COOTBETCTBYET ZKCNEPTHOMY OTUETY

ot 25022025 N° 5132

OBILASI XAPAKTEPUCTHKA JEKAPCTBEHIFOFO TIPEITAPATA "0

1. HAUMEHOBAHMUE JEKAPCTBEHHOI'O IIPEITIAPATA
[Tepungonpun ®apmacunrtes, 2 Mr, TaOJIETKH.

[Tepunnonpun @apmacunres, 4 Mr, TaOIETKH.

2. KAUECTBEHHBIN U KOJTUYECTBEHHBIN COCTAB
JelicTBytoliiee BEIIECTBO: NEPUHIOIPUII.

[lepungonpmi @apmacurres, 2 Mr, Ta0JIETKH

Kaxnas Tabnerka coaepkut 2 Mr nepunaonpuia (B Buae 3poyMuHa).
BceromorarenbHbple BelIecTBa, HAIMYKME KOTOPHIX HAZ0 YYUTHIBATH B COCTABE JIEKAPCTBEHHOTO
npernapara: JakTo3bl MOHOTHApaT (cM. pasaeinst 4.3, 4.4).

Ilepungonpun ®apmacuaTe3, 4 MT, Ta0JIETKHU.

Kaxxnas Tabnerka copepxkut 4 Mr nepusjonpuia (B Buje 3poyMuHa).
BcromorarenbHbple BelIecTBa, HAIMYME KOTOPHIX HAZ0 YYHTHIBATH B COCTABE JIEKAPCTBEHHOTO
npernapara: JakTo3bl MOHOTHApaT (cM. pasaeinst 4.3, 4.4).

ITomubrit MEPCUCHb BCIIOMOTI'aTCIIbHBIX BCHICCTB IIPHUBCIACH B pa3aciic 6.1.

3. JEKAPCTBEHHAS ®OPMA
Ta0OeTku.

prrJ'IBIe IJIOCKOIHUJIMHAPUYCCKUEC TabJIETKU OT OEIIoro J0 ITOYTH Oenoro OBCTAa, C (baCKOﬁ.

4. KIMHUYECKUE JAHHBIE
4.1. IToka3aHus1 K NPUMEHEHHUIO
ITpenapat Ilepunnonpun @apmacuHTE3 NOKa3aH K NPUMEHEHHUIO y B3pOCIbIX B Bo3pacTe OT 18
JIeT:
e apTepuaibHasl THIIEPTEH3US;
e XpoHuYeckas cepaeuHas HepoctaTouHocTh (XCH);
® 1poUIAKTUKA TTOBTOPHOTO MHCYJIbTa (KOMOWHUpPOBAHHAs TEpanus ¢ MHIAMAMUIOM) Y
NAlUEHTOB, NEPEHECHIMX HWHCYJIbT WJIM TPAaH3UTOPHOE HApPYIIEHUE MO3TOBOTO
KpPOBOOOpAIIEHUS 110 UILIEMUYECKOMY THILY;
e crabwibHas wumieMuueckas Oosesnb cepana (MBC): cHuwkeHHe pucka CepaevyHO-
COCYJIMCTBIX OCJIOKHEHUN y TaIMeHToB co ctabuipHoi MBC.
4.2. Pe:xuM 103UPOBAHUS U CIIOCO0 NPUMEHEHUA

Pexxum go3upoBaHus
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creneHb cHkeHus A/l Ha GoHe MpOBOIMMON Tepanuu.

Apmepuanvrnasn cunepmen3us

JlexapcTBennsiii penapar [lepunaonpun @apmMacuHTE3 MOXKHO IPUMEHATh KaK B MOHOTEPAIIHH,
TaK M B COCTaBE KOMOMHUPOBaHHOM Tepanuu (cM. pa3aeinsl 4.3, 4.4, 4.5 u 5.1).

Pexomenyemas HayanbpHas o03a coctaBisieT 4 Mr 1 pa3 B CyTKH.

Y mnauMeHTOB C BBIPAXEHHOW AaKTUBHOCTBKO CHCTEMBbl PEHMH-aHIMOTEH3HUH-aJIbJIOCTEPOH
(0coOeHHO TpH PEHOBACKYJSIPHON THUIEPTEH3UH, TUIIOBOJIEMUN W/WIM CHU)KEHUU COJEp>KaHUs
3JIEKTPOJIUTOB IUIA3Mbl KPOBH, JEKOMIICHCALIMM XPOHUYECKON CEpACYHON HEAOCTATOUHOCTU WU
TSDKETION CTETEHHM apTepHaIbHOW TMIEPTEH3UH) MOCTEe MpUeMa MepBOM J03bI Mpenapara MOXKET
pa3BUThCA BeIpakeHHOE cHIbKeHHE AJl. B Hauane Tepanuu Takue nNauueHThl JOJKHbI HAXOIUThCS
MOJI THIATENTFHBIM METUIIMHCKUM HaOmoJeHueM. PexomeHyemasi HayanbHasi 103a Ui TaKUX
MalKUEHTOB COCTaBiseT 2 Mr | pa3 B CyTKH.

B cnyuae HeoOXxoaumocTu dYepe3 MecdAll IOC/Ie Hayaja Tepaluyd MOJKHO YBEIUYHUTH 103y
npemnapara 10 8 Mr 1 pa3 B CyTKH.

B nauane Tepanuu nekapcTBeHHbIM npenaparoM [lepungonpun @apmMacuHTE3 MOKET BOZHUKATh
CUMIITOMAaTUYECKas apTepuaibHas TUIIOTEH3Us. Y NAIUEHTOB, OJHOBPEMEHHO IOIYYarolINuX
JUYpPETUKU, PHUCK pa3BUTUS apTepUabHONM THIOTEH3MM BBIIIE B CBSI3U C BO3MOXHOMU
THIOBOJIEMHEN M CHIIKEHHEM COJICpIKAaHUs DIIEKTPOJIMTOB IIa3Mbl KpoBu. Cienyer cobmoaaTh
OCTOPOKHOCTb IIPH IMPUMEHEHUHU JIeKapcTBEHHOro mnpemnapara llepunponpun ®apmacuHTes y
JAHHOMW I'pyTIIbI NAIUEHTOB.

PexoMennyercs, 1Mo BO3MOXKHOCTHM, IpPEKpPaTUTh MpUEM AUYPETHKOB 3a 2-3 JHSA [0
IpeJnojiaraéMoro Hayana Tepanuy JIeKapCTBEHHBIM mpenapaToM Ilepunponpun ®dapmacunTes’
(cM. pazzgen 4.4).

IIpy HEBO3MOXXHOCTM OTMEHMTHb IUYPETHKH, HadajlbHas J103a JIEKapCTBEHHOIO Ipernapara
[Tepunnonpun @apmMacuHTE3 T0JKHA COCTABIATH 2 MT. [Ipr 3TOM HEOOX0IMMO KOHTPOJIUPOBATH
(GYHKIUIO TOYEeK U COJepXKaHUe Kalus B CHIBOPOTKE KpoBU. B npanmpHeiimem, B ciydae
HEOOXOMMOCTH, J103a Mpernapata MOKeT ObITh yBenuueHa. Ilpu HeEoOXOOUMOCTH MpHeM
JTMYPETUKOB MOXHO BO3OOHOBUTb.

VY nmanuMeHToB MOXHWIOTO BO3pacTa JIYEHHE ClIeyeT HauWHaTh C J03bl 2 MT B CcyTku. [Ipu
HEO0OXO0JUMOCTH Yepe3 Mecsl] Mociie Hayana Tepanuu 103y MOXKHO yBEJIUYUTH 10 4 MI' B CYyTKH, a
3aTeM J10 8§ MT' B CYTKH C yYETOM COCTOSTHUS (PyHKIIUH 1oyek (cM. Tadum. 1).

Cepoeunas nedocmamounocmo

JleueHne TmMalNMEHTOB C XPOHUYECKOM CEpAEeYHONM HEIOCTATOYHOCTHIO JIEKAPCTBEHHBIM

npenaparoM [lepurmonpun @PapmacuHTe3 B KOMOMHAIMM C  KaJIMiHECOeperaroummMu
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O[] TIIATEIbHBIM MEAUIIMHCKAM HaOJII0IeHuEM, Ha3Havas IpernapaT B HaualbHOH 103€ 2 MTI' O/IUH
pa3 B JieHb, yTpoM. Uepes ABe HeAenH JISUeHUs 103a penapaTa MOKeT ObITh MOBBIIICHA 710 4 MT
OJIMH pa3 B JCHb IPU YCIIOBUU XOPOIUEH NMEPEHOCUMOCTH O3Bl 2 MI' U yIOBJIETBOPUTEIBHOTO
OTBETA HA IIPOBOJAUMYIO TEPAIUIO.

VY nanueHToB € TAKENOW CEpIEeYHOM HENOCTATOYHOCTBIO, 4 TAKKE Yy INALMEHTOB U3 TPYIIIbI
BBICOKOTO pHUCKa (TMAaLMEHTHl C HAPYUICHHON (YHKIMEHl MOYeK M TEHJCHLMEH K HapyIIeHUIO
BOJIHO-2JIEKTPOJIMTHOrO OanaHca, NAlMEHThl, OJHOBPEMEHHO IOJIy4Yalollue IUYPETUKH W/WIN
COCYJIOpacIIUPAONIUE JIEKAPCTBEHHbIE Ipernaparbl), J€YeHUE JOJDKHO ObITh HAayaTo IOJ
THIATETFHBIM MEIUITMHCKUM HaOIroAeHHeM (CM. pa3zaen 4.4).

VYV nanueHToB ¢ BBICOKMM PUCKOM Pa3BUTHA CUMIITOMAaTHYECKOM apTEPUAIBHON THMIIOTEH3HH,
HalpuMep, CO CHUKEHHBIM COJIEPKaHUEM 3JIEKTPOIUTOB MPH HATUYUH WK 0€3 THIIOHATPUEMHH,
C TUIIOBOJEMHUEH WM C HHTCHCUBHOW Tepanued IWypeTUKaMM, Iepe]] HadaJoM Ipuéma
nekapcTBeHHoro npenapara llepungonpun ®dapmacunHTres, M0 BO3MOXKHOCTH, NEPEUUCIICHHBIE
COCTOSIHUSI JTOJIKHBI ObITh CKOppPEKTUpOBaHbl. Takue nmokasarenu kak BenuuuHa AJl, pyHKIusA
IIOYEK U COJEP/KaHUE KU B IUIa3Me KPOBH JOJKHBI KOHTPOJIMPOBATHCS KaK IIEPE]] Ha4alloM, TaK
U B IIPOLIECCE TEPAINH.

Ipogpunraxmuxa nosmoproeo uncyibma (KOMOUHUPOBAHHASL MEPANUS C UHOANAMUOOM)

VY manueHToB ¢ 1nepeOpoBacKyIIPHBIME 3a00JI€BAHUSIMHU B aHAMHE3€, TEPAIUIO JIEKAPCTBEHHBIM
npenapatoM [lepunnonpui dapmacuHTe3 ClleyeT HAUMHATD € JO3bl 2 MI' B TEUEHUE NIEPBBIX ABYX
HeJenb, 3aTeM, MOBBILIast 103y 10 4 Mr B TeueHHe MOCIEAYIOUMX JIByX HEeNnb 10 IPUMEHEHUs
MHAAMaMU/a.

Tepamnuto cienyer HauMHaTh B J1I000€ (OT JIBYX HEJENb J0 HECKOJBbKUX JIET) BpeMs Iociie
NIEPEHECEHHOTO UHCYJIBTA.

UFC: cnudgcenue pucka cepoeuno-cocyoucmix OCIONCHEHUU Y NAYUEHMO8, paHee NePeHecuiux
UHGaApPKm MUoKapoa u/unu KOPOHAPHyIO PeGacKyIApU3aAYUI0

VYV nauuentoB co crabwibHbIM TedeHneM WBC Tepamuio JeKapCTBEHHBIM IpernapaToM
[Tepunnonpun @apmacuHTe3 cieayeT HadYMHATh C 710361 4 Mr 1 pa3 B CyTKH.

Yepes 2 Hepenu, NpU XOpOIIEH MEPEeHOCHMOCTH Ipenapara U ¢ Y4ETOM COCTOSHHS (DyHKIMH
MOYeK, J03a MOXKET ObITh yBenudeHa o 8§ Mr 1 pa3 B cyTku.

Jlnnam mokusioro Bo3pacTa ciaeayeT HauyMHaTh Tepanuio ¢ 1036l 2 MT 1 pa3 B CyTKH B T€UEHHE
OJTHOW Henenw, 3aTeM 1o 4 Mr 1 pa3 B CyTKM B TE€UEHHUE CIeayroliell Heaenu. 3aTeM, ¢ y4éToM
COCTOSAIHUSL (DYHKIMM IOYEK, 703y MOXHO yBEeIMYuTh 10 8 Mr 1 pa3 B cyTku (cMm. Tabm. 1).
VYBenuuuBath /103y Ipernapara MOXHO TOJBKO MPU €ro XOpolled MEepeHOCUMOCTH B paHee

PEKOMEHIOBAHHOM J103€.
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Oco0bnIe I'pynIibl TaMEHTOB

COOTBETCTBYET ZKCNEPTHOMY OTUETY

Tayuenmoi ¢ HapyweHuem hyHKyuu novex
VY NanueHToB ¢ MOYEYHOH HEAOCTATOYHOCTBIO 103y Ipenapara CleAyeT MmoadupaTh ¢ y4EToM
kiaupenca kpearnauHa (KK).

Tabmuma 1. Jlo3a nekapctBeHHOro mnperaparta Ilepunmonpun ®dapmacuHTe3 NMPU TOYCYHOU

HEJOCTAaTOYHOCTH
KK (ma/MuH) Pexomenagyemas 103a
Oonee wim paBeH 60 4 mr/cyT
6onee mnu pased 30, HO MeHee 60 2 Mr/cyT
Oonee wim paBeH 15, Ho menee 30 2 Mr 4epe3 JIeHb
[TanmenTs! Ha reMoquanuse* menee 15 2 MT' B I€eHb JUaIn3a

* IMamM3HBIA KIMpeHc nepuHmonpuiara — 70 mi/muH. [Ipemapar cieayeT mpUHUMAThH MOCHE
IIPOBEICHMS IIPOLEAYPBI THAIN3A.
Tayuenmoi ¢ HapywieHuem yHKyuu neveHu
[TanrenTam ¢ HapyleHHeM (YHKIMU EYEeHU KOPPEKLUH 1036l He TpeOyeTcs (cM. pas3zensl 4.4 u
5.2).

€T’
JlexapctBennsiil npenapat [lepunnonpuin @apmacuHTe3 HE PEKOMEHAYETCS IETAM U IIOPOCTKAM
10 18 et n3-3a oTCyTCTBUS JaHHBIX 00 3(h(hEeKTUBHOCTH U 0€30M1aCHOCTH IPUMEHEHHUS Ipenapara
y HAMEHTOB JaHHOW BO3PACTHOM I'PYIIIIHI.
B HacTos111€€ BpeMs HET JOCTATOYHBIX JaHHBIX 10 O€30MacHOCTH U 3(PPEKTUBHOCTU IPUMEHEHUS
NIEPUHJIONIPUIIA y IETEN U OAPOCTKOB B Bo3pacTte 10 18 sier. Mmeromuecs JaHHble, ONUCaHHBIE B
paszmene 5.1 He MO3BOJAIOT JAeNaTh PEKOMEHJAIMM IO CIoco0y MPUMEHEHHs U J03MpPOBKaM
Ipenapara y NaueHTOB JAaHHOW BO3PACTHON I'PYIIIBI.

Criocob nnpuMeHeHu s

BHyTpb, 01MH pa3 B CyTKHU, YTPOM, IIEPE]] IPUEMOM MUY, 3alUBasi CTAKAHOM BOJIBI.
4.3. IlpoTuBONOKA3aHNUSA
® TUNEPYYBCTBUTEIBLHOCTD K MEPUHIOTIPUITY, JIpyruM MHTUOUTOpam
aHruoteH3uHNpenpamaomero gepmenta (AIlD) unu k m000My K3 BCHOMOTraTeabHbBIX
BEIIIECTB, TEPEUNCICHHBIX B pazaene 6.1;
e aHruoHeBpoTHueckuid oT€Kk (0T€k KBHHKE) B aHamMHe3e, CBS3aHHBIM C MNpPUEMOM
unruoutopa AIlD (cMm. pasnen 4.4);
®  HACJIC/ICTBCHHBIN/MIMOMATUYECKUA aHTHOHEBPOTHUECKHUH OTEK;
e OepeMeHHOCTH (CM. paszensbl 4.4 u 4.6);

e mepuoj JTakTaiuu (cM. pasuaen 4.6);
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® COBMCCTHOC MNPHUMCHCHHE C QJIUCKUPCHOM ' W —JT CTBCHHBIMU noénaoaramn

CoJlepKallMK alTUCKUPEH, Y TAIlMEeHTOB C CaXapHbIM AMa0eTOM U/UITU YMEPEHHBIMU WU
TSDKETIBIMU HapyIIEeHUSIMU (PyHKIIUH 1OYeK (CKOpocTh KiryOoukoBoii (punsrpamun (CKD)
< 60 ma/mun/1,73 M? nIomaaM HOBEPXHOCTH Tena) (cM. pasaensl 4.5 u 5.1);

® COBMECTHOEC NMPHMEHEHHE C aHTaroHWCTamu perentopoB anruoteHszuna I (APA II) y
NAlKEeHTOB ¢ nuabeTndyeckoit Heponarueit (cM. pasaen 4.4);

® COBMECTHOE TMpPHUMEHEHHE C KOMOMHUPOBAHHBIMHU JIEKAPCTBEHHBIMU IIperapaTaMu,
COJICPKALIIMMH BaJicapTaH + cakyOuTpui1 (cM. pasaeinst 4.4 u 4.5);

® OKCTpakopropajibpHasi Tepamnus, BeAyllas K KOHTAaKTy KpPOBH C OTPULIATEIbHO
3apsKEHHBIME ITOBEPXHOCTIMH (CM. pasaen 4.5);

® BBIPDAKEHHBIM JBYCTOPOHHHMI CTEHO3 IIOYEYHBIX apTepuUil WJIM CTEHO3 apTepuu
eIMHCTBEHHOM (DYHKIIMOHUPYIOIICH TOYKH (CM. Takxke paszen 4.4);

e JedUUUT JaKTa3bl, HENEPEHOCHUMOCTh JIAKTO3bl, CHHAPOM TJIIOKO30-TaJaKTO3HOM
MajbabcopOoIuu;

e Bo3pact 10 18 net (3 pexTUBHOCTH U 6€30MaCHOCTh HE YCTAHOBJICHBI).

4.4. OcoOble yka3aHHus U Mepbl PeI0CTOPOKHOCTH IIPH NPUMEHECHUH

C 0CTOPOKHOCTRIO (CM. Takke pasaei 4.5)

JIByCTOpOHHMI  CT€HO3 IIOYEYHBIX AapTEPUM HWIM CTEHO3 AapTEepUu  EIUHCTBEHHOMU
(GYHKIMOHMPYIOIIEH  IOYKM, I[IOY€YHash HEIOCTaTOYHOCTb, CHUCTEMHBbIE  3a00JIeBaHUS
COCJMHUTENIBHOM TKaHU (CHUCTEMHas KpacHas BOJYAHKA, CKJIEPOAECPMHUS M [1p.), Tepamus
MMMYHOCYTIPECCOPaMH, aJUIOIyPUHOJIOM, IPOKAMHAMUIOM (PHUCK pa3BUTUS HEUTPOIECHUH,
arpaHyJolMTO3a), CHYKEHHBIN 00beM HUPKYIUPYIOIIEH KPOBH (MMPUEM TUYPETUKOB, OeccomeBast
JMeTa, pBOTa, JAUapes), CTEHOKapaus, 1epeOpoBaCKyIsipHbIE 3a00JeBaHUsI, PEHOBACKYJISIpHAs
TUIEPTEH3Us, caXxapHbIi qualeT, MepBUYHBIA TUIEpaTblOCTEPOHU3M, XPOHUYECKas cepaeyHast
HenoctatoyHocTh IV dyHKImonansHoro kiacca mo kiaccuduxkamuu NYHA, coBmecTHOe
IPUMEHEHHE KanuicOeperarommx JIUypeTUKOB, IMpernapaToB Kajus, KajJuiicoaepKammx
3aMEHUTENIeN MUIIEBOM COJM W JINTHUS, aJTUCKUPEHA M IPENapaToB, COAEpKalluX aIUCKUPEH Y
NalMeHToB 0e3 caxapHoro auadera Uik HapylleHUH QyHKIMY OYeK, AaHTarOHUCTOB PELENTOPOB
anruorensuHa Il (APA Il) y manuentoB 6e3 nuaOeTuueckoil HeppomaTHH, THIEpKaTUEMHUs,
XUPYpruyeckoe  BMENIaTeIbCTBO/OOINAs  aHECTe3us, TIeMOJUaIM3 C  HCIOJb30BaHHUEM
BBICOKOITPOTOYHBIX MEMOpaH, 1eCeHCUOUTU3NpYIoIas Teparus, adpepes JUMONPOTEMHOB HU3KON
mwiotHoctn  (JIITHII),  cocrosHMe  mociae  TpaHCIUIAaHTAlMM — TOYKH,  AOpPTaJbHBIN
CTEHO3/MUTPAJIBbHBIM CTEHO3/TUNEpTpOoPHUecKasi OOCTPYKTHBHAS KapAUOMHONATHS, IPUMEHEHHE
y NalMEHTOB HETPOUIHOM PaCHI.

Craounpaas UBC
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NEPUHAOIIPUIIOM CIICAYCT OUCHUTH NMPCUMYICCTBA U PUCK JO NPOJOJIKCHUS TCpallu.

AprepuanbpHasi THIIOTEH3 U

Nuru6utoper AIID MoryT BeI3bIBaTH pe3koe cHwkeHne AJl. CumnromaTudeckas aprepuaibHas
TUIIOTEH3UsI PENKO PA3BUBAECTCS Yy MAlMEHTOB C HEOCIOKHEHHBIM TEYEHHEM apTepUAIbHOU
runepreH3uu. Puck upeamepHoro cHukeHus AJl IOBBIIEH y MalueHTOB co cHUkEHHbIM OLIK,
4TO MOXKET OTMEYAThCs Ha (POHE TEpaNuK TUYypPETUKAMU, TIPU COONIOIEHUH CTPOTOi OecconeBoit
JIMEThI, TUATIN3E, TUApEe U PBOTE, a TAKKE y MALIUEHTOB C TSKEION CTENIEHbI0 PEHUH-3aBUCUMOI
runiepTeH3un (cMm. pasaensl 4.5 u 4.8). CuMnroMaTuyeckas apTepuaibHas THIOTCH3US MOXKET
HA0JII0/IaThCS Yy MALUEHTOB ¢ KIMHUYECKUMHU IPOSBICHUSIMU CEPJICYHON HEJOCTaTOUHOCTH, BHE
3aBHCUMOCTH OT HAJMYUS MOYEYHOH HEIOCTATOYHOCTH. JTO 0ojee BEpOSTHO y MAIEHTOB C
CEpICYHON HENOCTAaTOYHOCTBIO TSDKEIOM CTENEHU, KaK peakluss Ha HNPUEM  «IIETIEBBIX)
TUYPETUKOB B BBICOKMX J03aX, THUIOHATPUEMHIO WM (PYHKIHMOHAIbHYIO IOYEUHYIO
HEJO0CTAaTOYHOCTh. Y TALMEHTOB C IIOBBIIIEHHBIM PHUCKOM pPa3BUTUS CHUMIITOMAaTHYECKON
apTepHaJIbHON T'MIIOTEH3UH HEOOXOAMMO THIATENbHO KOHTposupoBaTh AJl, pyHKIMIO MMOYEK U
coJiep’KaHue Kallis B CBIBOPOTKE KPOBH B Hayalle TEpaluu U MpH o100pe 1035l IePUHIONPHIIA
(cMm. pasgenst 4.2 u 4.8).

[TomoGHbIii moaxon mnpumensercs u y mnamueHtoB ¢ MBC u  nepeOpoBacKyIsIpHBIMU
3a00JIEBaHUAMH, Y KOTOPBIX BBIPAKEHHAs apTepuaibHasi TUIOTEH3MsI MOKET IPUBECTH K
uH(papKTy MUOKap/1a WK HapYUICHUIO MO3TOBOTO KPOBOOOPAIIICHUSI.

B ciydae pa3BuTHs apTepualbHON MMIIOTEH3UH MAIMEHT JOJKEH ObITh NMepeBEEH B MOI0KEHUE
«J1€Xa» Ha CIUHE C MPUMIOJHATHIMU HOTaMu. [Ipn HEOOXOAMMOCTH ClielyeT BOCIIOIHUTh 00BEM
LHUPKYJIUpPYIOLIEd KpOBH NpU TNOMOIIM BHyTpuBEeHHOro BBeaeHus 0,9 % pacTBopa Hatpus
xsopua. [Ipexonsimas aprepuaibHas TMIIOTEH3US HE ABIJIETCS MPEMATCTBUEM IS ajbHENILIErO
npuéma npenapara.

[Tocne BoccranoBnenus OLIK u Al teuenne MOKeT ObITh TTPOIOJKEHO.

Y HEKOTOPBIX MAIMEHTOB C XPOHUYECKOH cepaeunoi HeaoctatouHocThio (XCH) 1 HopMalibHBIM
WIM CHWKEHHBIM AJl MEpUHIONPUI MOXKET BbI3bIBaTh JOINOJHUTENIBHOE CHIkeHHE AJl. OTor
3 dexT nmpeackazyeMm 1 00bIYHO He TpeOyeT npekpalieHus Tepanuu. [Ipu nosiBlieHuN CUMIITOMOB
BbIpaXXEHHOTO CHUKeHHs A/l crieyeT yMEeHbIIUTh 103y Mpernapara Wil MPeKpaTuTh ero NpuéM.

MuTpalIbHBINA CTEHO3/a0pTalbHbBINA CTEHO3/TUIIEPTPpOdHUeCcKass OOCTPYKTHBHAS KapIUOMUOIATHS

[Tepunponpun, kak U apyrue uHruouropsl AIID 1oMKEeH C OCTOPOKHOCTHIO HAa3HAYATHCS C
MUTpPAJIIbHBIM CTEHO30M, a TaKKe MalUeHTaM ¢ OOCTPYKIMeH BBIXOJAHOTO TpaKTa JEBOTO
KeNya04Ka (a0pTajJbHbIA CTEHO3, TUIepTpoduyeckas OOCTPYKTUBHAS KapAHUOMHUOIATHS).

HapvmeHHe d)VHKHI/II/I IIOYCK
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MEpUHJIONpUIa BbIOMpaloT B 3aBucuMoctu OT 3HaueHuss KK (cm. pasmen 4.2) m 3arem B
3aBUCHMOCTH OT TepareBTU4YecKoro 3ddekra. /s Takux MarueHTOB HEOOXOAMM pPETyJIsSpHBIN
KOHTPOJIb KOHIICHTPALMK KPEaTUHHHA U KaJIus B CHIBOPOTKE KPOBH (cM. pasnen 4.8).
ApTtepuanbHas TUIIOTEH3Hs, KOTOpasi MHOT1a pa3BUBAETCs B Hauyaie npuéMa nHruouropos AllD
y manueHToB ¢ cumnromarudeckoii XCH, MOXeT NMpUBECTH K YXYAIICHHIO (DYHKUIUHU TOYEK.
Bo3MoxHO pa3BUTHE OCTPOI MOYEUHON HEAOCTATOUHOCTH, KaK MPaBHIIO, 0OPaTUMOM.

VY NanueHTOB € JABYCTOPOHHMM CTEHO30M IIOYEYHBIX apTepUdl MM CTEHO30M apTepuu
€IMHCTBEHHOH MOYKU (0COOEHHO MPU HAJIMYUM [OYEUHOW HEJOCTATOYHOCTH) Ha (JOHE Teparuu
uHruoutopamu AII® BO3MOXKHO TOBBIIIEHHE KOHLIEHTPALlMM MOYEBUHBI M KpEaTMHHHA B
CBIBOPOTKE KPOBH, OOBIYHO MPOXOIsIIee HpU OTMEHE Tepanuu. JlOmOoJHUTEIbHOE HAIN4He
PEHOBACKYJISIpPHOM TUIEepTeH3ur OOyCIaBIMBAaeT MOBBILIEHHBIH PHUCK Pa3BUTUSA TKENTON
apTepUaJIbHON TUIIOTEH3UH U ITOYE€YHON HEAOCTATOYHOCTH Y TaKUX ITALIUEHTOB.

JleyeHne TakMX NAlMEHTOB HAYMHAIOT MOJ TIIATEIbHBIM MEJWLMHCKUM HAOJIOJIEHUEM C
IPUMEHEHUEM HHU3KHUX J03 Mpenapara U JajlbHEMIIMM aJeKBAaTHBIM HoaoopoM 103. Cremyer
BPEMEHHO IIPEKPATUTD JICUEHUE AUYPETUKAMH U IIPOBOIUTD PETYJISIPHBIA KOHTPOJIb COACPHKAHUS
KaJIMs M KpeaTHHUHA B IUIa3M€ KPOBU Ha MPOTSYKEHUH IIEPBBIX HECKOJIBKUX HENIEIb TEPAUU.

Y HEKOTOpHIX TMAalMEHTOB C apTepUANbHOM THUMNEpTeH3ued O0€3 yKa3zaHusd Ha HaJIudue
IIPEIIECTBYIOLIETO 3a00JIEBaHUS COCY0B IMOYEK MOKET MOBBIIIATHCA KOHLIEHTPALUSI MOYEBUHBI
U KpeaTHHUHA B CBIBOPOTKE KPOBHU, 0COOEHHO MPHU OJTHOBPEMEHHOM IIPUMEHEHNUHU TNYPETUYECKUX
cpeacTB. JlaHHbIE H3MEHEHHsI OOBIYHO BBIPAYKEHBI HE3HAYUTEIBHO U HOCST OOpPaTUMBIH XapakTep.
BeposiTHOCTE pa3BUTHS 3TUX HapyLIEHUH BBILIE y NAI[UEHTOB C IOYEUYHON HEAOCTAaTOYHOCTHIO B
aHamHe3e. B Takux ciayyasx MoXKeT MOTpeOoBaTbCcsi OTMEHAa WJIM YMEHBUIEHHE J03bl
NEPUHAONPUIIA W/WIN TNypPETHKA.

I'emomanus

VY manMeHToB, HaXOJAIIMXCSA Ha TeMOAHANIN3€E C UCIOJIb30BAHUEM BBICOKOIPOTOYHBIX MEMOpaH,
OBLIIM OTMEUYEHBI CITyyau pa3BUTHS aHA(PUIAKTUYECKUX PEaKIUi Ha (POHE Tepanuu HHIMOUTOpaMu
AII®. B nogo6HbIX CUTYaIUSX CIETYET PACCMOTPETh BO3MOKHOCTh Ha3HAUEHHsI THIIOTEH3UBHOTO
npernapara JIpyroro Kjiacca Wil UCHOJIb30BAHUS AUATU3HON MEMOpaHb! APYroro THUIA.

TpaHcuiagTanus HO4YKA

HaHHBIe 0 IMPUMCHCHHHU TMCPUHIAOIIPUIA Y IMAIMMEHTOB IIOCJIC TpPAHCIUDIAHTAOUU TTOYKH
OTCYTCTBYIOT.

PenoBackyispHas runepTeH3Hs

Y nanueHToB € JABYCTOPOHHMM CTEHO30M IIOYEYHBIX apTEPUN WIH CTEHO30M apTepuu

€MHCTBEHHON (YHKIMOHUpYIOLIeH Nouku Ha ¢oHe Tepanuu nHruOutopamu AllD Bo3pactaer
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PUCK Pa3BHTHS apTepUATLHONW TUIOTEH3HH U noucundl HeAUTIAToUHOTTIE (Cr pasAct -4.3).

[IpuMeHeHHE AUYPETHKOB MOXET OBITh JOMOJIHUTENBHBIM (AKTOPOM pHUCKa. YXyALICHHE
(YHKIMU TOYEK MOXKET HAOJIIOAAThCS YK€ MPH HE3HAYUTEIHHOM W3MEHEHHWH KOHIICHTPAlUuu
KpEaTMHMHA B CBIBOPOTKE KPOBH, JAXKE Yy NALUEHTOB C OJHOCTOPOHHUM CTEHO30M IOYEYHOH
apTepUH.

[1oBbIlIEHHAS YYBCTBUTEIBHOCTH/AHTHOHEBPOTUYECKUM OTEK

[Tpu npuéme nnrudutopoB AIID, B TOM ymcie U NEPUHAONPUIA, B PEAKUX CIy4asx U B JTIOOOM
HepuoJie Tepanuy MOXKEeT HabJItoJaThCs pa3sBUTHE aHTHOHEBPOTUYECKOTO OTEKA JIMIA, BEPXHUX U
HIDKHUX KOHEYHOCTEH, I'y0, CIM3HUCTBIX 000J0YEK, sI3bIKa, FOJOCOBBIX CKJIAJ0K W/WIM FOPTaHU
(cMm. pasgen 4.8). Ilpu mosBIEHHM CUMITOMOB MpHUEM Mpenaparta JOJKEH OBITh HEMEAJICHHO
npeKpaiéH, a MaMeHT JOJDKEH Ha0oaaThes O TeX MOop, MOKa MPU3HAKK OTEKA HE MCYE3HYT
NOJHOCTBIO. Eciin OTEK 3aTparnBaeT TOJIBKO JIUIO U IYOBbl, TO €ro IPOSIBIEHUS] OOBIYHO MTPOXOAST
CaMOCTOSITEJIBHO, XOTSI JJIsl JICYEHUS CHUMITOMOB MOTYT IIPUMEHATHCS aAHTUTHCTaMUHHbBIE
CpencTBa.

AHTMOHEBPOTUYECKUN OTEK, COMPOBOXKAAIOIIMNCA OTEKOM TOpPTaHH, MOXET IPUBECTU K
aetanpHOMY ucxony. OTEK s3bIKa, TOJIOCOBBIX CKIAJOK MM TOPTaHM MOXKET IPUBECTU K
OOCTPYKIMM JIbIXaTeIbHbIX MyTel. [Ipy MosiBIeHUM TaKMX CUMITOMOB TpeOYyeTcsl HEOTJIOKHAs
Tepamusi, B TOM YHCJe, TOJIKOXKHOE BBEIACHHE SMHHEPpUHA (aapeHaanHa) u/wim oOecrieueHrue
IPOXOJUMOCTH JIbIXaTeNbHBIX IyTeW. llalMeHT [oKeH HaxoOuThCs IMOJA  TIIATEIbHBIM
MEIUIUHCKUM HaOJI0JIEHUEM 10 MTOJIHOTO U CTOMKOI0 MCUE3HOBEHUSI CUMIITOMOB.

Y DanueHToB ¢ AHTMOHEBPOTMYECKMM OTEKOM B aHAaMHE3€, HE CBSI3aHHBIM C HPUEMOM
uHruouTopoB AIID, MokeT OBITH MOBBILIEH PUCK €r0 Pa3BUTHUS NPU MPUEME MpEenapaToB 3TOM
rpymmsl (cM. pasznen 4.8).

B peaxux cinywasx Ha goHe Tepanuu uHruouropamu AlID pazBuBajics aHTMOHEBPOTHYECKUH
OoTEK KuIeyHuka. [Ipu 3TOM y manuMeHToB OTMevanach 00Jib B JKMBOTE KaK HM30JIMPOBAHHBIN
CUMITOM WJIM B COYETAHUHU C TOIIHOTON M PBOTOM, B HEKOTOPBIX CIydasix 0€3 mpeIIecTBYIOLIEro
AQHTMOHEBPOTUYECKOr0 OTEKa JuIa U Opu HopManbHOM YypoBHe Cl-sctepasbl. [luarnos
yCTaHaBJIMBAJICS C IOMOIBIO0 KOMIBIOTEPHON TOMOTpaguy OPIOIIHOM MOJIOCTH, YIIBTPa3BYKOBOTO
WCCIIEIOBAHMSI WM IIPU XUPYPru4ecKoM BMemarenbcTBe. CHMNTOMBI HCYE3AIN IIOCHE
npekparieHus: npuéma nHruoutopo AIID. [TosTtoMy y manueHTOB ¢ 00JIBIO0 B 00JIaCTH KHBOTA,
nonydaromux uHruourtopsl All®, npu mnpoBeaeHun audQepeHunanbHON IUArHOCTHKU
HEO0XO/IMMO YUYHUTHIBaTh BO3MOKHOCTb Pa3BUTHSI aHTHOHEBPOTUYECKOTIO OTEKA KUIIEYHHUKA (CM.
paznen 4.8).

CoBMecTHOE OPHUMCHCHHEC Cc KOM6I/IHI/IDOBaHHI)IMI/I JICKAPCTBECHHBIMU openaparamu,

COZIEPKAIIIMMH BaJICAPTAH + CaKyOUTPUII
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npenapaTami, COJIEpKalliMHU BajcapTaH + CakyOUTpHJI, MPOTUBOIOKA3aHO, TaK KaK MOBBIIICH
PHCK Pa3BUTHsI aHTHOHEBPOTUYECKOTO OTEKA (cM. pasen 4.8).

[IpuMeHeHre KOMOMHUPOBAHHOIO JIEKAPCTBEHHOrO IIperapara, COJEpXKallero BajcapTaH +
cakyOUTpuII, BO3MOKHO HE paHee, ueM yepe3 36 4acoB 1oCIIe MOCIeAHEro puéMa NepuHA0IpuIa.
[TpuMeHeHne TepUHIONIPHIIa BOZMOXKHO HE paHee, YeM dyepe3 36 4acoB mocie nmpuéma rnocieanei
710361 KOMOMHHPOBAHHOTO JIEKAPCTBEHHOT'O Mperapara, CoAEpIKallero BajicapTal + cakyOuTpuiI
(cMm. pasgenst 4.3 u 4.5).

ITpu coBmectHOM mnpuéme uHru6uropo AIID ¢ apyrumMu HMHrHOMTOpaMHM HENPUIM3HMHA
(HampuMmep, paneKagoTPUIIOM) MOYKET OBITh IMOBBIIIEH PUCK Pa3BUTHS aHTMOHEBPOTUYECKOTO
oréka (cM. paszen 4.5). ¥ mauuMeHToB, MONYyYarOIIUX MEPUHAONPUI, NEPE] HA4aJOM JICUEHUs
WHTUOMTOpaMU  SHKedanuHa3zbl (HampuMmep, palekaJoTPHIoM) HEOoOXOJAMMO  IPOBECTH
TIIATEJIbHYIO OLIEHKY COOTHOILIEHUS PUCK/TI0JIb3A.

CosMmecTHOEe npuMeHenue ¢ uaruouropamMu MTOR (HampuMmep, CUPOJIUMYCOM, DBEPOJIUMYCOM,

TEMCHUPOINMYCOM )

CoBMmectHoe mpuMeHeHue uHTHOUTOpa AII® M mHrmburopa MTOR (Hampumep, cupoIuMyc,
9BEPOJIUMYC, TEMCHUPOJIUMYC) MOXKET COIMNPOBOXAATHCA TOBBIIICHHBIM PHUCKOM Pa3BUTHUS
AQHTMOHEBPOTUYECKOTO OTeKa (HampuMmep, OTEK JbIXaTeNbHBIX MyTed WiIM  S3bIKa,
COITPOBOKIAFOIIMICS MM HE COMPOBOMIAIOUINICA HApYIICHUEM JIbIXaTeNbHOU (QyHKIHH) (CM.
paszzaen 4.5).

AHapuIaKTOMIHbIE peaKkIMu IMPH MpOBeACHUU adepe3a JUNONPOTEHMHOB HU3KOW IUIOTHOCTU

JITTHIT

B penkux ciydasx y naiyeHToB, noixydaromux “Hruoutops! AII®, npu npoBeaeHUN IpoLeaypbl

adepesa JITTHII ¢ ucnonpzoBanueM JeKCTpaH Cylb(haTa MOTYT Pa3BUBATHCS YTPOKAIOIIIE KUZHU
aHapunakTouaHble peakuuu. Jns mpemorBparneHus aHAGUIAKTOUTHOW pEaKIHUU CIEdyeT
BPEMEHHO IpeKpamiarh Tepanuio naruouropom AIID nepex kaxaoii nmporeaypoit agepesa.

AHabWIAKTOUIHBIE PEAKIIAM ITPU IPOBEACHUN JIECEHCUONITN3AINHT

HmeroTcs OTnenbHbIE COOOIIEHUS O pPa3BUTHM aHA(pWIAKTOMJHBIX peakluil y MalueHTOB,
noiyyaromux HHruoutopsl AII® Bo Bpems JeceHCHOMIM3UPYIOIEH Tepanuu, HapuMep, SA0M
MEPETOHYATOKPBIIBIX HACEKOMBIX. Y OTHUX MAallMeHTOB MOJOOHBIE peaklMH YIaBaloCh
MPEeIOTBPAaTUTh MyTEM BpeMEHHOM OTMeHbl HMHruOuTopoB AII®D, HO mpH ciaydyallHOM WU
HEaKKypaTHOM BO300HOBJICHUH JICYEHUS PEaKI[H MOTJIM PA3BUTHCS BHOBbD.

Hapymienue d)VHKHI/II/I OCYCHU

B penkux cmywasx Ha Qone mpuéma wmHruOuTOpoB AIID HaOmIOmancs CHHAPOM pa3BUTHS

XOJIECTATUYECKOM JKENTyXH C NEepexoJoM B (yJIbMUHAHTHBI HEKPO3 MEYEeHH, HHOTAa C
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JeTaIbHBIM UCXOJ0M. MEXaHU3M Pa3BUTHS TOLO anzmlama'H HE‘HEE%EEH&II/H'A SKETTYXH

WIA 3HAYUTEILHOM TMOBBIIICHUN AKTUBHOCTU «MHEYEHOYHBIX» (epMEeHTOB Ha (oHe mpuéma
uHruouropoB AIl® cienyer npekparuth npuéM mpemnapara (cM. pazzaen 4.8), manueHTt J0JKeH
HaXOJUTHCS 110J] COOTBETCTBYIOIUM MEAUIIMHCKUM HAOJIIOICHUEM.

HeiiTponenns/arpad yJIOMUTO3/ TPOMOOLIUTOIIEH U/ aHEMUST

Ha ¢one mnpuéma wunrubutopoB AIID® MoOryT BO3HUKATh HEHTPONEHHS/arpaHyJIOLUTO3,
TPOMOOIIMTONCHUS U aHEMHsl. Y TMALMEHTOB ¢ HOPMAJIbHOW (PYHKLMEH MOYEeK U MPU OTCYTCTBHU
JIPYTUX OTATOHaromuX (pakTopoB HelTponeHus pa3BuBaeTcs penko. C 0co060il 0CTOPOKHOCTHIO
CIEIyIOT MPUMEHATh MEPUHJONPUI Yy TMAIMeHTOB C CHUCTEMHBIMH 3a00JeBaHUSIMU
COCIMHUTENBHOM TKaHW, Ha ¢oHe TNpuémMa HMMMYHOJCIPECCAHTOB, AaJUIOMYPHHOJIA WU
NpOKauHAMHU/A, WM TIPU COYETAHUU ITHX (PAaKTOPOB pHUCKA, 0COOCHHO MPU HAIWYUU UCXOIHOTO
HapylIeHus PyHKIIUY TOYEK.

Y HEKOTOPBIX MALMEHTOB BO3HHUKAIH TKENbIE MHPEKIUU, B pAIEC CIydyaeB, YCTOMUMBHIE K
UHTCHCUBHOW aHTHOMOTHMKOTepanuu. [Ipu Ha3HaYeHWW NEPUHAONPWIA TAaKUM MaIlHeHTaM
PEKOMEHIYeTCS IEPUOTNIECKA KOHTPOJIMPOBATH COACPIKaHUE JICMKOLUTOB B KpOBH. [lareHTs
JOJIKHBI COOOIIATh Bpayy O JIOOBIX MPU3HAKAX HH(EKIIMOHHBIX 3a00eBaHui (Hampumep, 00Jb B
ropJe, JUXOpajKa).

DTHHYECKHE DA3INYUS

CrnenyeT yuyuThIBaTh, YTO y MALIMEHTOB HEIPOMIHOM packl pUCK Pa3BUTHS aHTMOHEBPOTUYECKOTO
oréka Oonee Bbicok. Kak u npyrue muruburopsl AII®, nepunnonpmi meHee 3¢ (eKTuBeH B
OTHOLICHUU CHYKEHHS A/l y IallMeHTOB HETPOUIHOM Pachl.

Jauubrit 3p@PexT BO3MOKHO CBS3aH C BBIPAKEHHBIM MPe00IialaHieM HU3KOPEHUHOBOTO CTaTyca
y HAIMEHTOB HETPOUIHON PacChl C apTEPUAIBHON TUIIEPTEH3UEH.

Kamenp

Ha ¢one Tepanuu mnruo6uropom AIID moxeT BO3HHKATh YNOPHBIA CyXO# Kalleilb, KOTOPBIH
IpeKpalaeTcss IMocjie OTMEHbl Ipenapara. OTO CIEAyeT YUYUThIBaThb MPU TPOBENECHUU
T depeHIIMaTbHON TUarHOCTUKY KaIllIs.

XHUPYPrU4IeCcKoe BMCI.H&TCJ'ILCTBO/O6IJ_IEUI AHCCTC3UA

VY nanuMeHTOoB, KOTOPHIM IIJIAHUPYETCsSl NMPOBEJEHHE OOIIMPHBIX OMepaluid WM MpUMEHEHHE
CPEJICTB JUIsl aHECTE31H, BHI3BIBAIOLINX apTEPHATIbHYI0 THIIOTEH3HIO, TPUMEHEHNE IEPpUHAOIIpHUIIa
MO3KeT OJIOKMpOBaTh 00pa3oBaHKe aHrMoTeH3uHa II Ha poHEe KOMITEHCATOPHOTO BHICBOOOKIEHUS
peHuHa. JleueHue cienyeT NMpeKpaTUTh 3a CyTKHM A0 omnepauuu. IIpu pasButum aprepuanbHOU
TUIIOTEH3MH 110 YKa3aHHOMY MEXaHu3My cieayeT nogaepxusats AJl myrém BocnionHenust OLK.

I'unepkamueMust
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(MO OB QCTE 00037
['mnepkanremMust MOKET pa3BUBATHCS BO BpEMs neqmm&mm%@ml %,'Bﬂ];mh quciie, u

nepuHaonpuwioM. @akTopaMu pHCKa TUIIEPKATUEMUHU SIBISIOTCSA IMOYEYHAsh HEJOCTAaTOYHOCTb,
CHIDKeHHE (YHKIMM TMOYeK, Bo3pacT crapuie 70 ner, caxapHblii aualbeT, HEKOTOpbIe
COIYTCTBYIOIIIE COCTOSHUS, B YaCTHOCTH JETHAPATAlNs, OCTpas CepedHasi HeJOCTaTOYHOCTb,
MeTaOOJIMYECKUI alu03 U COBMECTHBIM NMPUEM KanuicOeperaromux ANYPEeTUKOB (TaKUX Kak
CIMPOHOJIAKTOH M €ro IPOW3BOAHOE OIUICPEHOH, TPHAMTEPEH, aMHJIOPHUI), MHUIIEBbIX
M00aBOK/TIpENapaToB Kalus WIA KaTUHCOJEpKaluX 3aMEHHUTENEH NHINEBON CONHM, a Takke
NpUMEHEHHE JAPYTHUX MPEenapaToB, CIOCOOCTBYIONIMX IOBBIIICHHIO COACP)KAHMS KaJIHs B KPOBH
(HanmpuMep, TenapuH, KO-TpUMOKcazon ((pukcupoBaHHas KOMOHMHAIMs Cyib(ameTokcasona H
TPUMETOIIPUMA).

[IpuMeHeHrne TUIIEBBIX J00ABOK/TIpEnapaToB Kajus, KaauiicOeperamomux InypeTHKOB,
KaIUHCOACPKAIMX 3aMEHUTEJeH MHUIIEBOH COJNM MOXKET TPHUBECTH K 3HAYUTEILHOMY
HOBBILICHUIO COJIEPKAaHUS Kalus B KPOBU, OCOOCHHO y MAalMEHTOB CO CHW)KEHHOH (hyHKUHMEH
noyek. ['mnepkanueMusi MOXKET TPUBECTH K CEphE3HBIM, MHOTNIA (aTalbHBIM, HApPyIICHHSIM
cepaeyHoro purma. Ecium HEoOX0IuM COBMECTHBIM MPUEM MEPHUHIONPHIA U YKa3aHHBIX BBIIIE
IpernaparoB, JEYSHUE TOJDKHO MPOBOJAUTHCS C OCTOPOKHOCTBIO Ha (POHE PEryssipHOr0 KOHTPOJIS
COJIEpKaHHs Kallisl B CBIBOPOTKE KPoBH (cM. paszen 4.5).

HaHI/IeHTI)I C CaXapHbIM IIHa6eTOM

[lpy HasHaueHWH Tpermapara [AlMEeHTaM ¢  caxapHbIM  JHa0eToOM,  IIOJTyYaroliM
THIIOTIMKEMHYECKUE CPEACTBA Ul NPHEMa BHYTPb WIIM MHCYJIMH, B TEUYCHHE TEPBOrO MecsIa
Tepanuu HHruouTopom AIID HE0OX0AUMO PETYIIIPHO KOHTPOJIUPOBATH KOHIIEHTPAIIUIO TIIFOKO3bI
B KpoBH (cM. pazzen 4.5).

IIpenapatel TUTHUA

COBMGCTHOC IMPUMCHCHUC TICPUHAOIIPUTIA U INPCApPaATOB JIMTHA HE PCKOMCHIAYCTCA (CM. pasaci
4.5).

Kanuiicbeperaroime TUypPEeTHKN, IPEnaparTsl KA, KATAHCOIEPKAINE 3aMEHUTENN TTHIIEBOM

COJIW Y TIMIIEBBIE I0OABKY

He pekomeHtyeTcsi COBMECTHOE PUMEHEHHUE IEPUHIONPHUIIA H KAIMHCOEPEraroInuX TNy PETHKOB,
a TaKKe MpernapaTroB Kajus, KAIMHCOICPKAIIMX 3aMEHHUTENCH MHICBOH COMM W THIIEBBIX
no6aBok (cm. pasmen 4.5).
JIBoiinag 6i1okxaga PAAC

Ectp JaHHBIC, CBUACTCIILCTBYIOIIUC O TOM, YTO COBMCCTHOC IMPUMCHCHUC I/IHFI/I6I/ITOp0B AH(I),
AHTAroHUCTOB PCUCIITOPOB AHTHOTCH3UWHA II AJIMCKUPCHA IMOBBLIIIACT PHUCK apTCpHaHBHOﬁ
TUIIOTCH3UH, TUIICPKAIUEMHUHN W CHWIXCHUSA (byHKHI/II/I ITOYECK (BKJ’IIO‘-I&?[ OCTPYIO IOYCYHYIO

HEJI0CTaTOYHOCTh). TakuMm oOpa3om, aBoitHas 61okaga PAAC myTéM COBMECTHOTO TPUMEHEHUS

11
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uHruoutopoB AIID, aHTaroOHHWCTOB pELENTOPOB aﬁi@&fﬁﬂ% E'HT%EHEIH'I/I IEI/I'DBI:I; HE

pexoMenioBaHa (cM. pa3zaenst 4.5 u 5.1). Ecnu Tepanust ¢ moMomibpo JBOMHOM 6J10Ka bl MpU3HAHA
a0CONMIOTHO HEOOXOoAMMOM, €€ CcIeAyeT MPOBOJUTh TOJBKO TIOJI CTPOTUM MEIUITUHCKUM
KOHTPOJIEM U NPH PETYJISAPHOM KOHTPOJIE (PYHKIUH [TOYEK, COAEPIKAHUS FIEKTPOIUTOB B KPOBH U
apTepHAJILHOTO 1aBJICHUS.

[TpoTuBONOKa3aHO MpuMeHeHne HHruouTopoB AII®D B coueTaHuM ¢ aHTarOHUCTaMU PELENTOPOB
anruorensuHa Il y mamuentoB ¢ quabeTnueckoil HedponaTuel 1 HE PEKOMEHAYETCs y IPYTux
narnuenToB (cm. pasuen 4.3).

[lepBUYHEBIN THIEPATILI0CTEPOHU3M

[TanueHTBl ¢ IEpBUYHBIM T'HMIEPAIBIOCTEPOHU3MOM, KaK IIPaBUIO, HE BOCIPUUMYUBBI
AQHTUTUIIEPTEH3UBHBIM TIpenapaTaM, JCUCTBHE KOTOPBIX OCHOBaHO Ha mHruoupoBanun PAAC.
Takum o0Opa3oM, NPUMEHEHUE TAaHHOTO JICKApCTBEHHOIO Ipernapara y TaKuX HAlMeHTOB He
PEKOMEHyETCsl.

BcrnoMmorarensHble BellecTBa

IIpenapar Ilepunnonpun dapmMacuHTe3 COAEPKUT JIAKTO3bI MOHOTHIpaT. [lannenram ¢ penko
BCTpeYaroleiics HacaeICTBEHHON HENIepeHOCUMOCTBIO I'aJIaKTO3bl, Ae(ULIUTOM JaKTa3bl JIoNapei
WY TIII0KO30-TaJlaKTO3HOM ManbabcopOLueil He ciieayeT IpUHUMAaTh 3TOT Ipenapar.

eTH
JlexapcTBeHHBIN IpenapaT MPOTUBONOKAa3aH JeTsM 10 18 neT u3-3a OTCYTCTBHS JaHHBIX 00
3¢ (dexTUBHOCTH M 0€30MacHOCTH NMPUMEHEHMs Ipernapara y MalUeHTOB JaHHOH BO3pacTHOU
IpyMIIbL.
4.5. B3amMmopeiicTBMe ¢ IPYTHMH JIEKAPCTBEHHBIMHM MNpenapaTtaMM H JApyrue BHIbI
B3aUMO/eHCTBUA
JlaHHBIe KIMHUYECKUX MCCIeIOBaHUN MMOKa3bIBAIOT, YTO JBOMHAs 0JI0OKa/a peHUH-aHTMOTEH3HH-
anpoctepoHoBoii cuctemsl (PAAC) B pe3yibTaTe 0AHOBPEMEHHOT0 ITpuéMa HHruouTopos AIlD,
APA Il wmm anuckupeHa MNPUBOAUT K YBEJIWYEHHIO YacTOTHl BO3HUKHOBEHHS TaKHX
HEe)KeNaTeNIbHbIX SBJICHUM, KaK apTepuanbHas THIOTEH3Us, TUIEpPKAIMEeMUs U HapyLIEeHUs
(GYHKIMU MOYeK (BKIII0YAs OCTPYIO MOYEUHYIO HEJ0CTaTOYHOCTh), IO CPAaBHEHHIO C CUTYaIUsIMU,
KOTJja MPUMEHSeTCS TOIBKO OJIUH Ipemnapar, BozaeiictBytomuit Ha PAAC (cm. paznenst 4.3, 4.4 u
5.1).

HCK&DCTBGHHBIG CpE€ACTBA, BHI3BIBAKOIINE T'MTICPKATITHEMHUTIO

Hexkotopsle nexapcTBeHHBIE TpenapaThl WK MpenapaTsl ApyTux (papMakoJIOTHUYECKUX KIIACCOB
MOTYT IOBBIIIATh PUCK Pa3BUTHUS TUIEPKAIMEMHUU: AJTUCKUPEH U AIMCKUPEHCOAEpIKallue
npenaparsl, CONM Kajus, KanuiicOeperarouiye IuypeTukd, UHruoutopsl AlID, aHTaroHUCTHI

penentopoB anruoreHsuHa Il (APA Il), HecrepouHble MpOTUBOBOCHANINUTEIbHBIE MpENapaThl
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HIIBII), remapuabl, WMMYHOICHPECCAHTHI, |TaKHE ; 1;::11 . ;'5" ] ':1—71: C a_'kponnlec
(HIIBID), renap —- (OCFHQRATENHEC T 000

JIeKapCTBEHHbIE TpenapaTsl, COJep)Kallie TPUMETONPUM, B TOM YHUCIE (PUKCHPOBAHHYIO
KOMOHMHAIHIO cylb(ameTokcazona u Tpumeronpuma (Ko-tpumoxcaszonn).
CoueTaHue ITHUX JICKAPCTBEHHBIX MPEMApaTOB MOBBIIIAET PUCK TUIIEPKATHEMUH.

CoBMeCTHOE IPUMEHECHIE TPOTHBONOKA3aHO (CM. pa3aci 43)

Anuckupen u nekapcmeeHnHvle npenapamsi, cooepaicaujue arucKupeH

[IpoTHBOMOKa3aHO y NAIMEHTOB C CaXapHbIM JWA0ETOM H/WIM YMEPEHHBIM WM TSKEITBIM
HapymeHHeM (QYHKIUH MOYeK W HE PEKOMEHAYETCS Yy IPYTHX MAIlMeHTOB: BO3PACTAaeT PHCK
pa3BUTHS THICPKATUEMHUH, yXyAUICHUs (YHKIMA TOYEK M TOBBIIICHUS YaCTOTHI CEPIEYHO-
COCYIMCTOH 3a00JIeBaEMOCTH U CMEPTHOCTH.

Cosmecmuasn mepanusi uneubumopamu AII® u anmazonucmamu peyenmopos aHeUOMmeH3UHa
[IpoTuBOMOKa3aHO pUMEeHEHNE HHTHOUTOPOB AIID B coueTaHUM ¢ aHTarOHUCTaMU PELENTOPOB
anruotensuna |l (APA 1) y nanueHToB ¢ auabernyeckoit Hepponatuei (cm. pasaen 4.3).
Drcmpakopnopanvhvie Memoovl 1edeHus

DKCTpaKOpIOpaIbHbIE METOABI JICUCHHs, MPUBOIAIINE K KOHTAKTY KpPOBH C OTPHUIATEIHHO
3apsDKEHHBIMU TIOBEPXHOCTSIMH, TaKWe KaK JUAIN3 WM TeMO(UIbTpaIMs ¢ HUCIOJIb30BAHUEM
HEKOTOPBIX BBICOKOIPOTOYHBIX MEMOpaH (Hampumep, MOJTHAKPUIOHHTPHIOBBIE MEMOpPaHbI) U
adepe3 JHUIMONPOTEHHOB HHU3KOW IUIOTHOCTH C HCHOJB30BAaHMEM JEKCTpaHa CyibdaTa,
IPOTHBOIOKA3aHbI N3-3a YBEIIMYCHUS PUCKA PA3BUTHUS TSKEIIBIX aHAPHIAKTOUTHBIX PEAKIUii (CM.
paznen 4.3). Eciam Takoe JiedyeHHE HEOOXOIUMO, CIEIYyeT pPacCMOTPETh BO3MOXKHOCTD
UCMOJIb30BAaHUS JIPYTOro THUMA JAWAIM3HOM MeMOpaHbl WIM HPUMEHEHMs Jpyroro Kiacca
AQHTUTUIIEPTCH3UBHBIX IIPENapaToB.

Cosmecmuoe  npumeHeHue ¢  KOMOUHUPOBAHHBIMU  JIEKAPCMBEHHLIMU — NPEnapamamu.
cooeparcawumu eaicapman + caxyoumpun

CoBMecTHOE TNpPUMEHEHHE MEepUHAONpUIa C  KOMOMHUPOBAaHHBIMU  JIEKaPCTBEHHBIMU
npenapaTamu, COJAepKaIMH BaJICapTaH + caKyOUTPHII, IPOTHBOIIOKA3aHO, TaK KaK MOIaBICHUE
HETPWIM3WHA OJHOBPEMEHHO C TNpHMeHeHHeM uHruomropa AIID MOXeT YBEIHYUTh PHCK
pa3sBUTHsI aHTHOHEBpOTHUYECKOoro oréka. [IpuMeHeHHe KOMOMHMPOBAHHOTO JIEKAPCTBEHHOTO
npemnapara, coJiepallero Bajcaptad + cakyOUTpHJI, BO3MOXKHO HE paHee, 4eM uepe3 36 yacoB
nocie mpuéma TocieqHe 036l nepuHaonpwia. [IpruMeHeHre TepuHIONpHIa BO3MOXXKHO HE
paHee, yeM 4epe3 36 4yacoB mociie mpuéma rmociae el 10361 KOMOMHUPOBAHHOTO JIEKAPCTBEHHOTO
npernapara, CoJepKaiiero Bajicapra + cakyoutpui (cm. paznensi 4.3 u 4.4).

CoBMecTHOE IpUMEHEHHE He pekoMeHavercs (cm. pasaein 4.4)

Anuckupen u nexapcmeenHvle npenapamsi, cooeparcaujue alucKupeH
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(o OB HOCTE 0003
VY nanueHToB, HE UMEIOIIKX CaXapHOoro AuadeTa Jiid H&DVQJBHFJ[%H]%‘IH%EQC rro];ar,'lm'eﬂ'p'ncx

pPasBUTHs TUIEPKATUEMHUH, YXyAUICHUS (YHKIMHA TOYEK M TOBBIIICHHUS YaCTOTHI CEpIEHHO-
COCYIUCTOH 3a00JIeBa€MOCTH U CMEPTHOCTH.

Cosmecmuasn mepanus uneubumopamu AIIP u anmazonucmamu peyenmopos aHeuomeH3uHa

B nwurepatype cooOmianoch, 4TO y MAIlMEHTOB C YCTAHOBJIEHHBIM AaTE€POCKIEPOTUYECKUM
3a00JIEBaHUEM, CEPJIEYHOW HEJOCTAaTOUYHOCTHIO WIJIM CaxapHbIM JAMA0ETOM C MOpakKeHHEM
OpraHoB-MuIlIeHeH, onHOBpeMeHHas Tepanus uHruoutopom AIID u APA |l cBsa3ana c Gonee
BBICOKOM 4YaCTOTOW pa3BUTUS apTEPUAIbHOM THIOTEH3MHM, OOMOpPOKa, THIIEPKAINEMUH U
yXyauleHns: GYHKIMHU MoYeK (BKJIH0Yas OCTPYIO MOYEUYHYIO HEIOCTaTOYHOCTh) IO CPAaBHEHMIO C
IPUMEHEHHEM TOJIBKO OJTHOTO Tpemnapara, Binustomiero Ha PAAC. JIBoiinas O1okana (Hampumep,
npu coueranuu uHruouropa AII® ¢ APA |l) nomkHa ObITh OrpaHUYEHA OTICIEHBIME CITY4asMH
C THIATEJIbHBIM MOHUTOPUHIOM (DYHKIIMH [TOYEK, coaepkaHus kanus u A/l

dcmpamycmun

CoBMecTHOE TPUMEHEHHE MOXET MPUBECTH K MOBBIIICHUIO PUCKA TOOOYHBIX A(PPEKTOB, TAKMX
KaK aHTMOHEBPOTUUYECKUI OTEK.

Ko-mpumoxkcaszon (cynvgpamemoxcazon + mpumemonpum)

[Tpu 0JHOBpEMEHHOM IPUMEHEHUHU C KO-TPUMOKCa30JI0M (CyJib(haMeTOKCa30l + TPUMETOIPUM)
MOXET MMOBBIIIATHCS PUCK PA3BUTHUS TUIICPKATUEMUH (CM. paszen 4.4).

Kanuiicbepecarowue ouypemuxu (maxue kax mpuammepeH, amuiopuo), Coau Kaausl
['nnepkanuemus (C BO3MOXKHBIM JIETaJIbHBIM HMCXOJIOM), OCOOCHHO INpH HapyLIEHUU (YHKLUU
noyek (aaauTUBHbIE () (HEKThI, CBA3aHHBIE C THIIEPKATUEMHEH).

CoueraHrne TMEpUHAONPUIA C BBILICYIIOMSHYTHIMU JIEKaPCTBEHHBIMH IIpernapaTamMu He
pexomenayercsi (cMm. pasznen 4.4). Ecnu coBMECTHOE MPUMEHEHHME I0Ka3aHO, UX CIEIyeT
OPUMEHSATbh, COOJII0/Iasi MEPHI MPETOCTOPOKHOCTU U PETYIISIPHO KOHTPOJIUPYS COAEPIKaHUE KalTUs
B CBIBOPOTKE KPOBH.

Oco0eHHOCTH MPUMEHEHHS CIIMPOHOJIAKTOHA TP CEpJIeYHON HEJOCTaTOUHOCTH ONHCAHBI Jajee
0 TEKCTY.

Ilpenapamul tumus

[Tpr coBMECTHOM NMPUMEHEHUH NpenapaTroB JUTUS U UHTUOMTOpoB AIID MOXkeT oTMedaThCcs
oOpaTuMoe yBENWYEHHE KOHILIEHTPAllMU JUTHS B CHIBOPOTKE KPOBU M CBSI3aHHBIE C ITHUM
Tokcuyeckne 3¢ dextsl. CoBMECTHOE NpPHUMEHEHUE TMEePUHAONpPUIIa U TMPEenaparoB JUTHS HE
pekoMenayercs. [Ipy HEoOXOAMMOCTH NMPUMEHEHUS TaKOil KOMOWHAIMM CleAyeT HPOBOIUTH
PETYJISPHBIA KOHTPOJIb KOHIICHTPAIMHY JINTHS B TIa3Me KpoBH (CM. pazzen 4.4).

CoBMeECTHOE IIPUMEHEHME, KOTOPOE TPeOvVeT 0CO00M OCTOPOKHOCTH

Tunoznuxemuueckue cpedcmea (UHCYIUH, 2UNO2TUKEMUYECKUe cpedcmaa OJisl NPUEMA 6Hympb)

14



COOTBETCTE ~lET _:-'l‘ CMNEPTHOMY OTYETY

ot 25.02 2025 N2 5132

ITo pe3ynbpTaTaMm 3MUIEMHOJIOTHYECKUX UCCIIEIQBAHUI ﬁgllzilvr-eﬂgﬂ;f; %ﬁﬁ%ﬁ%{a‘%h ]A'_I'I'rb IR/%'}KeT

YCUJIMBATh TUMOTTIMKEMUUYECKUH d3PPEeKT MHCYIMHA ¥ TUIOTJIMKEMUYECKUX CPEACTB Ui MpuéMa
BHYTPbH BIUIOTH J0 pa3BUTHs THIOrIHKeMun. Kak mpaBuio, 3To HabI0gaeTcsl B IIEpBbIe HEJCTH
IPOBE/ICHUS OJHOBPEMEHHOM Tepanuu 1 y MalMeHTOB ¢ HapylleHHeM (QyHKIMU IOYeK.
baknoghen

YcunuBaer aHTHUrUnepTeH3uBHbIM d¢pdexkr wuHrnouropo AIlD. Cruemyer TIIATENBHO
KOHTpOJIMpoBaTh ypoBeHb AJl u, B ciayyae HEOOXOAMMOCTH, JO3UPOBKY THMIIOTEH3UBHBIX
Ipernaparos.

Kanutinecoepeearowue ouypemuxu

VY manueHToB, MOMYyYaloUINX ANYPETHKH, 0COOCHHO BBIBOSIINE KUAKOCTh H/UIIH COJIU, B HAYaje
Tepanuu uHruouTopoM AIID Moxxer HabmogaThes upe3mepHoe cHIbKeHne AJl, puck pa3BUTHS
KOTOPOI'O MO’KHO YMEHBIIUTh ITyTEM OTMEHBI INYPETHUECKOTO CPEJCTBA, BOCIIOJIHEHHEM IOTEPU
KHUJIKOCTH WJIM COJIeH mepel HayajJoM Tepalnuu IEepUHIONPUIIOM, a Takke Ha3HaueHHEeM
NEPUHJIONPUIIA B HU3KOM J103€ C JaJIbHEUIINM ITOCTENIEHHBIM €€ YBEIMUEHUEM.

Ilpu apmepuanvrou cunepmen3uu y Nallue€HTOB, MOTYYalOIIUX JUYPETUKH, OCOOCHHO BBIBOIAIINE
XKHUJKOCTb W/WIN COJIM, TUYPETUKU JOJDKHBI OBITh JUOO OTMEHEHBI /10 Hadaja HpUMEHEHHUs
unruouropa AIlD (npu sTom KanuitHecOeperamomuil 1nypeTuk MOXeT ObITh M03JHEe BHOBb
Ha3zHayeH), 6o umHrHOuTOop AIID nomkeH OBITh Ha3HAYCH B HU3KOW JI03€ C JadbHEHIINM
IIOCTEIIEHHBIM €€ YBETMUEHUEM.

Ilpu npumenenuu ouypemukos 6 ciyyae XpOHUYecKoll cepoeyHou HedoCMamoyHOCmu MTHTruOUTOp
AII® nomxeH ObITh Ha3HAYEH B OYEHb HHU3KOW J03€, BO3MOXKHO MOCJIE YMEHBIIEHHUS 03Bl
PUMEHSIEMOI0 OJTHOBPEMEHHO KaJIMHEeCOeperaroero JuypeTikKa.

Bo Bcex cimyuasx (yHkuMs nmouyek (KOHLEHTpalMs KpeaTMHHHA) JOJKHA KOHTPOJIMPOBATHCS B
HepBbIe HEEIM TPUMEHEHHsI HHTuOuTopoB AIID.

Kanuticbepezarowyue ouypemuxu (3nyiepeHoH, CRUPOHOIAKMOH)

[TprmeHeHue 3IIepeHoHa WK CIIMPOHOJIAKTOHA B J103aX OT 12,5 Mr 10 50 Mr B CyTKHM M HU3KHUX
no3 uHruoutopoB AII®: npu tepanuu cepaednoil HegocraTouHoctu |-V QyHKIIMOHAIBHOTO
kiacca no knaccupukamu NYHA ¢ ¢paxuaueii BeiOpoca seBoro sxenyaouka < 40 % u panee
npuMeHsBIIUMUCST HHruOuTOpamMu AIlD u «mmeTneBbIMM» UYpPETHKaMHU, CYIIECTBYET PHCK
TUTIEpKATUEMUN (C BO3MOXKHBIM JIETATBHBIM HCXOJIOM), OCOOCHHO B Clydae HECOOTIOICHUS
PEKOMEH I OTHOCUTEIILHO ATOM KOMOWHAIIMH TPETrapaToB.

[lepen npumMeHeHUEM TaHHONH KOMOMHAIMH JIEKapPCTBEHHBIX ITPETapaToB, HEOOXOUMO yOeAUTHCS
B OTCYTCTBUH THIEPKATUEMHUH U HApYIIEHUN (QYHKIIUU TOYEK.

PexoMenayeTcsi peryisipHO KOHTPOJIMPOBATh KOHIEHTPALMIO KpEaTMHMHA M Kajlus B KPOBH:

CIKXCHCICIBHO B HepBBII\/II MECAL JICUCHUA U CKEMECAYHO B IMOCICAYIOIIEM.
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HIIBII, séxniouas evicokue 003vl ayemuicaiuyuilosou Ku'cgbﬁ%‘;lé‘jj";'c?;;gﬂ bHOCTE 0003)

CoBmectHoe nmpuMmeHeHre nHruOuTopoB AII® ¢ HIIBII (anermicanuiunoBas KUCIOTa B J03€,
OKa3bIBAIOLICH MPOTUBOBOCIIAIUTEIBHOE ACHCTBIE, MHTHOUTOPHI HUKI0OKcHreHas3bl-2 (LIOI-2) u
HecenektuBHbie HIIBIT), MokeT mpuBeCTH K CHW)KCHHIO AHTUTHIICPTCH3MBHOIO JICHCTBUS
uaruoutopoB AIID. CoBmectHoe npumenenne uHruOutTopoB AII® u HIIBII moxet mpuBoauTh
K YXYIIIEHUIO (PYHKIUHM TMOYEK, BKJIIOYAs Pa3BUTHE OCTPOI IMOYEHYHOH HEIOCTaTOYHOCTH, U
YBEIMYEHHUIO COJICPKAHUS KaJIHs B CBIBOPOTKE KPOBH, OCOOCHHO Y MAllMEHTOB CO CHMYKEHHOMU 10
Hayvasa JedeHus pyHkuuen nouek. CrneayeT co0t01aTh OCTOPOKHOCT PY HA3HAYCHUH JaHHOU
KOMOHMHAIIUHU, OCOOCHHO Y MOXWIBIX MAlUeHTOB. [lalMeHThl MOMXKHBI MOJy4YaTh aJleKBaTHOE
KOJINYECTBO KHUJKOCTH, U PEKOMEHIyEeTCSl TIATEIbHO KOHTPOIUPOBATh (PYHKIUIO MOYEK, KaK B
Hayaje, Tak U B IIPOLIECCE JICUECHHUS.

Payexaoompun

U3BectHO, uTro uHruOuTopsl AlI® (Hampumep, NEPUHIONPHI) MOTYT BBI3BIBATH PA3BUTHE
AQHT'MOHEBPOTUYECKOTO0 OTEKa. PUCK €ro pa3BUTUS MOXET ObITh IOBBILIIEH IPU COBMECTHOM
NPUMEHEHUH C paleKaJoTPIiIoM (MHTHOUTOp SHKe(]aarHa3bl, NMPUMEHSEMBIH IS JICYCHUS
OCTpOH Auapen).

Hneubumopor MTOR  (Muwenu panamuyuna miekonumawnwux) (Hanpumep, CUpoIuUMyc,
96€PONUMYC, MEMCUPOTUMYC)

[Ipu coBmectHoM mpuMeHeHHH ¢ MTOR wHrHOMTOpaMM TOBBIMIACTCS PHUCK PA3BUTHUSA
AHTHOHEBPOTUYECKOT0 OTEKa (cM. paszen 4.4).

Pexombunanmuuvle mrxanegvle akmusamopul naasmunozena (rtPA, armennasa)

[TaruenTsl, nomyyasiire HHruOUTOps AIID 1 nonyyaromue anremnnasy Ajas TPOMOOTUTHUECKON
Tepanuu IOpU OCTPOM HIIEMHYECKOM MHCYJIbTE, MOTYT MUMETh IMOBBIIIEHHBIH PUCK pa3BUTHUS
AQHTMOHEBPOTUYECKOTO OTEKA.

CoBMECTHOE MMPUMEHEHHE, KOTOPOE TPEOYET ONpeaeIEHHON OCTOPOKHOCTH

T'unomen3usnvie npenapamuol u 6a300UNAMAMOPb

AHTUTUNIEPTEH3UBHBIN 3(QQEeKT NepuHIoNpUiIa MOXKET YCUIMBATHCS NPU OAHOBPEMEHHOM
INPUMEHEHUN C JPYTMMH THUIIOTEH3UBHBIMH, COCYAOPACUIUPSAIOIUMU CpPEACTBAMHU, BKIIKOYas
HUTPATBbl KOPOTKOI'O ¥ IIPOJIOHTUPOBAHHOTO ACHCTBUS.

I'nunmunol (TuHa2IUNMUH, CAKCAAUNMUH, CUMATUNIMUH, GULOATUNIMUH)

CoBMecTHOEe mipuMeHeHHe ¢ wuHruouropamu AIID MoXKeT MOBBILIATE PHUCK PA3BUTHS
AQHTMOHEBPOTUYECKOTO OTEKA BCJEJICTBHE CHIDKEHUS AKTMBHOCTU JMIIENTHIMI-TIENTHA3bI-4
(DPP-1V) nox neficTBUEM TIIUITHHA.

Tpuyuxiuueckue anmuoenpeccanmol, awmuncuxomudeckue cpeocmea (metiponenmuxu) u

cpedcmea 07151 obwell aHecmesuu
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CoBMeCTHOE TIPUMEHEHHWE C HWHTHOWTOpam AHCf)n IM(%F'I::%II/ITB%%G[;<T:|VI'F(|3:I-/:IIJ-'%I.LII/IIO

AQHTUTUIICPTCH3UBHOTO JIeicTBUs (cM. pasaen 4.4).

Cumnamomumemuxu

MoryT ocnabisITh aHTUTHIIEPTEH3UBHBIN 3P hekT nHruouTopoB AIID.

IIpenapamul 3010ma

[Tpu npumenennn uHrHOUTOPOB AIID, B TOM UnCIIe EpUHIONPUIIA, TAUEHTAMHU, TTOJTyYaIOIIMMU
BHYTPHBEHHO Ipernapar 30JI0Ta (HaTpusl aypoTHOMalaT), B PEAKUX CIIydasx COO0O0IIAIoch O
Pa3sBUTHM HUTPUTOMHBIX PEAKIIMA — CHMITOMOKOMIUIEKCE, BKJIIOUYAIOIIEM B Ce0sl TUIIEPEMUIO
KO>KH JIMLA, TOIIHOTY, PBOTY, apTEPUAIIbHYIO THIIOTEH3HIO.

4.6. ®epTHIBHOCTD, 0€PEMEHHOCTD U JIAKTALMUS

bepemenHoCTh

[NepuHonpuII MPOTHBOMOKA3aH K IPUMEHEHHIO IIpH OepeMeHHOCTH (cM. pasnen 4.3).

B HacTosAmMii MOMEHT HET HEONPOBEPKUMBIX 3MUIEMUOJIIOTHYECKUX JAHHBIX O T€PaTOreHHOM
pucke nipu npuéme uHruouropos AIID B mepBoM Tpumectpe OepeMeHHOCTH. OJHAKO HENb3s
UCKJTFOUUTHh HEOOJBIIOE YBEIMUYCHUE PUCKA BOSHUKHOBEHHS HAPYLICHWH pa3BuUTHs Tuiona. [Ipu
IUIAaHUPOBAaHUM OepeMeHHOCTH, eciau Tepanus uHruouropom AIID cuuraercs HE0OXOAUMOM,
clleflyeT nepeiTy Ha MPUMEHEHHUE JAPYIHX aHTUTUIEPTEH3UBHbBIX NPENapaToB ¢ yCTaHOBICHHBIM
npoduiieM 6e30MacHOCTH AJIsi IPUMEHEHHs B eproja 6epemMenHocTH. [lpu muarnoctupoBaHHOM
OepeMEeHHOCTH, CJIeyeT HEMEUICHHO MPEKpaTHTh MpuéM mpenapara u, MPH HEOOXOIUMMOCTH,
Ha3HAYUTh aJbTEPHATUBHYIO Tepamnuio. M3BecTHO, 4TO Bo3aeiicTBue nHruouropos AIID Ha miiox
BO |l u 1l TpumMecTpax GepeMeHHOCTH MOKET MPUBOANTH K HAPYIIEHUIO €r0 pa3BUTHS (CHUKEHHE
(GyHKIMM TIOYEK, OJIMTOTHIPAMHHUOH, 3aMeJJICHUE OCCHU(UKAIIMM KOCTEH dYeperna) U Pa3BUTUIO
OCJIOKHEHUH Yy HOBOPOXIEHHOTO (ITOYEYHAass HEeIOCTaTOYHOCTh, apTepHajbHas THIIOTCH3HS,
TUIIEPKAINEMHUS]).

Ecnu nmanmentka nomyuana uaruouropsl AII® Bo Bpems |l wnum Il Tpumectpa GepemenHocty,
PEKOMEHIyeTCSI IPOBECTH YIBTPA3ByKOBOE 00CIIEIOBaHUE TSI OLIEHKH COCTOSIHHS KOCTEH uepena
U QYHKIMH TTOYEK.

HoBopoxxaéHHble, MaTepy KOTOPbIX Moiydanu MHruoutopsl AIID Bo Bpems GepeMEHHOCTH,
JIOJDKHBI HAXOJUThCA 10/ HAOIOIEHUEM M3-3a PUCKA PAa3BUTHUS apTepUaIbHON IMIIOTEH3UU (CM.
paznensi 4.3 u 4.4).

Jlakranus

BcenenctBue orcyrcTBUS MH(GOpPMAIMM OTHOCHUTENBHO NMPUMEHEHUS IMEPUHAONpUIA B MEPHOA
IPyIHOTO BCKapMJIMBaHUs, €ro NpuéM He pekoMeHayeTcs. [IpeanodyrutensHo NpUMEHsTh ApyTue
npemnapatsl ¢ 0oyiee U3y4eHHBIM MpoduieM 0e30MacHOCTH B MEPUOJT TPYAHOTO BCKAPMITUBAHHS,

0COOEHHO TIPH BCKAPMJIMBAHUU HOBOPOXKIAEHHBIX UJIN HEJOHOIICHHBIX JCTEH.
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(NOCNEQCBATENEHOCTE 0003)

DepTUILHOCTE

He ycTanoBneHo BIUsHHA HA PEIPOLYKTHBHYIO (DYHKINIO WK (PEPTHILHOCTb.

4.7. BiusiHde Ha CNOCOOHOCTH YNPABJIATHL TPAHCHOPTHBIMM CPeACTBAMHU H PadoTaTh ¢
MeXaHu3MaMHu

[lepungonpun  cleayeT C  OCTOPOXKHOCTHIO MPUMEHATH  IMalMeHTaM,  yIPABJSTIONUM
aBTOTpaHCHOpTOM W 3aHUMAawImuMcsa BUIaMH OCATCIBHOCTH, Tpe6yIOH_II/IMI/I HOBBIHIGHHOﬁ
KOHI.[CHTpaL[I/II/I BHUMAHUS U GBICTpOﬁ peaKI_II/II/I, B CBsA3U C OITIACHOCTBIO paSBI/ITI/ISI apTepI/IaJIBHOfI
TUTIOTCH3UU Y TOJIOBOKPYIKEHUS.

4.8. HexkennaTesibHbIe peakunu

Pesrome npoduiist 6e3onacHocT

[Tpoduns 6e30macHOCTH MEPUHAOIPHIIA COOTBETCTBYET MPOQPIIIIO 0€30MaCHOCTH WHTHOUTOPOB
AllD.

Hawubonee yacTeie HeXeaaTelbHbIC PEAKIUU MPHU TMPUEME MEPUHAONPHIA, OTMCUCHHBIC MPH
NPOBEJICHUN KIMHUYCCKHX MCCIICIOBAHUI: TOJOBOKPYKCHHE, TOJIOBHAs 00jb, MapecTe3us,
BEPTHUTO, HAPYIICHUS 3pEHHs, 3BOH B yIIaX, apTepHabHasi THIIOTEH3HS, KallleNb, OBIIIKa, 00JIb B
KHBOTE, 3a110p, Hapesi, TUCTeB3Hs (PACCTPOMCTBO BKYCa), TUCIICIICHS, TOITHOTA, PBOTA, KOXKHBIN
3y11, KOYKHAS ChIIlb, CIIa3Mbl MBIIIIII, aCTCHHUS.

Tabauunoe PE3I0OME HEKENATCIILHBIX PEaKIINM

[TepeunciieHHbIC HIDKE HEXENIATSIbHBIC PEAKIMK, OTMEUYCHHBIC IPU MPOBEICHUN KIMHHYICCKUX
UCCIICIOBAaHHI W/WJIA TIOCTPETHUCTPAIIMOHHOM MPUMEHEHHUH B BHJIE CIICIYIOIICH TpalalliK: OYCHb
gacto (>1/10); gacto (>1/100, Ho <1/10); HeuacTo (=1/1 000, nHo <1/100); penxo (>1/10 000, HO
<1/1 000); ouens peaxo (<1/10 000); yacroTa Heu3BecTHA (HA OCHOBAHUH MMEIOIIMXCS JaHHBIX
OIICHUTH HEBO3MOIKHO).

Heoiwcenamenvnuvie peaxkyuu npedcmaeﬂeﬂbl 6 suoe ma@mubl

MedDRA HexenarenbHble peakuuu Yacrora

Kitaccel v cuctemsl OpraHoB

Hapymenuss co  cTopoHbI| D03uHOGUINS Hewacro*

KpoBU M JUMpaTHUeCcKOl | ArpaHysI0IMTO3 WK TTAHI[UTOTICHHSI Ouenb penko

CHUCTEMBI CHuxenmne remorioonHa u remarokputa | OueHb peako
JlelikoneHus/HEUTPOIIEHUS Ouens penko

I'emonutnueckas aneMusl y nanueHToB ¢ | O4eHb penko
BpPOXKJIEHHON HEJI0CTaTOYHOCTBIO

TIII0K030-6-pocharaernaporenassl

TpomOGouuToneHus Ouenb penko
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[ |

Hapymenuss merabonusma |l 'unormukeMusi(cm. oas‘i?!:‘ﬂﬁd%‘fﬁ' EHE%FI ko 0003
MUTaHUS l'unepkanuemus, obOpatumass  nociue | Hewacto*
OTMeHBI TIpenapaTta (cm. pasuen 4.4)
['unonarpuemus Heuacro*
IIcuxuyeckue HapyLIEHUs JIaGMIIBHOCTH HACTPOCHHS Heuacro
Hapymenue cna Heuacto
Hapymenuss co  ctoponsl | ['on0BOKpyx’eHUE Yacto
HEPBHOU CUCTEMBI I'onoBuast 60116 Yacro
[Tapecre3us Yacto
Bepturo Yacto
ConnuBoCTh Heuacro*
OOMOpoYHBIE COCTOSTHUS Heuacro*

CHYTaHHOCTb CO3HaHHuA

OueHb penko

Hapymennss co  croponsl | Hapymenue 3penus Yacto
opraHa 3peHus
Hapymenuss co  CTOpPOHBI|3BOH B yIlIax Yacro
opraHa ciryxa v JJabupuHTa
Hapymenust co  ctopons | Ourymienue cepaneoneHus Heuacro*
cep/ia Taxukapaus Heuacrto*
Crenokapaus (cMm. pasaen 4.4) Ouensb penko
Aput™mus OueHb penko
Wndapkr MHOKap/a, BO3MOKHO, | O4eHb peaKo
BCJIEJICTBHE N30BITOYHOTO CHIDKEHUS AJ]
y MalMEHTOB U3 IPYIIBI BHICOKOTO pUCKa
(cMm. paznen 4.4)
Hapymenuss co  cTOpoHBI | ApTepHaibHas TUIIOTeH3us (130bITouHoe [ YacTo
COCYyZI0B cHiwkeHnne AJl) U CBA3aHHBIE C 3THUM
CUMIITOMBI
Backynut Heuacro*
WHcyner, BO3MO>KHO, BcaencTeue | O4eHb pesiko
YpE3MEPHOTO CHUKCHUSA Al vy

MAaIIMEHTOB M3 TI'PYIIIbLI BBICOKOI'0 PHUCKaA

(cMm. pasnen 4.4).

Cunapowm Peiino

YacToTa HEM3BECTHA
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Hapymenus co  cropomns | Kamenn [MOCHAEAD E"“'TEHEQQ CTE0003)
JIbIXaTeIbHOMN CUCTEMBI, | O ABIIIKA Yacrto
OpraHoB TPYAHOH KIETKU H|BpoHxocmasm Heuacto

CpeIOCTCHUSA D03uHO(UIbHAS THEBMOHHUS Ouens peaxo
Punut Ouensb penko
Kemynouno-kunie4nbie bons B xuBOTE Yacro
HapylLIEHHUs 3anop Yacro
Muapes Yacto
JlucreB3ust (pacCTporCTBO BKyca) Yacto
Hucnencus Yacro
TomHoTa Yacto
PBota Yacto
CyxocTb BO pTY Hewacro
[Tankpeatur Ouenb penko
Hapymenuss co  croponsl|['enatut (xonecTaTHuecKuii win | O4eHb peKko
[ICUYECHH M JKEITYCBBIBOASAIINX | IUTOJMTHYECKHIT) (CM. pa3aen 4.4)
nyTen
Hapymenus co ctoponsl koxu | KoxHBI 3y1 Yacto
Y TIOJIKO>KHBIX TKaHEH Kosxnas ceimnb Yacto
Kpanusuuna (cMm. paszaen 4.4) Heuacto
AHTMOHEBpOTHYECKUI  OTeK  Juua, | Hewacro
KOHEYHOCTEH, TY0, CITM3UCTHIX 000JI0UEK,
S3bIKa, TOJIOCOBBIX  CKIAIOK  W/WIH
ropranu (cm. pazuaen 4.4)
Peakunu poTouyBCTBUTENBHOCTH Heuwacro*
[emduronn Heuacro*
[ToBbIlIEHHOE MOTOOTAEIEHUE Heuacto
ObocTtpeHue ncopuasza Penxo*

MHorodopMHas spurema

Ouensb penko

Hapymennss co  cTOpoHBI | MBIIEYHBIE CITA3MBI Yacto
MBIIIEYHON,  CKEJETHOW U | ApTpainrus Heuacro*
COCIMHUTEIILHON TKaHU Muanrus Heuacro*
Hapymenns co cropons! noyek | [loueunas HeaocTaTo4HOCTH Heuacto

Y MOYEBBIBOJISIINX MYTEH

OCTpaSI noyceyHad HEJOCTAaTOYHOCTh

Ouensb penko
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COOTBETCTBYET 3KCMEPTHOMY OTUETY
ot 25.02.2025 N2 5132

Hapymwenuss co  croponsl | dpektuibHas fuchynxting = === T R = YUY

PENpPOAYKTUBHOM CHUCTEMBI M

MOJIOYHBIX XK€JIC3

OO0mre HapyIIeHUs U PeaKkIuu | ACTCHUS Yacto

B MECTE BBCACHUS bonb B rpyHOM KiIeTKE Heuacro*
Henomoranue Heuacto*
[Tepudepuueckue oTekn Heuacro*
JIuxopanka Heuacro*

JlaboparopHsble u [ToBpIlIEHNE KOHILIEHTpAaLMU MOoueBUHBI B | HeuacTo™

HHCTPYMCHTAJIBHBIC JaHHBIC KpOoBH

[oBbIIeHNe KOHLIEHTpAMK KpeaTHHUHA | HewacTo™*

B KPOBH

IloBrInIeHNE KOHIIeHTpanuu | Penko

OounupyOnHa B KpOBU

TloBEIllIEHNE AKTUBHOCTH ME€YEHOYHBIX | Penko

(bepMeHTOB

TpaBmbl, wuHTOKCHMKanuu W |[lagenue Heuacro*

OCJIOKHEHUS TIPOLIEITYP

* Oyenka uacmomovl HedcelaMeNbHbIX PeaKyull, GblsAGNEeHHbIX NO CHOHMAHHLIM COOOUJeHUAM,
npoeedena Ha OCHOBAHUU OAHHBIX PE3YIbMAMO8 KIUHUYECKUX UCCAe008aAHUL

Coo01manocs 0 pasBUTHM CHHIPOMA HEANEKBATHOM CEKpelUH aHTUAMYPETHUECKOrO0 rOpMOHA
(CHCAAI') npu coBmMecTHOM mpuMeHeHuu c apyrumu unruouropamu AII®. CHCAD no
4acTOT€ BO3HUKHOBEHHUS OTHOCHUTCA K OYEHb pPEAKUM, HO BO3MOXKHBIM OCJIO)KHEHHUSM,
00ycoBIeHHBIM Tepanueit nuruéuropamu AII®D, BiItoyast mepuHIONPHIL.

HexenarennHbIe SABJICHUA, OTMCUYCHHBIC B KIIMHUYCCKUX UCCICIOBAHUAX

B wuccnenmoBannn EUROPA mpoBoamiach peructpaiusi TOJIBKO CEPhE3HBIX HEXeTaTeIbHBIX
aprneHuit. CepbE3HbIe HEXKENaTeIbHbIe ABIeHUs OblTH oT™MeueHbI y 16 (0,3 %) manueHToB B rpyrne
nepunaonpuwia u 'y 12 (0,2 %) nauuenToB B rpymnne mianebo. B rpynne nepunnonpuia y 6
MAIMEHTOB ObUIO OTMEUEHO BhIpakeHHOe CHIKeHne A/Jl, y 3 manueHToB — aHTHOHEBPOTHYECKUI
OTE€K, y 1 manuenTa — BHe3amHas OCTaHOBKA cepana. YacTtora OTMEHBI IIpenapara n3-3a Kalus,
BBIPQKEHHOT'O CHIDKEHUS! A/ Wim Apyrux ciydaeB HENEepeHOCHMMOCTH Oblia BbINIE B TPYIINE
NEpUHAONPUIA IO CPABHEHUIO C TPYMNIION 11ane6o.

Co0011eHne 0 MoI03PEBAEMBIX HEXKEIIATEIbHBIX PEAKIIHIX
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BaxxHO c000IIIaTh 0 10103pEBaCMBIX HEXKeIaTeIpHBIX peélg{ﬁfn'r;{l lﬁt;lcn %J%hixlm]_rfbgﬁ&ﬁm C

[ENbI0 O0ECIeUeHUs] HEMPEPHIBHOTO MOHUTOPUHTA COOTHOIIEHUS «IOJIb3a — PHCK»
JICKapCTBEHHOTO Tpernapara. MeIuIMHCKUM pa0OTHUKAM PEKOMEHIYETCs COOOMaTh O JIFOOBIX
MI0JI0O3PCBACMBIX HEXKEIATEIbHBIX PEAKIHMIX JICKQPCTBEHHOrO IMpernapara 4epe3 Hal[MOHAJIbHBIC
CHUCTEMBI COOOINEHHS O HEKEIATeIbHBIX PEaKIUAX TOCYJAapCcTB — UICHOB EBpasmiickoro
SKOHOMHYECKOI'O COI03a.

Poccniickas @enepanvs

®denepaiibHas ciryxk0a 1Mo Ha3opy B cdepe 3apaBooxpanenus (Poc3apaBHaazop)

Anpec: 109012, r. MockBa, CriaBsiHCKas IoIianp, 1. 4, ctp. 1

Tenedon: +7 800 550 99 03

DnekTponHas noyra: pharm@roszdravnadzor.gov.ru

Caiit B nH(bOPMaIIMOHHO-TEIEKOMMYHHUKAITMOHHOM ceTu «IHTepHeT»!

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

4.9. Ilepeno3upoBka

JlanHble 0 nepe103upOBKe Mpenapara y 4eJI0BeKa OrpaHUYEHBI.

CuMOTOMBI

CuUMINTOMBI, CBSI3aHHBIE C Mepe103upoBKoi HHTHOuTOpamMu AIID, MOTYT BKIIIOYATh: BEIPAXKEHHOE
cHkenne AJl, TMPKyJIATOPHBIN MIOK, HAPYIICHUS BOJIHO-JIEKTPOIUTHOTO OajlaHca, IOYeYHYIO
HEIOCTaTOYHOCTh, TUIIEPBEHTUIISIINIO, TAXUKAPIUIO, ONIyIIEHUE cepaueOnueHus, OpaauKapamio,
TOJIOBOKPY>KEeHHE, OECITOKOMCTBO U Kalllelb.

Jleyenue

PexoMeHyeMbIM METOAOM JIEUEHHUS] MpPU NEPETO3UPOBKE SBIISETCS BHYTPUBEHHOE BBE/IECHUE
0,9 % pacTtBopa HaTpus xsopuaa. [Ipu BeipakeHHOM cHIKeHHH Al cienyeT nepeBecTu maiyueHTa
B IIOJIO’KEHHE «IEXKa» Ha CIMHE C MPUMIOJHATHIMU HoraMmu. [Tpu Heo0X0AMMOCTH MOYKHO BBECTH
BHYTPUBEHHO aHruoTeH3uH Il w/mmm pactBop kaTexosamMMHOB. C MOMOIIBIO JHali3a MOXHO
YAATUTH IEPUHAOIPUI U3 CUCTEMHOTO KpOBOTOKA (cM. paznen 4.4). [Ipu pa3Butun ycTolHuuBOil K
Tepanuu OpaguKkapaAuy MOKET NOTPEOOBAThCS YCTAHOBKA AJIEKTPOKAPANOCTUMYJISITOPA.
Heo6xouMO MOCTOSIHHO KOHTPOJIMPOBATh I10KA3aTEId OCHOBHBIX JKM3HEHHBIX (YHKLIHH

OpraHnu3Ma, KOHOCHTPALUIO KPpEaTUHWHA U JJICKTPOJIUTOB B ChIBOPOTKE KPOBH.

5. DPAPMAKOJIOTMYECKHE CBOMCTBA
5.1. ®apmakoauHAMHYECKHE CBOICTBA
dapMakoTepaneBTUUECKasi TPyIIA: CPEACTBA, JCUCTBYIOIIME HAa PEHUH-aHTMOTEH3MHOBYIO

CUCTEMY; HHIMOUTOPBI aHTMOTEH3UHITpeBpalatoniero gepmenta (AIID).

Koxg ATX: C0O9AA04
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(NOCNEQCBATENEHOCTE 0003)

MexaHu3M IeHCTBUS

[Tepunmonpun — HTUOUTOP pepMeHTa, IPEBPALIAIONIETO AHTHOTCH3WH | B aHTHOTeH3UH 1.
AII®D, unu kunuHaza ll, sBisercs 3K30MenTHIa301, KOTOpask OCYIIECTBIAET KaK MPEeBpaIeHUE
aHruoTeHsuHa | B cocynocyxkuBaroliee BemiecTBo aHruoreHsuH Il Tak u paspyuienue
OpaauKuHUHA, 001a/Ia0IIETr0 COCYA0PACIIUPSIIOUINM AeHCTBUEM, 10 HEAKTUBHOTO TeNTanenTH/ Ia.
Nurn6uposanue AII® npuBOIUT K CHUKEHUIO KOHLIEHTpAIMK aHrnoTeH3uHa |l B mna3me kpoBw,
YTO BBI3BIBACT YBEJIMUYCHUE AKTUBHOCTH PEHUHA IJIa3Mbl KPOBH (110 MEXAHU3MY «OTPHUIIATEIbHON
00paTHOM CBSI3W») U YMEHbILIEHNE CEKPELIUU allbI0CTEPOHA.

[Tockonbky AIID nHakTUBUpYET OpaauKuHUH, ToAaBieHue AIID conmpoBoK1aeTCs MOBBIIIICHUEM
AKTUBHOCTH KaK LUPKYJHUPYIOLIEH, TAK U TKAHEBOW KAJUTMKPEUH-KUHUHOBOW CUCTEMBI, IIPU 3TOM
TaKXKe aKTUBUPYETCS CUCTEMA IPOCTOTIaHIMHOB. BO3MOKHO, 4TO 3TOT 3(h(heKT SABIAETCS YaCThIO
MeXaHHU3Ma aHTUTUIIEPTEH3UBHOTO JeicTBUS HHTHOuTOpoB AlID, a Takke MexaHu3Ma pa3BUTHUS
HEKOTOPBIX TOOOYHBIX 3P (PEKTOB MperapaToB JAHHOTO Kiacca (HarpuMep, Karus).
[lepunonpun oOKa3bIBa€T TepaNeBTUUYECKOE JEHCTBUE Ojaroaapss akTUBHOMY METaOOIHUTY
nepuHaonpuiaTy. Jpyrue MeTaboiuThl HEe OKa3bIBAIOT HHTMOUPYIOIIETO ACUCTBUS B OTHOIICHUN
ATIID in vitro.

Kinnanueckas 3¢ dekTUBHOCTE U 0€301aCHOCTh

Apmepuanvras cunepmen3usi

[Mepunponpun >¢pdexTHBeH B Tepanuu aprepuanbHoil rumeprensun (Al) mro0oif cremneHu
Tsokectd. Ha (oHe ero mpumMeHeHus OTMEYaeTcsl CHU)KEHUE KaK CHCTOJIMYECKOIro, Tak U
JIMACTOJMYECKOr0 apTepuaiabHOro JaBieHus (AJl) ¥ MOJOXKeHHsS MalMeHTa <JIeKa» U «CTOS.
[Tepungonpun ymensinaer obmee nepudepuueckoe cocyaucroe conporusieHue (OIICC), uyro
NPUBOJIUT K CHUKEHMIO MOBBIMIEHHOTO AJl M yiydiieHuto nepupepruueckoro KpoBOTOKa 0Oe3
U3MEHEeHMs 4acTOThl cepaeuHbIx cokpamienuit (HCC).

Kak npaBuio, npuMeHeHrne NMepuHI0NpUIa IPUBOJUT K YCUJIICHUIO MOYEYHOTO KPOBOTOKA, HO
CKOPOCTh KIIyOOUKOBOH (HIIbTpallU ITPH 3TOM HE U3MEHSETCS.

AHTUTHIIEPTEH3UBHOE JACWCTBHE Mpenapara JOCTUraeT MakcuMyma uepe3 4—6 yacoB mocie
OJTHOKPATHOT'O NpHeMa BHYTPb U COXpaHSAETCs B TeueHHe 24 4. AHTUTUIIEPTEeH3UBHOE JIeHiCTBHE K
OKOHYAHUIO CYTOK IIOCJIE€ OJHOKPATHOTO Npuema cocTtasisieT okosio 87—-100 % makcuManbHOro
aHTUrUnepTeH3uBHoro 3¢ dexra. CHmkenne A/l nocruraercst 10cTaTOuHO OBICTPO. Y MALIMEHTOB
C O3UTUBHBIM OTBETOM Ha JieueHue HopMmanuzanus A/l HacTynaer B Te4eHHE MecAla, IPU 3TOM
3P PEKT «IpUBbIKAaHUS» HE HAOTI01aeTCs.

HperameHHe JICYCHHUA HE COIIPOBOXKAACTCA pa3BUTUCM CUHAPOMA «OTMCHBD).
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[MepuHmonpui OKa3bIBa€T COCYIOPACIIUPSIONIEE nencﬂme 1gri%c£6'é'}_®gjf |_13occ];almla.ﬂeHmo

ANIACTUYHOCTU KPYIIHBIX ApTEPUN U CTPYKTYpPbI COCYIMCTOM CTEHKU MEIKHUX apTepHil, a TaKKe
YMEHBIIAET TUIIEPTPOPUIO JIEBOTO KETyJ0UKa.
ConyrcTBytoliee  NPUMEHEHHE  THA3UJHBIX  JUYPETHUKOB  YCHWJIMBAET  BBIPAXKEHHOCTh
aHTUTUIIEPTEH3UBHOTO 3Qdexra. Kpome Toro, oqHoBpeMeHHOe npuMeHenue naruouropa AII® n
THA3UIHOTO JUYPETHKA TaK)Ke MPUBOANUT K CHIKCHUIO PUCKA PA3BUTHUS THIIOKATHMEMUH Ha GoHE
npremMa TNypeTUKOB.
Cepoeunas HedocmamouHoCcms
[Tepunponpun HopMau3yeT paboTy cep/ua, CHIXKas MpeAHarpy3Ky U OCTHArpy3Ky.
VY nanueHToB ¢ XpOHHUYECKOH CepeUHON HEOCTaTOYHOCTHIO, MOIYYaBIINX TEPUHIONPHII, OBLIO
BBISBIICHO:

® CHIDKEHHE JaBJICHUS HAIIOJHEHMS B JIEBOM U IIPABOM JKEITyI0UKaX CEepLa;

e CHIDKEHHE 0011ero neprupepuyeckoro CONpoOTUBIEHHS COCY10B;

® TIOBBIIICHUE CEPJICYHOTO BEIOPOCA M YBEITMUYEHUE CEPJICTHOTO HHICKCA.
HccnenoBanue nepuHAONPUIA MO CPABHEHUIO C IIanedo mokaszano, urto u3MeHeHust AJl mocne
MEepPBOTO MpreMa MEPUHIONPIIIA Y MAIIUEHTOB C XPOHUUECKOU cep/IedHOM HeaocTaTouHOCThIO (11—
Il pynkumonanbubiii kmacc mo kiaccudukamuun HYHA), cratucTuyeckd TOCTOBEPHO HeE
OTJIMYAINCH OT U3MeHeHuil AJl, HabmroaaBIIMXCs OCIIe pueMa mianeoo.
Lepebposackynapuvie 3a601e6aHUs.
[Ipy mpuMeHeHUHM TEepUHAONpHIA TPeTOyTWIaMUHAa 10 2—4 Mr/cyT (dKBHBaJEHTHO 2,5-5 Mmr
NepUHAONpWIA aprUHMHA WM TMEepUHIONpPHIIA TO3MJIaTa) Kak B MOHOTEpalud, Tak U B
KOMOMHAIMM C WHAANaMHUJOM, OJHOBPEMEHHO CO CTaHJAPTHOW Tepamued MHCYJIbTa W/WIU
apTepUaNTbHON THIEPTEH3UN WITH JPYTUX MAaTOJIOTUIECKUX COCTOSIHUH, Y TIAIIHEHTOB, UMEIOIINX B
aHamMHe3e 1epeOpoBacKyJsipHble 3a0o0jieBaHUs (MHCYJNBT WJIM TPAH3UTOPHYIO HIIEMHUYECKYIO
aTaKky) B T€UEHHUE MOCIETHHUX 5 JIET, 3HAUUTEIbHO CHUKAETCSI PUCK BOZHUKHOBEHMSI IOBTOPHOT'O
MHCYJIbTa (KaK MIIEMUYECKOHM, TaK U FreMOpparn4eckoi npuposibl). JJonosHUTENbHO CHUXKAETCS
PUCK pa3BHUTHS JICTAIBHBIX WITM MIPUBOJSIINX K HHBAJTHIHOCTH HHCYJIFTOB; OCHOBHBIX CEPJICYHO-
COCYIIUCTBIX OCJIOXKHEHWH, BKIOYas HWH(PAPKT MHUOKapJa, B T.4. C JICTAIBHBIM HCXOJOM;
JIEMEHIIUH, CBA3aHHOM C MHCYJIBTOM; CE€PbE3HBbIX YXY/IIEHUH KOTHUTUBHBIX (yHKUUH. /laHHbIE
TEpaneBTHUECKUE IMpPEeUMyIIecTBa HAONIOJAIOTCS KakK Yy TAalWeHTOB C  apTepUalIbHOM
TUIIEPTEH3NEN, TaK W NpH HOpMaJbHOM A/l, HE3aBHCHMMO OT BO3pacTa, IO0JIa, HAIWYHS WU
OTCYTCTBUS CaxapHOTO AHa0eTa U THUIIA HHCYJIbTA.
Hwemuueckas 6onesnv cepoya (UBC)
Pesynbratsl uccnenoBanus EUROPA (mpoomkuTenbHOCTh 4 rojia y MalueHTOB CO CTa0MIIbHOM

NBC) noka3zanu, 4To Ha poHE MpreMa MEPUHAONPUIIA B J03€ 8 MI/CYT OTMEUAETCS CYIIECTBEHHOE
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L (o OEA HOCTL 0003
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3¢ (HEeKTUBHOCTH (CMEPTHOCTh OT CEPJIeYHO-COCYAMCTHIX 3a00JeBaHUM, YaCTOTHl He(haTaILHOTO
uH(papKTa MHOKapJa W/WIH OCTAHOBKH CEpJlla C MOCIEAYIONEH YCIENIHONH peaHuMaIei) Ha
1,9%. VYV mnauumeHToB, paHee mepeHecmnx HMHGApKT MHOKapAa WM  KOPOHApHYIO
pPEeBaCKyJIApU3aLMI0 OTMEUEHO CHUKEHHE a0COTIOTHOTO PUCKa COCTaBUIO 2,2 % MO CpaBHEHUIO C
rpymmnoii miane6o.

5.2. ®apmakokuHeTHYECKHE CBOHCTBA

AOGcopbuus

[Ipu mpueme BHYTpb MHEPUHAOINPHI OBICTPO BCACHIBAETCS B JKEIYJOYHO-KUIIEUYHOM TPAKTE,
MakcuMaibHas KoHLEHTpauus (Cmax) B IUIa3Me KpoBU jocturaercss uepes 1 u. Ilepuon
nosyBeiBesieHusl (T12) mepuHionpmwia U3 mia3Mbl KpoBu coctaBisier | u. Ilepunnonpun He
obnanaer GpapMakoIOrHuecKol akTHUBHOCTHIO. [IpubnusurensHo 27 % OT oOuIero KojaumuecTBa
abcopOMpPOBAHHOTO TMEPUHAONpPUIIA TOMAJaeT B KPOBOTOK B BHJIE AaKTHBHOTO MeTa0ONIMTa
nepunaonpuiara. [lomumo nepunaonpuiara, 06pa3yrorcs eme 5 MeTaboIMTOB, HE 00JIaJaroIIuX
(bapMaKoIOru4ecKod aKTUBHOCTBIO. Cmax MEPUHAONPUIIATA B IJIa3M€ KPOBH JIOCTUTAETCS Yepe3
3—4 4 mocne npuema BHYTPb.

[Tpuem nuiy 3amMeamseT MpeBpalieHre NEPUHIONPUIIA B IEPUHAONPUTIAT, TAKUM 00pa3oM, BIUss
Ha OnonoctynHocTh. [loaTomMy npenapar cieayeT npuHUMaTh BHYTPb | pa3 B CyTKH, YTPOM, ITepet
MIPUEMOM TTHIIIH.

bru10 mokazaHo, 4TO 3aBUCUMOCTH MEKIY 0301 MEePUHAONPUIIA U KOHLIEHTPAllUel ero B Iia3Me
VMeEeT JIMHENHBIN XapakTep.

Pacnpenenenne

O0nem pacmpeselieHusi CBOOOHOTO TEPHHAONPHIATA COCTABISIET MpUOIM3uTenbHo 0,2 JI/KT.
CBs13b nepuHIOIIpUIIaTa ¢ OeIKaMu M1a3Mbl KPOBH, I1aBHBIM 00pa3oM ¢ AII®, cocrasmnser 20 %,
Y HOCHUT J0303aBHCHUMBII XapaKTep.

OJIUMUHAINS

[lepunnonpunar BBIBOAUTCA W3 OpraHM3Ma MOYKaMH, M KOHEUHBIM IMEpHOJ MOJIyBBIBEIECHUS
CBOOOJHON (pakuuu cocTaBiseT NpUOIM3UTENbHO 17 4YacoB, B pe3yJbTaTe pPaBHOBECHOE
COCTOSIHUE JIOCTUTaeTCs B TEUEHUE 4 CYTOK.

Oco0ble TPVIIILI TAIMEHTOB

Jluya nodcunozo eozpacma, cepoeynas u NOYeyHas HeOOCMamo4HOCMb

BriBenenue mnepuHaonpuiaTa 3aMeUIEHO B IIOKHUIIOM BO3pacTe, a TaKKe y MAalUEHTOB C
CEpJEYHOM U MOYEUHON HEJOCTATOUHOCTHIO.

Junanu3Hslil KIMpeHc nepuHaonpuiara coctasiser 70 Mi/MuH.

Ileuenounas neoocmamoynocme
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VYV nanueHToB ¢ HUPPO30OM MEUYECHU MEUEHOUHBIN KJmpeHéme%ﬁﬁﬁt}iﬁﬁﬁg%ﬂfﬂ&el;éﬁfE%'asa.

Tem He MeHee, KOJIMYECTBO 00pa3yIOIMIErocss NEPUHAONPUIATa HE YMEHBINACTCS, U KOPPEKIHH

J103bI TIpenapara He Tpebyercs (cM. pasaens 4.2 u 4.4).

6. PAPMAIIEBTUYECKHUE CBOMCTBA

6.1. IlepeyeHb BCIOMOraTe/IbHbIX BelIECTB
JlakT03BI MOHOTHIPAT

[ennrosio3a MUKpokpucTamuindeckas tum 102

Maruus creapat

Kpemuus 1MoKCUI KOJIIIOUAHBII

6.2. HecoBMecTUMOCTH

He npumenumo.

6.3. Cpok rogHocTu (CpOK XpaHeHUs1)

2 rona.

6.4. OcoOble Mepbl NPEAOCTOPOKHOCTH NIPH XPAHEHUHU
XpaHuTb 1pu Temieparype He Boie 25 °C.

6.5. Xapakrep u coepkaHue NEPBUYHON YIIAKOBKH

HCDBI/I‘-IHEUI YIIaKOBKa JICKAPCTBCHHOTO ITpfriapaTra

ITo 10 TabneTok B KOHTYPHYIO SIMEUKOBYIO YIIAKOBKY U3 IJICHKU MOJIMBUHWIXJIOPUIHON U (HOIBIU
IFOMUHHUEBON I1€YaTHOH JIAKUPOBAHHOM.

ITo 14, 30, 60 umu 90 TabneTok B 6aHKY MOJIMMEPHYIO C aMOPTU3aTOPOM M3 MOJIUATUIIEHA HU3KOTO
JIABJICHUSI C KPBIIIKOM HATATUBAEMOM ¢ KOHTPOJIEM IIEPBOI0 BCKPBITUS U3 OJIUMEPA HU3KOTO WU
BBICOKOTO JIaBieHMs. CBOOOJHOE MPOCTPAHCTBO MOXKET OBITh 3aII0JIHEHO BaTOM MeaunnHcKon. Ha
0aHKM HAaKJIEUBAIOT 3TUKETKH W3 OyMmard 3TUKETOYHOW WM MUCYEH, WIM U3 TOJIUMEPHBIX
MaTepUasoB, CaMOKJIEAIIUECS.

BTODI/I‘-IH&?I YITaKOBKa JICKAPCTBCHHOI'O ITpfriapara

ITo 1, 2, 3, 6 unu 9 KOHTYPHBIX SYEHKOBBIX YITaKOBOK BMECTE C MHCTPYKLUEH IO METUIITHCKOMY
OPUMEHEHHIO TOMEIAIOT B MaykKy M3 KapToHa JuIsd MoTpeduTenbckoi Tapbl. Ha mauky Moker
HaKJIEUBAThCsl CAMOKJIESIIASACS 3TUKETKA C MApKUPOBKOW M3 OyMaru 3TMKETOYHOM WM MHCYEeH,
WM U3 TOJIMMEPHBIX MaTepUaoB.

[To 1 GaHke BMecCTe ¢ MHCTPYKIMEH MO MEAMIIMHCKOMY MPUMEHEHHMIO MOMENIAIOT B MayKy W3
KapToHa JUIs MOTPeOUTENILCKOM Tapbl. Ha mauky MOXeT HaKJIeMBaThCs CaMOKJIESINAsACs 3THKETKA
C MapKUPOBKOM U3 OyMaru 3TUKETOUYHOW WM MHUCYEH, MII U3 TIOJIMMEPHBIX MaTEPUAIOB.

[Tauku moOMEarT B TPYNIOBYIO YIIAKOBKY.
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(Mo OBATENEHOCTE 0003
6.6. OcoOble Mepbl NPeIOCTOPOKHOCT pu 1 YHUITOREHMH | UCI0Ib3OBAHHOIO

JIEKAPCTBEHHOI'O npemaparta HJIHN 0TX010B, MOJTYYE€HHBIX mocJje NPUMCHCHUSA
JIEKAPCTBCHHOI'O IIpenapara, 1 Apyrue MaHMnyJasiuu € nmpemnapaTomM

Oco0ble TpeOOBaHMS OTCYTCTBYIOT.

7. AEPKATEJIb PETUCTPAHUOHHOI'O YAOCTOBEPEHUSA
Poccniickas @enepanvs

000 «DapmacuHTe3-TIOMEHbY

625059, Tromenckas 00:1., . TromeHb, TpakT Benmxanckuit 7 km, 1. 2
Ten.: 8 (345) 239-38-56

Anpec snekTpoHHOM nouThl: info-pst@pharmasyntez.com

7.1. IlpeacTaBUTENb A€PsKATE/Is] PETHCTPALMOHHOTO Y10CTOBEPEHUsI

IIpereH3un HOTDG6HTCJI€I>1 HAaImpaBJIATH I10 aApPECy.

Poccniickas @enepanns

000 «®apmacunTe3-TrOMEHb)»

625059, TromeHckas o01., . TroMeHb, TpakT BenmxaHckuii 7 Kk, 1. 2
Ten.: 8-800-100-15-50

Anpec 37eKTpOHHOM moYTHI: info-pst@pharmasyntez.com

8. HOMEP PEIT'UCTPAIMOHHOI'O YAOCTOBEPEHUA

9. TATA NMEPBHYHON PETUCTPAIIMHA (IIOATBEPXJIEHUSA PETMCTPAIINMN,
INEPEPETUCTPAIIN)

JlaTa nepBoi perucTpanuu:

10. IATA IEPECMOTPA TEKCTA

OO6mas xapakTepHucTHKa JieKkapcTBeHHOro npenapata Ilepunaonpun dapmacuHTe3 10CTyIHA Ha

uH(pOpMallMOHHOM TmopTaje EBpasuiickoro »KOHOMHMYECKOTO COr03a B HH(OPMAaLMOHHO-

KOMMYHUKaIIMOHHOM cetn «HTepHeT https://eec.eaeunion.org/
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