, B 3aBHCHUMOCTH OT OOIIEr0 COCTOSHUS MalMeHTa W rmokasateneil ero A/l B
OTBET Ha Tepamnuio, MPU dTOM MaKCHUMalibHas a03a coctaBisuia 0,135 mr/kr/cyt. 59 manueHToB
Y4acTBOBAJIM B HCCIEJOBAaHUM Ha MPOTSKEHUU 3-X MecsleB U 36 MalMeHTOB 3aBEPIIMIIN
NPOJIIEHHBIM TMEepPUOJ HUCCIEIOBAHMS, KOTOPBIA COCTaBIIsT HE MeHee 24 MecdleB (CpeaHsis
MPOJIOJDKUTENIBHOCT  y4acTUsi B HcclieqoBaHuM coctaBuia 44 wMecsaua). Ilokasarenu
CUCTOJIMYECKOr0 U JuacToinmdeckoro AJl ocraBanuch CTaOMIBHBIMH Ha TMPOTSHDKEHUU BCETO
nepuoja ucciae0BaHus (0T MOMEHTA BKJIIOYEHHS B MCCIICOBAHUS 10 3aKJIIOUUTEIBHON OLIEHKH )
y NAlMEHTOB, paHee MOTy4YaBIIUX APYrHe TUIMOTEH3UBHBIE CPEICTBA, U CHU3WINCH Y MAIIMEHTOB,

paHee He TMOJy4YaBIIMX THUIOTEH3WBHYIO Tepanuio. bonee 75 % nereid mpu mociaeaHem
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JlanHple 1O OE30MACHOCTH, TIOJNYYCHHBIE B O3TOM HCCICJOBAHHUH, COTJIACYIOTCSI C  YKe
uMeroIIeiicss nHpopMaIreil OTHOCUTENBHO 0€30MaCHOCTY TPUMEHEHHUS IEPUHIOTPHIIA.

5.2. ®dapmakoKkuHeTHYECKHE CBOMCTBA

AbGcopbuus

[Ipu mpueme BHYTPH MEPUHIONPHII OBICTPO BCACHIBACTCS B XKEIYAOTHO-KUIIICUHOM TPAKTE.
MakcumanbHas koHIeHTparusi (Cmax) B TUIa3Me€ KpOBM JOCTUTaeTcs dYepes 1 wac.
buonocrynuocts cocraBiser 6570 %.

[TpubnuzutensHo 20 % obiiero koiauuecTBa aOCOPOMPOBAHHOTO MEPUHAONPUIIA TPEBpAIIaeTCs
B TICPUHIONPWIAT — AaKTUBHBIM Merabonut. Kpome mnepuHmonpmiara, 0oOpa3yroTcs eie
5 MeTaboIHUTOB, KOTOPBIC HE MPOSBISIIOT (hapMaKOIOTHIeCKONH aKTUBHOCTH.

[Tepnon momyseiBenenus (Ti2) mepuHmonpuna w3 mia3mMbl KpoBU cocTaBisieT 1 dac. Cax
NEepUHJIONpUIaTa B IIa3Me KPOBHU JOCTUTAaeTCs yepe3 3—4 yaca mocje npuemMa BHYTpPb.

[Ipuem mumuy 3ameisieT MpeBpalleHrue MEPUHIONpUIa B TEPUHIONPUIAT, TaKUM 00pa3om,
BIMSS Ha OmomoctymHocTh. [loaToMy mpemapar ciieyeT NpUHUMATh BHYTPh | pa3 B CYTKH,
yTpOM, Tiepesl IPUEMOM MUIIH.

Pacnopenenenue

O6wem pacmperneneHusi CBOOOTHOTO MEPHHIONPHUIIATA COCTABIsAeT Mpuomu3utTensHo 0,2 J/Kr.
Ces3p mepuHzonpuiaTra ¢ O0eiaKkamMH IUIa3Mbl KPOBH HE3HAUMTENIbHAs U HOCHUT J10303aBHCHMBIH
Xapakrep.

Buorpancdhopmarims

[locne BcacblBaHMsS TEPUHIONPHI MOJABEPraeTcs MeETa0OJU3My IEPBOIO IMPOXOXKICHHUS C
o0pa3oBaHUEM TJIIOKYpPOHHJA TEPUHIONPHIIA, KOTOPBIA IOABEPraeTcs MOCIeAYIOIEMY
TUAPOIN3Y A0 T[IIOKypoHuAa nepunaonpuiara. OCHOBHBIM MECTOM THAPOJIN3a, BEPOSITHO,
ABJISIETCSI TI€YEHb, XOTS HEKOTOPBIA THUIPOJIN3 MOXKET MPOUCXOAUTH BO BpEMs IPOXOKICHHS
yepe3 CTEHKY KHUIIEYHHKa M B KPOBM, KaKk M B ciy4yae C JApyruMu uHruOutopamu AllD,
TPeOYIOLMMH  THAPOIM3a JUId aKTUBAlMH. llepuHIONpMI W NEPUHIONPHIAT  TaKXKe
MOJIBEPTaloTCsl LMKIM3AIMK C O00pa3oBaHHMEM psiia HEAKTHBHBIX METAa0OJUTOB, JIaKTaMa
NEPUHOIPHUIIA U JIJAKTAMOB IEPUHIOIPUIIATA.

DJIMMUHALMS

[lepungonpunar BeIBOAMTCA NOYKamH, Ti12 cBOOOAHON (pakiuu cocraBiser 3—5 4acos.
«IddextunbIit» T1/2 cocTaBmseT 25 4acoB, paBHOBECHOE COCTOSTHUE JOCTUTAETCS B TCUCHUE

4 CyTOK.

[Ipu myMrensHOM IIpueMe NEPUHAONIPUIT HE KyMYJIUPYeET.
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Oco0nIe I'pYHOIIbI TAaMEHTOB

Ioueunas neoocmamoynocmo

Juanu3Helii KIMpeHe nepuHaonpuiIaTa coctasiseT 70 Mi/MuH.

BriBeneHre nepunaonpuiaTa 3aMeJICHO Y NALUEHTOB € MOYEYHOW HENOCTaTOYHOCTHIO. [Ipm
IIOYEYHOM HEJOCTATOYHOCTH KOPPEKLUIO O3Bl Ipenapara >KelIaTeabHO IPOBOAUTH C Y4ETOM
CTeNeHHu HapylieHus pyHkuuu novek, KK.

Ileuenounas nedocmamourHocmo

VY nmanueHToB ¢ IMPPO30M IIEUYECHU NEYCHOYHBIN KIMPEHC IEPUHAONIPHIIA YMEHBIIAETCS B 2 pasa.
Tem He MeHee, KOJIMYECTBO O0OpPaA3yIOIIErocss NEPUHAONPUIATA HE YMEHBINACTCSA, U KOPPEKIUH
J103bI TIpenapara He Tpedyercs (cM. pa3aenst 4.2. u 4.4.).

Jluya noswcunozo eospacma

BriBeniceHre nepuHaONpUIaTa 3aMeJICHO B IIOKUIIOM BO3pacTe.

Hemu

®apMaKOKMHETHKA IEpUHAONpUIIA Y AeTel A0 18 jeT He u3yueHa.

6. ®APMAINEBTUYECKHE CBOMCTBA

6.1. IlepedyeHb BcmoMoOrateJibHbIX BellleCTB

— JlakT03BI MOHOTHPAT;

- LIEJUTI0JI03a MUKPOKPHUCTAIIIIMYECKAs;

- KpaxMaJj KyKypy3HbIH;

- KpOCKapMeJu103a HaTpus;

- Marsus creapar.

6.2. HecoBmecTnMOCTH

He npumenumo.

6.3. Cpok rogHocTH (CPOK XpaHEHUA)

3 rona.

6.4. Oco0Oble MepbI IPEIOCTOPOKHOCTH IPH XPAHECHUH

XpaHUTb B KOHTYPHOM sIMEHKOBOI YIIaKOBKE B ITaYKe IpU Temneparype Huxe 25 °C.

6.5. Xapakrep u conep:kaHue NePBUYHON YIIAKOBKHU

ITo 10, 14, 15 TabieToKk B KOHTYPHYIO SUYEHKOBYIO YIAKOBKY M3 TUICHKH TOJWBHHIIIXJIOPUIHON
¥ QOJIBTU ATIOMUHHUEBOM M€YaTHOM JTaKMPOBAHHOM.

3, 6, 9 KOHTYpHBIX SYEWKOBBIX yMakoBOK 1o 10 TabmneTok, win 2, 4 KOHTYpHBIE SUCHKOBBIC
ynakoBku 10 14 umum 15 Ttabnetok, wim 6 KOHTYPHBIX SYEHKOBBIX YITaKOBOK IO 15 TabieTok ¢

JIMCTKOM-BKJIaJBIIIEM ITOMCHIAIOT B MMa4YKy U3 KapTOHA JJIA HOTpG6PIT€J'IBCKOﬁ Taphl.
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6.6. OcoOble Mepbl TMPeTOCTOPOKHOCTH npn':n';’ﬁl}@l‘%&%@ﬂbﬂfkﬁgﬁﬂ%gﬂﬁom

JICKapCTBEHHOI0 Npenapara WJIHM OTX0A0B, TMOJYYECHHBIX IOCjde TNPHMEHEeHHus!
JIEKApCTBEHHOI0 NMpenapara, ¥ Ipyrue MaHUMyJIsIHH C MpenapaTomM

Oco0ble TpeOOBaHMS OTCYTCTBYIOT.

7. JAEPXKATEJIb PETUCTPAIIMOHHOTI'O YAOCTOBEPEHUS

Poccniickas @enepanvs

Axk1uonepHoe obmiectBo «IIpousBoacTBenHas dpapmaneBTuueckas komnanuss OOHOBIEHHE
KOpunnueckmii azapec: 633621, HoBocubupckas 0011., Cy3yHckuit paiioH,
pn. Cy3yH, yi. Komuccapa 3satbkoBa, 1. 18.

Temn./akc: 8 (800) 200-09-95.

7.1. IlpencraBuTeib AepKaTeasl PErHCTPALMOHHOIO YA0CTOBEPEHUS

[Iperen3un noTpeOUTENEN HAIPABIITH 110 aJPECY:

Poccuiickas @enepanvs

Axuunonepnoe o6mectBo «lIponsBoacTBeHHas hapmareBTHueckas komrnanus OOHOBICHHE»
630096, r. HoBocubupck, yn. Cranmuonsas, . 80,

Ten./daxc: 8 (800) 200-09-95.

e-mail: pretenzii@pfk-obnovlenie.ru

8. HOMEP PEIT'HCTPAHMOHHOI'O YIOCTOBEPEHMUSA

9. JATA NEPBUYHOM PETHUCTPAIIUM (IIOATBEPXKIEHWS PETUCTPAIIUMN,
INEPEPETNCTPALINN)

JlaTa nmepBoii perucTpanuu:

10. JATA IIEPECMOTPA TEKCTA

OO0mas xapakTepHCTHKa JieKapCcTBeHHOro mpemapara I[lepunmonpun PeneBan moctynmHa Ha

UHPOPMALIMOHHOM TopTajie EBpa3suiickoro SKOHOMHUYECKOrO coo3a B HWH(POPMAIMOHHO-

KOMMYHHKaIIMOHHOH cetn «MHTepHeT» https://eec.eacunion.org
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